Rajarshi Dashrath Autonomous State Medical College, Avodhvya

Call For Objection

File Reference: -  / Proprietary Article /Surgery / R.D.A.S.M.C./ Surgical Workstation — An
integrated RF Electrosurgical Unit, Vessel Sealer, Aron Plasing Coagulalion Unil \Waler Jet, High End
Suction Module & Smake Plume Evacuation System for the Department of Surgery

Subject: Inviting comments/objection, If any before declaring proprietary article for procurement of)
Surgical Workstation — An integrated RF Electrosurgical Unil, Vessel Sealer, Aron Plasma Coagulation
Unit ,\Water Jet, High End Suction Madule & Smoke Plume Evacuation System for the Department of
Surgery, Rajarshi Dashrath Autonomous State Medical College, Ayodhya.

Indenter: The Department of Surgery, Rajarshi Dashrath Autonomous State Medical College,
Ayodhya has to procure, Surgical Workstation — An integrated RF Electrosurgical Unit, Vessel Sealer,
Aron Plasma Coagulation Unit, Water Jet, High End Suction Module & Smoke Plume Evacuation
System on Proprietary Article basis.

The proposal submitted by M/S Pee Vee Enterprises, 2137/M(8), Canal Road, indralok Colony,
Krishna Nagar, Lucknow, who is authorised channel partner of M/S ERBE Medical India Pvt Ltd
wholly owned subsidiary of ERBE Elektromedizine GmbH. Germany who are established and
reputable sole manufacturers of Complete Surgical Workstation consist of - APC Unit, Erbe jet &
Electro surgical Unit having production facilities at Waldhorenlestrasse 17. D-72072. Tubingen,
along with relevant proprietary article certificate & patented document are attached & uploaded on
website.

The above documents are being uploaded for apen infarmation to submit objections, comments if
any from any manufacturer/supplier before declaring proprietary article of the said equipment /
itams to be procured within 10 days [i.e. 31, 12 2021} from the date of issuance/uploading of the
notification

The comments should be sent to the office of finance controller & In Charge Cantral Procurement on
above address at Rajarshi Dashrath Autonomous State Medical College, Ayodhya in a sealed
envelope with above reference on within end of objection call from the date of uploading on
institutional website [i.e. 31, 12 2021 }, failing which it will be presumed that any other
manufacture/vendor js having no comment to offer and case will be decided on merits.

Finance Controller Principal

Enclosure: - > Technical Specification, as per Master Suchi of DGME&T

> PAC Certificates by Department

> PAC Certificate by Manufacturer



Rajarshi Dashrath Autonomous State Medical College, Ayodhya

Certificate for Purchase of Proprietary Article

(1) Description of Article: Surgical Workstation —An integrated RT Electrosurgical Unit, Vessel
Sealer, Argon Plasma Coagulation Unit, Water Jet, High End Suction Module & Smoke Plume
Evacuation System

(2) Quantity: 01

(3) Approximate cost, if known: 71,35,637 (per Unit) + 12% GST = Rs. 79,91,913 ( Grand Total

Seventy Nine
Lakh Ninety One Thousand Nine Hundred Thirteen Only)

(4) Maker’s name and address: M/S Erbe Medical India Pvt Ltd wholly owned subsidiary of M/S
ERBE Elektromedizin GmbH, Germany

(5) Name of Local Agents: M/S PeeVee Enterprises
2137/M(8), Canal Road, Indralok Colony, Krishna Nagar,
Lucknow226023
Tel +91 0522 4025629, 941502096 E-mail ID : peeveel32@gmail.com
Contact Person: Mr Vijay Agarwal 9415020996, 0522 4025629

(6) I approve the above purchase and | certify that:
(a) No other make/brand will be suitable.
(b) This is the only firm who is manufacturing/stocking this item.
(c) Asimilar article is not manufactured/sold by any other firm, which could be used in
lieu.

Note: Delete (a) or (b) whichever is not necessary.

Signature

Designation of Officer

Date:

Counter Signed

M.S./D.D.A/DEAN
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SPECIFICATION OF SURGICAL WORK STATION

An integrated RF Electro Surgical Unit (For electrosurgical Cut & Coagulation modes for
optimum effect of HF surgary}

[ Vessel Sealer (For thermo fusion -/ sealing & dissection for vessels & tissues structures
.during open and laparoscopic surgeries} :

Argon plasma coagul&tion anit (For homeostasis of bleeding tissues & devitalisation of
pathological tissues & stops bleeding, non-contact technology for coagulaiion}

Water Jet Technology_(1ybrid technology for clevation & separation of tissue layers with
minimal bleeding, Parenchyma can be dissected and Vessels & nerves prepared)

Iligh End Suetion Module : (For pennitiing gn-cud visibility of target surgteal site
automatically) ’

O T R I
.

Smoke Plume Evacuafion System: (For evacuation of cutting & coagulation of tissue smoke
plume, for betier visibility, reduced risk of viral & bacterial dispersion)

Mobile Trolley: imported mobile troliey with lacking castors, In build provision of - Argon
Gas cylinder, Electro Surgical Unit, Vessel Sealer, APC Umt Water jet Unit, and High End
Suction & Smoke Plume Eor vacuation System. .

“The cquipment should be micro controller based & should adjust the power 10 get the desired
surgical effect on the lissue. All settings should be controlled by the muchine and nccording £
the tissue deliver. Power should be display on the screen with graph facility to show the
deliver power. ‘

pr:x}elpﬁ! compmty in the north region for uptime guarantee.

Diathermy machine should be microprocessor controlled, US-FDA & European Certificate
marked in uccordance with the medicel devices directive (9342/EEC), minimum 40
instalintion base in northern part of the India with regional after sales service center of the

“Should have 8 cutting and more thar 8 coagulation modes, namely Aulo cul, iixgh cul, Dry

cut, Bipolar cut, Bipolar Resection cut (seline). Coagulation modes should have - Soft

Cosgulation, Swifl Cosgulstion, Forced Cosgulation, Spray coagulation, Bipolar soft
congulation, Bipolar forced coagulstion, Bipolar Resection coagulation (Saline), Twin

congulution, Biclomp ~Bipolar Therme fusien and precise conguiation.

“The system should huve Monopolar Cut & Coegulation Mode, two Bipn!nr Modes with guto |
hipolur start & stop antd Viessel fusion technology sl integrated in one syslens.

Should Tisve Power and Vaoltage autometic regulntion fenture to prz.vuzf tissue 4 (Iunmy. and
charring. The output voltage should be regulnted in vorious levels.

The %y\lun atinld fve 10D Backlight adjustment for pouvd visibility in n;:zumn_;;; Foom,
pulicnt plite monitoring frcility, audiovisual wlarm and deoctivale oulpat 0 contaet belween

pirtient und priient plte i i not praper o z,hmmm{: the rz&k of pmzwz hmns
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TG Special bipolar mode for coaguiation of vascular tissue (Thermo 8fusion) upto 7 mm with |
reusable hand instrument for open as well laparoscopic surgeries.
H | Vessel sealing and cutting simultaneous. E - T
] The unit showld be FDA approval for 7Tmm Vessel.
9
A | For management of bieeding and devialisation of fissue abnormalities achieved by optimal
coordination with RF generator
3 | Tho Arébh Plasima Coagnlation system should have automatic parameters seuiﬁg for various |
types of instruments and automatic depth controlled plasma regulation.
C TShould have three different APC modes sultable for differant indications
5" | Precise APC — adjustinent made using the effect settings -
E | Pulsed APC - adjustment made using the parameter power settings
F | Forced APC — adjustment made ustng the paranxeteé‘iéawer settings
G| Should have Adjustable argon flow rate from 0.1 L/min to 8L/ min in steps of 0.1 L /min with
automatic regulation of selected flow rate.
i1 [ Should have the facility to use Argon plasma coagulation and monopolar ccmgulalic}afi
simultancously . ' o ' .
B Should have automatic monitering of flow rate and Argon supply and aulo purge facility. It
should have the facility to connect with central gas supply. .

1 | Should give visual display of argon gas tottle content and should give Acoustic alarm wh en

bhottle content reaches a minimum. )

"1 Should have facility for activation of unit by foot pedal of the Elzetro Surgical unit. )
[ I Should have facility to use in double balloon endoscopy procedures. 7
N T Shoutd have-facility for Argon supported cutting and coaguiation. :

T _

A For manngement of seperating the different tissue types with their va—r);i'n-é_—cgsdﬁ:'i_tﬁ?{iﬁ
[irmaess with the help of adjusted water pressure based on the kinetic energy principie.

fi [ Should have pressure range: 1-80 bars & Volume flow: 1-6Smi/min. it should indicate
delivered fluid vol.

¢ "IShould ndapt any sterile saline solution bag {disposable) as separation medium.

D7 Should be integrated with Electro surgical workstation with other accessories and laciliy to
connect Monopolar coagulation with the applicator

12 "1 Slould have facility to individually configure programs for different surgerivs. o T

' Water jet uetivation should be vin footswitch and Remote facility for switching briween v o
different user seitings. )

¢ | shoukl have facility for various upplicnmr?fu% used in Laparoscopy, fexible endoscopy am d
wpen surgeries. _ i -

“ | e e . —

A | Reusnble hand .pu.z_xéi‘l. with f.m!:_tg!urﬁw.:p?mg huzwééi_fi?&&%% =05 T

H B T__\({
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B | Reusable Thermo fusion hand instrument for Open Surgeries (for vasculatures up te 7Tmm)=
02 units
C | Reusable Thermo fusion hand instrument for Laparoscopic Surgeries (for vasculatures upte
7mm.) = 02 Units
D | Reusable B;polar forceps s with irrigation port & cable 02 each
E | Sealing and Cutting hand instrument,5mm bowel shaped with maxzmum of 1.t mm thermal
spread = 02 each
£ | Footswitch with facility for swapping between programs.
"G | Reusable patient plate — Adult & Paediatrics with cable = 02 each
H | Patient plate with equipotential ring - 10 nos.
i Argon Plasma Coagulation 3 button electrosurgical pencil, connecling cable, prubes and
applicators for both Lupatoscopy & Open sutgery. 02 uvuits
3 Argon assisted cutting instrument for open surgery and laprroscopic surgery.
K | Water Jet accessories for Laparcscopy and Open Surgery.
1. | Hybrid Accessories for Water Jet surgery. Work Station troley with attached Suction unit
M 1 Wark Station trolley with attached Suction unit.

Essentint Criteria:

E-J

{s.

i}

Demonstration mandatory at hospital premises at OEM cost.

CMC offered for the quoted equipment should not be more than 5% of the quoted model with
not more than 3% escalation per yeer after completion of CMC periad.

CMUC offered for the quoted equipment must be on OEM letterhead for further years. (CMC
offered on distributors/ Vendor letterhead will not be considered).

instailation process should be performed by OEM trained service engineer/ service
representative on QEMs letter head/ service report, with & mandatory provision of oroviding
preventive service visits of OEM trained service engineel/ service represeatative quarterly per
year til completion of wareanty peried {i.e. 20 visits fer fiest five years) snd lurther guarterl y
visit {04 visits/ year) till the completion of CMC period.

The instatlation process must be completed by the OEM/ Service provider within 30 days of
supply.

The secessories/ conspmables utilized during the period nE‘ msmiimmn process should be wken
care FOC by OLM/ Service provider,

The equipment complies with the requirement of the Medical Device Dircciive of chiss
cyuipment und Bleciromagnetic compatibility, all supporting dacurments must bu provided.0
tquipment shouk! bave brand name/ model number embossed! etehed on the vguipment.
in ense of welnical snagf Tiifure/ breakdown, the response time fer Inspection should be wilkin
24 tlour and repair within § days, otherwise provide o service machine antil the period o f

¢kl
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recovery of breakdown of the unit. Failing which will attract penal action as per the decision of

the University (Uptime guarantee of 95%]). :
10. The page of technical bid should be numbered and checklist should be duly filled as per the
* annexures and all annexures should be in accordance with the format, otherwise it may be the

reason for disqualification.

1. All the technical specifications accepted in the compliance statement must be supported by
Ovriginal Literature {rom the firm/ .. with Highlighting, Nawbering & flagging as
per below mentioned format for the compliance statement. )

5. Techrical Compiiance Page Mo, in the proposal submitied where

Meo. | Specification VYes/ No documentary evidence is enclosed as per
tender Specs with highlighting, Numbering
& fingging i

1
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erbe

power your performance.

Proprietary Certificate

To whom it may concern

Erbe VIO® 300D and APC 2

This is to certify that the Erbe VIO® 300 D with attached Argon Plasma Coagulation system (APC 2), that
provides facility to change between programs by a ReMode button in the footswitch and also

three different variations in Argon Plasma outputs namely FORCED APC, PULSED APC® and

PRECISE APC® are proprietary products, manufactured by Erbe Elektromedizin GmbH,

Waldhoernlestrasse 17, 72072 Tuebingen, Germany and these products are not manufactured
elsewhere.

Date 2017-02-15 Axel Retzlaff, Di

Proprietary Certificate

Erbe Elektr dizin GmbH Walidt ! Be 17 72072 Tuebingen Germany



erbe

power your performance.

Proprietary Certificate

fo whom [t may concern

endoCUT® | and Q

This is to certify that the modes endoCUT® | and endoCUT Q for fractionated cutting on erbe VIO
electrosurgical units are proprietary products, manufactured by Erbe Elekiromedizin GmbH,

Waldhoernlestrasse 17, 72072 Tuebingen, Germany and these products are not manufactured
elsewhere.

Date 2019-01-21

Proprietary Certificate

Erbe Elektromedizin GmbH WaldhoemlestraBe 17 72072 Tuehingen Germany



erbe

power your performance.

Proprietary Certificate

To whom it may concern

ERBEJET® 2

This is to certify that the ERBEJET 2 is a proprietary product, manufactured by Erbe Elektromedizin
GmbH, Waldhoernlestrasse 17, 72072 Tuebingen, Germany and this product is not manufactured
elsewhere.

Date 2017-02-15

Proprietary Certificate

Erbe Elektromedizin GmbH WaldhoernlestraRe 17 72072 Tuebingen Germany



CUS TOMER SUPPORT

VALID PATENTS FOR THE ERBEJET 2

ERBE Elektromedizin GmbH hereby declares, that the following patents are 1egistered for
the device ‘ERBEJET 2";

Waterjet surgical device with single-use pump cartridge
Country Patent number Description

Germany DE102004031673B4 Medical pump

Japan JP2008504086A Medical pump

China CN1980609A Medical pump
Australia AU2005259594B2  Medical pump

Filling function 'for.a'Watgrj‘et surgical device
Germany DE102007052805B4 Waterjet surgical device and process for operating such

Pump cartridge for WCl with controliable drive

Medical pump for a water jet in liver surgery comprises a drive unit for
Germany DE102004031674B3 opening and closing holders and/or coupling units

USA US7955057 Surgical device using water jet and a method for operating said device
Japan JP2011502563A Surgical device using a water jet and a method for operating a device
China CNOD0101848681A  Surgical device using water jet and method for operating said device
India IN248194A1 Medical pump

Australia AU2005259592B2  Medical pump

Transport device for sterile media

EP167037182 Transport device for sterile media
USA US8083493B2 Transport device for sterile media
Japan JP2007507261A Aseptic medium transport device
China  CN100548229C Transport device for sterile media
India IN1446CHENP2006A Transport device for sterile media
Australia AU2004279670B2  Transport device for sterile media

LA /j///’/M

Tuebingen, 12 September 2012 : Marketing, Dr. Jochen Queck

" - 7, 22 = -
WaldhérmlestraBe 17, 72072 Tiibingen, www.erbe-med.com ERE

Perfection for Life
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a2 United States Patent {10y Patent No.: US 7,955,057 B2
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Assistant Examiner — Leonard § Weinstein
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A6IR 173203 (2006.01) The invention relates to a medical pump, especially for water
(32) US.CL ... 417/360; 417/238; 417/415: 417/572;  jet surgery. inwhich a pump unit is assembled as a single use
192/48.1; 604/152: 6067167  anicle and can be reversibly coanected to a purp actuating
(58) Field of Classification Seavch ... 417/238,  device. Within the pump, the pump sctuating device is also
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used to open up the connection between the pump unit and the
pump actuating device.
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1
MEDICAL PUMP

FIELD OF THE DISCLOSED EMBODIMENTS

The disclosed embadiments relate to a medical pump, in
particular for water jet surgery.

DACKGROUND

Water et surgery has been used for some time in liver
surgery. a8 (his organ has tissua structures of different firm-
ness (parenchyma, blood vessels and bile ducts) unlike any
other orpans and the applied water jet separates the tissue
being cut {parenchyma) vet leaves the blood vessels and bile
ducts undamaged. Naturally, precise control of the cutting
pressure is required for this type of operation.

A further problem with water jet surgery is that the custing
medium must be totajly sterile (e.g. Ringer solution), as the
tiquid comes into contact with boay tissue in the closest and

most intensive way possible Ordinary problems suchas high 2

reliability. simplicity and economic manufacture must also be
considered.

Medical pumps for water jet surgery are known. for
example, from U.S. Pat. No. 6,216,573 Bl and DE 203 09 616

U4, which comprise an exchangeable pump unit for single 2

use, which can be connected to pump actuating devices.
Changing of the pump devices is, however, very costly with
the known setups. As relatively farge forces are needed to
generate high pressure with sufficient flow, the devices for
coitnection of the pump deviece to the pump actuating devices
must be very substantial so that they can maintain a “fim
hold™ on the pump device during operation.

SUMMARY

The disclosed embodiments inciude a medical pump
wherein the coznection between the pump unit and the pump
actuating device is improved and easier to operate.

A medical pump according to disclosed embodiment
includes a pump vt which is assembled as a single use
article and whick comprises at least one piston and piston rod
for displacing the piston in an allocated cylinder defined by
the pump Uil & pump ackating device comprising at least
one controllable drive device and a motor control adapted to
actuate the pump it by displacing the ai leasi one piston rod;
holding devices which are adapted to open and close for
reversibie attachment of the pump unit to the pump actuating
device; and clutch means which are adapted to open and close
for reversible connection of the at Jeast one piston rod to the

at least one controllable drive device, wherein the at least one 3

coptroflable drive device of the pump actuating device is
further adapted 1o actvate the opening or closing of at Jeast
one of said holding devices or said clutch means.

In the disclosed embodiments, the drive device that pushes
the piston back and forth additionatly actuates or controls the
holding devices and/or the clutch means as well. Simple
operation by means of the drive device is thus possible and a
large holding force can be exerted, as this is apphied during
opening to decouple the pump unit from the pump actuating
device and not by the user.

The holding devices and/or the clutch devices are prefer-
ably spap fittings. The snap fittings are constructed so that
closing of the hoiding devices andfor cluteh devices can be
achieved by saapping the holding devices anpdior cluich
devices in place and so that opening the holding devices
andfor clutch devices can be achieved by means of the drive
device opening the snap fittings. The energy required for

o
P

&

[0

2
connecting the pump device to the dsive device can be gen-
erated very easily by the user. Opening is then carried out by
the drive devices with a comresponding large holding force. In
this way, only opemng must be camed out by the drive
devices but not closing as well. This simplifies the setup.

‘The snap fittings are preferably constructed so that the
foree required for closing is less than that for opening.

The drive device is preferably constructed so that the
engagemnent devives fitted n the chutch devices are positioned
at rest prior {o attaching the pump unit to the pump actuating
device so thai, on connectiag the pump unit 1o the pump
actuating device, the engagement devices disengage from the
piston rods and the cluich devices can be closed by actuating,
the dave devices. Lus means that the user does not have to
carry out any great manlpulation In refatlon to the pistons or
pisten pusitions in order to attach the pump unit to the pump
actuating device.

In one preferred embodiment, two pistons with piston rods
are provided in the cylinders and the purep actuating device is
constructed to give aliernate displecement of the pistoas This
arrangement ensures an increased pump performance. In this
embediment, the pump actuating device is constructed either
with two motors or a motor with controllable pearing prefer-
ably controlizhle such that the pistons can be displaced inone
oftwo ways: (1) synchronously for alternste opening or clos-
ing of the holding device and/or the clutch devices and (2)
alternately during normal pump operation. The pistons are
operated altemately dunng (2) nomal pump opemtion. A
different modus operandi (e.g.. synchronous operation) is
selected for opening and closing of the holding device and/or
theclutch devices using the same deive set as fornormal pump
operation. This results in a simplified setup ol the pump.

The drive device is preferably a linear drive {or in an
embodiment with two pistons, two linear drives) with shaft

5 and motor sa that the shaft is drivable in a controllable man-

ner. Very accurafe moventeats can be carried out via such
finear drives, thereby proteciing the pump with its piston/
cylinder units.

. The motor control is preferably constructed in such a way
that the pistons can be displaced at a constant speed. This
resulis in a smoother delivery of the medium to be pumped.

BRIEF DESCRIPTION OF THE DRAWINGS

Disclosed embodiments are now described by way of
example with reference to the accompanying drawings.

FIG. 1 is a schematic block diagram of a medicai pumgp
amangement according to a disclosed embodiment.

FIG. 2 is an exploded diagram of an embodiment of the
pump.

FIG. 3 is a perspective view of the pump actuating device
with coupled pump unit.

FIG. 4 is a side view of a holding device.

FIG. 5 is a view similar to FIG. 4, partially-sectioned along

5 the line V-V in FIG. 6.

FIG. 6 is a plan view of the holding device shown in FIG.
4.

FHGS. 79 are views similar te illusirations corresponding
to those in FIGS. 4-6, showing the holding device in an open
position.

FIG. 10 is an exploded drawing of the helding device
showing its functions] efements.

FIG. 11 is a perspective diagram of a sub-unit shown in
FIG. 10.

FIG. 12 is an exploded drawing of the sub-unit shown in
FIG. 11.

FIG. 13 is a perspective drawing of clutch means
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FIG. 14 is a view of the clulch means shown in FIG. 13 in
a different displacement position.

FIG. 15 is an exploded view of one cluich means shows in
FIG. 13 and FIG. 14.

FIG. £6 is an exploded view of a sab-unit of the clutch
nieans shown in FIG. 13.

FiG. 17 isaplan view ofthe clutch means shown in FIG. 13
wlth coupled plston rods.

FIG. 18 is 2 front elevation of the clutch means shown in
FIG 17

FIG. 1% 15 & view simfar 0 PIG. 17, showing (he clutch
means in a different operational state.

FIG. 20 is a front clevation of FIG. 19.

FiCr. 2135 a section along line XXX Bl B

DETAILED DESCRIFITON

Thesame reference numbers will beused for the same parts
and for parts with the same fusction

In ene disclosed embodiment depicled in FIG 1 & pump

actuating device 10 is provided which encompasses a mator
control 15 for the control of two motors 11, 11°, which are
connected via gearing 12, 12' and clutch devices 13, 13' o the
piston rods 25, 28'. Ah opertor B can operate the moator
control 15 by means of suitable switches (footswitchor finger
switch) so that the motors 11, {1’ alternately displace the
piston rod 25, 25 and thus the pistons 22, 22" in the cylinders
21, 21" of a pump unit 28 via the dascribed train, so that the
volume of the pressure chambers 16, 16' of the pump uzit 20
is alternately enlarged and reduced.

In order to seal the pressure chambers 16, 16' and the
pistons 22, 22* in relation to the cylinders 21, 21" seals 23, 23
are eavisaged at the pistons 22, 22'. Moreover, the piston rods
25, 25 maintain stedlity with cup seals 24, 24", which are
firmly fixed to the cylinders 21, 21' on the one hand and o the
pistons rods 25, 25" on the other. In this way germs from the
ambient air which, without these cup seals 24, 24", would
setile on the internal walls of the cylinders 21, 21° and pass
through the seals 23, 23" can neither mix with the working
fluid nor find their way into the same.

Suction valves 26, 26' as well as pressure valves 27, 2T are
connected to the pressure chambers 16, 16'. The suction
valves 26, 26' are connected via a fluid inlet 6 to a reservoir 8
for the working thrid. The pressure valves 27, 27" are con-
aected fo the pressure hose 5 which leads to an applicator §
via a fluid cutlet 7, The purap unit 20 forms a disposable part
[ together with the reservoir 9 including its contents, pressure
frase 5 and applicator 8, which is disposed of after each
operation, so that the entire setup roeets the highest sterility
requirements possible.

A butterfly valve 14 is provided by 1reans of which (in
addition to the motorcontrol 15) operator B can switch off the
fluid flow completely. The embodiment shown in FIG. 1
includes a pressure contro} valve 33 which with the aid of 2

valve membrane 36 can open and close a connecting channel

between fluid cutlet 7 and fluid inlet 6. The membrane 36 is
operated by an actuator 30 via a push rod 34 and 2 spring 33
ag well as 2 dynamometer 31. The dynamometer 31 supplies
a power proportional output signal to a comtroller 32, by
means of which an operator B can set a maximum pressure.
Instead of a separate dynamometer 31 the operating current of
the actuator 39 can be measured which is alse power propor-
tional.

This layout means that the fluid pressure can be accurately
adjusted at the applicator 8. Moreover, pressure fluctuations
resulting from piston operation are smoothed aut by the con-
trol valve 35. The important point is that the pressure control
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valve 35 due to its construction operates with the membrane
pressurized by fluid in a power-controlled and not a travel-
confrolied manner. No pressure adjustaient emor ean there-
fore ocetwr during, coupling of the pump vnit 26 to the punp
actuating device 10 even with dimension tolerances us itis not
the geometric dimensions {travel) which are important, but
the power with which the pressure control valve 35 is oper-
aded

FIG. 2 shows an exploded view of a construction embodi-
nient of the pump device 20. In this embodiment the pressure
amgd suction valves 36/27 oncompass balls [9 which are
pressed onto the valve seats via springs 18 (not visible in the
iltusteation) which principle is kuown

Fhe cylnder head 29 has two sectlons to which the cylin-
ders 21, Z1' are coupled, whereby the valves sit between the
cylinders 21, 21" and (he cylinder head 29,

1t can further be seen from FIG. 2, that the piston rods 25,
2% have coupling projections 17, 17 at thelr distal ends which
serve {o create 3 mechanical coanection with the coupling
systems 13,19

The pistons in this embodiment are formed by the proximal
ends of the piston rods 28, 25" fitted with caps 28, which
simultaneously hold seals 23, 23 firmly on the piston rods 28,
25,

The pressure hose 5 is fastened irmeversibly (o the cylinder
head 29 via aconnecting piece 37. a crimping piece 38 and an
internal pipe which is inserted into the pressure hose 5,
whereby after assembly (in a known way) the connecting
piece 37 is held in the cylinder bead 29 by means of a catch 45
which holds the connecting piece 37 irreversibly in the cyb-
inder head 29,

FIG. 3 shows a perspective illustration of the pump actu-
ating device 10 with a coupled pump unit 20. This illusiration
shows that the pump actuating device has a frame 65 to which

5 the mators 11, 11 are attached. They are constructed as

reversing motors which drive the shafis 47, 47 via cog belts
48, 48' and gearing 12, 12°, so that the rotary moventent of the
motors 11, 11'is transtated into a linear movement. Attached
to theshafts 47,47 are the clutches 13, 13 to which the piston
rods 25, 25" can be conpled. The setup of the actuator 30 with
the relevant push rod 34 is also visible in this illustration.

Moreover, the holding device 50 is attached o the frame 25
which is intended for holding the pump unit 20.

The holding device is explained in more detail with the aid

s of FIGS. 4-12.

Theholding device 58 encompasses jaw halder32, 52' with
jaws 51, 51" at the end, the jaws 31, 51' being are constructed
in such 2 way that they can engage with the lugs 46 (FIG. 2)
provided in order to hold the pump unit 20,

The jaw holders 52, 52'—as shown in FIG. 4—are posi-
tioned on the frame 65 via swivel pins and pretensioned i the
closed position (FIGS. 4-6) by means of springs 53 (see FIG.
10). T order to Insert a pump unit 26 this is pushed into the
holding device 36 in such a way that the jaws 51, 51" slip with
froat inclined surfaces over the lugs 46 of the pump unit 20
and are forced onto it When the pump unit 20 has then been
fully pushed on. the jaw holders 52, 52" snap shut and the jaws
51, 51" hold the pump npit 20 in this position until they are
pushed apart again.

The mechanism for opening the holding device 50 or jaws
51, 51 is explained with the aid of FIGS. 16-12.

The holding device 5¢ encompasses a holding block 54,
which has cylinder housings 56, 56' at its front which corre-
spond to therears of the cylinders 21, 21 of pumnp unit 20. The
fit can be seen easily when FIGS. 2 and 10 are compared.

An opening slide 57 is fixed with fastening screws 59, 59'
to the cylinder housing 56, whereby the opening slide 57 has
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clongated hales 60, 60" so that it can be pushed back and fozth.
‘the opening slide 52 is pushed backwards, away from the
pump uait 20, by means of 3 spring 58.

A rocker 52 which can be swiveled back and forth is fixed
1o the opeaing slide 57 by means of a rocker bearing 63
caying symmetrically amanged tongues 64, 64" The open-
ing slide 57 has an opening fongue 61 at its font, facing the
pump unit 20. The opening tongue 61 has a height which
comesponds to the distance between the internal surfaces of
the jow holders 52, 52'. On these inner surfaces of the jaw
holders 54, 32" opening mmps 5%, 55' have been attached 1
the displacement path of the opening tongue 63 in such a way
that the opening tongue 61, oa mectng the opening ramps 55,
35" and during further displacement in the direction of the
pumpunit 50, pushes apart the jaw holders 52, 52', so that they
change from the position shown in FIGS. 4-6 to the position
in FIGS. 7-9. In this position (according to FIGS. 7-9) the
jaws 51, 51' disengage from the lugs 46 on the pump unit 20
thus releaslag it Displacement of the opendng stide 37 oceurs
as described as follows.

During a “normmal” operation of the pump unit 20 the shafis
47,47 are moved back and forth altemately, so that inan end
position of a shaft 47 or 47 they hold the positions shown in
FIG. 6 or 17. During these movements the holding blocks 72,
72" are moved by the piston holders 70, 7¢' at the ead of the
shafis 47, 47 past the tongues 64, 64' in such a way that the
rocker2 is either tilted anti-clockwise, as shown in FIG. 6, or
in the other direction in which the holding blocks 72, 72} are
in the reverse position—projecting or pulled back, as shown
in FIG. 17. These alternating movements of the pistoa holders
70.70 or the bolding blocks 72, 72 can thus be carried out to
operate the pomp without displacing the opening slide 57 in
the direction of the pump unit 20.

But when the shafts 47, 47 are driven in such a way that
both piston holders 70, 78" or holding blocks 72, 72 run side
by side, the rocker 62 cannot be avoided during displacement
(in the direction of the pump uait 20}, so that both holding
blocks 72. 72 engage simultaneously with both holding
tongues 64, 64" As a result the opening stide 57 is pushed
against the force of the spring 58 inits elongated holes 68, 60"
i the direction of the pump unit 50 when the piston holders
70, 70" continue to move forward so that the opening tongue
61 slides over the opening ramps 55, 55' thus forcing the jaw
hotders 52, 5¥' apart. The engagement of the jaws 51, 51" in
relation fo the lugs 46 on the pump unit 20 is released as 2
resuit. This opening of the holding device 50 thus oceurs
exclusively by means of the motors 11, 11" and their corre-
sponding control by means of the motor control 15,

Below the effect or actuation of the clutch systems 13, 13
is described in more detail with which the piston rods 25, 25
are coupled to the piston holders 70, 78" via their coupling
projections 17, 17, Attention is drawn in this respect to FIGS.
i3-21.

The holding blocks 72, 72" are screwed onto the shafts 47,
47 as shown in FIG. 15 and comprise insertion openings 77,
TT into which the piston reds 25, 25' can be inserted with their
coupling projections 17, 17 Springs 71, 71" are attached 1o
the holding blocks 72, 72' in such 2 way that the spring ends
73. 73 protrade into the insertion openings 77, 77, The dis-
tance of the spring ends 73, 73" is such that the piston rods 25,
25" can be inserted into the insertion openings 77, 77" with
their coupling projections 17, 17" and force the spring ends
73. 73 apart until they snap shut behind the coupling projec-
tions 17, 17'. For this the coupling projections 17, 17 have
conical ends. After inserting the coupling projections 17, 17
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into the piston holders 76, 76' the piston rods 25, 25 are
comnected to the pision holders 70, 70 and can neither be
pushed nor pulled.

Between the displacement travel of the piston holders 76,
70 or the holding blocks 72, 72'a struddle lever 74 is attached
onaswivel bearing 75 sothat itcan tilt, where on its upper and
lower side it bas straddle surfaces 76, 76' on the side facing
away from the punsp unit 20. On the other end. the end facing
the pump ugit 29, swivel edges 78, 78" are constructed on the

* straddle lever 74.

[ he lavout and dimeasiomng of the straddle ever /4 with
its straddle surfrces 76, 76' and swivel edges 78, 78 is such
that with alternating movements of the holding blocks 72, 72
ar pision kolders 70, 78", as shown in FIGS. 13 and 17, the
straddlce lever 74 is tilted either to one side or to the other slde
depending on which of the piston holders 70, 74' or holding
blocks 72, 72' stide past it in the direction of the pump unit 26.
As result of this swivel action, the straddle surfaces 76, 76'are

16 swiveled In such away that they do not engage wlth the spring

ends 73, 73 of the piston holder 70 or ¢ as they slide past.
But when both piston holders 70, 76" are pushed paralle] next
1o each other in the direction of the pump uait 20 {see FIGS.
14 and 19-21) the straddle surfaces 76 or 76" engage with the

5 spring erds 73, 73* (see in particular FIGS. 20 ard 21) so that

these slide along on the (chamfered) straddle surface 76 or 76'
and are forced apart. As a result of this forcing apast the pistos
rads 25, 25' previously attached to their coupling projections
17, 17 (sec holding position sccording to FIG. 18) are
released as shown in FIG. 20. After this with the same and
simultaseous paraifel movement of the piston holders 70, T
or holding blocks 72, 72' the holding device 50 as well as the
jaws 51, 51' are forced open and thus their engagement with
the lugs 46 of the pump unit 26 is released., the pump unit can
beremoved by the parallel displacement of the piston holders
76, 70" as far as their font position facing the pump unit 2¢
without the user having to overcome any force.

The motor congzol 15 is furthermore constructed insuch a
way that after removal of a pump urit 20 from the pump
acluating device 10, bolh shafis 47. 47 retract the piston
liolders 76, 76'. If the user inserts the pump unit 20 into the
pump actuating unit 19, it is only the force required for
opening the holding device 50 that neads to be overcome. The
piston rods 25, 25 then protrude with their coupling projec-
tions 17, §7' through the cylinder housing 56. 56 into the
pump actuating device 18. The user can now contol the
motor 15 in such a way that the same moves the pisten holders
0, T in the direction of the pump unit 26 in a “coupling
mede™ until the coupling projections 17 or 17 push apart the
spring ends 73, 73° and snap shut. This snapping process is
carried out separately one after the other for both coupling
projections 17 or 17, so that the straddle lever 74 does not
open the springs 71. 71"

In disclosed embediments, cotipling of the pump unit 26 to
the pump actuating device 18 is partially accomplished aad
decoupling is complelely accomplished by means of the
drive, which is provided for sctuation of the pump itself.
Separate drive devices are therefore not required to operate
the pump actuation and the coupling/decoupling.

The invention claimed is:

1. A medical pump comprising:

a puntp unit which is assembled as a single use article and
which comprises two pistons and piston rods for displac-
ing the pistons in allocated cylinders defined by the
pump umit:
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& pump actuating device comprising st least one control-
lable drive device and a motor control adapted to actuate
the pump unit by displacing the two piston rods alter-
nately;

holding devices which are adapted to open and close for s

reversible attachment of the pump unit to the pump
actuating device; and

clutch means wiuch are adapled 10 open and close for
reversible connection of the two pistor rods to the at
teast one controllable drive device,

wherein the at least one controllable deve device of the
pump actuating device is further adapted to actuate the
opening or closing of at least one of said holding devices
or said clutch means, and

wherein said at least one controllable drive device for said
pump actuating device comprises motor means which
operates 1o displace said pistons such that said pistons
are displaced aliernately during operation of the pump
unit and syachronously during opening or closing of the
hiolding device amtfor the cluteh deviees.

2. The medical pump according to claim 1, wherein at feast

one of said holding devices or said clutch means comprises a

8
snap device adapted o operate by soapping shut and open by
means of said at least one controlable drive device opening
said snap device.

3. The medical pump according to claim 2, wherein said
suap device is constracted such that a force needed to close it
is lower than a force needed to open it.

4. The medical pump according to claim I, wherein said
clutch means compnse engagement means which are fitted 1
said pump actuating device and wihich are positioned in a rest
position prior to attachment of said pwnp unit to said pump
actuating deviee whereby on connection of sard pump unit to
said pump actuating device the engagement means are disen-
gaged from said piston rods and said cluteh meane is closable
by actuation of said at Jeast one controilable drive device.

5. The medical punyp according to claim 1. wherein said at
least one controllable drive device compnses a lingar drive
having at least one shaft and at least one mator for control-
lable driving of said the shaft.

6. The medical pump according te claim 1, wherein said

20 miotor contiol displaces said piatons ol a constant speed.
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power your performance.

Proprietary Certificate

To whom it may concern

Erbe IES 3

This is to certify that the smoke evacuation system IES 3 with 5-stage main filter cartridge, that contains a
ULPA-15 filter that removes 99.9995% of all particles from 100 nm and that can be used for open surgical
and laparoscopic applications, is a proprietary product, manufactured by Erbe Elektromedizin GmbH,
Waldhoernlestrasse 17, 72072 Tuebingen, Germany and is not manufactured elsewhere.

This system is compatible with all models of the VIO® range proprietary to Erbe Elektromedizin GmbH.

Tuebingsn, 12052020 Michaet Reick, Director Business Management

Proprietary Certificate

Erbe Elektromedizin GmbH Waldhoemiestrale 17 72072 Tuebingen Germany
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Proprietary Certificate

To whom it may concern

Erbe Bipolar PREMIUM Forceps

This is to certify that the listed Bipolar PREMIUM Forceps are proprictary products, manufactured by Erbe
Elektromedizin Gmbll, Waldhoernlestrasse 17, 72072 Tuebingen, Germdany and these product are not

manufactured elsewhere

Article No. Catalogue Description

20195-501 Bipolar forceps PREMIUM, straight, tip 0.2 mm, pointed, length 120 mm
20195-502 Bipolar forceps PREMIUM, straight, tip 0.4 mm, very fine, length 120 mm
20155-503 Bipolar forceps PREMIUM, straight, tip 0.7 mm, fine, length 120 mm
20195-504 Bipolar forceps PREMIUM, straight, tip 0.7 mm, fine, angled, length 120 mm
20195-505 Bipolar forceps PREMIUM, straight, tip 0.2 mm, pointed, length 185 mm
20195-506 Bipolar forceps PREMIUM, straight, tip 0.4 mm, very fine, length 185 mm
20195-507 Bipolar forceps PREMIUM, straight, tip 0.7 mm, fine, length 185 mm
20195-508 Bipolar forceps PREMIUM, straight, tip 1 mm, blunt, length 185 mm
20195-509 Bipolar forceps PREMIUM, straight, tip 1 mm, blunt, angled, length 185 mm
20195-510 Bipolar forceps PREMIUM, straight, tip 0.2 mm, pointed, length 200 mm
20195-511 Bipolar forceps PREMIUM, straight, tip 0.4 mm, very fine, length 200 mm
20195-512 Bipolar forceps PREMIUM, straight, tip 1 mm, blunt, length 200 mm
20195-513 Bipolar forceps PREMIUM, straight, tip 1 mm, blunt, angled, iength 200 mm
20195-514 Bipolar forceps PREMIUM, straight, tip 2 mm, blunt, angled, length 200 mm
20195-515 Bipolar forceps PREMIUM, straight, tip 2 mm, blunt, length 230 mm
20195-516 Bipolar forceps PREMIUM, straight, tip 1 mm, blunt, angled, length 260 mm
20195-517 Bipolar forceps PREMIUM, straight, tip 2 mm, angled, length 260 rm
20195-518 Bipolar forceps PREMIUM, straight, tip 2 mm, blunt, length 280 mm e.g. for urclogy
20195-531 Bipolar forceps PREMIUM, bayonet, tip 0.2 mm, pointed, length 155 mm
20195-532 Bipolar forceps PREMIUM, bayonet, tip 0.4 mm, very fine, length 155 mm
20195-533 Bipolar forceps PREMIUM, bayonet, tip 0.7 mm, fine, length 155 mm
20195-534 Bipolar forceps PREMIUM, bayonet, tip 0.2 mm, pointed, length 170 mm
20195-535 Bipolar forceps PREMIUM, bayonet, tip 1 mm, blunt, length 170 mm
20195-536 Bipolar forceps PREMIUM, bayonet, tip 0.4 mm, very fine, length 200 mm
20195-537 Bipolar forceps PREMIUM, bayonet, tip 0.7 mm, fine, length 200 mm
20195-538 Bipolar forceps PREMIUM, bayonet, tip 1 mm, blunt, length 200 mm
20195-539 Bipolar forceps PREMIUM, bayonet, tip 1.2 mm, blunt, length 200 mm
20195-540 Bipolar forceps PREMIUM, bayonet, tip 2 mm, blunt, length 200 mm
20195-541 Bipolar forceps PREMIUM, bayonet, tip 1.2 mm, blunt, length 200 mm angled downwards
20195-542 Bipolar forceps PREMIUM, bayonet, tip 1.2 mm, blunt, length 200 mm angled upwards

.
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20195-543 Bipolar forceps PREMIUM, bayonet, tip 0.2 mm, pointed, length 230 mm
20195-544 Bipolar forceps PREMIUM, bayonet, tip 0.4 mm, very fine, length 230 mm

20195-545 Bipolar forceps PREMIUM, bayonet, tip 0.7 mm, fine, length 230 mm

20195 546 Bipolar forcaps PREMIUM, bayonet, tip 1 mm, blunt, length 230 mm

20195-547 Bipolar forceps PREMIUM, bayonet, tip 1.2 mm, blunt, length 230 mm

20195-548 Bipolar forceps PREMIUM, bayonet, tip 0.7 mm, fine, length 230 mm angled upwards
20195-549 Bipolar forceps PREMIUM, bayonet, tip 1.2 mm, blunt, length 230 mm angled upwards
20195-350 Bipolar forceps PREMIUM, bayonet, tip 0.7 mm, fine, length 230 mm angled downwards
20195-551 Bipolar furceps PREMIUM, bayonet, tip 0.2 mrm, pointed, length 250 mm

20195-552 Bipoular forceps PREMIUM, bayenet, tip 0.4 mm, very fing, langth 250 mm

20195-553 Bipolar forceps PREMIUM, bayonet, tip 0./ mm, fine, length 250 mm

20195-554 Bipolar forceps PREMIUM, bayonet, tip 1 mm, blunt, length 250 mm

20195-555 Bipolar forceps PREMIUM, bayonet, tip 1.2 mm, blunt, length 250 mm

20195-556 Bipolar forceps PREMIUM, bayonet, tip 0.7 mm, fine, length 250 mm angled upwards
20195-557 Bipolar forceps PREMIUM, bayonet, tip 0.7 mm, fine, length 170 mm

20195-558 Bipolar forceps PREMIUM, bayonet, tip 2 mm, blunt, length 250 mm

20195-559 Bipolar forceps PREMIUM, bayonet, tip 2mm, blunt, length 170 mm

20195-560 Bipolar forceps PREMIUM, bayonet, tip 0.2 mm, pointed, length 200 mm

20195-561 Bipolar forceps PREMIUM, bayonet, tip 2 mm, blunt, length 230 mm

Date 2021-02-18 Natalie Zierhut, Business Manager Asia Pacific

Erbe Elektromedizin GmbH Waldhoernlestrasse 17 72072 Tuebingen Germany

Phone +49 7071 755-0 CEQ and President: Christian O, Erbe Baden-Wurttembergische Bank Kreissparkasse Tlbingen

Fax +49 7071 755-179 Commercial Register Court Stuttgart IBAN; DE27 6005 0101 7477 5011 35 IBAN: DE54 64150020 0000000141
info@erbe-med.com HRB 380137 BIC: SOLADESTB00 BIC; SOLADES1TUB

erbe-med.com VAT ID (USt-ldNr.): DE 146893422

Page2 of 2
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Proprietary Certificate

Towhom it WMy concern

Nessy® Omega

Tiis iS to certify that the following pradusts -
Z0193-082 Messy Omege, spi

H patient plate
20193083 Nessy Omega,

split patient plate

are speciely designag

®  with a split-pad effective Lonlact sinface RS omd

& and can be applied irrespactive oF the dis

These are progrietary products, market
Weldhoerntssirass

ed exclusively iy £
2 17, 72072 Tusbingen, Cermany.

Ardls s Micizest Ntk Girestor Bustupsy Elutsgameny
T
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Proprietary Certificate
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Erie Rleltromouin Gapn Weidhorrnlasizatin 47 FRURZ Yuskingan Cermney




Proprietary Certificate

e whom it may concern

iClamp®

This is to certify that the following produsts

Z03193.134, .237 .228; 21185-124...-137,-228 BiClamp LAP foreeps
20195-229,-230,-246...-249; 21195-229,245, .-249 Billemp £ Lap
2‘31§S~26§3.-202,*2€)3,»213,-22i,-'???,-?ﬁ.ﬂ,—?%ﬂ,—z 8% Bl lamp <
22’13.9%3439,-2!'.'@,-282;203,—221,-—239,—2%,—2% BiClamp

arg specially desizned to enable

s for open surgery and laparoseapic ;}recédmeg
e vessel sealing in uralogy, gynecology, and in é& ;
¢ Billarp and thermoSEAL modes for thermo i

These are propristary products, marketed exciusively by Erbe
Waldhoarnlestrasse 17, 72072 Tuebingen, Germany

" po "
/sf'i‘{ctmpﬁis‘ o registerst Frodemoit of Erbe Elstiromedizln Gmbli

N

/
EifheeTning E;\r?:m&"%s Hemogtmen

?mg@éet&éééﬁéﬁmie

EBrbe Bleltramedinin Gmbst WaldhdetelenmaBa 1Y 72072 Tesbingen Germany
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Proprictary Certificate

To whom it may concern

Bipolar Instruments

This is to certify that the following products -

¢ 20185-132 Bipolar LAP forceps, Maryland, deap ribbed, shaft
20155-133 Bipolar LAP forceps, fenestrated, deap rihb;es'

are speclally designed to achieve the desired surgical eutra
on Use of each product) in different susgicat g:rocedu;es“. :

These are proprietary products, marketed exclusivel v by Esl;e '
1%, 72672 Tuebingen, Garnany.

Proprietary Certificate

Erbe Beltramarfivin BmbH  WalihasrmtameaRe 12 21873 Trmiinamn  Saoe..
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ERBE USA, Inc.

2225 Northwest Parlovay

baristia, GA 20087

Tel. 770-855-4400 Faxs 770-855 2577

Jufie Siephens, PresilantConsudtant
Regulatory Resources Group, inc,

February 23, 2006
Elactrosurglonal Generator (ESU) System
ne: ERBE VIO ESU (Mode! VIO 300 D)

Electrosurgicsl culiing and cosguiation device and
sccessories (21 CFR 878.4400)

GEl

ERBE VIO ESU (Mode! VIO 300 D) with Accessories
510k} Numbar: K023888

The ERBE VIO ESU with Accessories is an eleclrosurgical system that uses high
frequency (HF) elecirical curent waveforms to cut andior coaglate fissue. There were
no mexdifications fo the Accessonss flom the previously desred S10(k) K023888;
therefore, they are not included with this submission.

Unit (Mode VIO 306 D)

Gensral Descripion. The ESU has a colar menitor display that provides the vser
with an on-acreen tutrial as well as seiting and operational information. The unit has
various cutfing and coagulaion modes with defined effect levels to provide the
physician flexibility in interventional applications (i, is abilly to cenerste HF
current). The system has automatic start and stop festwes. The equipment is
programmable and verious accassories (e.g, fostswitches, hand instnaments, ele.)
as well as modes may be assigned to perform spedific funciions. When activatad,
the devico has an sudio and visual error syefam ( o , malfunclions o user e are
detected with medical persormel being alerted visually andlor By sound with, in some
cases, no energy being delivered). Upon activation, the energy deliverad {in watts)
from the ESU (o the tissue is displayed on the display scresn. Also, the unit can be
used in association with an ERBE compatible Argon Plasma Coagulator (APC). The
unt is supplied non-stedie and is reusabls.

Note: VIO stands for Vamsble Cut and Coagulation,

Hi-1
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§10¥K SUMMARY 7& 2 %
Indications for Use:

The ERBE VIO ESU with Accessories is intended to deliver high frequency (HF)
efoctrical curent for tho ouling andfor coagulafion of tissue.

;Eigrmﬁs and Differences af the Madmad Dxavics to the Cuirent Devies (Predicate
CH o , ";-:.w: i perEts !

EREE VIO 300 D FSU

Simitaritias

The modified FSU (ERBE VIO 300 D ESU) has the seme profective circuifs and
intended use as {he predicate ESU (ERBE VIO 300 D ESU) and most of the
perioimance spedilfications are the sams. The modified BSU has e same piolective
cireuits as the predicate ESU, which displays the Equipment Output Emror on the
manlter screen with a graphic representation eo that yau can readily detentine the
cause of the error. The modified ESU will also be manufeciured by ERBE
Eleldromedizin GimbH in Germany and will be supplisd a5 2 non-storile, reusable
ESU system. The packaging and labeling (User Manual, eic) components are similar
excapt in the descriptions of specific user instructions.

‘?he imdlﬁed ESU has the same cut and coagulation modes, Effect levels, power
maximune (wa%%ages} and voliage maximums. The User Manual remains the same
in the stalement o the physician: “The powsr output selling should be sat as low as
possible for the desired fissue affect. The puipose of fhis is to help reduce the

potential for capacitive coupling and inadvertent buming st higher watiages!
valtages,”

Eipolar Modes:
The modified ESU has the same cul and coagulation modes, Effect levels, power
mandmumma (vatiages) and voltage mawimums. The User Manus! remsins the came

in the statement to the physician: “The power oulput setfing should be sai as low as
possible for the desired fssue affect The pumose of this is to help reduce the

potential for capaciive coupling and inadvertent buming at  higher
waliagsshbiiages.”

BiClamp, APC, aod Argon-Assisted Modes:

The modified FSU has the same cut and coagulation modes, Flfact levels, power
maxmums {watlages) and voltege maximume specific to DiClamp, APC, and
Argon-Assisted Modes. The User Manual remains the same in the siatement i the
physician: “The power oulput setting should be set as low as possible for the
desired Hissue affect. The pupose of this is to help reduce the potential for
capacitive coupling and inadvertent buming at higher waliages/ voltages."

#-2
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The ENBDOQ CUT is a function in which the incision is aulomatically controlled in such
a way that sltemnating short culs are combined with soft coagulstion. Although both
of these modes wene available on the orginal 8T10{(k) ESU, the produst was not
inifially faunched on the markeipiace with this combination funclion available The
predicate ESU has this feature specified ag ENDO CUT [ and BNDO CUT 4 and
has been in use for appeovimately two years. The modified ESU will continue with
these same fealures excent for sfight differences as described balow,

Oiferencss
b

The EMBO CUT ﬁm:m was modifisd to more consistently emulate the atigina
ENDO CUTY technology from the ERBE ICC Series (Modsls) of EBUs. The ENDO
CUT program, " (for use with needle instruments), has the same setiings as the
predicate product. The EMDO CUT program, “Q° {or use with loop Instrumenis),
has modified defaull sellings Fom the predicets produst  The contiddf regulation of
the ENDO CUT O BMode was improved based on the fleld experience of ihe
predicate Mode. These modifications do not affect the safely of efficacy of the VIO
300 D £ESU. The labeling refects the changes.

The mﬁdlﬁed ES#J has two addifional modes then in the predicate ES(.  Additional
medes were added per feedback from the physidans. A Bipolar Cut+ mode and 3
Bipolar Boft Coag + mode wera added for greater flexibllity of use with Bipdlar
reseclion instruments. The additon of these modes does not affect the safely or
eﬁmo?tfwwmdlﬁsdESU The labaling reflacls the changes.

ificatio iha intarnzl hardware of the high Trequency (HF
g@n@ratm’ printed cireuit board (PCB). An additional decoupling capacitor was
edded on the HF-genarator board o reduce the naureswscilar alimulation (NMS)
effect during APC Pulsed Mode usage. Many of the gasimntesﬁnai {G0) operative
procedures are completed under minkmal usage of anesthesia; thorsfore, the
additional capacitor will assist in veduction of NMS during tﬁe usage af the APC
Pulsed Moda., While NMS is a kaown issue with all high frequency elecirical cusrant
generaiors, the APC Pulsed Mode s ideal for some opseralive procedures and the

addition of the capacitor lowess the susceptibility of ( NMS during use of
the mode,

All the wiil modifications have beet vesified ui validsied i design coniol.

H-3



JLLEYE

£10K SUMMARY
Conclusion: J/)"‘j’(’ # %@

Tha ERBE VIO ESU (Madel VIO 300 D) has the same intended uss, principles of
operation, and technological characterstics as the predicals ESU in the previously
cleared $10(k). The main modifications in the ESU reflect an ongoing commitment by
ERBE 1o safisfy customer feedback. In conclusion, there are no lssues with the ERBE
VIO ESU (Model VIO 300 D) that would raise additional zafety or efficacy issues when
compered (o the predicale device

Hi4
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DEPARTHMENT OF BEATTH b HURSAN SERVICES Pupdic Heslth Sendos

Food and Dreg Administration
et forporats Boudevard
Bockville KD 20880

uAr 16 2000

ERBE UiSA, Incorporated

cfo Reputatery Ilesources Group, Inc.
M. Julic Stephens

111 Lavrel Ridge Dive

Alpharette, Georgia 30004

Re: ROG0484
TiadeDevice Name, KREE USA Iuc. - BRBE V10 ESU (Model VIO 300 D)
Regulation Number 71 CER 878 4460
Regulation Name: Electrosurgiea! culiing and coagulation device and accessories
Regulatory Class: Il
Product Code: GEI
Dated: February 23. 2006
Received: Fabruary 27, 2006

Bear Ms. Stephens:

We have reviewed your Section 510{k) premarket notification of intent 1o 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 Deviee Amendments, orto
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do nct require epprovat of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general ventruls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, isting of
devices, pood manufacturing practice, labeling, and prohibitions against misbranding and
adulieration.

I your device is classified (sce above) into cither class I (Special Controls) or class B (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
he found in the Code of Federal Regulations. Title 21, Parts 800 to 898, In addition, FDYA may
publish futher wmounceinents concetping your device in the Federal Register,

Please be advised that FBA s issuance of a substantial equivalence determination does not mean
that FDA has made » detenmnination 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 net limited to: registration and listing (21
CFR Parl 807), labeling (21 CPR Pat 801}, geod manafictuting practics requirements as set



Page 2 — Ms. Julie Stephens

forth in the guality systems {Q3) regulation (21 CFR Part 820); and if appicable the oo v
product radiation control provisions (Sections 331-542 of the Acly; 21 UL K 1NUU-{U.

This lsttor will allow you fo begin marketing your device as described in your Section 510(k)
premarket notification. The FDA fuding of substantial equivafence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits yoie icrce
o procead to the market.

If you desire specific advice for your device on our Iabeling regulation (21 CFR Part 8013 please
contact the Office of Complianee at (240) 276-0115, Also, please node the regulation entitled,
*Mistranding by reference 1o premarket notification” (21CFR Part 307,97, Ynumay Jbiaw.
other general information on your responsibilities under the Act from the Divigion of Small
fManufaciurers, International and Consumer Assistance at iis wH-lee wenber (4003 038 -
(301) 443-6597 or at its Internet address hitoufwww fda goviedrh/deme/demaniain,btm:

Sincerely yours,

ark M. Metkerson
Acting Director
Division of General, Restorative
and Meurolopica! Duviees
Office of Device Bvaluation
Center for Dovices and
Radiolopical Health

Enclosure



Indicagons for Use

510(k) Number (if known): & OLO G- gg;

Previee Nataes FRBE USA Inc.  ERBE VIO ESU (Model VIG 396 D)

indications For Use:

The ERBE VIO ESIF with Accessories is intended to deliver high frequency (HF)
electsical current for the cutiing andfor coapulation of dssue,

PrescriptionUse . X AND/OR Cver-The-Caunter Use

{Part 21 CFR 801 Subpest DY (21 CFR 807 Subpart C)

{FLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation {ODE)

GO0,

M len i)
w5 of General, Restorative,
- ._7..;;: i .ws

o

2l

530(k) Number KOGLOHBH Page t af |




FEB I 6 %06

K O6OIFC.
540 BUBEARY 5}
agﬂ- 1
Submitted By BRBE USA, Ino, (%
22345 bipriveest Parkway -

Masialia, GA 30567
Tel: 7Y0-535-0400  Fax: T70-085-2577

Contact Person: Juliz Stenhens, Presxdard/Conauliont
feguistory Resources Group, Ing.

21 1

Jarmery 20, 2006

Bipolar Flacirosurgleal Opan and Leparessonis Ingkumeants
ERBE BiCiamp™ Opan and Laparoseopit instuments
Slaciogurgioal cutiing and coagulaiion dovios and aocessovies

(21 CFR 78.4400) and Gynecologic cleclrocauiary and
aecessvins (21 OFR Pant 884 4920}

Produst Cads: S and HGI
Legslly Maskeled EROE BiClamp™ Onpen and Laparoscopiz Inglruments,
Predicate Devices. S{00:) Rumber 032421

Vallsyiah lnc. LinaSure™ Open and Laparoseopic inslruments,
5100 Mumber: 981916

Diavics Dasorinthon:

The ERBEE 8iClemp™ Cpen and Lopercscepic instuments sre uied with an ERBE VIO
Elecirosurgical Generstor ESU) System having the Optional Bipolar Mode, BiClamp.  High
Frequency (HF) energy from e ESL s deliversd Siough tha jaws of ihe EREE BiClan™
Instumants 10 ohaguiste/desiconio issue.  The ERBE BiClamp'™ Upen Insrumands zme made
of stainizss slesl with plasic and ¢aramis insvlation 8}«?& # the jaw surfaces (which isoletes
the arsesgy 1o oatly the faw swfacss). The ERBE BiClamo™ Open Instruments mnge in size from
200 rsn (7.9 inches) to 270 mm (10.8 inches) m fength with bend faws Bwt bave 8 smooh
surface. The EREE BiClang™ Leparcscopio insinuments are made of matals sret plaslics wilh
the electical energy isolated to *i”ﬁ;&%’- Thay heve various jow types, which gre sterdard in
the mdustry  The ERBE BiClamp™ Laparcscopis instruments hiave a § mm vuiside dimeter
(0.0.) and 2 240 mm (13 4 inches) working length.  The inshiumenis ere provided nort-sterlles
snd are reusable (Mole, The clesning and steriiization pracesses have been validated and arg
provided n the Netes an Use io the cuslomer).

Intended Use,

The ERBE BiCkmp™ Open and Laparoscople Insruments are intended for use in general
surgery, laparcscaplc gynecolngic urological, and hemeic procedures where lusion of vessels
or tzouons is dasirad. 1he deviess can be used on vessals up to /7 i and bundles as large as
will B in the jews of e iostoerd A veweel fusion i vealed by he apulivatvn of bpolat
eleclrosurgical RF enemgy (sosgulation) 1o the vesseis placed belween the jaws of the
nsiemant.

The ERBE BiClamp™ Ooen and Laparmscopic sruments are designed far use with on 2REE
V@ Eleskrosurgical Gensrator (ESU) System having an Optional Sigolar bode! BiClamp'™

NN
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upgrade ard the mult-funciion recepladie. ot meommmended far use with cther manuiechuers

gensraton

fhe indications for s with Cpsn inshumends bkl gensral sugery, gynecalagie, urolegioed,
2 tharacic procedures where fusion of vessals end tasue bundles s periormed including such
procedures a5 bowsl vessoions, hysisrectomdes (bolh voging! and abdominal), Nivsen
fundopfostion, adhesiclysia (fysis of adhesione), cophoreciony, elo.

The mdiceions for use with | oparoscopls Insinmments include: aft lapsosouplc procedures
tincluding gynecclogis, general, wrologioa), and thomacle swgeny) where fusion of vesseis of
tissue Lundles is paformed including such provsdures ss bowel rosestions, hyelsreciomias
{both vagie! and ebdomina, lepmoscegio clioderysieciondes (gall bedde: mouadures), Masen
fundoplication, sdhesiolyss (vels of edhesions), voshtredionyy, slo

CAUTION: Veszs! fusion £an be sfiadsd by patiend faclivs such as age, slagiiclly of vessels,
thickness of vesse! walls, sto. thetefore, the physicen should review each vesee! fusion for szl
integily. This davice is not effeciva for ves n tbe! sleriizelionfubal cosgulalion for slatiization

DLIPOSEas,

Similarities  and Differences  of  fhe
ComperisoniSubatantial Equivaleniosh:

Stmltariiiag

The ERBE BiClamp™ COpen sinenends heve sivfler phvsicsl snd  dimensions!
chataclarstics as the predizate dovicss They have the seme basic lechnological
characteristics v the inlendsd use is the same, There are no changes o the ERBE
BiClamp™™ Laparnscopic Inslumeants,

Differencas wihin this 5108

The ERBE Billang™ Open Instuments are diferent in §iat the jaws havs 2 sealed caranug
eogting arcund the suiside jaw area. This new coaling ground the outside of the jaws gives
he inshument & gresier resisiance o houplal claening mud steriizativn tochniques. The
jaw area ez e prestes! susceplileldy 0 wear dug o the removel of blood and {issue
Thara are no changes to the ERBE BiClamp™ Lapercscopic Instruments.

Al the instrument desion changes have been veriied orvatidaled in desion confrol by EREE
Eteklromedizin GmbH, .

Conclusing:

The ERBE SiClhamp ™ Open and Laparoscopls lnstuments have the same intended use,
winciples of operghion. end technolegical charactoristics as tha pradicale devices that were
previgusiy clearsd for markel in 2 S10{k).

The ERBE BiClamp™ Open Instruments differ enly & thal they have 2 seaied ceramic
coating around the oulside of the jow area that has a grester durghiily with regonds to
cluaang and stacdization,

In conglusion, fhere ae nb esuss with the ERBE BiClamp™ Open and Laperescopic
imstrements el would raise addiiona) salely or efficacy ©suss when companred to the
prsdicate devites,
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RRBE USA, Ine.

ofe Mo Tuliz Stephens
Consultamt

Regulatory Resources Group, Inc.
i1t Laurel Ripe Drive
Alpharette, Georgia 30054

Re: KGEH170
Trade/Deavice Name: BERBE BiClamp™ Open and Laprescopie Insroments
Repalgtion NMumbser: 21 CFR 8184400
Reglation Mame: Bleclivaugicnl custing and coagnlstion dovier ang aossasories
Reguterory Class: 1
Product Code: GEL
lated: Jenuary 20, 2095
Received: lanuary 25, 2088

Deay Ms. Siepheas:

We have reviewsd your Section 310¢k) prerurkes notification of intent to market the device
sefurenced shove and have deiermined the device is substantiaily equivalent (for the indications
for use stated in the enclosure) (o legally moniteled predicate dovices marketed in Inferstate
enmmerce prior to Moy 28, 1975, the caactment date of the Medizal Device Amendments, o1 @
devices (hat iave beon reclassified in aceprdance with the provisions of the Federal 'god, Drug,
and Cosmnetic Act (Act) that do s requirs approval of 2 premezket approvat epplication (PMA).
Yaw mey, therefore, market the devies, sublect 1 the general contrels provisions of the Act, The
genecal controls provisions of the Act inchade reguirements for annust registration. listing of
deviess, good manufeacturing practice, lebeling. end prohibitions sgainst mishranding and
adulizration.

Il vour device is classified (see ghove) into cither elass I {Spacial Controls) o class HI (PMA)
it may be subjest to such addistions! controls. Existng mator regulations sffecting your device
¢an be found in the Code of Feders! Regulations, Title 21, Pasts 800 10 398, In addition, FDA
rasy publish further apnouacemients conctening four devies in the Faderal Register.

Plense be advised thet PDAs issuznee of 2 substantia) equivabinee determination doas not mean
that ¥12A has made » detoynination that vour device camnplies wills other reguiremsnts of the Acs
ot frly Fedderol stulutes i tepudafions adinldstered Uy olley Tedecad dgoncias. You must
camply with alt the Act’s requirements, includiag, but not lisnited (o vegistention and lsting {2}
CUR Purt 807) labeling (21 CFR Pant §01); good manyfzcmring practice reguiremizmls ay sut
forth in the quality systems (Q8) regulation (21 CFR Part 20); and 1f applicable, the electionic
product radiation controb provisions {(Sections 531-542 of the Act); 21 CFR 1000-1050.
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This lensr will allow you 0 bogen marketing yout device as described in your Scclion 5 1K)
premerket notifcation. The FDA finding of substantial egquivalencs of your device to a legally
marketed predicate device results in 2 clagsification for your deviee and thus, permits your
devics to proceed o the market,

Ef you desire specific advice for your device on our lebeling repulation (21 CFR Part 801, picase
contat the Offtce of Comglience af (240F 275-0115. Also, please rote the regulation catitled,
“Misbranding by refuretie fo premoarket nosification” (23 CFR Pant 807.97). You may ubiain
athisr genorel information on your responsibilities under the Ast from the Division of Sinall
NMamufactrers, Intemnational and Consumer Assistanes 2l its tc%!-ér& nﬁmber (8.20} 638— 2041 or
{3013 441-85Y7 or at its Internat address hitn/fereres fida po in Es gvnl.

é; Acting mrecmr
Division of General, Restorative
2nd Newmologiee! Deviges
Office of Device Bvaluation
Center for Devicss argd
Radiological Health

Enclosure



Indications fay Use

5500k Number (fknowny _ [ 060 140
Davice Mame. ERBE BiClamp'™ Open and Laparoscopic Instrunwnis

Indications For Uze:

The EREE BiClamp™ Open ond Laperostople Instruments are Intended e use i genoral
surgesy, lparcscopic, gymetakogie, wrological, end shorecis procedures where fusion of vessels
or tissues IS desired. The devites can be nesd on vessels up o 7 tan and bandles as lvgs a3
wili fif inthe jows of the instrament. A vesss| fusion  eveated by the epplication of Bipolay
electrosurgenl KF cnergy (congulstivn} tu the wasals placed between the jews of the
instrament,

The BRBE BiClamp' " Open andl Laparescopic Instrements are designed for use with an ERBE
VIO EBlectrosurgical Generato (ESU) Systern huving an Options] Bipolar Mode! BiClamp™
vpginde sad the rubi-functicn receptecls. Wot recoumnended for wse with other
maavfzctrer’s gonsabns. )

The indications for use with Open [nstruments include: general sutgery, gynecologic,
wologicsl, and thasacs procedures where fusion of vessls and tizsue bandles is performed
including such procedures as bowel resections, hysterectomias (both vagine! und shdominal),
Nissen fundoplication, adbesiolysis (lysis of adhesions), cophorectamy, etc.

The indications {or use with Laparescopic Instraments inchude: 2il Iaparoscopic procedires
Uncluding gynecolapic, gensral, wrological, und thoracic surgary) whese fision of vessels or
tissue bundies is peeformed including such procedures os bowel resections, hysterestomies
{both veginal and abdominat), laparoscopic cholecysiectomies (gall biadder procedures),
Nigser fundoplication, adhesiolysis (lysis of odhesions), sophorectomy, eic.

CAUTION: Vesgel fugion can be affecied by patient fctors such as age, clasticity of vessels,
thivkness of vesssl wails, cte.: therefore, the physician should review each vessel fusion for seal
itegrity. This device is not effective for use in tubal steritizationftubal coagulation for

sterilization purpoges,
Preseription Use | X ARND/OR Over-The-Counter Uss
(P22 OFR 501 Subpase D) (28 CFR 207 Subgart C3

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

foncumence ofCORIL, ioe Bvalustion {ODE)

o Pape 1ot |

Stamet 4y 7/
Dirisiva ot Leneral, Besto
and Meurological | :

586(k) Number
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510K SUMMARY JAN 0 8 2003

Applicant: ERBE USA, Inc.
2225 Northwest Parkway
Marietta, GA 30067
Tel: 770-955-4400
Fax; 770-855-2577

Contact Person for
ERBE USA: Julie Stephens
Consultant/President
Regulatory Resources Group, Inc.
Contact Information 550 Belgrave | ane
Tucker, GA 30084
Tel: 770-923-7219
Fax: 770-216-1530
Date Prepared: 12/08/02
Common Name: Argon Plasma Coagulator (APC) S_ystem

Trade/Proprietary Name: ERBE VIO APC (Model APC 2} with Accessories

Note: VIO stands for Variable Cut and Coagulation.

Classification Name: Electrosurgical cutting and coagulation device and
accessories (21CFR878.4400)

Product Code: 79GES
Legally Marketed ERBE Argon Plasma Coagulator {(Model APC 300}
Predicate Device; and Accessories 510(k) Number: KS63189

Device Description:

The ERBE Model APC 2 with Accessories is an argon plasma coagulation system and
is used in conjunction with an ERBE VIO Electrosurgical Unit (ESU). The ESU provides
high frequency (hf} voltage to electrically charge argon gas from the APC unit o form
plasma in the gas stream when in close proximity to tissue, Current density upon arrival
at the tissue surface from an APC instrument (applicator or probe) causes coagulation.
The APC with the ESU has a color monitor display that provides the user with an on-
screen futorial as well as setting and operational information. The VIO APC/ESU
system has various argon as well as argon assisted coagulation and cut modes. These
modes have defined effect levels to provide the physician flexibility in interventional
applications. Software in the ESU confrols the microprocessor chip in the APC unit and
APC Handles. The VIO ESU/APC system is programmable and has error menitoring
features. There is an ERBE Communications Bus (ECB) Cable for the ESU to

ftl-1



510K SUMMARY

communicate with the APC unit. A Pressure Reducer with Sensor is provided to
regulate the argon gas going info the APC unit. Two types of APC Handles are
available 1o activate the system. One of the Handles has a “ReMode” feature so that
the physician can change between two pre-programmed modes via the Handle instead
of having to touch the display screen. Specific {echnical information on the APC and
Accessories can be found in Section IV. The APC unit and these accessories are
supplied non-sterile and are reusable. Cleaning/Disinfection and as applicable
sterilization instructions are provided in the respective User Manual or Notes on use.
See Device  abeling in Section V, Attachment 2 An APC Membrane Filter is also
apart of the system. A Filter is fo be used for each caselfinterventional application. The
Filter is connected between the APC unit (at the argon gas port) and an APC Handlg or
Connector Hose. The Filter creates g barrier to profect the APC unit from potential
contamination. Fillers are supplied slerile by means of ethylene oxide and are
disposable (single use). They are contract manufactured and the sterilization cycle has
been validated. See specific technical information in Section IV and general use
information in the Notes on use in Section V, Attachment 1 for the Filter (Note: It 1s the
same Filter used on the predicate device.).

Intended Lse:

The ERBE VIO APC with Accessories is intended to deliver argon gas for argon plasma
coagulation of tissue when used in conjunclion with a compatible ERBE VIO
Electrosurgical Generator (ESU) and applicators or probes.

Similarities and Diiferences of the Madified Device to the Current Device (Predicate
Comparison/Substantial Equivalence).

The ERBE VIO APC (Model APC 2) with Accessories has the same intendad use,
principles of operation, and technological characteristics as the predicate APC in the
previously cleared 510(k). Also, materials, size, protective circuits, performance
characteristics, packaging, and labeling (except in the descriptions of the specific user
instructions) are the same ar similar.

Changes involve having an on-screen tuforial and interface display through the ESU for
the APC. The modification also includes having the software of the ESU control the
APC unit. In comparison to the predicate, other changes involve the ESU providing all
the power to the APC through built in “HF Contacts” in the case of the units with
footswitch activation being directly through the ESU. Furthermore, the gas flow rate
range was made slightly lower with a one second shorter purge time. Modifications fo
the APC unit also include slight variations to existing modes and more effect levels over
larger voltage ranges. All of the APC unit changes were done to have a user-friendlier
platform with a less complicated system but provide the physician more flexibility in
interventional applications. The specifics of the similarities and differences of the
modes can be found in the Comparison Table. Technical information on the modes can
be found in the APC 2 User Manual in Section V, Attachment 2.  For the accessories a
Sensor was added to the Reducer and a “ReMode” button was added to a Handle. The
Sensor provides the VIO ESWAPC system with in-put gas pressure data. The

-2
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‘ReMode” button on the VIO APC Handle allows the physician to change between
modes without having to fouch the monitor of the equipment during a procedure. The
performance standardsftests used/met were AAMVPANS| HF 18, Electrosurgical
Devices; EN 60601-1/IEC 60801-1, Medical Electrical Equipment Part 1. General
Requirements for Safety; EN 60601-1-2/IEC 60601-1-2, Medical Elecirical Equipment
Part 1: General Requirements for Safety; 2. Electromagnetic Compatibility
Requirements and Tests; EN 60601-2-2/IEC 60601-2-2, Medical Electrical Equipment
Part 2: Particular Requirements for the Safety of High Frequency Surgical Equipment;
and EN 60529, Degrees of rotection Provided by Enclosures (i Code).

The software of VIO ESU controls the microprocessor chip in the APC 2 and APC
Handles. It was upgraded to perform all the featuresfiunctions of the any compatijble
equipment. The Software is revision 1.1.2. General Principles of Sofiware Validation;
Final Guidance for industry and FDA Staff, 01/11/02; Guidance for FDA Reviewers and
Industry, Guidance for the Content of Premarket Submissions for Software Contained in
Medical Devices, 05/29/98; and EN 60601-1-4/[EC 60801-1-4, Medical Electrical
Equipment Part 1. General Requiremenis for Safety, 4. Collateral Standard:
Programmable Electrical Medical Systems were followed. Per the FDA Software
Guidance Documents the software was determined {o be a moderate level of concem.

nclysion:

The 510(k} Guidance Document for General Surgical Electrosurgical Devices, 5/10/95
was foliowed for this submission. The Risk Analysis method used fo assess the impact
of the modification on the device performance and its components followed EN 1441:
1898, Medical Devices Risk Management. All of the changes were verified or validated.
The changes did not raise safety or efficacy concerns nor adversely affect safety or

effectiveness. That is the modified device is as safe and effective as the predicate
device.
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ERBE USA, Inc.
cfa Ms. Julie Stephens

Regulatory Resources Group, Inc.

550 Belgrave Lane
Tucker, Georgia 30084
Trade/Device Name: ERBE VIO APC (Model APC 2) with Accessories

Re: K024047
Regulation Number: 21 CFR 878.4400
Regulation Name: Electrosurgical cutting and coagulation device and accessories

Regulatory Class: II

Product Code: GEI
Dated: December 6, 2002

Received: December 9, 2002

Dear Ms. Stephens:

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 (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. The

general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbrandiug and

adulteration.

be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

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); good manufacturing practice requirements as set
forth in the guality systems (Q8) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If your device 1s classified (see above) into either class I (Special Controls) or class il (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801}, please
contact the Office of Compliance at (301) 594.4659. Additionally, for questions on the
promotion and advertising of your device, please contact the Office of Compliance at (301) 594
4639. Also, please note the regulation entitled, “Misbranding by reference to premarket
notification” (21CFR Part 807.97) you may obtain. Other general information on yout
responsibilities under the Act may be obtained from the Division of Small Manufacturers,
International and Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597
or at its Internet address http://www.fda.gov/edrh/dsma/dsmamain html

Sincerely yours,

Wairam C. Psvsd

&Ceﬁa M. Witten, Ph.D., M.D,
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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S40 (k) NUMBER (LF KNOWN] : L\O A f'-; 4 7
Argon Plasma Coagulator (APC} System (VIO APC with Accessoaries)

DEVICE NAME:

TWDICATIONS FOR USE:

The ERBE VIO APC with Accessories is intended to deliver argon gas for argon
plasma coagulation of tissue when used In conjunction with a compatible ERBE

VIO Electrosurgical Generator (ESU) and applicators or probes.

{Division Sign-Off)
Division of Generzl, Restorative
and Neurological Devices

5190 Number__K 624647

(PLEASE DO KOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER ®;
IF WEEDED.)

Concurrence off CORE, Office of Device.Bvaluation (ODE}

Prescription Use OR Ovexr~The-Counter-
(Pey 21 CFR 801.108 {Optional .Forma
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ERBE USA Incorporated CONFIDENTIAL
Abbreviated 510(k) — ERBE ERBEJET® 2 System

510K SUMMARY
ok 3 -
Submitted By ERBE USA, Inc. gt § 1 2007
2225 Northwest Parkway

Marietta, GA 30067
Tel: 770-955-4400  Fax: 770-955-2577

Contact Person. Juhy Fartal

QAMRA Manager
Dafe Praparad: August 23, 2007
Commen Name: Water Jet Dissector

Trade/Proprietary Name: ERBE ERBEJET® 2 System

Classification Name: Jet Lavage (21 CFR Part 880.5475)

Product Code: FQH

Legally Marketed ERBE Helix Hydro-Jet™ System, 510(k) Numbers: K033590;
Predicate Devices: K022613; K012464

Device Description:

The ERBEJET® 2 System delivers pressurized normal saline solution {0.9% saline solution
for irigation) to cut ard dissect soft tissue. The ERBEJET® 2 Unit together with its
accessories is an active invasive surgical product. The sterile normal saline solution is the
“cutting medium” which is projected under pressure through a nozzle. The pressire is
generated by a sterile single-use double piston Pump Cariridge and is conirolled by means
of a Footswitch. The Footswiich has a “ReMode” bution that allows the user to switch
between two established or “set” programs during the surgical procadure. The ERBEJET®
2 Unit has a display screen that allows the user to adjust the desired pressure settings
using effect levels (1 fo 80). The user may use the BASIC program that comes
Rreprogrammed of set up to nine addifional personalized programs. The cutting medium is
isolated from the pressure generation Unit {i.e. the ERBEJET® 2 Unit) except at the sterile
Pump Cartridge. A range of Applicators with a nozzle diameter of 120 um is available for a
wide range of applications. An integrated suction function (i.e. the Suction Module, Model
ESM 2 which is separate and optional) can be used with the Unit and is adjustable up to -12
psi. Settings for the suction are adjusted on the display screen of the ERBEJET® 2 Unit.

intended Use:
The ERBEJET® 2 System is intended for the culting and dissection of soft fissue in

neurosurgery and soft issue such as the liver, kidney, etc. within the abdomen, including
Total Mesorectal Excision (TME), in open as well as endoscopic surgery.

-1



ERBE USA Incorporated CONFIDENTIAL
Abbreviated 510(k} — ERBE ERBEJET® 2 System

310K SUMMARY

Similariies__and Differences of the Proposed Devices io the Predicate Devices
Comparison/Substantial Equivalence):

Similarities

The ERBEJET® 2 System has the same indications for use as the predicate device. The
mechanical and fechnical aspecis of creating the pressurized “cutting medium”™ have
changed; however, the performance (i.e. the pressure and volume flow) is substantially
equivalent. See Section |, Chart on I-10 as well as Section Hl, Comparison of System
Outputs and Performance Testing. The Applicators are similar to the predicate device with
slight differences. See Section Hll, Comparison Table. However, the volume flow and
pressures through the nozzle are equivalent. Under testing, the ERBEJET® 2 System
shows improved linear distribution than the predicate device. See Section I, Chart on {-10.
Although the suclion pump {l.e. Suction Module, Model ESM 2) is separate from the
ERBEJET® 2 Unit, the functions are integrated into the ERBEJET® 2 Unit via its display
screen which is equivalent to the predicate device. While both systems have a display

screen, the display of the ERBEJET® 2 Unit is easier for the user to undersiand and
navigate through.

Differences

The ERBEJET® 2 System uses a two head piston Pump Cartridge to create the pressurized
“cufting medium” while the predicate device uses a hydraulic piston. The predicate device
has a high-pressure range up to 2,175 psi; however, it was determined by user feedback
that this high-pressure range was not utilized. The modified device has = high-pressure
range up fo 1,160 psi (80 bar). With the removal of the targe hydraulic piston, the size and
weight of the ERBEJET® 2 Unit has decreased substantially and the maintenance of the
proposed unit has improved because there is no hydraulic oil fo change. The Applicators
have differences in materials, which were fested under biocompatibility. See Section 1ii,
Biocompatibility. In addition, the Applicators have slight differences in their dimensions. See
Section 1ll, Comparison Table. The changes were made as a result of user feedback.
There is a small amount of fluid, less than 0.2 ml, released at the end of activation with the
ERBEJET® 2 System due fo the way the flow shufoff valves close off. Conversely, tha Helix
Hydro-Jet has shown almost no water released at the end of activation. No safety or

efficacy issues are expected from the release of the small amount of residusl fiuid at the end
of activation with the ERBEJET® 2 System.

The ERBEJET® 2 System has been verified or validated in design control by ERBE
Flektromedizin GmbH.

Conclusion:

The ERBEJET® 2 System has the same iniended use, principles of operation, and
technological characteristics as the predicate device. The ERBEJET® 2 System is smaller and
easier to use. In conclusion, all the changes were verified or validated. As a result, the
changes did not raise safety or efficacy concemns nor adversely affect safely or effectiveness.

fH-2



ERBE USA Incorporated
Abbreviated 510(k} —~ ERBE ERBEJET® 2 System

CONFIDENTIAL

COMPARISON TABLE
Characteristics Predicate Device Proposed Device
Manufacturer HumanMed AG ERBE Elekiromedizin GmbH
[Used to be Andreas Pein
Medizintechnik GmbH]
510(k) Applicant FRBF USA, Inc and Andreas EFREBE USA, Inc.
Pein Medizintechnik GmbH
510(k) Number KO33590; K022613; K012464 Pending
Classification Regulation | Class il, 21 CFR 880.547% Same 4
Product Code, Name FQH, Jet Lavage 1/
Device Name Helix Hydro-Jet™ System ERBEJET® 2 System

[Includes Fluld Cariridge,

Applicators, efc.]

[Includes Pump Cariridge,
Applicators, Separate/Optional
Suction Module ESM 2, efc.]

indications For Use

The Helix Hydro-Jet™ is intended
for the cutling and dissection of
soft tissue in neurosurgery and -
soft tissue such as the liver,
kidnay, etc. within the abdomen,
including Total Mesorectal
Excision (TME), in open as well

as endoscopic surgery.

Same

/

Materials

e Unit Metal Sheet, Glass Display Same
Screen, Plastics, Wiring

« Components

= Connecting Cables Insulation Plastic, Wiring, Metals | Same

= Footswitch Aluminum, Plastics, Insulation Same
Plastics, Rubber

« Fluid {Application) 0.9% Normal Saline Solution, Not Applicable

Cartridge

Plastics (Polyethylene), Silicone

= Pump Cartridge

Not Applicable

Plastics (PA, TPE, PC, PVC),
Silicone

= Applicators

Plastics (PEEK, PA, PVC),
Stainless Steel, Silicone,
Synthefic Jewel (Corundum)

Plastics {ABS, PA, PVC),
Stainless Steel, Silicone, Rubber,
Synthetic Jewel! (Corundum)

« Suction Module
(ESM 2)

The suction system of the Helix
Hydro-Jet™ is integrated inside
the Unit's case (see above).

Metal Sheet, Plastics, Wiring
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ERBE USA Incorporated
Abbreviated 510(k) ~ ERBE ERBEJET® 2 System

COMPARISON TABLE

CONFIDENTIAL

Characteristics

Predicate Device

Proposed Device

= Suction Accessories

Container and Top:
Polycarbonate and
thermoplastic elastomer

Bag:
Two layers (Polyethylene inner
lining with polypropylene)

Hose: Silicone, Rubber O-rings
Filter: Not Applicable

Switching Valve: Not Applicable
Rails & Brackets: Not Applicable

Container:
Shock-resistant polycarbonate
Top:
Reinforced polyaride with
santoprene saal

Bag:
Three layers for durability and
odor protection (polyethyiene/
polyamide / polyester)

Hose: Silicone, Rubber O-rings
Filter: Plastics

Switching Valve: Plastics

Rails & Brackets: Aluminum

Note: The suction accessories
are manufactured by Medela AG
in Switzerland (see additional
information at the end of the
Table).

Physical and Dimensional Attributes

e Unit
- Length 13.8° (35 cm) 1467 (37 cm)
= Width 13.8" (35 cm) 18.1" (41 cm)
s Height 4.0 (122 cm) 5.1 (13 cm)
« Mounting included, 19.6" (50 cm) x 19.6" Mountable to VIQ Cart or Room
{50 cm} [Base including wheels]
- Weight 163 Ibs (74 kg) 243 Ibs (11kg)

« Compeonenis

= Connecting Cables

s Footswitch

= Fluid Cartridge

Main Cable {Power Cord), UL-
Version, Length 4 m (13.2")

Not Applicable —

Suction is integrated inside the
Unit

One Pedal Footswitch, AP and P
X8 Equipment

Sterile 0.9% Normal Saline
Solution in Plastic Botile, 485 ml

Same

ECE Connecting Cable,
Connecis ERBEJET 2 with
Suction Module, ESM 2

One Pedal Footswitch, AP and IP
X8 Equipment, with ReMode

Not Applicable (see Pump
Cartridge)
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ERBE USA Incorporated :
Abbreviated 516(k) - ERBE ERBEJET® 2 System

COMPARISON TABLE

CONFIDENTIAL

Characteristics

Predicate Device

Proposed Device

= Pump Cartridge

Not Applicable {see Fluid
Cartridye)

= Applicators

User connects Sterile 0.8%
Normal Saline Solution for
krigation to Pump Cartridge;
Saline is purchased separately
from other sources

Applicator, Blunt Disceclor, Ouler
Diameter (OD) 5mm x Length

1 §m Lurved Tip

Applicator, Blunt Dissector, Outer
Diamneier (OD) bmm x Length”
336mm, Curved fip

Applicator with Suction, Len

mm Flexible Sheath/Rigid Tip

Applicator with Suction, Oufer
Diameter (OD) 6 mm x Length
300 mm Rigid Sheath/Tip
Applicator with Suction, Outer
Diameter (OD) 2,6 mim x Length
60 mm Bayonet Sheath/Tip

Same except Length 183mm

Same, -~ g

Same - except Length 85 mm

Same - except Length 306 mm__

Same - except 0.D. 2.8 mm and
Length 90 mm

= Sucticn System

integrated within the Helix Hydro-
Jet Unit

Suction Container (2,0‘0}“{1’)

Suction Bag {2,000 mi)

Suction Container Top (included
with Suction Container above)

Suction Hose
Not Applicable
Not Applicable

Not Applicable

Not Applicable

integrated for use with the
ERBEJET 2 Unit but separatef

optional e - ESM 2

ESM SuctiopTontainer (2,000
mil}

ESM Suction Bag (2,000 mi)
ESM Suction Container Top (sold
separately from Container)

ESM Suction Hose, Length 30 cm

ESM Membrane Filter, 0.3 um

Swiiching Valve wf Suction
Hoses & Mounting Bracket
Mounting Bracket to Connect to
Side Rails

Brackets/Side Rails, Length 260
mm and 380 mim

Energy Delivered Pressurized sierile saline for Same
cufting and dissecting
Supply Voltage and 100120 v; 10 A 120-240V; 3 A
Cumrent
Frequency 60 Hz Same
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ERBE USA Incorporated
Abbreviated 5310(k) - ERBE ERBEJET® Z System

CONFIDENTIAL

Containers and Hoses

Non-Sterile, Reusable

COMPARISON TABLE
Characteristics Predicate Device Proposed Device
Pressure Range 110 2,175 psi 14.510 1,160.3 psi
Suction Range -1.45t0-11.6 psi{-iZ psion Same
display)
| Nozzle Diameter 120 ym Same
Volume Flow 1 to 55 miimin g 1 to 55 ml/min T
{As measured within same /
pressure range as ihe proposed
device)
Target Population Paiients requiring open or Bame
endoscopic surgery in
neurosurgery and in and around
the abdomen
Anatomical Sites Soft tissue in neurosurgery and Same
soft tissue such as the liver,
kidney, etc. within the abdomen,
including Total Mesorectal
Excision (TME), in open as well
as endoscopic surgery
Condition Provided and Method of Sterilization As Applicable
s Unit, Connecting Non-Sterile, Reusable Same
Cables, Foolswiiches o
o Fluid Cariridge @ﬂ@mle—ﬁ%, Radiation (Ry<-Not Applicable™
> Pump Cartridge (| Not Applicable~ (| Sterile, Single-Use, Radiation (R)~}-
s Applicators Sterile, Single-Use, Ethylene  Same / '
Oxide (EQ) v
e Suction System Within Helix Unit (see above) Nun-Sterlls, Repsable
Unit/Module - )
Bags Non-Sterile, Disposable Same /
Jisposape

Same (includes Brackets/Rails)

Used or Appliediiiet

Performance EN 60601-1; UL 2601-1; EN EN 60601-1; UL 60601-1:
Standards Met 60601-1-2; IEC 60529 EN 60601-1-1; EN 60801-1-2;
{Footswitch Only) EN 60601-1-4; EN 60601-1-6:
EN ISC 10079-1;
IEC 60529 (Fooiswitch Only}
QOther Standards ISO 10893-1; ISO 10893-4; ISO-

10983.5; ISO 10983-10; ISO
10993-11; EN 556; EN 980; EN

858-1; EN 550; EN 552; EN 1441

Same except for replaced or
newer standards:
ISO 11607; 1SC 14971
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ERBE USA Incorporated

Abbreviated 510(k) - ERBE ERBEJET® 2 System

CONFIDENTIAL

COMPARISON TABLE
Characteristics Predicate Device Proposed Device
FDA Guidance e Not Known Guidance Document for

Documents Used

General Principles of Software
Validation, Version 1.1, dated
June 9, 1997

Gudance for FDA Reviewers
and Industry; Guidance for the
Content of Premarket
Submissions for Sofiware
Contained in Medical Devicss,
MMay 28, 1988

Powered Suctlon Pump
510(k)s: Sep. 30, 1998
Ceneral Principles of
Software Validation: Final
Guidance for Industry and
FDA Siaff; Jan. 11, 2002
Guidance for FDA Reviewers
and Industry; Guidance for
the Content of Premarket
Subwrdssions for Soflware
Contained in Medical
Devices; May 11, 2005

Packaging and Labeling | =

Linit
= {init { abel
= instruction Sheet/Quick Guide
= User Manual

Componenis

= Not Applicable

= Not Applicable

= Applicators Quter Package
Labels

s Applicators Notes on Use
Labeling

= Fluid Cartridge Quter Package
Labels

= Fluid Cartridge Notes on Use
Labeling

Unit
= Unit Label
= Mot Availablie
= User Manual

Components

= ESM 2 Module Label

= ESM 2 User Manual

= Applicators Quter Package
Labels

= Applicators Notes on Use
Labeling

= Not Applicable

= Not Applicable

> Not Applicable = Pump Cartridge Quter
Package Labels
= Not Applicahle = Pump Cariridge Noies on Use
Labeling
= Suction Accessories Outer = Suction Accessories Quter
Package Labels Package Labels
= Not Applicable = ESM 2 Filter Package Label

Suction Accessories:

Medela AG 3002807523 in Swiizerand has 51

O{k)s for their “powered suction pumps” under the

product code “BTA" [510(k) # K061205 for the Vario 8/18ci Systems and 510(k) # K043544 for the
Dominant 35¢/i System] which includes their suction accessories. The ESM 2 suction module is
designed and manufactured by ERBE Elektromedizin GmbH and distributed by ERBE USA, Inc. The
suction accessories that are being recommended and distributed for use with the ESM 2 suction
module are the Medela AG suction accessaries as designated under the Medela AG 510(k}s.
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_/(,C DEPARTMENT OF HEATLTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Reckville MD 20850

0CY § 1 200/

ERBE USA Inc.

% Mr. John Tartal

QA/RA Manager

2225 Northwest Parkway
Marietfa, Georgia 30067-9317

Re. K072404 .
Trade/Dovice Name: ERBE USA, Inc.’s ERBEJET” 2 System
Regulation Number: 21 CFR 880.5475
Regulation Name: Jet lavage
Regulatory Class: 11
Product Code: FQH
Dated: August 23, 2007
Received: August 27, 2007

Dear Mr, Tartal:

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 enactiment 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 (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general conirols provisions of the Act. 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.

If your device is classified (see above) into either class II (Special Controls) or ¢lass III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

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 statuies 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); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
preduct radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.



Page 2 — Mr. John Tartal

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Olfice of Compliance st (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumner Assistance at toll-fiee munber (800) 638-2041 or
(240} 276-3150 or the Internet address hitp://www fda. sov/cdil/industry/support/index html.

Sincerely y;r}

Mark N. Melkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use
510(k) Number (if known): K o YRREY) Lf
Device Name: ERBE USA, Inc.’s ERBEJET® 2 System

Indications For Use:

The EKBEIET® 2 System is mtended for the cuthing and dissection of sofi tissue in
neurosurgery and soft tissue such as the hver, kidney, ete. within the abdomen, including Total
Mesorectal Excision (TME), in open as well as endoscopic surgery.

Prescription Use __ X AND/OR Over-The-Comnter Use
{Part 21 CFR 801 Subpart ) (21 CFR 807 Subpart C}

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRY, Office of Device

iviston Sign-Off)
g}msian af General, Restorative,

and Neurolegical Pevices

i 072407

510(k) Number
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CERTIFICATE

Number: 2247808
The management system of the organization(s) and locations mentioned on the addendum belonging to:

ERBE Elektromedizin GmbH

Waldhornlestrasse 17
72072 Tiibingen
Germany

Manufacturer DUNS 316116623
Conforms with the following standard and regulatory requirements:

ISO 13485:2016

Australia: Therapeutic Goods (Medical Devices) Regutations, 2002 and Schedule 3 Part 1 (exduding Palt
1.6) - Full Quality Assurance Procedure

Brazil: RDC ANVISA N. 16/2013, 23/2012 and 67/2008

Canada: Medical Devices Regulations - Part 1- SOR 98/282

Japan: MHLW Ministerial Ordinance 169, Article 4 to Article 68 and PMD Act

United States: 21 CFR 803, 21 CFR 806, 21 CFR 807 - Subparts Ato D and 21 CFR 820

Scope:

Development, production, sales and service of reusable and disposable medical devices; Eledmsmgn;slgenemm
smoke evacuation units, electrosurgical instruments, cables, adapters, patient plates, electrodes, handles and’
accessories for electro surgery (carts, foot switches, fastening sets), argon plasma coagulation units, acgon plasma
coagulation probes and applicators, imigation pump and imigation pump acoessories (tubing sets, suction containers,
foot switch, adapter for endoscopes), water jet surgery units, suction units, applicators, probes and accessories for
water jet surgery {pump cariridges, foot switches), cryosurgery units, cryo probes and accessories for cryosurgery
(carts, foot switches, extension cables, gas bottle adapters, valves, filters), physical therapy units.

Certificate expiry date:  2023-07-01
Certificate effective date: 2020-07-13
Certified since: 2020-07-13
This certificate is valid for the organization(s) and/or locations mentioned on the addendum.

ﬁﬂ v L/-"’ /i*c) A
{//

DEKRA Certification B.V.

S|
i,

B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

The validation of the validity of this certificate can be checked through DEKRA's website using the following link:
hitps:/www.dekra-product-safety.com/en/certified-organizations

DEKRA Certification B.V. is recognized under the Medical Devices Single Audit Program.

MEDICAL DEVICE SINGLE AUDIT PROGRAM |

DEKRA Certification B.V. Meander 1051, 6825 MJ Amhem P.Q. Box 5185, 6802 ED Amhem, The Netherlands
T +31 88 86 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085396
Page 1 of 2
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ADDENDUM

To certificate: 2247808
The management system of the organization(s) and/or location(s) of:

ERBE Elektromedizin GmbH

Waldhornlestrasse 17
T20T2 Tilbingen
Germany

Certified organization(s) and/or locations

Different scope
ERBE Elektromedizin GmbH Development and production of reusable and d:spos&le
Rudolf-Diesel-Str. 29 medical devices: Electrosurgical instruments, electrodes,
72414 Rangendingen handles and accessories for electro surgery (carts, foot |
Germany switches, fastening sets), argon plasma coagulation probﬁsand-
DUNS: 313482108 applicators, irmgation pump accessories (tubing sets,, suchm

containers, foot switch, adapter for endoscopes), appﬁm’(ors,
probes and accessories for water jet surgery (pump mmdgss

foot switches, ‘extension cables, gas bottle adapters. valws
filters).

Addendum expiry date: 2023-07-01
Addendum effective date:  2020-07-13

DEKRA Certification B.V. Meander 1051, 6825 MJ Armhem P.O. Box 5185, 6802 ED Amhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085396
Page 2 of 2




erbe
EG-KONFORMITATSERKLARUNG

EC DECLARATION OF CONFORMITY | DECLARATION DE CONFORMITE CE

im Sinne des Anﬁanges Il der EG-Richtlinie Giber Medizinprodukte 93/42/EWG und des Anhanges Vi der EG-Richtlinie 2011/65/EU
according to Annex Il of Directive 93/42/EEC concerning Medical Devices and according to Annex Vi of Directive 2011/65/EU

suivant Annexe il des Directives Européennes relative aux dispositifs médicaux 93/42/CEE et suivant Annexe Vi des Directives Européennes
2011/65/UE

Hersteller: Erbe klektromedizin GmbH
Manufacturer: WaldhdrnlestraBe 17
Fabricant: D 72072 Tibingen

Wir erkldren in alleiniger Verantwortung, dass das Produkt
Hereby we declare under our sole responsibility, that the product
Nous déclarons sous notre seule responsabilité que le produit

HF-Chirurgiegerat / HF surgical unit / Bistouri électronique

Model REF SN Software

VIO 300D 10140-100 211287577 V2.1.0,V2.1.1,V2.1.3,V2.1.4,V2.2.1,V2.3.0,V2.3.4, V2.3.5,V2.7.0
VIO 200D 10140-200 2 11290636 V2.1.0,V2.1.1,V2.1.3,V2.14,V2.2.1,V2.3.0,V2.3.4,V235
Medizinprodukt der Klasse b

Medical Device of Class / Dispositifs Médicaux de Classe

Optional mit / optional with / optionnel avec

Model REF Lot

VIO Cart 20180-000 2 A-1015, 211296168, 2VC000001
Basic Cart 20185-100 211353359

Basic Cart 20185-101 211353359

Universal Cart 20185-204 211235126, 2UC000001
Universal Cart 20185-205 2 11235136, 2UC000001

Cart 20185-202 211248718

Nervstimulator NT2 10142-000 2 NT2-005-22-2008

den Bestimmungen der nachstehenden Richtlinien entspricht.
meets the requirements of the following directives.
correspond aux arrétés des Directives mentionnées ci-aprés.

Richtlinie 93/42/EWG des Rates vom 14. Juni 1993 iiber Medizinprodukte und Richtlinie 2011/65/EU des Europaischen Parlaments und
des Rates vom 8. Juni 2011

Directive 93/42/EEC of the Council of June 14, 1993 for Medical Devices and Directive 2011/65/EU of the

European Parliament and of the Council of 8 June 2011

Directive 93/42/CEE du Conseil du 14 Juin 1993 relative aux dispositifs médicaux et Directive 2011/65/UE du Parlement européen et du
Conseil du 8 juin 2011

Dekra Certification GmbH
. HandwerkstraRe 15
Tibingen, Z9_06. 018 D 70565 Stuttgart C€ome
Ort, Datum / Place, / Lieu, Date i k Benannte Stelle / Notified Body / Organisme notifié
93/42/EWG  /93/42/EEC  /93/42/CEE
W 12.07.2023 10140100.M23/18
(Leiter des Qualititswesens / VP Quality assurance / Chef du Service qualité) Giltig bis / Valid until / Valide jusqu'a

VO 60014_Konformitatserkldrung mehrsprachig nach Anhang Il REV 4
Freigegeben am: Von: Seite:
15.12.2016 Martin Norman /1




erbe

EG-KONFORMITATSERKLARUNG
EC DECLARATION OF CONFORMITY | DECLARATION DE CONFORMITE CE

im Sinne des Anhanges 1i der EG-Richtlinie iiber Medizinprodukte 93/42/EWG und des Anhanges Vi der
EG-Richtlinie 2011/65/EU

according to Annex Il of Directive 93/42/EEC concerning Medical Devices and according to Annex Vi of

Directive 2011/85/EU

suivant Annexe Il des Directives Luropéennes relative aux dispositifs médicaux 93/42/CEF et suivant Annexe VI des
Directives Furopéennes 2011/65/UF

Hersteller: Erbe Elektromedizin GmbH
Manufacturer: Waldharnlestrale 17
Fabricant: D 72072 Tabingen

Wir erkidren in alleiniger Verantwortung, dass das Produkt
Hereby we declare under our sofe responsibility, that the product
Nous déclarons sous notre seule responsabilité que Je produit

NESSY® RePiate, RU

Model REF LoT
NESSY*® RePlate 200 20193-050 =2C1

Medizinprodukt der Kiasse
Medical Device of Class / Dispositifs Médicaux de Classe

Verwendbar mit / Use with / utilisable avec

Model REF

NESSY® RePlate Fixierung / NESSY® RePlate Fixation/ ’ 20193-091
NESSY® RePlate Fixation

NESSY® RePlate Kontaktspray ’ 20193-092

Ist enthalten in / is included in / Est contenu dans  REF
NESSY® RePlate kit | / NESSY® RePlate kit | / NESSY® RePlate kit | 20193-093
{the kit | consists of model REF 20193-090; 20193-091 and 20193-

092}

NESSY® RePlate kit 1l / NESSY® RePlate kit If / NESSY® RePlate kit I 20193-094
{the kit i} consists of mode! REF 20193-090 and 20193-091)

den Bestimmungen der nachstehenden Richtlinien entspricht.
meets the reqguirements of the foliowing directives.
correspond aux amrétés des Directives mentionnées ci-oprés.

Richtlinie 93/42/EWG des Rates vom 14. Juni 1993 iiber Medizinprodukte und Richtlinie 2011/65/EU des
Europdischen Parlaments und des Rates vom 8. juni 2011

Directive 93/42/EEC of the Council of June 14, 1993 for Medical Devices and Directive 2011/65/EU of the
European Parliament and of the Council of 8 June 2011

Directive 93/42/CEE du Conseil du 14 Juin 1993 reiative aux dispositifs médicaux et Directive 2011/65/UF du
Porlement européen et du Conseil du 8 juin 2011

VO_0135_Konformitdtserkl3rung mehrsprachig nach Anhang i
7 Versiom: Seite:
1 142

Basiet auf Dokumentverfage OID. 1501157 Version



erbHhe

Dekra Certification GmbH
HandwerkstraRe 15
D 70565 Stuttgart CE€ o

Benannte Stelle / Notified Dody / Orgenisma natifié
93/42/EWG  [/93/42/EEC ] 93/42/CEE

/ g
@ A_? S:k\\- ﬁj 26 05 2024 20193090 MO2/21

{Leiter des Qualitatswesens / VP Quality assur, du Service qualité) Giiltig bis / Valid until / Valide jusqu'a

Tiibingen, E" Ses pein

Ort, Datum / Place, Date / Lieu, Date

VO_0135_Konformitatserkldrung mehrsprachig nach Anhang il
Bagiert auf Dokumentvorlage OID 1501197, Version® 7 Version: Seite:
1 2/2



according the Directive
Annex Il excluding '

D
- “',/,:j// s

e

............

applies a quality assurance system according to the s 2z 7‘

devices listed in the annex. The approval is based on the result of the re

50954-Z5-00, the decision dated 2018-06-13 and is only valid in connection with the successful '

performance of the annual surveillance audits.
This certificate is valid from 2018-07-13 to 2023-07-12
Registration No.: 50954-16-04

nﬁ‘%&@ *******
&J D DEKRA = » mLE
Ruth De -Bayer ﬁ:""‘f '

DEKRA Certification GmbH Stuttgart; 2018-06-13
Notified Body ID-number: 0124

DEKRA Certification GmbH * Handwerkstrale 15 * D-70565 Stuttgart * www dekra-certification de
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T

N \: =
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Benannt durchiDesignated by
Zentraistelle der Lander £
for Gesundheitsschutz £
bei Arzneimittein und 3
Medizinprodukten

ZLG-BS-295.10.02

page 1 of 1



Class Il a;

D DEKRA

® & © ¢ @ @ & © & ©® 2 @

Class Il b:

® & @ @ @ W & © ° & 0 © ® ® B O 0 O ° @

Annex to the EC Certificate No. 509

Valid from 2018-07-13 to 2023-07-12
Revision status of the annex: 0 dated 2018-07-13

Devices/device categories included in the certificate:

Tuliny set for irrigation pump
Handle for smoke evacuator
Irrigation pump £
Instruments for Cryosurgery (cryo probes)
Suction module, surgical

Membrane fiiter-Set

instruments for waterjet dissection, pump
Adapter, electrosurgical unit (adapter for bipolar resection) i:
Clectrode holder, elechiosurgical g1

Electrode holder, electrosurgical, sterile it i
Electrode, electrosurgical, active electrode, hand a i / fiide
Electrode, electrosurgical, active electrode, foots: /’/%”f ’f,//f [iﬂlﬂii v
- 11 [ i
/) //{u/ flli"ﬂm
A //,/ /A

Electrosurgical unit g
Neutral electrodes for elec

Electrode holder, elecf;
Electrode holder, e

E!ectrode, ele 7' cal 2 e ‘
Electrode, elecirosurgical, @ !
Electrode, e aa;&.;-; li‘;l‘
Electrode, electrasurgical; achive fitl,
Electrode, electr ical, actiy i ==l}=|‘.
Elechode, se o
Electrode, f

a3

\\
\\\h
SRR

T
oy

=
T

7

Waterjet dissector s ~
Instruments for waterjet dissector, single use
Instruments for waterjet dissector, applicator -
Cryosurgical unit :

DEKRA Certification GmbH, Stuttgart, 2018-06-13
Notified Body ID-number: 0124

DEKRA Certification GmbH * HandwerkstraRe 15 * D-70565 Stuttgart * www dekra-certification de

Page 1of 1



{ IEC SYSTEM FOR MUTUAL
RTIFICATES FOR
t(’\tll ME

| Produit

ame and address of the applicant
om et adresse du demandeur

| Nom et adresse du fabricant

| Name and address of the factory
| Nom et adresse de I'usine

Note: When more than one factory, please report on page 2
| Note: Lorsque il v plus d'une usine. vewiliez stiliser la 7™ page

| Model / Type Ref.
| Ref. De type

| Additional information (if necessary may also be reported
i page £

| Les informations complémentaires (si nécessaire, peuvent

| étre indiqués sur la 2™ page)

I}l A sample of the product was tested and found

| to be in conformity with
| Un échantillon de ce produit a été essayé et a été
| considéré conforme a la

| As shown in the Test Report Ref. No. which forms part of

il this Certificate

| Comme indiqué dans le Rapport d’essais numéro de
| référence qui constitue partie de ce Certificat

RECOGNITION OF TEST
ELECTRICAL EQUIPMENT

(IECT

Ref. Certif. No.

SYSTEME CEI D'ACCEPTATION MUTUEI
[’ESSAIS DES EQUIPEMENTS E
METHODE O(

LLE DE CERT
LECTRIQUES (IECEE)

[FICATS |

CB TEST CERTIFICATE
CERTIFICAT D ESSAIOC

High Frequency Surgical Units : VIO 300D / 300S / 200D /
200S/ APC2

ERBE ELEKTROMEDIZIN GMBH
WALDHOERNLESTRASSE 17
D-72072 TUEBINGEN GERMANY

ERBE ELEKTROMEDIZIN GMBH
WALDHOERNLESTRASSE 17
D-72072 TUEBINGEN GERMANY

ERBE ELEKTROMEDIZIN GMBH
WALDHOERNLESTRASSE 17
D-72072 TUEBINGEN GERMANY

Input:100 - 120 V/ 220 - 240 V, 8A | 4A, 50 / 60 Hz,
Output VIO300D/300S: 350kHz, max. 375W@5000hm
Output VIO200D/200S: 350kHz, max. 200W@500o0hm
ERBE

VIO 300D, VIO 300S, VIO 200D, VIO 200S, VIO APC2, VEM 2
(where VIO300D represent the max options of all models)

Also investigated to EN 60601-1: 1990 + A1:1993 + A2:1995
This is an amendment to DK-10368-A2 issue date 2008-04-22
due to alternate transformer, interface board and optocoupler

PUBLICATION FDITION

IEC 60601-1:1988 + A1:1991+ A2:1995 z“"
IEC 60601-2-2:1998 3

E176621-A1-CB-2 Amendment 2 issue date 2009-04-30

| This CB Test Certificate is issued by the National Certification Body
| Ce Certificat d’essai OC est établi par I’Organisme National de Certification

UL International Demko A/S

Lyskaer 8, P.O. Box 514, DK-2730 Herlev, Denmark
Tel: +45 44858565, Fax: +45 44856500

Signature:




erbe

power your performance.

Use of third-party accessories

In order to avoid damage caused by third party accesgories and the associated warranty issues, and
furthermore Lo minimize the risk for the patient, ERBE Elektromedizin GmbH recommends the exclusive
use of ERBE's own accessories. Only then can the functionality of the equipment be guaranteed.

In case of professional use of the NESSY Omega patient plate, ERBE even guarantees in writing that burns
are excluded.

Erbe Elektromedizin GmbH
Customer Support

Erbe Elektromedizin GmbH WaldhornlestraBe 17 72072 Tiibingen Deutschland
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ing George's Medical University

Troems L

19 WHOM SO EVER 17 MAY CORCERN

SATISFACTORY PERFORMANCE REPORT

This is {0 cervify that installed Surgical Workstation { Encinding :Electrosnrgieal Unie,
Model -~ VIO 260 b, Argon Plasma Cosgaletion, Medel — APCZ, Waterjet 2, and EREE
Suction Module, Model - ESM 2}, High End Flectrosursical ¥ait with APC and ERBE
VIO 300 S instalfed in sur speration thentres & =i enits are in workifns condition and
we are satisfied with ifs pesformamen,

BN Bescription : Unit seyiel number 1
2 | Art Mo, 10196-105 Rodel: VIGIHD £1439765, 11429770, E1439774, 13429767
12~ 1 Ad No. 10134000 Maodal: APC2 EIS30512, 1343018, P1i430121. 1430323
3+ | Ari Mo, 13{30-600 Modal- Waterjat 2 11438132 13436823
4- 1A Mo, 16340-000 Mode]: BoM 2 TE479559, 11429487
3. | ArtNo. 10140-300 Maodel VIO 3008 13427463, 11420838

R
Yours Traly ¢
! R
/ ~ o \x-—-—w"’

ﬁeaﬁ;it’egs{iazai gt Traumia Sigsy.

4, *RdiskobiuediSidmdaeoy
Deparctment of Tranman Surgery
Hing Geerge's Medicat Un fversity
Luclmow, Uttar Pradesh




fiodat - VI3 300 &, Arzon Plasma Loaguletion, Model - APC2, Waterdet 2
Module, Rodel ~

SAHSFACTORY PERFOBRAANCE REPORT

This is to eortify that nstallag Strgteal Workstation {including Elzclensuvgicaf Unit,

, and £RBE Suction

50 2} end High Brd Electrosurgicat Unit with APC installed In our

aperation thestras & is in working copdition and we are satisiiad with its parfotmeance.

SF Description Uty sarial number

3~ Surgical Workstztion

A Electrasurgica! Unit Mods! - VIO 3 Ari Ne, 108160-000 11430470

8 Argon Plasma Coagulation Modal ~APCS A Ko, 19135000 11430128

C Wateret Model ~ Waterlet 2 &1t Ho. 20156000 114263914

3] ERBE Suction Module Model — ESP4 7 &5t Ra, INSA0-000 11429548

o High End Hlectrosurgicsl Unit with APC

A Electrosurgical Unie Model - W10 3 At e, 10I50-000 1igs0282

B Argon Plasmz Coagulation Modal— APCS firt e, 103135000 11430335

3- High End Elecirosurgical Unit with APC

A Elecirogurgicai Unis Model - Vil 300D Ace 8do. 10740200 114472812

B [Arscn Plasma Coazulation Biodst —aers AriNe. 20134609 11448243
¥ours Traly

¢

"
i
,%% Hezd of Eep%g%tammiagg

48 King George's Medicdl Unlversity

3 Lucknow, Uttar Pradesh
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Hing George's Madical Universiiy UR
& Bepariment of Pedialric Surgery .g?{?
Sy Lucknow - 226 003, [hdia )
\‘%’-‘L o : - g-mll  snkhomru@reddinsitcom . . {f»;""‘"

Bate:

= «@ﬁ
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et s ?7:&2:"/»:&',/’?‘ &, 5
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Dat 5, /0 B s
-t : e }ﬁ‘;_;

SATISPACTORY PERFORMANCE RERORT

This is To certify that insta¥led Surgical Workstation fncludling -Flectrosurgicnl Unlt, Modsl
~ YIG 208 B, Argon Rlhuns Coamdaddon, Modal - APC2, Waretjet 2, and ERBE Suction

Modute, Fiodal ~ ESNV 2 and ERBE VIO 300 S installad in o
working condition and we are saiisfied with its performance,

iy eperation theaties & isin

Sin Deserintion

Unit serial gumber

i~ i Hlectfosurglcal Unit Mode] - VI 300 D Art No. 10240-100

11420024, 114317484, 11447515

Z- 3 Argon Plasmz Coagulation RModel — APC2 Art No. 10135-000

13438523, 11420045, 11448521

2- | Waterist Modat — Waterat 2 At fa. 10150-000
4-

13420048, 11403760, 11443773

- ERBE Suction Module Madel ~ ESM 2 Art Mo, 10240-000

114260548, 11413299, 11442443

5- 1 Electresurgical Unit Model - VI0 300 S Art No. 101240300

11444348

authorized ﬂxgnatow

,dx

Bepariment of Paediztriz Susgery
King Geotze's tiedical Colfege
Lucknoer, Uttar Pradesh

PROF.AHEAD
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Luinig reorge’s Mediss

tins Prudenh, Lucknow - 326603, Indis
Bepartment of Medieal Gastroenierclogy
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SATIS

AGIERY PERFORMANCE REPORT

This Is te certy that inslaffed Surgles) Workstztion and ERBE VI 200 5 installed in owr
Endoscopy Room, All unitc sre in werking eondition arid we are satisied with s

performance,
S Deserisiion init seris] number
4 | Surgtes! Workesiston,

A Elettrosurgical Unit fdodat - vi0 300D {20140-200) ] 11428788

g Argon Plastnz Cosgulation Model - APC2 {i9138-000) 11437764

C Wateriet Model ~ Waterjet 2 (10188000 11429130

3 ERBE EiP 2 {19325-006} : 21433147

2- | Blectrosergiest Unit Maode! - o 308 S (102303008 | 11420232

v
Aaﬂ:-ﬁ;& Slgeatcey
lizparument of Gastroenteralogy

King Gerrgeg f Fgfff{m! Uﬁs{ersﬁg
o1 Easiny
fseeomE P




King George’s Medical University, Lucknow, U.P.
Bepartment Of Neuroswrgery .

Phons No. 8522.22575808, E-mail.: aeuresirgerviemu@amait.com

P b F’“E"xi 1:}'?_.:5_ :
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TR WHORM 50 EVER 11 MRy {ONCERN

SATISFACTORY PERFORIVANCE RERORT

This i to cariify that installed Mieh End Blecranwgical Unfe with APT and SRBT VIO R00 3
installed in our operation theatres & il unity are in working condition and we are satisied
with Hs perfarmance

&M Description Unit serfal numibar {
1- High End Eleciresusgical Unit with APL !
& | Electrosurgical Lnit Model - VIO 200D 111420768 3
2 Argon Biasma Coagulation Madel— 2203 1 11427438
2= Hizh Fod Blestranurgical Unipwith APC B
A Hlectrasurgical Ueit Model - VIQ 300D 11429766
B Argon Plasma Ceagulation Model-APC2 311430134
13- | Elecirosurgics] Unit Model - VIO 3008 P 21428108
Wy oo M
P _
¢ __};!j\ “‘wl&& : :—Eizacf Depit, of rée?r%surger-f,
%\. d ,\' | “ ‘33}’{ /{i . K.G's Medical Baniversity,
L&—“i—‘j:/&ﬁ‘ A\ tucknow,
T M ATy D e

w




To

The Principal

Rajarshi Dashrath Autonomous State Medical College,

Ayodhya

Subject: Price offered for the Complete SURGICAL WORK STATION - Electro Surgery Unil wilh Vessel Sealing , Argon Plasma Cuagulation ,Waler Jel Technology
Suction Module & Smoke Plume Evacuation System

Name of the Equipment : SURGICAL WORK STATION - Electro Surgery Unit with Vessel Sealing , Argon Plasma Coagulation ,Water Jet Technology Suction Module &
Smoke Plume Evacuation System

Make & Model: : ERBE Elektromedizin GmbH, Germany

S.L Description Value HSN Code  |GST % GST Value  |Total Value
Complete SURGICAL WORK STATION - Llectro Surgery Unit wilh Vessel 7135637 50183029 (12% 856276.44 |7991913.44
1 Sealing , Argon Plasma Coagulation ,Water Jet Technology Suction Module
& Smuole Plume Evacuation System

BILL OF QUANTITY
1] 2 [ 3 la 5 ) / ] 9
A. High End Electro Surgical Unit
Sr No Art No Jtam Name Qty Value Qty x Value [HSN Code GST% GST Value Total vValue
10140100 |FRBE VIQ® 300 D Electrosurgical Unit With ERBE VIO® |1 1266922 1266922 90189029 12% 152030.G4 1418952.61
i b Remode two pedal Footswitch (20189-303), ERBE VIO®
Une pedal Footswilch (2018Y-300)
20193-083  [Nessy Omega Patient Plate (Single Use) Box of 50 Pcs |2
3 |20190-106 Electro Surgical Pencil - Bx of 10 Pcs 1 3200 3200 90189029 12% 384 3584
20195-000 |Reusable - Bipolar Forcep Classic Straight Tip 01 mm 1 20562.15 [20562.15 50189029 12% 2467.458 23029.608
4 Blunt Length 190 mm
5 20196-055 Reusable - Bipolar connecting cable VIO, ICC, ACC b 7103 7103 90189029 12% 852.36 7955.36
international, for bipolar forceps,length 4 m
B. VESSEL SEALER
¢ 20195-134 |Reusable - Bi clamp Lap forceps, Maryland semi deep, [1 207397 207357 90189029 [12% 24887.64 232284.64
OD 5mm,length 340 mm (Lap Surgery)
7 20195-202  |Reusable - Biclamp 201T- (Open Surgery) 1 124295 124295 90189029 12% 14915.4 139210.4
C. ARGON PLASMA COAGULATION SYSTEM
8 10134-000 [APC 2 (for VIO) Argon Plasma Coagulation Unit with 1 769415.94 |769415.94 [90189029 12% 92329.9128 (B861745.8528
APC 2 (for VIO) with Pressure Reducer (20134-004)

9 |20132-171 |Argon gas cylinder; 5 liter; empty to DIN 477 No.6m |1 38258.12 |38258.12 |90189029 [12% 4580.9744 |42849.0944
10 [20132-200 |VIO APC-handle with 3 buttons for APC2 1 65199 65199 90189029 12% 7823.88 73022.88
41 |20132:054 APC-Applicator, 5 mm rigid, Length 35 mm with 1 15912 15912 90189029 [12% 1909.44 17821.44

adjustable needle electrode.
12 20132-056  |APC-Applicator, rigid, insulated shaft, @ 5 mm, 100 mm |1 18713 18713 90189029 12% 2245.56 20958.56
long,
D. WATER JET SYSTEM
i3 10150-000 Erbe let 2 with Erbe Jet 2 Qne Pedal Foot Switch with. |1 3132762 132767 Q01RQN29  |12% 275931 44 3508683 .44
remode (20150-101
14 |20150-301 Pump Cartridge - Box of 05 Pcs 1 63762 63762 90189029 12% 7651.44 71413.44
56 20150-030 |[Applicator Straight - L-65MM Dia 06 mm with suction -1 77095 77095 90189029 12% 9251.4 86346.4
Do of 05 Pcs
E ESM SUCTION 2 MODULE 0 0 0
16 10340-000 ERBE ESM 2 Suction with Suction Hose , ESM 1 283706.38 |283706.38 |90189029 12% 34044.7656 |[317751.1456
Membrane Filter & Suction Container 2.5 Itr

17 |(20340-013 |Suction bag; 2.5[; disposable; ESM 1% 18022 18022 90189029 12% 2162.64 20184.64

18 |20340-100 [ESM Membrane filter 1 |10a15 12415 90189029 [12% 1489.8 13904.8
F- SMOKE PLUME EVACUATION SYSTEM

19 | 10323-000 [IES3 Smoke Evacuator LTne  Rgel Foct Wit | 595864  [595864  [90189029 |12% 71503.68  |667367.68
IES 3 (20322-101) & Inceginious mobile Trolley for

20 20323-000 mm - i 1 23362 23362 901890 '9 12% 2803.44 26165.44
21 | 20323-002 |Automatic Activation Device 1 55000 55000 90189029  [12% 6600 61600
22 | 20321-022 |Pre Filter for smoke Evacuator (Ctn of 15 Pesx 3 Box) |1 35200 35200 90189029 |12% 4224 39424
23 |20323-003/ |Lap tubing set IES-3, 3m / 5m for Lap application 1 6570 6570 90189029 12% 788.4 7358.4

006

24 | 20323-004 [Self sealing water tap for protecting main filter 1 930 930 90189029 [12% 111.6 1041.6

25 | 20323-005 |T-Piece for simultaneous application 1 5500 5500 90189029 [12% 660 6160
| 26 | 20321-009 |Suction Hose, with connection dia 22 mm, length2.7 |1 8370 8370 190185029 12% 1004.4 9374.4
27 | 20321-010 |Evacuation funnel, with connection ¢ 22 mm 1 1402 1402 901838029 |12% 168.24 1570.24
G. IMPORTED VIO CART TROLLEY - VIO SYSTEM + APC 2 + ERBEJET + ESM2 + APC
CYLINDER

20180-000 |VIO CART System carier for VIO family and modules 1 278699.36 |278699.36 |[90189029 12% 33443.9232 [312143.2832

28 Dimenssion 680 x 940 x 650 mm (WXHXD) + Fastening
Set (20180-131) + Fastening Set (20150-050)
7135637 12% 856276.434 |7991913.384

PEEVEE ente rp rises City Office : 42, Valmiki Marg, Lalbagh, Hazratgan, Lucknow 226001. U.P. India.

Fac. Address : 2137M(8), Canal Road, Indralok Colony, Krishna Nagar, Lucknow-226023
peevee 132@gmail.com, Vijaylko8@gmail.com Contact No. : +91 522-4025629 Mob. : +91 94150-20996, +91 88535-30595



Warranty Period: The main equipment i.e— 10140-100 ERBE VIO 300 D, 10134-000 ERBE VIO APC 2, 10150-000 ERBE VIO ERBE JET 2, 10340-000 ERBE VIO ESM 2 &10323-
3 is only covered under warranty period for 60 months (05 Years) under proper use for faulty material or workmanship or manufacturing defect for 60 months (05 Years) from|
installation. Warranty period doesn’t apply on reusable accessories or disposable consumables supplied along with the main unit as they have their standard shelf life. Shelf lif
declaration regarding reusable Instruments and accessories enclosed

Warranty Condition: The supplier shall not be responsible for any defect or damage caused to the equipment, directly or indirectly, due to mishandling, miss conduct or negligence on the
part of the purchaser or his employees. The supplier shall not be responsible for any defect or damage caused to the socket of the equipment, directly or indirectly, due to usage of non-
recommended accessories/ instruments. We strongly recommend to use Erbe range of products (accessories/ instruments) only with the main generator to avoid damages & failure of
power supply. The warranty will be void in case of failure to operate the equipment as recommended, failure to run the equipment with proper specified utilities or failure to maintain
the environmental conditions as recommended. The warranty does not extend to wear & tear parts. During trouble shooting the hospital / User department are requested to inform
0.E.M service team thru mail or in writing of any defect in equipment noticed during the warranty period. On receipt of purchaser’s written notice, we will immediately try our level best
to rectify the fault with the support of 0.E.M trained service engineer's team. The option to repair or replace any parts shall be solely rest with the principal O.E.M trained service
engineer's team. The hospital/ user department are requested that before receiving any correspondence or confirmation from our O.E.M Sales or trained service engineers team the
equipment or any part of the main unit should not be returned or send to anywhere

Comprehensive Maintenance Contract Conditions: After expiry of Warranty Period Comprehensive Maintenance Contract would be performed directly by our 0.E.M M/S Erbe Medical
Inclia Pvt Ltd

S.L Year Rates of CMC after Expiry of Warranty Period for|Taxes @18% Total CMC value Covered Part of Equipment under CMC Uncovered Part of Equipment

01 Unit Per Year Ineluding Service Tax under CMC

per year for 01 Unit
without any esclation

1 6th - 10th Year Rs 1,81,500.00 Per Unit Per Year| X 32,670.00 | Rs 214170 Per Unit |10140-100 ERBE VIO 300 D, 10134-000 Accessories , Instrument, Foot
Per Year ERBE VIO APC 2, 10150 000 ERBE VIO Pedal, Cart ( Reusable / Single
ERBE JET 2, 10340-000 ERBE VIO ESM 2 Use)

&10323-000 ERBE IES 3 Only

Supply Period: The complete Equipment with offered accessories will be delievered within 04-05 weeks / as per tender condition from the date of receipt of PO Copy, however will not be
liable for delay in transportation direct or indirect due to forced majeure, natural disaster, any strike or lockdown condition , in such case the supply will be executed after the recovery of
such issues.

Recurring Accessories required for future to operate Unit: As offered accessories are reusable / single use in nature , hence after usage of their shelf life following accessories will be
required in future for performing varrious surgeries, as Erbe Medical India stronglly recomends to use only original accessories , third party accessories are not compatible & are reported
to be one of the major cause of breakdown of units & warranty will be not cover for damaged sockets for that reason . The prices for essential accessories can be freezed for the period of
next 12 months from the date of issuance of PO Copy . Price Justification of offered accessories attached

S.L Item Code Description Rates Per Unit ary Total QTY X GST as per GST Value Net Value Including Gst
Basic Price HSN @12%
Excluding Gst
1 20183-110 Adapter Bipolar Resection; Only for VIO 300 | 69,750 1 k4 69,750 12%( X 8,370.00 | 78,120.00
D with MF socket from version 2.2.1 or
1.8.0 ( Accessories Reuse)

2 20195-202 BiClamp 201 T, bent 18°, smooth, length £ 1,24,295 1 I 1,24,295 12%| #####8#| % 1,39,210.40
200 mm; with connecting cable 4 m and MF
plug, with thermal insulation, for open
surgical procedures, e.g. intestinal surgery
(Instrument Reuse)

3 20195-204 LAP BiSect Micro, shaft @ 5 mm, length 350 | 2,21,104 : 3 221,104 12%| #######| X 2,47,636.48
mm; complete instrument (Instrument
Reuse)

4 20195-221 BiClamp 150 C, bent 23°, smooth, length % 1,22,150 1 ¥ 122,150 12%| ####### | T 1,36,808.00

150 mm; with connecting cable 4 m and MF
plug, with ceramic coating, e.g. for
thyroidectomy (Instrument Reuse)

5 20195-134 BiClamp LAP forceps, Maryland, semi-deep | X 2,07,397 i I 2,07,397 12%| #####H#| I 2,32,284.64
ribbed, shaft ¢ 5 mm, non-adhesive coating,
length 340 mm; with connecting cable 4 m
and MF plug, complete instrument
(Instrument Reuse)

6 20195-509 Bipolar forceps PREMIUM, straight, tip 1 X 48,488 o I 48,488 12%] % 581856 (X 54,306.56
mm, blunt, angled, length 185 mm
(Instrument Reuse)

7 20195-541 Bipolar forceps PREMIUM, bayonet, tip 1.2 | : 63,149 1 % 63,149 12%| % 7,577.88| X 70,726.88
mm, blunt, length 200 mm; angled
downwards (Instrument Reuse)

8 20196-055 Bipolar connecting cable, Valleylab and non-| % 7,103 2 £4 14,206 12%| % 1,70472 | X 15,910.72
Erbe units (2-Pin 28 mm), 4 m; for bipolar
forceps with european flat plug (Accessories
Reuse)

9 20196-118 Bipolar connecting cable, for STORZ z 17,045 ]: I 17,045 12%| ¥ 2,04540 (| % 19,090.40
resectoscopes, with MF plug, 4 m; for VIO 3
and VIO 300 D from version V.1.6.2 on
{Accessories Reuse)

10 20183-067 Monopolar adapter, units Internationalg 8 | 10,169 1 L 10,169 12%| ¥ 1,22028 | % 11,389.28
mm (Bovie Jack); for connecting plug ¢ 2-7
mm (single-pole) (Accessories Reuse)

PEE VEE e nte rp ri ses City Office : 42, Valmiki Marg, Lalbagh, Hazratganj, Lucknow 226001, U.P. India.

Fac. Address : 2137M(8), Canal Road, Indralok Colony, Krishna Nagar, Lucknow-226023
peevee 132@gmail.com, Vijaylko8@gmail.com Contact No. : +91 522-4025629 Mob. : +91 94150-20996, +91 88535-30595




11 20192-113 Monopolar connecting cable, VIO, ICC, ACC, | 9,416 1 5 9,416 12%( X 1,129.92 X
International g 8 mm (Bovie Jack), 4 m; for
CUT and COAG MIS instruments, with
connection @ 4 mm (Accessories Reuse)

12 |20192-117  |Monopolar connecting cable, VIO, ICC, ACC, | 9,416 1 I 94l6|  12%|% L12992|% 10,545.92
International ¢ 8 mm (Bovie Jack), 4 m; for
OLYMPUS polypectomy snares, with
connection @ 3 mm (Accessories Reuse)
13 |20190-106  |Electrosurgical pencil with 2 buttons, VIO, | % 3,200 10 T 32,000 12%] % 3,840.00 | X 35,840.00
ICC, ACC, non-Erbe units, International; with
connecting cable 3 m, with spatula
electrode without protective holster
(Accessories Reuse)

14 20197-094 Nesiy Split Relurn eleclrode (Accessories | 25 000 1 3 75000 12%( 1 300000 T 28,000 00
Reuse)
15 20194-078 Return electrode cable, VIO, ICC, ACC, L 10,500 1 % 10,500 12%| % 1,260.00 | X 11,760.00

International, 5 m; for Nessy Split
(Accessories Reuse)

ards your valuable Purchase Order.

PEE VE E en te rp ri ses City Office : 42, Valmiki Marg, Lalbagh, Hazratganj, Lucknc;w 226001. U.P. India.

Fac. Address : 2137M(8), Canal Road, Indralok Colony, Krishna Nagar, Lucknow-226023
peevee 132@gmail.com, Vijaylko8@gmail.com Contact No. : +91 522-4025629 Mob. : +91 94150-20996, +91 88535-30595



To,

The Principal,

Rajarshi Dashrath Autonomous State Medical College, Ayodhya,
Ayodhya

Subject: Declaration regarding Price Offer for the SURGICAL WORK STATION - Electro Surgery Unit with
Vessel Sealing , Argon Plasma Coagulation ,Water Jet lechnology Suction Module & Smoke Flume Lvacuation
System

Dear Sir,
We hereby confirm that:

1. That the firm have not been black listed or debarred by any Central/State Government/Agency of
Central/State Government/Public Sector Undertaking/Regulatory Authority of India.

2. That this is to certify that the rates quoted for the Surgical Workstation to your Institute, is the lowest
subject to the offered bill of quantity as per technical specification of master suchi. We hereby confirm
that in current FY we have not quoted / Supplied said equipment as per offered bill of quantity as per
technical specification lower prices to any other organization.

3. That we further agree that any price discrepancy is found at the later date for current FY we will be
liable to refund the difference.

4. That we agree all terms & condition of the institute/college in support of Purchase Order issued by the
institute/college.

5. We hereby agree to provide Performance Bank Guaranty @ 3% for the entire 5 years warranty period.

6. We hereby agree that the CMC after the completion of warranty period will be taken care directly our
Principal Company.

7.  We hereby confirm that we already submitted P.O. Copy of K.G.M.U Lucknow-75/P&PS/F0/2016-17
dated 29.03.2017 mentioning prices separately for all offered articles, the prices offered are the same
we haven’t taken any price increment for the same.

PEE VEE e nte rp ri SeS City Office : 42, Valmiki Marg, Lalbagh, Hazratganj, Lucknoﬁ 226001. U.P. India.

Fac. Address : 2137M(8), Canal Road, Indralok Colony, Krishna Nagar, Lucknow-226023
peevee 132@gmail.com, Vijaylko8@gmail.com Contact No. : +91 522-4025629 Mob. : +91 94150-20996, +91 88535-30595
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Lushknow-226003 (LR} INDIA

Ph. 91-0522-2257540 Fax :91-0522-2257539 Website : www. kgmeindiz.edy

o
;’/ Ref . he3...../PEADS/RO2616-17 Date: £4.4.2.../2617
Ta,
/s Pee Vee Lnterprises,
42, Valmiki Marg, Lalbagh, Hazratganj,
Lueknow - 226023
WMok, No. 9415020996, 55535 fuses
R Deear Sir, %
We are pleased 1o inform you that in reference to Tender Notice No. 156/PS/FO/2016-17 dt,
20.05.2016 the tule guoted by you towards the supply & irstaifution® of Fem No. 24 Smrgical
Workstation for Department of Conffnoa Eguipment as per quoted specifications, have been
approved by Hon’ble Vice Chancellor, A5 per the details given below-
|
o —_
{-' L ‘Ly_ 1 A, Hinh End Electro Surpical Unlf with Efeitro Surgery unit with Vesgel Scaling :
Ty
L Srie | ArND Iem Nagme Qty | Raterertair | Fotal Amt, (my |
1 19140-100 ERBE VioFmano p Elegtrosurpivat Una 1 F265922,06 1265922 00
2 20159-303 YIO two prda) footswiteh with ReMids; AP & 1P X8 Equipmem 1 T3 58 73013 3¢
3 2GE88-300 | VIO une pednl] Jootswaich; AP & 1P X8 Eguipiment i 5162965 . 31629 66
4 20193408 Erbe Siliconc Elettrode - eonduclive atea 5 16 em xquaze 1§ 1350742 13567 42 |
I 20453816 | Trbe Silicona Efectzodz - conductive oma 157 on sguare I 1116112 116132,
Erbe Patiem Diase Cable VIO, 1CC, ACC Imzmational, 4 m ey
[ 2024075 far sitizone pletes 2 972574 19433 48
5.3z i ciomp 1ap foseeps, Meryland sami deop, O Sinm, , 0q 33 |
7 A0195.134 fength 348 s (Lep Sunery} I 181488 28 iIB1488 12 ;
s 20098115 I'l\;f}(; Ra Mode Beetro Surgrenl Pencil B4 with 3 butions, cable D4 m t 2485540 20851 < .
s 20895202 | Biclamp 201 T I 105767 20 108257 2(.‘-.2
17473783.94 |
£, Arzon Plagma Congulntion System Qly Rute Per Unit | Total Ami {[!’\i}{}__
H 10134900 | APC 2(fer VI 0} Argen Plasras Canpefation Unit | 76041504 6941554
2 204 34-004 Pressure redocer with sensor 1 71457.60 447 o
3 32171 Aspen gas exlindes, § hiter; erapty to DINA77 N 6 m I 3535412 3825302
4 20132200 V10 APC-hendie with 3 butons for APC2 i 57053 56 57053 &G
S 0132054 APC Applicator Smm Lenptl 35mm 1 13524 54 13924 54
B i 95010000
. L. Water Jet Systerm Qty Bnte Fer Uait | Tatal Amt (INR]
i‘&_ 3 FR} 50000 ERREIET 22 1 3152762.00 313276200
‘/ P 20150101 IT.RBEJET2 ane pedal feotswriteh with Reldode, AP & P X8 t G0183.00 018300
Lquipment i
: 318294500
D ESH Suctlon 2 Medule Oty Hate Per Unit | Tatal Amt. (INR)
1 10340003 | ERBEESM 2, suction modele i 283704.38 283706.38
2z 20150050 | Fastersng set for ERBEIET 2 to conncet to VIO/APC 2/VEM 2 H 573658 373698
3 20340002 Mounting brachel ta cannect to side il i 349824 44038 26
4 20348803 | Switching valve Wauetion hoses & mounting bracket 1, £3332.04 1333204
5 20340004 ! Suation hese, 60 em lenpth 1 1167,62 1167.62
G 003 Suction Bag; 2.5t disposable; ESM 3 157¢2.98 1576098
7 20340-103 Sucticn confainer; 7 51, ESM 1 211942 BJin42 -
’ 8 26340.100 ESM memboane filer 03 pm ) 1 10864 08 108408
o 3319495
E. Disposable Comsuntnbles & Accessories of Eleciva Surgical Unit With Vassel Sealing Xy Rate Per Unit | Total Amt, (gnpy |
1 20193608 | Evbe Silicone Elpetreds « concuctive ored 516 o sguars i 1350742 1350742 |
2 20193416 j Esb2 Silscone Efectrode - eonductiva anea 157 cm sguare 1 AL N 1116] 12
3 20155075 E Lrbe Panent Plate Cable VI, ITC, ACT Intamstianal, 4 m 2 NI174 | 19463 9%
&’( - Pngc_r}l 007
werace Offtcer

K. G's. Medical Uriversity, U]
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Supply & fustall For Departmest of Urology

§ystem, Disposable Consumubles & Accessories of Water Jot Technology & Mobile High £ad Imported Vio Cart
Trolley - Vio Sysfeat+ Ape 2 + Echejet + Esm2 + APC Cylinder
Totaf amount Io words : Pa, Seventy Eight Las Sevenip Thica Thousand Eipht Huadred Farty (ne ooly

Qiv Kare Pes Unis | Total Amt, (INRY
P [ J0isham | ERBIIET A& 1 31326200 | 31527 on
WIst16r gRBE—JE‘I' 2 ong padal foaiawitelt with ReMods, AP & I7 X8 1 SBIRS 00 i G830 :
Equipment ) .
D _E331 Suetion 2 Moedule Qv Rase Pey Pnit | Total Rmt, (DNR)
I 1 30130030 i Famewing set Sor ERBEIET 210 connzel o VIOIANC AFVEM 2 i 283706.38 28370623
J 10346-G60 ¢ ERBE E3M 2, suction sediia I 3 5713698 573598
! apzdep Mounting bracket 1o connee! o side mil i 40836 3398 26
26340-003  ; Swuching valve w/suction Hosts & meunting broske! 1 15333.04 13332 04
20340-604 | Suctien hese, 60 cm fength 1 L 6762 | 116762
20340 13 1 Suckan baz 2 54 disposeble: Tib i 15760.03 13749 b8
20349-103 Suchen container, 2.51, ESM 1 81i9a2 311962
) w:’GBd_(HOO ESM membrare Glter 0.3 pm & i 10864 03 §0854,08
‘ o 34310400
Dispornble Consumables & Acceccarics of Elegive Burslzal Unit with Vessel Sealing Oty Rute Fur Undt | Total Ami. (INIL) |
26123 (00 Tabis Salican Tieptrodn - comducve e S16 ¢y gguave 1 13507 42 13507 42
20§53-016 Esbe Sibcons Electrods - conductive area 157 e square i 11161 12 1116) 32
gsnss i?.-l-.r Patient Plute Cable VIO, ICCECT Intemational, 4 m 2 972 74 19443 43
101 silicont plales
250 119 l\;:](; Re Mude Electro Surgical Pensil B4 wit3 buitons, ¢able B4 m o 21851 40 198462 61
20195221 ii'nf‘é‘gg;‘lﬁ%cgf;’“m 3 deprez, smoath, length 150 i 108856 16 15550 16
20195310 BiCision Small § o, shafl feogth 260 mm i 227795 66 | 22955 6o
_Leoiasas] BiCision Medium 5 wmm, shafk Feopth 350 mm H 227755460 1 J27INT G4
20E93-382 Ripolur imigation forceps, bayonet, L 20 e tip £.0 man. Slent | 1 60265 94 | GO265,%3
23196053 ?lps!a.r eonneeting czble VIQ, 104, ACC inemational, for bipaltar ; i 9314 10 i e
fareeps.longth 4 m
26183067 Mpnopolar Adapter Bovie Jock MQ 48 Socket I3 'mm i 10168.88 0163.58
21191004 Spaivia clectrods, 21 8miy; steight; L 85mme ¢ 4mm 1 5645 .54 5945 54
S1188-158 Spatula electeode; 2 IntSmm straightt insud : & 180x, 2 2 4mm 1 2607.00 2801 00
2119§-98D Small Surgiedt Set 1 S80R.66 S8 4G
20183110 Bipolar TURE Adapier ) 1 L£O750.060 4375000
- Bipolar conavcting cable VIO, [CC, ACC intemaiionad, for Storz
2se-11g | DEOW Coetng o CC intoms 1 3875000 2375009
058722 |
Erizosable Consumables & Acceseries of Argon Plasms Coapulstion Systen CHy Rafs Per Unit 1 Tetsl Amt. {E,\'R}ﬁ!
20132.055 A.[’C-ﬁpphcalcr, sigid, wsulated shafl, & 5 mm, 100 mm dang, " 1275024 12750.24
with adjustatrz spatula
2 32-171 Argon pos cylinder, 5 Yien empty 10 BN 477 Ne. 6 m 3 38258.12 825832
71008.35
G. Dlpesable Consumables & Acvessories Of Water Jet Technology Oty BofePor kit | Total Amt (I
20450300 Pump cariridge 2 3570326 11406.52 |
E ;Qtiﬁjﬂis | Applicaior, curved sip, L i83mm, 05 mm 1 . 70100 7010000
20150-040 1 tlyboidkmite T-Fype 1ier, O 2.3 me. L 1.8 1 e 72627 02
4 20150-026 Applwsor, cuned Hp, L 336 mm, o 5 mm 1 70100 T0100 00
2R304 |
i;};’:;{gzé‘cngﬁh Zud mporizd Vie Curt Trolley - Vio Sysiem + Ape2 + Erbejet + Esm2 iy Rate Pectloit | Tom{ Ame (ENY
CART Sy i family a 's Dimnznss e 4 .
1 20180.000 :slc?xcgegi233‘;&?&%5;;;0 family and medules Dimenssion t 167225.4 26732540
2 20180 121 Fastening Sct 1 5%36.98 STIE98
3 20150 050 Fastening Set 1 573598 573695
A7H659.35
‘Total cest of Surgical Workstation - High End Electre Surgical Unlt with Elcctro Surgery unit with Vessel Seating,
Argon Plasma Cozgulation System, Water Jet System, ESN Suctton 2 Blodufe, Disposable Consurmables & Accessories
of Eleatea Surgical Unit Witk Vesse! Sealing, Disposable Consumables & Accessories of Argon Plasma Coapulation TAT3H4L12
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A, Hizgh End Etersro Surgleai Unit wih Blecue Surmeny vnt wilh Vers] Senlimn Oty Rate Per Unls | Yeigi Amt. (INRL;
1 HAG- 180 ERBE VIO® 300 D Blemirusisgical Unit 1 1266922 00 1266922 00
2 20189-363 Y10 wo pedal fegtawileh with Reldade; AP & IP X8 Equpment 1 73013.28 73013 38
3 20158-360 YIC ang pedal Tootswiteh, AP & I X8 Equipment ] 2162506 31629 66
g 20193002 Erba Siliconc Eleetrods - conductive zics 516 cmsquare 1 13567.42 11507 42
5 20193014 Erbe Siticone Elzetrode - conductive erea {87 cm squene 1 1116112 P16t i2
6 | 2009202 E;_;i;;ll;::;r:l: ;lnt::s Cable VIO, 1CC, ALT Tntemasianz], 4 2 712174 BRAIE
r | 20ms.aze | ?’éé&“i’aﬁ”ﬁlﬁ?&ii&?ﬁd et deap, OO Smm, i 181488 76 191489 23
: 20199115 i:t?; £ Mads Flecio Surgica! Pensif B4 witzba::ms, cable G m i 21881 40 21881 4g
9 20195202 | Biclamp 2017 = TN LOSTET 20
) o 174778394 |
| B/ -"Eﬂ-‘!’ -[;2‘5.':‘5—“ Casgulbation Syelom Oty | fuats ber Uit Lotal Ant II.'\RT]
1‘1&) 19131004 APC 2 (for VIOT Arcor Mesing Cuagntativn Ainit 3 ! 8015715 SM1575 80
Tof mnleeld Pragsure seduger with sensor el [ | H4324 FUAT 6D
3 203132173 ATE0N Bs sylinder S liter eropiy to DINAYT Mo fm 1 3§250 13 RRSE 3
L4 [ 6132300 | AD APC-nandic vt 3 butions for AFCZ 1 s E _SmavEn
s 120008 AR Apdion sue Lengnssmen P 1 O | hwmese
: viz257.54
C. Kryo Surgery Sysiam Oty Rate Periinit | Totaf Amt. (INR)
T IGGE 060 : Frba Kevo CA Mobile Cryo Swisers - Unft vl Fam Catle } 43022302 42022302
2 2071:-4008 faot-swilch, explosien-pralecied } 2500 34 32500.34
3 20448 500 Gas Tubz 1 34492 25 34452 25
4 20410605 Gas Fiter for NI L e 2 $3133.58 JGS267.3G
5 23416034 Connzeting odepier for flexible cryo probes Exgateyn CAMKE i 26865.75 2686375
& 20410534 Stenistray for eryoprobes, 305 % 165 % Mmoo 1 330508 33052.50
ki 20410-039 Caver for N20-geseylinder, grey : H 276285 27628,50
g ML, CYLINDER i 20050 60 20000,65
o S 72102957 |
{ B Disnsssble Consnmables & Acrassoris of Electr Surgieal Unik wiis Vessd Gaaling Oty Raps Per Uit} Totol Amb (INEY
L1 20193-003 Erbre Stlicons Bleairade - conduzbiva area 516 oy Souzre | 13507 42 1350742
HN93.016 Erbe Selicane Elacirade - comductive prea (187 ansquare | 1116112 116102
T - - Y
20108075 E!:robr.sﬂ:':;;r:;l;i:f.‘able VIO, ICC, ACC Ttemational, 4 m 2 9713] 74 1944345
W95 115 ! ;\c’i_g Re Mode Electn Susgical Pencil E4 wit 3 butons, cable 04 g 218514 106662 &9 {
a0165.201 | anl n:.;i(:;;i éﬁs{:]g:.cg;r\-zd 23 depree, smoath, Jength 150 2 104260 16 215788 31
a0tas. zny | D clamp 270 T, Dent 18 degren, sioath, feagth 200 mm 1 111530
(Open Swgory)
7 20195310 BiCision Smak 5 mm, shaf lepesh 200 mm 1 227759 66
5 | SHOI0 | BiCssian Mediom S mm, shaft length 350 mm T 22779966
& 28195-152 Eipoler ivigenion forceps, bayanct, L 20 cm, tip 1.0 mra, blunt 2 $0265 94 F2531 88
- wla cling cable VIO, Y intemati , for ¥ -
i 20106.253 ?;gl;:g‘n:;::?# cable VIO, [CC, ACC intematienal, for bipolar 2 93141 12638.20
11 20163067 Manopolar Adapter Rovie Jack MO 08 Suakel 03 mm 1 10168.88 16588
h3] 2119004 Spawla clecteode, 2x] Emm; straight; L 85mm; o 4mm ] 5945 54 594554
13 | 2191158 Spala elecirade, 2.3x19mm stmight; insul ; L 180mm; ¢ 2. 4mm t 2607 2607 00
14 21191-080 | Small Surpical S H 3802 68 580065
118536842 |
E, Bispomble Consumables & Accessories of Argon Plasms Caagulation System Oty Rate Per Babr | Totsl Amt, (INR}Y E
1 20132054 ﬁ]:?;}}zuil:n?::;cg;g‘ insutated shaft, @ 5 mr, 35 mm long, 5 16375 42 ! 75024
2 20132.056 ] ﬁignﬁ;ﬂl&cﬁg;]’zgi insulated shaf, & 5 mm, 300 me bong, 3 ‘_ 16375 12 : 3275034
3 132171 | Aron gas evhngdee, 5 hiles, eropty ta DIN 77 WMo A i : 38253 . 76516406
: 14101643
¥. Disposable Consumables & Accossurios of Floxible Biopsy Prolics Qty Rute Per Unit ; Tolal Amy (INR)
1 20416053 Fiexthle eryo pivke, B 2.4 mum, £, 720 mm 3 207HEG 57 623659 71
2 20418038 Frexibk crvo prabis, €15 m; L 780 nun 1 207884 57 6236547
31 zone032 Flodbie oo probe. @ 2 mm, £ 966 e 7 237584 57 415773 1
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“ 4§ HS166)7 ! Fexible wryo prabe, O |9 mov, L4900 man 2 © 20788657 | 5N 4
447005 | Broachowopy-prole, O e, L SW e 2 163025 0 . 332050 ¢

TG 1203160327 Flmavie crve prabe, © 2.4 mim, 1, 050 ma - 2 207685 57 | 415773 4 |

- - e ! 2WI6LB.4
. "B, Mohike High Erd Tmperted Yio Cert Traliey For ¥io Rystem £ Anc 2 +ane Calinier | Oty | RacePecEmt | Tolsl s, (INE)
L “0IE0-040 ; ;fgg}‘C;}lIéngﬂﬁicz‘j;g!{f}r(EO famylv and modeles Dimensien : 24305 4 I6TIS)
2 20189 134 Fastentng Set H 373698 ¢ 573658

3 20155 050 Fagtcning Set 1 573698 STIAOE

2785699,35

‘Fotal cest of Surgical Warkstation « Hight End Electro Surglesl talt with Electro Surgery undt with Vessel Sealing,
Argon Plagma Ceagulation System, Water Jet Systom, ESRE Suction 2 dedule, Disposable Consumables & Accessorivs
of Flectra Furgical Lnit Yith Yessel Sienling, Dlspranbile {'onsupaables & Acccusories of Argan Plasms Uongnlstion NI
Syctnn, Dispossble Conspmabies & Accessorlea of Water Jet Vecheology & Mobite High End Imporied Vie Card AR
Troliey - Vio System + Ape 2+ Evbejet + Esm2 + APC Cylindes i
Tylglanoymt in werdy ) Ry Sevanty Binkt Lag Seventy Threa Thousan® Bieky Bundeed Forty Ono saly R ;

Supply & install for Bepartinent of Polmopary Ceitics Care With Evbe Cryo With Bioposy Probes

kY
e i
Tatst cost of Surgical Workstation i TR, 84112 §
Add. VAT (5% = H 39369206 '
G, Total= i 82,67,533.18
Reg. Gty | 03 [ 6,61,40,265.47 |

Amaun( In Words : 8ix Crove Sixty One Lakh Forty Thousand Fwo Hupdred Sixty Five and Paisa : Torty Four only
(Iaeiusive of all Taxes)

Warranty: 05 years + 01 Year (72 Months) Additional Wazranty ou main uvnits - 10140-160 ERBE VIO 360 1. 18134-0680
ERBE VIO APC 2. 10150-000 BLRET JET 2, 10340-000 ERSE £5M 2.

. ML {Per unith: Aftor expiry of warranty period CMC for 7th year Rs. 63,909,004, Sth Yr, 63,509.00, 9th Y. 63,969.00, 1{h
Yr. 63.909.80 including service tax on 10}140-100 ERBE VIO 300 1, 10124-0008 ERBE VIO APC 2, 10150-000 ERBE IET X
103A0-030 ERBE ESM 2 (Service Tax Inclusive).

Noie:

1. Warranty for a pzriod of 72 menths will be count from the datz of sstisfaclory imstablation on Griginal Equipment i
Manufactuver / Principzi Compaey’s letter head.

2. Original Equipmen( Manufactorer / Principsl Company have fo provide Quarlerly Preventive Maintenancs of the Zquipmens i
svithowt any sdditipnal cost. i

Thesefore, you are requested to supply & instsl] the above item in the Deparément of Common
‘Equipment, as per terms and conditions of the tender guoted in your tender addressed to the Finance
Officer/Head/Incharge of Departinent of Common Equipment K.G.M.U. U.P. Lucknow.

Please note the foliowing terms and conditions: — B

1. The confirmation of the receipt of the purchase order should reach within seven days of date

of dispatch of order.

. i * 2, Secwrify money to the tune of 10% of ordered value must be submitted to the Finance Officer,
King George’s Medical University UP., Lucknow only in shape of FDR of Nationalized
Bank for 86 years {payable at Lucknow) in favour of Finance Officer, King George's
Medical University, U.P., Lucknow within fifteen days from the daie of dispalch of this
order,

XN AT R

e

Goods must reach the concerned Departments within 84-06 weeks (30 — 45 days) of dispatch
of this order.

4, After supply installation, and commissioning of the equipment, the bill in triplicate be
submitted separately first to the concerned HOD/Incharge, The HOD/Incharge shall verify
the bill in manner mentioned as below. The duly verified bill in triplicate then shall be sent by
the HOD to the Finance officer for mzking payment. The Finance Officer shall process the
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payment onby affer the received noods have alse beey properly recorded by the Finame
{Officer in the Ceniral Stock Book of the Liniversity.

Please MNote; ~-

ln addition to those mentioned in this order, all the terms and conditions of the tender
documents referred -'&b@ve shall be applicable and are deemed 1o be integral part of this
Purchmﬁrd
Pric éasiinau bﬁ&zs, with no scope of escalation,

KH 'E‘i’g;ﬁ‘.:- i fiv&x# <hadl Hﬁ:’rhe Bepavement of Comumen Eguipwmont iu il King
.u@é}ig Medical University [P, Lusknow The equipment has to be installed at such g
: -_"ybs identified and 'nﬂ;zmctcfi by the Head/incharge, Department of Commeon
- Bouifient. The §nsiallaﬁqﬁ il be'at your cost. "

' ﬁz the case of rzon-supply of m;,,&ﬁaif;faqmpmentqfﬂqrhmes within stipulated poriod, it wili
b at the diseretion of the King Geurye’s Me{hc.dl University UP, Lucknow to accept delivery
wlth late delivery clavse. If the ddwug is 1ot effected on due date, the Vice Chancellor,
King George's Medical Universi iv, U.P,_, Lucknow will have the right to impose penalfy ag
under: '

First exiension for'mentﬁ ot part thereof  ——@2%.
Second extension for 2a adcémcmai month  ~@ 3%
of part thereof

In case of non—suppiy .,__.,.__.@ 7*5%

Or :
fn case of default in delivery or if it is found that the goods supplied are not in accordance
with the specifications of the contract and are not replaced within a reasonable time frame of
the warranty conditions being invoked, the University will hiave the right to procure the
ordered iterm from open market /another party under risk purchase clause.
The delivery of equipment shall be deemed to have been made anly on the date of insialiation
of the equipment. Any delay in the same shali attract penal charges as contained in the tender
documens.
- You are buund 1o provide on siteloff site warranty for the items mentioned above for a period
of 72 months from the date of satisfactory installation. Thereafier, the equipments shall be
covered under CIMC at the rates provided above:

7} The challan accompanying the goods shall contain the following information:
Challan No. & Date

Purchase order no. & Date.

Name & Brief description of the item.

Details of accessories supplied.

Quantity of items supplied.

f. Date of Manufacturing & Product Identification No., if any. d

8) Bill has to be submitted in triplicate separately to the Department of Comnon Equipment
whicl should have the following information :
a. Bill No. & Date
b, Chalian No. & Date

e oo & op
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Purchase order no. & date.

Name & Briel description of the jtem.
Betails of accessories supplied.
Quantity of Hems supplied.

Data of I@u&cﬁmng& Prodoct Identification No., if any.

[+

by

A,
=l R

Yours stacerely,

— (
g e
e MR Kgarveal)
e Finance (Hfice

Date: ¥ FiG17

e BB EOI016-17
X ) f.ré’f i

of Common Equipment with the request to kindly
of the above ordered equipment(s), issue instructions
commissiening of the equipment along with :
:r'fé_i‘i{i&r specifications.

The Chairman/Secretary, Departu:
make it convenient ta receive the su ':'
for installation and verify the satisf:
a, Proper verification ofthe goeﬂs
b. Installation verification cemf‘ o)

originat Bill. '
¢ Commissioning verifi ca‘ucn ccmﬁcaze to your satisfhction to be mentioned, on the

reverse of the original Billi o
In-Charge Contingency Section, I‘rmm'e Oifice, KLGMU. ULP. Lucknow. \

(¥ K, Agarwal)
Finance Officsr
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Contract

Contract No: GEMC-511687738305304
Generated Date: D1-Nov-2021

Bid/RA/PR No:GLM/20231/B/1347313

e

o & Markatplace

Tt v Nsmiraned o

Organisation Details Buyer Details
Type: Slate Autonomous Designation: Senior Technical Officer
Ministry. - Contact No,; 0522-24495510-
Department: Medical Education Department Uttar Pradesh Email tD: buyer3.sgpgimsl.up@gembuyer,in
Orgarisation Sanjay Gandhi Post Graduate Institute of Medical Sciences GSTIN: 09AAAISIG13NZ2ZN
Name: tucknow SANJAY GANDI ) POSTGRADUATE INSTETIUTE OF
Offica Zone: Sgpgims Raibarolly Road Lucknow Addross: MEDICAL SCICNCES LUCKNOW 226014,
LUCKNOW, UTTAR PRADESH-226014, India
Financial Approval Detail Paying Authority Details
IFD Concurrence: i No Payment Mude, Ofline
Designation of Administrative Approval. DIRECYOR, SGPGI Designation: Assistant Account Officer
Designation of Financial Approval TINANCE OFTICLR, $GPGI Brnail 15 pan2. sgpgimslup@acmbuycrdn
GSTIN: N
SANJAY GANDI I POSTGRADUATE INSTITIUTE OF
Addiess. MEDICAL SCIENCES LULKNOW 226014,
LUCKNOW, UTTAR PRADESH-226014, India

Seller Details

GeM Seller 1D: 22C2180000116141
Company Name: Pee Vee Enterprises
Contact No.: 09415020996
Email |1D: peeveel32@gmail.com
3 M-396,AASHIANA,
Address: tucknow, UTTAR PRADESH-2260132, -
MSME verified: Yas
MSME Registration number: UDYAM-UP-50-0014276
MSE Social Category: Generai
M5E Gender: Male
GSTIN: 09ADWPA7911R1Z0 , 09ABWPAT911R1ZC

*GST / Tax invoice to be raised in the name of - Buyer

Product Details

Price
{Iaclusive
Category Name & Model HSN Orderfad unit] Lead c!fall
Quadrant Code | Quantity Time{DPays)] Puties and
Taxes in

INR)

#H Item Description

Product Name : CMC 10th year
Brand : ERBE VIO-
1| Brand Type : Unbranded BOQ (Q3) 300D 998719 2 INR |- 37,000
Catalogue Status : Catalogue not verified by QEM

Selling As ! Reseller not varified 5y OEM

Product Name : Surgical Work Station with APC (with 05

years unconditional warranty}

Brand : ERBE Vio-

2 BO 90189029 | 2 iece
Brand Type : Unbranded Q (03 300D o

Catalogue Status : Catalogue not verified by OEM

Selling As : Reseller not verified by OEM

17,600,000

Product Name : CMC 6th year
Brand : ERBE VID-
3 | Brand Type : Unbranded BOQ (Q3) 300D 888719 2 INR |- 37,000
Catalogue Status : Catalogue not verified by OEM

Selling As : Reseller not verified by OEM

Product Name : CMC 7th year
Brand : ERBE VIO-
4 | Brand Type : Unbranded 800 (Q3) 2000 988719 2 INR | - 37,000
Catalogue Status : Catalogue nat verified by OEM

Selling As ! Reseller not verified &y OEM

Preduct Name : CMC 8th year
Brand : ERBE VIO-
5 | Brand Type : Unbranded BOG (Q3) 3000 998719 2 INR |- 37,000
Catalogue Status : Catalogue not verified by OEM

Selling As : Reseller not verified by OEM




Product Name : CMC Oth year
Brand : ERBE vIo-
6 | Brand Type : Unbranded 80Q (Q3) 3000 998719 2 INR |- 37,600
Catalogue Status : Catalogue not verified by OEM

Salling As * Reseller not verified by OEM

Total rder Value {in INR} 17,785,000

Consignee Detail

Delivery
Lot . D To B
5.No| Conslgnee Item Quantity|Start elivery e
No. Completed By
After
ical Work Stafi ith APC (with 05
Surgica avion wi {wi - 2 01-Nov 20?1 { 01 Doc 2021
yoars uncenditional warranty!
Daslynation: -
Emall ID: con.sgpgt lke@gembuyer,in CMC 6th year - 2 01-Nov-2021 | 0i-Nov-2022
Contact: 0522 2494087-

1 G5 TIN: UBAAAJS ST 3N2ZN CMC 7th year - 2 01-Nov-2021 | 01-Nov-2022
Address: SANJAY GANDHI POSTGRADLUATE INSTITIUTE OF LML Uth year 2 O-Nov-2021 | 01-Now-2027
MEDICAL SCIENCLS LUCKNOW 220014,

LUCKNOW, UTTAR PRADESH 226014, India CMC 9Lh year - F 0l-Nov-2021 | DL-Now-2022
CMC 10th year - 2 01-Nov-2021 | £1-Nov-2022

Specification 1

Specification Document
Buyver BOQ Document

Seller BOG Document

Note: Seller has given an undertaking that it has made arrangements for getting the stores from an authorized distributor f dealar f channal parther of the OEM of
the offered preduct. At the time of delivery of goods, Seller will provide necessary chain dacuments {in the form of GST Invoice) ta prove that the suppliad goods are
genuine and are being sourced from an authorized distributar / dealer / channe! partner of the OEM. [n ease of any complaint about genuineness of the supplied
products, Seller shall be responsibfe for providing genuine replacement supplies.

Terms and Conditions

1. General Terms and Conditions-

1.1 This Contract between the Seller and the Buyer, is for the supply of the Goods and/ or Services, detailed in the schedule above, in accordance
with the General Terms and Conditions {GTC) as available on the GeM portal {unfess otherwise superseded by Goods / Services speclfic Special
Terms and Conditiens (STC) and/ or BID/Reverse Auction Additional Terms and Conditions {ATC), as applicable




1.2 Terms of delivery: Free Delivery at Site including loading/unlioading. In respect of items requiring installation and / or commissioning and other
services in the scope of supply (as indicated in respective product category specification / 5TC / ATC), and the cost of the same is also included in
the Contract price.

L.2.1 Contracted goods should be delivered at the consignee or designated delivery location as per the waorking time of the buying organisation.
Seller may get the same confirmed from consignee before scheduling delivery,

1.2.2 A copy of the contract should be available with the messenger / dispatching agency that delivers the Goods at consignee / delivery jocation
{preferably pasted / attached outside the consignment / package) for easy reference and ease in defivery acceptance.

1.3 Delivery period: The Delivery Period/Time shall be essence of the Contract and delivery must be completed not later than such date(s). Any
modification thereto shall be mutually agreed and incorporated in the Contract as per the provisions of the GTC.

1.4 Performance Security: If the Seller fails or neglects to observe or perform any of his obligations under the contract it shalt be lawful for the
Buyer to forfeit either in whole or in part, the Performance Security furnished by the Seller.

1.5 Taxes and Duties: Contract Prices are all inclusive i e including all taxes, duties, lacal laviec / transportation / loading unloading sharges eta,
Break up of GST shall be indicated by the Seller while raising Involce / bill on GeM. While submitting the bill / invoice Seller shall undertake that
the Geods and Rervices Tax (GST) eharged on this bill is net moera than whal is payablie under Whe provislon on Lthe relevant Acl or the Rules made
thera under and that the Goods on which GST has been charged have not heen exempted under the G3T Acl or Lhe Rules made there under and
the charges on account of GST on these goods are correct under the provision of that Act or the rules made there under.

1.6 Octroi Puty and / or othar local taxesiContract Prices are all inclusive hance nu reimbursamant over and aliuve the conirack pilea(s) shall be
allowed to seller towards payment of local taxes (such as levy of town duty, Octrol Duty, Terminal Tax and other levies of local bodias etecl).

1.7 Limitation of Liability: The provisions of limitation of liability between Buyer and Seller as given in the GTC shall be applicable here.
1.8 Resolution of disputes: The provisions of DISPUTE RESOLUTION RETWFEN BUYER AND SELLER as given in the GTC shall be applicable here.

1.9 Liquidated Damagess If the Scllcr fails to deliver any or all of the Guods/Services wilhin Lhe orlglnalie-fixed dellvery period{s) specified in the
centract, the Buyer will be entitled to deduct/recover the Liquidated Damages for the delay, unless covered under Force Majeure conditions
aforesaid, @ 0.5% per week or part of the week of delayed period as pre-estimated damages not exceeding 10% of the contract value without any
controversy/dispute of any sort whatsoever. In case, Service Level Agreement (SLA) is applicable the same shall be applicable for the Contract.

1.10 Financial Certificate:

1.10.1 The expenditure invelved for this purpose has received the Sanction of the competent financial authority.

1,10.2 The funds are available under the proper head in the sanction budget allotment for the concern financial year.

1,10.3 | have been fully autheorized by the department to sign the supply order or incur the liability of the Goods being ordered.

1.11 The bidder should submit a self declaration to the affect in bidder's official lotter head that their agency have not been biack listed by any
Agency whatsoever till date.

2. Additional Terms and conditions«

2.1 Buyer uploaded ATC documentClick here to view the file,

Note: This is system generated file. No signature is required. Print out of this decument is not valid for payment/ transaction purpese.




erbe

Manulacturer's Authorization

To,

The Principal,

Rajarshi Dashrath Autonomous State Medical College, Ayodhya,
Ayodhya

WHEREAS we ERBE Medical India Pvt. Ltd. wholly owned subsidiary of ERBE Elektromedizine
GmbH Germany who are established and reputable manufacturers of Surgical Workstation having
production facilities at Waldhorenlestrasse 17. D-72072. Tubingen do hereby authorize as Indian Agent
M/s Pee Vee Enterprises — 2137/M(8), Canal Road, Indralok Colony, Krishna Nagar, Lucknow —
226023 to submit a proposal, and sign the contract with you for Surgical Workstation.

We hereby extend our full guarantee and warrantee for the above specified goods against the bidding
documents for full five years as well as confirm to provide AMC/CMC for next five years after the expiry
of guarantee and warrantee period.

No company or firm individual other than M/s Pee Vee Enterprises, No: 2137/M (8), Canal Road,
Indralok Colony, Krishna Nagar Lucknow are authorized to tenders and conclude the contract for all
the goods manufactured by us.

We further guarantee that in the event we change our dealer / Indian agent, we will continue to provide all
the services as assured in the tender document and are also as required by the concerned Principal
[Director of respective medical college/ Institute as the case may be, through our new dealer / Indian
Agent or directly as may be required.

We also confirm that we will not supply refurbished equipment.

Yours Truly,

Erbe Medical India Private Ltd., Plot No : 447, Pocket B, Sector-19, Dwarka, New Delhi - 110075, india  Phone +91 11 41009808 www.erbe-india.com erbe@erbe-india.com

Deutsche Bank AG
Chennal Branch

CTurrent Are,
Swift fnga: D
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(IHE COMPANIES ACT, 1956)

MEMORANDUM

AND

ARTICLES OF ASSOCIATION

ERBE MEDICAL INDIA PRIVATE LIMITED

(COMPANY LIMITED BY SHARES)
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Form 1 fiad
Certificate of incorporation %é

TR

Comporate Identity Nurnbar | U33118TR2007PTC062336 2006 - 2067

[ hareby certify that ERBE Madical India Private Limiled is this day
incorporatsd undar the Comparves Act, 1656 (No. 1 of 4958) and that the
company is limited.
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Given under my hand at Ghennai this NINTH day of FEBRUARY
TWO THOUSAND SEVEN.

Hede sl

&

TPl erendal
{MEENAKSHL §)

3

P\‘-ggrf Registrar of Companles
4 Tamil Natdu, Cheanal
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HE MODULAR DESIG

MEANS | HAVE JUST 1

EVERYTHING | NEED

;_300 D (electrosurgery)
plasma coagulation)

2 (waterjet surgery)
etion aspirator)

MY SURGICAL WORKSTATION FROM ERBE

€) - |
_Sh= b
s A €

Further information on medical procedures
can be found on our web site.

ERBE Elektromedizin GmbH | Tuebingen | Germany | Phone +49 7071 755-0 | www.erbe-med.com E R B E

Perfection for Life




erbhe

power your performance.

VIO®D

The electrosurgical system for surgical
and endoscopic procedures

ELECTROSURGERY




VIO® 300D and VIO® 200D:

Electrosurgery tailored to perfection.

With the VIO electrosurgical system, Erbe has set innovative standards
aimed at providing optimum surgical support for almast any discipline as
well as including a range of additional indications.

Erbe VIO 300 D and 200 D generator modules offer automatic power adjustment
for all control technologies:

[ Voltage control for gentle, reproducible cutting and coagulation
& Arc control for high-energy cutting or coagulation and for cutting under water
[ Power control to maintain constant power levels during coagulation and devitalization

TAILORED PRECISELY TO YOUR NEEDS - BOTH IN
TERMS OF HARDWARE AND SOFTWARE

™ Can generally be fitted flexibly with socket modules
and functions

& All the latest electrosurgical control technologies
in a single unit — with automatic power adjustment

=

New and enhanced CUT and COAG functions

=

Can be configured for custom setups based on the
relevant discipline, indication or procedure

=R

Plug & play: plug in the instrument, start working

=

ReMode function: remote control using the handle
or footswitch ,right from the operating table”

=

The VIO D range — the master control units for oth-
er modules in the VIO electrosurgical system, for
example argon plasma coagulation, smoke plume
evacuation, the endoscopy irrigation pump, and
other components

=

VIO 300 D - the master module for vessel sealing
with BiClamp and BiCision




Versatile operating and safety concept
that offers complete convenience.

PreView function on the display

When setting the parameters, changes to the CUT and COAG symbols in the user
interface already indicate how the setting is likely to affect tissue on application.

Activating ReMaode from the operating table

|

With its modern ReMode activation concept, Erbe has developed a “remote contro
for even greater operating convenience. Using the VIO footswitch or VIO handle,
surgeons can alternate independently between preselected instrument settings —
without a second user.

Vessel sealing

With VIO 300 D, BiClamp mode optimizes vessel sealing in open surgery and in laparo-
scopic procedures in urology and gynecology, and in general and visceral surgery.

Consistent enhancement
the NESSY patient plate safety system

With the NESSY safety concept and the Erbe patient plate NESSY Q, VIO sets new
standards with regard to the safety of monopolar electrosurgery.

For use in clinic ORs or specialist surgical ORs

VIO 300 D VIO 200D
Gynecology | =
Urology
General surgery
Gastroenterology / Endoscopy
Pulmonology
ENT
Orthopedics
Dermatology
0MS
Ophthalmology

Legend:

| BN BN BN BN IRN INN BN |

B strongly recommended
W recommended



Precise cutting using these modes.

HIGH CUT 01

ENDO CUT I 05

BIPOLAR PRECISE CUT 08

Suitable for cutting inside fatty structures or
under water (e.g. TUR). Strong hemostasis at
the incision edges. Control of arc intensity.

Fractionated cutting mode for papillotomy or
other needle / wire applications in endoscopy.

For exposure and dissection of very fine struc-
tures, for example in microsurgery.

AUTO CUT 02

ENDO CUTQ 06

BIPOLAR CUT | BIPOLAR CUT+/++ 09

Standard mode for cutting with minimum
necrosis and reproducible cutting quality.

For endoscopic polypectomy with a snare.
Fractionated cutting and coagulation cycles.

ARGON AUTO CUT 03

DRY CUT 07

Mode for argon-supported cutting. Mini-

mum carbonization, minimum smoke plume
development. Results in a good post-operative
healing process.

PRECISE CUT 04

For very fine cutting with precise power
adjustment in effect levels. For example, in mi-
crosurgery with very fine cutting instruments.

Cutting mode with pronounced hemostasis
as a result of voltage control and modulated
forms of current.

For resection of the prostate, bladder or
uterus. Fast arc generation, immediate cutting.
Homogeneous, controlled arc generation with
low application of energy.



LUAC

Modes for exact coagulation
and devitalization,

CLASSIC COAG 01

FORCED APC, PULSED APC, PRECISE APC 05

Exposure mode for visceral and cardiac
surgery. Exact, layer-specific exposure and
dissection. Minimum carbonization of the
incision edges.

cover the entire spectrum of all types of
non-contact APC coagulation. For hemosta-
sis during endoscopy or open surgery or for
surface coagulation and devitalization.

BIPOLAR SOFT COAG
BIPOLAR SOFT COAG+/++ 09

Mode for safe coagulation during bipolar re-
section in saline solution as well as for forceps
coagulation.

SWIFT COAG 02

SPRAY COAG 06

BICLAMP 10

Effective and fast coagulation with pro-
nounced hemostasis that is also suitable for
exposure.

TWIN COAG 03

Non-contact and efficient surface coagulation
with low thermal penetration. Suitable for
tissue devitalization or for stopping diffuse
bleeding. Extensive carbonization effects.

Supports Erbe BiClamp by providing current
for optimum sealing of vessels and tissue
structures.

For simultaneous activation of two instru-
ments with only one electrosurgical unit -
consistent power output.

FORCED COAG 07

BIPOLAR FORCED COAG 1"

PRECISE COAG 04

Fast and effective standard coagulation with
moderate thermal penetration. Slight carbon-
ization effects.

Fast, effective, bipolar standard coagulation
with moderate hemostasis.

BIPOLAR PRECISE COAG 12

For microsurgical coagulation in the lower
power range. Precise power settings and
effects.

SOFT COAG 08

Gentle coagulation with deep penetration,
without carbonization, resulting in minimum
adhesion of the electrode. Supported by the
power control.

For the exposure and coagulation of very fine
structures, for example in microsurgery.



Ihese modes and upgrades are available with the
VIO 300 D ana VIO 200 D models

CUT mode COAG mode
VIO 300D VIO 200D VIO 300 D VIO 200D

AUTO CUT | SOFT COAG ]
HIGH CUT | - SWIFT COAG | ]
DRY CUT | =] SWIFT COAG® | -
DRY CUT® | - CLASSIC COAG | -
BIPOLAR CUT | | FORCED COAG | |
BIPOLAR CUT + | - SPRAY COAG | | -
BIPOLAR CUT ++ | - BIPOLAR SOFT COAG | ]
PRECISE CUT =] =] BIPOLAR SOFT COAG + | -
BIPOLAR PRECISE CUT =] =] BIPOLAR SOFT COAG ++ | -
ENDO CUT Q =] =] BIPOLAR FORCED COAG | ]
ENDO CUT | =] = PRECISE COAG = =

BIPOLAR PRECISE COAG =] =]
ARGON AUTO CUT ] |

TWIN COAG = -
ARGON HIGH CUT | -

BICLAMP = -
ARGON DRY CUT | =
ARGON DRY CUT® | - FORCED APC | ]

PRECISE APC | | |

PULSED APC | | |

ARGON SOFT COAG | ]

ARGON SWIFT COAG | ]

ARGON SWIFT COAG® | -
Legend:

ARGON FORCED COAG | ]
M included
W supports UPGRADE ARGON TWIN COAG = -

FOR PERFECT CUTTING

FOR PERFECT COAGULATION

[ Newly-developed electrosurgical monopolar and bipolar

CUT modes

[ Power adjustment as a result of Erbe voltage control,

for reproducible cutting

 Newly-developed electrosurgical COAG effects

[ Power adjustment as a result of voltage control, for reproducible

coagulation with optimally adjusted power output

[ Power control for fast “non-stick” coagulation without
[ Power adjustment as a result of Erbe arc control, for carbonization
reproducible, efficient cutting in high-impedance tissue
[ Monopolar and bipolar coagulation for all your requirements
[ Additional area of application from microsurgery through
to power-intensive vaporization  AUTO-START and AUTO-STOP functions
& TWIN COAG: simultaneous activation of two electrodes /

[ Cutting results largely independent of cutting speed, shape

of the electrode and tissue instruments for exposure

[ Bipolar cutting for more safety

4 Power Peak System for optimum cutting behavior



lechnical data

Power output

Maximum cut power (VIO 300 D)
Maximum cut power (VIO 200 D)
Maximum COAG power

NE safety system

Frequency

Power connection

Line voltage

Power frequency

Line current

Power consumption in standby mode
Power consumption at max. HF power
Potential equalization connection
Power fuse

Dimensions

Weight

VIO 300D
No. 10140-100 No. 10140-200

VIO 200D

VIO 300 D and VIO 200 D

300 watts at 500 Ohm (with PPS, briefly 400 watts)

200 watts at 500 Ohm

up to 200 watts
NESSY
350 kHz

100V -120V/ 220V - 240V +10 %

50 / 60 Hz
max. 8 A/ 4 A
40 watts

500 watts / 920 VA

Yes

T8A/TLA

Width x Height x Depth 410 x 160 x 370 mm

9.5 kg

8/4 mm,
bipolar
No. 20140-610

9/5 mm,
monopolar
No. 20140-620

6 mm
patient plate
No. 20140-640

2Pin-22 mm,
bipolar
No. 20140-612

3Pin-Bovie,
monopolar
No. 20140-622

2Pin
patient plate
No. 20140-641

2Pin-22-28-8/4 mm,

bipolar
No. 20140-613

3Pin-9/5 mm,
monopolar
No. 20140-623

6 mm-2Pin
patient plate
No. 20140-642

Multifunction
No. 20140-630
(VIO 300 D only)

For additional information on device configuration, see the catalog chapter on units and modules (85100-172) or the VIO product range brochure (85140-190).



Xﬁﬁ*zﬁ{l Erbe Elektromedizin GmbH Phone +49 7071 755-0
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erbhe

power your performance.

APC® 2

The full range of

Argon Plasma Coagulation (APC)

ARGON PLASMA COAGULATION




Fifective hemostasis

and devitalization
with Argon Plasma Coagulation (APC) —

A success story...

APC is an electrosurgical technique for the man-
agement of bleeding and the devitalization of tissue
abnormalities. During the procedure electrosurgical
current is transferred to the tissue via ionized argon
gas. The procedure has few complications and is safe:
creating effective hemostasis and a homogenous
surface coagulation with a limited penetration depth.
Since transmission of the electrosurgical current is
by a non-contact technigue, (the instruments do not
come into direct contact with tissue), the instruments
almost never stick to the tissue. The current can be
applied axially, laterally or radially, depending on the
indication.

The equipment consists of an APC unit, an electrosur-

gical generator and APC instruments. In the Erbe VIO
System the APC 2 and the VIO generator are optimally

/

ADVANTAGES OF APC AT A GLANCE

& Non-contact procedure, no sticking of the
instrument tip to the tissue

=R

Effective, even surface coagulation, for uniform
hemostasis and devitalization

=R

Better dosage of penetration depth leads to
safer application

=R

Limited perforation of risk

& Minimal carbonization and smoke plume
formation, minimal pollution through unpleas-
ant odors

[ Safe procedure with few complications

coordinated. Operation of the instruments and their
interaction is carried out via the central display of the
VIO master module.

A wide range of applicators and probes are available
for APC procedures in open surgery, endoscopy and
laparoscopy (Please note. Catalogue for Electrosur-
gical Accessories). We have developed this range of
instruments for the medical specialties of gastro-
enterology, ENT, bronchoscopy, laparoscopy, open
surgery, etc., to meet the needs of different applica-
tions and anatomical sites in close cooperation with
specialists from these different medical fields — all
over the world.

Numerous scientific studies have demonstrated the
therapeutic successes of these procedures. More
information available on request!



cxamples of indications in gifferent
medical specialties

01 Surgery/Gynecology 03) Interventional Bronchology

Homogenous coagulation of large surfaces and &  Superficial and small vascular hemorrhages

Argon-supported cutting, for example in &  Tumor reductions

¥  Tumor bleeding

Abdominal surgery Recanalization

[  Laparoscopy ¥  Granulation

[  Liver surgery [  Fistula conditioning

[  Breast surgery [  Stentingrowth/overgrowth

&  Visceral surgery

02 Gastroenterology 045 ENT

Superficial and small vascular hemorrhages Rhinology: rhinorrhagia, hyperplasia of the nasal turbinates,

&  Tumor reductions hemostasis in turbinectomies, Osler’s disease
Tumor bleeding &  Larynx: granulomas, laryngeal papillomatosis
Devitalization and coagulation of the right colon &  Oral cavity: leukoplakia, hemangiomas, granulomas,

Stent ingrowth/overgrowth papillomas/fibromas, precancerosis
Radiation proctitis

=

Trachea: granulomas after laser surgery, papillomatosis,
GAVE syndrome subglottal stenosis

RRRRR



.. With a sequel.

APC now with new modes and plasma regulation
for a wider choice during applications ..

The many advantages of argon plasma coagulation have now been perfected
with the APC 2 and the VIO System. The VIO APC 2 offers three new modes:

PRECISE APC

PULSED APC

These modes cover a unique range of argon plasma
coagulation procedures and provide even more safety
as well as offering additional applications: from minimal
surface coagulation to deep devitalization. Optimal

FORCED APC

while maintaining the same, regular ignition intervals.
For the first time a homogenous, carefully dosed sur-

face application is possible even with very low energy
outputs. On the other hand the achievable coagulation

ignition properties make handling even easier.
On the one hand “ignition” of the argon plasma is now
possible even with very low power output settings —

depth, for example in tumor reductions, has been great-
ly improved.*

THE MODE PULSED APC, IN PARTICULAR, BRINGS A
NUMBER OF IMPORTANT ADVANTAGES:

=

particularly large ignition interval

=R

safe “ignition” of the plasma

=R

homogenous surface coagulation

=

large range of coagulation /
devitalization effects

& can be well controlled, with good level of safety

*Fujishiro, M., Yhagi, N. et al: Comparison of tissue damage in different settings of new
argon plasma coagulation apparatus (VI0), Endoscopy 2003, 35 (suppl Il), A 167



é

Argon plasma coagulation

Argon Cut/Coag:
Argon-supported cutting and coagulation

ADVANTAGES OF THE NEW APC 2 AT A GLANCE

=

=

=

=R

=

=

=R

Greatly increased range of options for argon
plasma coagulation

Optimized adjustment of the thermal effect
with new modes and parameter settings

Very good ignition properties even at very
low output settings

Homogenous surface coagulation
Improved control of APC leads to more safety
Easy operation with Plug & Play

Argon-supported cutting with the full
range of possibilities provided by the new
VIO System

A comparison of the ignition
properties of the APC /

d (mm) Distance of lonissation/Ignition

A

20 1

. —=
L

Powersetting

60 120

1 Pulsed APC effect 2

\/

P (W)



..and even maore user-friendly.

ARGON EXTENSION SOCKET ARGON-SUPPORTED CUTTING AND COAGULATION

For all VIO/APC unit configurations requiring an additional socket. The Argon CUT/COAG reduces smoke plume and carbonization and can be
APC 2 can include an additional, fourth socket in addition to the 3 active  activated for many of the VIO functions.

sockets of the VIO.

7 2

The 3M APC PROBE is particularly suitable for double balloon enteros- PLUG & PLAY WITH DIGITAL INSTRUMENT RECOGNITION

copy (DBE) procedures. The APC 2 supports such applications with the The APC 2 automatically sets the appropriate parameters for the instru-
PULSED APC mode, thus making it possible to adjust the coagulation ment plugged in, whether it is an APC handle or probe. The operating
depth in minute steps. For the minimization of risks, particularly in the physician can start work immediately.

small intestine which otherwise carries a high risk of perforation.

REMODE FUNCTION

With the third button on the APC handle remote activation from the op-
erating table is possible. Without directly operating the VIO System via
the panel the operating physician can use the APC handle to alternate
between two instrument settings.

Erbe instruments such as applicators and probes optimized for
different procedures are available for almost every APC indication.



APC 2
No. 10134-000

lechnical data

Type of gas
Initial pressure

Max. final pressure

Adjustable gas flow

Flushing flow

Flushing duration
Dimensions: Width x Height x Depth
Weight

Classification in accordance with
EU Directive 93/42/EWG

Type according to EN 60601-1CF

Argon 4.8 (99.998%) and higher degree of purity
5+2bar 725%29psi
2+0.4bar 29+5.8psi

0.1 — 8 I/min depending on the respective instrument attached;
adjustable in steps of 0.1 |

Depends on the instrument
(corresponds to the target flow of the attached instrument)

3 sec
410 x 80 x 370 mm
4.8 kg

II'b

CF

For more information about the Erbe VIO refer to brochures, VIO product family, VIO D, VIO S;

more information is also available at www.erbe-med.com
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ERBEJET® 2

The versatility of hydrosurgery:
ERBEJET® 2 with hybrid instruments

HYDROSURGERY




Gentle interventions in
surgery and endoscopy

Hydrosurgery with hybrid technology

Hydrosurgery has been successfully used in medicine for many years. Tissue structures are dis-
sected selectively and gently by waterjet. Blood vessels and nerves remain intact up to a certain
pressure. Thereafter, vessels may be treated according to with their size. Waterjet elevation can also
be used to create fluid cushions in the tissue and to separate anatomical layers from one another.

Fig. 1: Selective dissection:
The waterjet function of the applicator reveals vessels which may be selectively
coagulated using electrosurgery (example: liver surgery).

ADVANTAGES OF HYDROSURGERY AT A GLANCE

]

=R

=

=

Gentle on blood vessels, nerves
and organs (fig. 1)

Minimized bleeding, controlled
management of bleeding

High degree of tissue selectivity during
preparation and dissection of tissue layers

Needleless high-pressure elevation to
create a fluid cushion (fig. 2)

Good visibility at the operative site due to
integrated irrigation and suction

Saves time overall in the OR

Fig 2: Elevation:
Before endoscopic submucosal dissection (ESD) using electrosurgery, the
mucosa is raised via the waterjet function. The HybridKnife® makes ESD
simpler and safer.

Besides surgical procedures on the liver, the technique has become
established in further areas of application, especially by virtue of the
development of new hybrid instruments. Thus, the waterjet is not only
expanding the range of possible interventions, but in combination with
electrosurgery, is setting new standards worldwide.



FRBEJET® 2

the basic module for hybria
technology in the system

Hybrid technology: A strong partnership —
electrosurgery combined with hydrosurgery

The ERBEJET 2 is compatible with the Erbe Workstation and may be used as a module
or as an individual device on a cart and ceiling arm in the OR. The combination of two
technologies — electrosurgery and hydrosurgery — is unique and offers the following
advantages:

Time can be saved in the OR, since no change of

instrument is necessary

Both technologies are available at the same time
and may be used simultaneously or in alternation
The devices and instruments are ideally matched
to one another

The VIO 300 D/VIO 200 D provides the
appropriate cutting and coagulation
modes for optimum electrosurgical effects

@ APC 2 for hemostasis of bleeding tissues
and devitalization of pathological tissue

@ ERBEJET 2 is the basic module for the

hybrid technology. The waterjet is used
for elevation and separation of tissue layers.
Parenchyma can be dissected and vessels and
nerves prepared

@ The ESM 2 suction module permits good
visibility of the target site. Suction may

be activated individually or automatically, i.e.

synchronously with the waterjet.

@ Activation of the waterjet and
change of program via Footswitch



I'he application spectrum
of the ERBEJET® /

Electrosurgery and hydrosurgery integrated in one instrument
(e.g. for liver surgery)

For TEM, the resection plane is raised by submucosal elevation

GENERAL SURGERY/VISCERAL SURGERY
LIVER SURGERY

GENERAL SURGERY/VISCERAL SURGERY
COLORECTAL SURGERY

During resection of the liver, the blood vessels
and bile ducts are separated selectively from the
parenchyma and their size is revealed by the
waterjet. By means of the instrument (applicator,
straight, with monopolar HF function), small ves-
sels may be coagulated simultaneously with hybrid
technology, all without changing instrument. Large
vessels are treated separately with ligature or clip.

&

The duration of the procedure is shorter than that of other surgical
techniques. Intraoperative blood loss is reduced, as is the need for
blood transfusions. In many cases, there is no need for the Pringle
maneuver — occlusion of the blood supply.

That's what well-designed management of bleeding should look like!

Further advantages of the applicator with hybrid function:

& Synchronous and well-designed coagulation, as required
[ Selectivity protects tissue and adjoining structures

Applicator, straight
with monopolar HF function
No. 20150-036

The waterjet is used in TME (Total Mesorectal
-~ Excision) for preparation and mobilization of the
) mesorectal layers. By virtue of the selectivity,
f nerves and vessel structures are treated gently.
L The risk of post-operative bladder and sexual
function disorders is reduced.

For TEM (Transanal Endoscopic Microsurgery) in ESD technology, the
resection plane is raised beforehand by submucosal elevation using the
high-pressure waterjet. As a result, the tissue may be resected more
safely with thermally and mechanically protective water cushions.

Applicator, curved tip
No. 20150-026



Elevation of the mucosa before endoscopic submucosal dissection (ESD)

Elevation before resection of the bladder tumor

GASTROENTEROLOGY

UROLOGY

The HybridKnife® is a flexible probe with integrated
electrosurgical and hydrosurgical functions. It is
used for ESD (Endoscopic Submucosal Dissection)
in the gastrointestinal tract. All 4 steps of the
procedure — marking of the tumor, elevation of

the mucosa, resection and subsequent coagulation

— are performed with the multifunctional HybridKnife,

2 )

without any change of instrument.

The high-pressure waterjet creates a submucosal water cushion that
raises the tumorous mucosa. The cushion protects the muscularis from
thermal and mechanical injury during the subsequent resection.

In this way, the HybridKnife offers maximum safety in ESD.

Further applications in hybrid technology:

[ Submucosal tunneling and endoscopic resection (STER)

for therapy of submucosal benign tumors with HybridKnife

T-Type, |-Type

Peroral endoscopic myotomy (POEM)

for therapy of achalasia with HybridKnife T-Type, O-Type, |-Type

[ Endoscopic mucosal resection (EMR)
for therapy of early-stage carcinoma in the gastrointestinal tract
using the flexible probe

[ Devitalization of Barrett’s esophagus with HybridAPC, a combina-
tion instrument using waterjet and APC technology

=R

HybridKnife O-Type, I-Jet

safe and simple resection after elevation,
e.g. during ESD in the gastrointestinal tract
No. 20150-062

By applying the waterjet function of the HybridKnife
in early-stage bladder carcinoma, the tumor-
ous mucosal layer is raised selectively. The fluid
accumulates in the form of a safety cushion in the
submucosa. During the subsequent resection of
the tumor via electrosurgery, the cushion protects
the muscularis from perforation and mechanical injury.
In this way, even large tumors that have not invaded the muscularis

)

*

may be resected en bloc and with tumor-free margin.

A current multi-center study at large urological institutions is investi-
gating possible advantages of the technique. The resected tissues of
both technologies will be compared with respect to their pathological
assessment, which will influence further therapy.

Further applications of the waterjet technology in urology:

[ Nerve-preserving prostatectomy
(by laparoscopy and open surgery)
[  Partial kidney resection

HybridKnife T-Type, I-Jet
1 instrument, &4 functions
No. 20150-060



nstruments

for open surgery, laparoscopy and endoscopy
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As sterile disposable products, the applicators and probes of the ERBEJET 2 can be used imme-
diately. They offer consistent quality and safety. With different geometries and lengths, they are
ideal for the disciplines listed below. Hybrid instruments offer advantages during application
thanks to the double function that is available at any time.

HybridKnife, T-Type, I-Jet
No. 20150-060

HybridKnife, I-Type, |-Jet
No. 20150-061

HybridKnife, O-Type, I-Jet
No. 20150-062

HybridAPC
No. 20150-015

Flexible probe
No. 20150-020

Applicator, straight,
with monopolar HF function
No. 20150-036

Applicator, straight
No. 20150-030

Applicator, curved tip
No. 20150-026

Gastroenterology: ESD in esophagus, stomach,
colon POEM for achalasia therapy
STER of submucosal tumors

Urology: en-bloc resection of early-stage bladder
carcinomas

Gastroenterology: for well-designed devitalization
(ablation) of Barrett's esophagus;
1 instrument for all esophagus lumens

Gastroenterology:
for elevation before EMR

General/visceral surgery (by open surgery):
Liver surgery, partial liver resection

Urology: partial nephrectomy

General/visceral surgery (by open surgery):
Liver surgery

Urology: nephrectomy
General/visceral surgery (by laparoscopy):
Liver surgery, TEM



lechnical data

ERBEJET 2
No. 10150-000 Supply voltage 120-240V
Mains current 04-12A
Frequency 50 Hz /60 Hz
Mains fuse 2xT315A
Pressure generation Sterile single-use double piston pump

Pressure range with 120pm jet nozzle (+ 20%) 1 -280 bar (100 —8000 kPa)
Volume flow (x10 %) 3,5-55 ml/min

Effect settings Parameters adjusted according to individual specifications
with storage space for 9 program settings

Activation Foot switch

Width x height x depth 410 mm x 130 mm x 370 mm
Weight 11 kg

Separation medium Sterile physiological saline solution
Jet nozzle diameter of the applicators 120 pm

Protective class acc. to EN 60 601-1 |

Type acc. to EN 60 601-1 CF
Class acc. to the EC-Directive 93/42/EEC s}
ESM 2 Suction module
No. 10340-000 Max. negative pressure (+ 50 mbar) Adjustable from -100 to -800 mbar (sea level)
Suction capacity (+ 10 %) Depends on the setting of max. negative pressure max. 25 |/min

Protective class acc. to EN 60 601-1 |
Type acc. to EN 60 601-1 CF

Class acc. to the EC-Directive 93/42/EEC lla

Instruments and accessories

HybridKnife T-Type, |-Jet No. 20150-060
HybridKnife I-Type, I-Jet No. 20150-061
HybridKnife O-Type, I-Jet No. 20150-062
HybridAPC No. 20150-015
Flexible probe, length 2.2 m, 3 1.3 mm No. 20150-020
Applicator, straight with monopolar HF function No. 20150-036
Applicator, straight, length 65 mm, @ 6 mm, with suction No. 20150-030
Applicator, curved tip, length 336 mm, @ 5 mm, with suction No. 20150-026
Applicator, bayonet (no fig.), length 90 mm, 6 mm, with suction No. 20150-041
ERBEJET 2 ReMode two-pedal footswitch No. 20150-100
ERBEJET 2 ReMode one-pedal footswitch No. 20150-101
Pump unit for disposable use No. 20150-301

See the Accessories Catalog for further instruments and accessories.
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The smoke evacuation system for

clean air at youf workplace

ELECTROSURGERY




-5 3 SMOoKe evac

Our solution for a safe working environment

Eliminate surgical smoke with all its potentially dangerous substances from operating rooms,
outpatient facilities and medical practices.

Smoke evacuation with IES 3 reduces the smoke concentration in the operating room — and
thus also your smoke exposure.'? A face mask allows too many particles to pass through.??

Direct evacuation with an electrosurgical pencil just a few millimeters above the source is
more efficient than conventional ventilation systems.* This always gives you 3 good view of
the surgical field and the surgical site itself.?

HAZARD DETECTED. RISK AVERTED. INFORMATION AT: SMOKE.ERBE-MED.COM

Protection through ULPA-15 filter Good response, quiet operation

One core component of the 5-stage main filter cartridge is the The innovative bi-turbo technology ensures a clean and safe
ULPA-15 filter which removes 99.995 % of all 0.1 pm particles.® working environment within a very short time through effective
It offers the best possible safety.>* The active carbon barrier in and fast evacuation. Due to the enhanced noise insulation, the
the main filter reduces odors. The display indicates the remain- IES 3 is noticeably quieter and more pleasant than comparable
ing filter capacity at all times.® Changing the filter is simple and devices.”8

convenient.’
The optional prefilter protects the main filter cartridge against
penetration of liquids and impurities via coarser tissue particles.

Stage 2: Foam filter
Stage 1:

ULPA-15 filter = = Stage 3: First active carbon filter
I. -
Prefilter j 3 Stage 4: Second active carbon filter

\h
A e

Stage 5: Dust protecting fleece

PE e

Design of filter cartridge and filter stages.
ULPA Filter = Ultra Low Penetration Air Filter
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Extended range of applications

The different operating modes of the IES 3 allow versatile use:

Open surgical mode (OPEN Mode)

Laparoscopic mode (LAP Mode) with special accessories

such as the LAP tubing set with trumpet valve

(3m and 5m)

™ Presettings and configurations allow immediate use for
different clinical requirements

R R

Flexible activation

You have the following options for activating the IES 3

individually — regardless of working with one or two

instruments simultaneously:

& Automatically via the VIO®activation

M Via the automatic activation device for all
electrosurgical units

& Via the foot switch for laser and ultrasonic
applications




Benefit from our almost 100 years of experience in electrosurgery,
our worldwide presence and international support. The IES 3 is our

contribution to a safe warking environment."?

HORIZONTAL

90 %

OF ALL
RESPONDENTS
REGARD THE IES 3
USER INTERFACE
AS INTUITIVELY
EASY.’

VERTICAL |

INTEGRATED IN THE VIO®3 WORKSTATION

Easy and intuitive to use

™ Compatible with all models of the VIO® range
 Fast and user-friendly operation:’
— Proven user interface, similar to the VIO®3
touchscreen
— Display shows all parameters at a glance
(settings, filter runtime, notes for the user)

Smoke evacuation for every surgical discipline

In the operating room as well as in outpatient facilities
and medical practices

For electrosurgery, laser, ultrasound

Can be integrated into the VIO® workstation

Can be used as stand-alone device

Can be positioned horizontally or vertically



A system with variable configurations
all from one source

Instruments
20321-028
20321-040
20321-041
20321-042
20321-043

20321-007

20321-020

20321-044

20321-045

; with 2 instruments.

ﬂ__hh__,?

The connection to the central
evacuation system removes
particles and odors from the
operating field.

Water trap and prefilter
protect the high-efficiency
filter.

e

4

The automatic activation
device enables starting the
IES 3 with all electrosurgical
devices.

Good view of the target
area in LAP mode with the
LAP tubing set.

The T-piece offers optimal

The one-pedal footswitch
simultaneous evacuation even

activates the IES3 in
combination with laser and
ultrasonic devices.

The single-use smoke evacuation pencils extract
surgical smoke directly at its source.

Electrosurgical pencil for IES, telescoping with spatula electrode

Smoke evacuation pencil, single-use, short with spatula electrode, connecting cable 3m
Smoke evacuation pencil, single-use, short with coated spatula electrode, connecting cable 3m
Smoke evacuation pencil, single-use, short with spatula electrode, connecting cable 5m
Smoke evacuation pencil, single-use, short with coated spatula electrode, connecting cable 5m

Clip-on handle for Slim-Line electrosurgical pencils, tip short 12 mm
with evacuation tubing 3m and connection @ 22 mm, without electrosurgical pencil

Clip-on handle for Slim-Line electrosurgical pencils, tip long 100 mm
with evacuation tubing 3m and connection @ 22 mm, without electrosurgical pencil

Clip-On handle for smoke evacuation
To be used in combination with Erbe Slim-Line electrosurgical pencils (20190-065, 20190-066, 20190-067, 20190-074, 20190-075)

Extension tip for Clip-On handle
To be used in combination with 20321-044

All instruments including accessories are listed in our catalog.



Power connection

Rated supply voltage 100-240V AC (+10%)

Rated supply frequency 50/60 Hz

Line current max. 3 A

Power consumption max. 300 watts

Stand-by 12 watts at 230V, 12 watts at 115V
Potential equalization connection Yes

Power fuse T4AH/250V

Type of operation

Continuous operation

Unit data

Filter specifications ULPA-15 in accordance with EN 1822-3:2011 and EN 1822-5:2011,
P corresponds to the requirements of ISO 16571 smoke evacuation devices
Noise development At 60 % evacuation power <49 dB(A) according to DIN EN ISO 3744
P At max. evacuation power <59 dB(A) according to DIN EN ISO 3744
< 730 I/min (maximum turbine power, th)

S PRI < 300 I/min (with main filter cartridge, automatic shut-off)

Dimensions and weight

Width x height x depth 205 x 280 x 404 mm
Weight 9.7kg including main filter cartridge
Display size 5.7inches

Ambient conditions for operating the unit

Temperature +10°C to +40°C
Relative humidity 15 % -85 %, non-condensing
Air pressure 54 kPa—-106 kPa
Max. operating height 5000m over SL

Acclimatization

If the unit has been stored or transported at temperatures below +10 °C or above +40 °C,
the unit will take approximately 3 hours to acclimatize to room temperature.

Standards
Classification in accordance with MDD 93/42 EEC |
Protection class in accordance with EN 60 6017-1 |

Type in accordance with EN 60 601-1 CF



Smoke evacuation system consisting of:
10323-000 IES 3 smoke evacuation unit
20323-000 Main filter cartridge IES3

Accessories for protecting the main filter cartridge
20321-022 Prefilter for smoke evacuation

20323-004 Self-sealing water trap; right angled, medium volume

Accessories for laparoscopic application and simultaneous application

20323-003 LAP tubing set IES 3 with trumpet valve 3m
20323-006 LAP tubing set IES 3 with trumpet valve 5m
20323-005 [RCEES

22 mm outer diameter, 22 mm inner diameter, 22 mm outer diameter

Accessories for open surgical application

20321-004 Evacuation tube with optimized streaming
20321-009 Evacuation tubing, 8 22 mm

20321-010 Evacuation funnel connection, @ 22 mm

20321-012 Evacuation tubing, # 22 mm, length 2.1 m (reusable)

Accessories for connection to central evacuation system
20323-001 Evacuation element IES 3 for central evacuation

20323-009 Smoke evacuation tubing, 8 32 mm, length 1.8 m, type VT 10106

Attachment sets

20180-132 Attachment set IES2/1ES 3 to VIO® CART 20180-000
20323-008 Attachment set VIO®C to IES3
20323-007 Attachment set IES3 to VIO®3

Accessories for activation options

Automatic activation device for IES3
20323-002 for VIO®C, electrosurgical external devices or stand-alone operation
20322-101 One-pedal footswitch IES2/1ES3 AP & IP X8 equipment
References

1 Schultz L: Can efficient smoke evacuation limit aerosolization of bacteria? AORN J. 2015 Jul; 102(1):7-14.

2 RS Parsa, N J Dirig, I N Eck, W K Payne Ill.: Surgical Smoke and the Orthopedic Implications. The Internet Journal of Orthopedic Surgery. 2015 Volume 24 Number 1
3 BRENDA C. ULMER, RN, MN, CNOR: The Hazards of Surgical Smoke; AORN J.2008, Vol 87, No. 4: 721-734.

4 Karsai S et al: Smoking guns: hazards generated by laser and electrocautery smoke. J Dtsch Dermatol Ges. 2012 Sep,;10(9): 633-6.

5 Internal data: VB_Filter qualification ULPA15 IES 3; D158650

6 Internal data: filter service life IES 3; D138347

7 Internal data: results of summary evaluation I, D158302

8 Internal data: VB_sound measurements IES 3; D162979



Important information

We have prepared this medium with care. Nonetheless, we cannot com-
pletely rule out errors in this medium.

The information, recommendations and other data (,Information”) con-
tained in this medium reflect our state of knowledge and the state of science
and technology at the time of preparing the medium. The information is of a
general nature, non-binding and serves solely for general information pur-
poses and does not represent user manuals or instructions for use.

The information and recommendations contained in this medium do not
constitute any legal obligations by Erbe Elektromedizin GmbH as well as
their associated companies (,Erbe”) or any other claims against Erbe. The
information does not represent a guarantee or other quality statement,
these require the express contractual arrangement with Erbe in individual
cases.

Every user of an Erbe product is responsible for checking the respective
Erbe product for its properties as well as the suitability for the intended
type of application or intended purpose in advance. The suitable type of
application of the respective Erbe product is given by the user manual and
the instructions for use for the corresponding Erbe product. The user is
obliged to check whether the existing user manual and the instructions for
use correspond with the status for the specific Erbe product. The units may
only be used according to the user manual and the instructions for use.

The information on setting values, application sites, duration of application
and the use of the respective Erbe product is based on the clinical experi-
ence of physicians independent from Erbe. They represent guidelines which
need to be checked by the user for their suitability for the actual planned
application. Depending on the circumstances of an actual application case,
it may be necessary to deviate from the information provided. The user has
to check this on his/her own responsibility in each case when using an Erbe
product. We wish to point out that science and technology is constantly sub-
ject to new developments arising from research and clinical experience. For
this reason it may be necessary for the user to deviate from the information
provided in this medium.

This medium contains information about Erbe products which may possi-
bly not be approved in a specific country. The user of the respective Erbe
product is obliged to inform him/herself whether the Erbe product he/she
is using is legally approved in his/her country and/or if legal requirements
or restrictions for use possibly exist and to which extent.

This medium is not intended for users in the USA.

Erbe Elektromedizin GmbH Phone +49-7071-755-0
Waldhoernlestrasse 17 Fax +49 7071 755-179
72072 Tuebingen info@erbe-med.com
Germany erbe-med.com
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Important notes

The authors and Erbe Elektromedizin GmbH have taken the greatest possible care while compiling
the catalogue with electrosurgical accessories. Nevertheless, it is impossible to exclude the possibi-
lity that errors may be contained herein.

The information and recommendations given here may not be construed as constituting any basis
for any claims against Erbe Elektromedizin GmbH. Should legal regulations stipulate liability, such
liability shall be limited to intentional misconduct or gross negligence.

The data on the use of instruments is based on clinical experience. Medical science is subject to a
process of permanent change based on research and clinical experience. Therefore the products are
subject to alterations in design and technique. Because of production tolerances dimensions in the
catalogue may marginally differ.

We confirm that none of our products contain latex, except the rubber straps, Art. No. 20592-009
and 20592-011.

~urther product information

Packaging unit Max. electrical capacity

™ =5 4kVp

[ max 95 °C '\ Temperature for cleaning in washer disinfector

Feli]30191-682 [ max 134 °C \

Notes on use

Temperature for sterilization in autoclave

® Single-use product

STERILER STERILE R Sterile packaging
STERILE EO

Manual cleaning and disinfection

Please read carefully the corresponding notes on use before using any instrument.

erbe-med.com



Clectrosurgery

Accessories for ESU Accessories for modules
Oll- Carts and accessories 13 APC pressure reducers and argon gas cylinders
07 Fastening sets 16 Further APC accessories
07 Potential equalization lines / Power cords 17 IES smoke evacuation
08 Foot switches 21 EIP 2 irrigation pump
12 Upgrades 23 Fluid management system
12 Socket modules 26 Nerve test / NT 2
27 Test box

Overview

Subsystems with electrosurgical unit Stand-alone solution

APC 2 Vio e.qg. for laser surgery
-_‘ and further disciplines

IES 2 smoke evacuation

EIP 2 irrigation pump

Nerve test NT 2

erbe-med.com
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Accessories for units

Carts and accessories

VIO CART, system carrier for VIO family and modules

dimensions: 630 x 940 x 650 mm (WxHxD) No. 20180-000

aﬁ weight: 31 kg @ -1
4 conductive castors ¢ 100 mm, with fixing brake

1 power input
3 power outlets

i 80180-018 .
incl. following accessories: @

1 grab handle out of stainless steel
2 cable holders
1 foot switch bracket (for currently available foot switches)

Wire basket, 339 x 100/155 x 205 mm (W x H x D)

No. 20180-010
S8

Cable holder

—— T -1

Upper bracket for VIO CART, length 260 mm

e BE g~

Lower bracket for VIO CART, length 390 mm

N7
for use with secretion suction No. 20180-042

6 ®

! e ° i
)
O

Oes

erbe-med.com



Accessories for units

Carts and accessories

Foot switch support, plastic

Cylinder pad for argon gas cylinder

Fastening strap for argon gas cylinder

erbe-med.com

for currently available VIO foot switches

No. 20180-051
P -1

No. 20180-080
@ -

No. 20180-120
W=
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Accessories for units

Carts and accessories

Universal CART (CE) for VIO D/S, APC 2, VEM 2, ICC, APC 300, IES 300

dimensions: 520 x 890 x 465 mm (WxHxD) No. 20185-205
E weight: 30 kg @ -1

4 castors @ 100 mm, of which front 2 conductive with fixing brake
1 power input
3 power outlets

incl. following accessories:

. 1 instrument tray 339 x 155 x 205 mm (W x H x D)
1 grab handle
2 cable holders
' 1 foot switch support 20180-051 for currently available foot switches
2 cylinder pads for argon gas cylinder
2 fastening straps for argon gas cylinder

BASIC CART with 1 drawer for VIO D/S, NT 2, VEM 2

dimensions: 510 x 790 x 560 mm (WxHxD) No. 20185-101

weight: 22 kg W -1
4 conductive castors g 100 mm, of which two with fixing brake

BASIC CART without drawer for VIO D/S, NT 2, VEM 2

dimensions: 510 x 790 x 560 mm (WxHxD) No. 20185-100

weight: 22 kg @ 1
4 conductive castors g 100 mm, of which two with fixing brake

Further asseccories No.
Cable holder, 2 pieces required 20185-107

erbe-med.com



Accessories for units

Fastening sets

Fastening sets

VIO D/S /APC 2 /VEM 2 on VIO CART 20180-000

VIO D/S /APC 2 /VEM 2 on Universal Cart 20185-205

VIO D/S /APC 2 /VEM 2 on BASIC CART 20185-100, 20185-101

VIO D/S /APC 2 /VEM 2 on console

VIO D/S on APC 2 /VEM 2 (version since 2005)

VIO D/S on APC 2 /VEM 2 (version until 2004)

EIP 2 on VIO CART 20180-000

EIP 2 on Universal Cart 20185-205

IES 2 on VIO CART 20180-000, incl. ECB cable 15 cm

ICC 200 /1CC 300 /1CC 350 on Universal Cart 20185-205

ICC 200 /1CC 300 /1CC 350 + APC 300 on Universal Cart 20185-205

ICC 200 /1CC 300 /ICC 350 + APC 300 + IES 300 on Universal Cart 20185-205

IES 300 on Universal Cart 20185-205

ICC 200 /1CC 300 /1CC 350 + IES 300 on BASIC CART 20185-100, 20185-101

20180-131
20180-131
20180-131
20180-133
20180-134
20180-130
20180-135
20185-203
20180-132
20132-061
20132-061

20132-061
20321-019

20321-019
20321-019

Potential equalization lines / Power cords

Potential equalization lines Length
Potential equalization line, for all types of units, connections acc. to DIN 42801 5m
Power cords Country Length
Power cord 10A Germany 0.5m
Power cord 10A Germany 25m
Power cord 10A Germany 4'm
Power cord 10A Germany 5m
Power cord 10A Great Britain 25m
Power cord 10A Great Britain 5m
Power cord 10A Italy 25m
Power cord 10A Italy 5m
Power cord 10A Canada 4m
Power cord ICC / IES 300 0.35m

erbe-med.com

No.
51704-046
51704-037
51704-032
51704-042
51704-038

51704-043
51704-040
51704-045
51704-039
51704-033
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Accessories for units

Foot switches

ReMode two-pedal foot switch for VIO D with bracket, AP & IP X8 equipment

with connecting cable 5 m, ReMode function only available with VIO D No. 20189-301
W -1

[ max 75 °C

[ 11 30189-301

ReMode two-pedal foot switch for VIO D, AP & IP X8 equipment

\ with connecting cable 5 m, ReMode function only available with VIO D No. 20189-303
-

[ max 75 °C

[ 1i 30189-301

Two-pedal foot switch for VIO D/S with bracket, AP & IP X8 equipment

with connecting cable 5 m No. 20189-300
W -

[ max 75 °C

&
[ 11 30189-301

Two-pedal foot switch for VIO D/S, AP & IP X8 equipment

with connecting cable 5 m No. 20189-302
-

[ max 75 °C

[ 1i 30189-301

ReMode one-pedal foot switch for VIO D, AP & IP X8 equipment

\ with connecting cable 5 m, for VIO D from version V 1.7.6 No. 20188-302
W -

[ max 75 °C

[ 11 30189-301

erbe-med.com



Accessories for units

Foot switches

One-pedal foot switch for VIO D/S, AP & IP X8 equipment

with connecting cable 5 m No. 20188-300
-

[ max 75 °C

[ 11 30189-301

Two-pedal foot switch for VIO C, AP & IP X8 equipment

with connecting cable 5 m No. 20189-107
-

[ 1i 30189-108

One-pedal foot switch for VIO C, AP & IP X8 equipment

with connecting cable 5 m No. 20188-102
W =

[ 11 30189-108

Further accessories for VIO foot switch

Hoop guard for VIO two-pedal foot switch 20189-306

Cover for foot switch 20189-307

Middle piece for two-pedal foot switch 20189-308

Cable for VIO foot switch, length 5 m 20189-309

Extension for VIO foot switch, length 0.6 m 20189-103

erbe-med.com



Accessories for units

Foot switches

Two-pedal foot switch for ICC, ACC, T-series, AP & IP X8 equipment

with connecting cable 5 m, connecting plug &4 poles

Two-pedal foot switch for ICC 80, ICC 50, ICC Bipolar, IP X8 equipment

without AP protection, with connecting cable 5 m,
with connecting plug & poles

One-pedal foot switch for ICC, ACC, T-Series, AP & IP X8 equipment

with connecting cable 5 m, connecting plug & poles

One-pedal foot switch, only for use with ICC 350, AP & IP X8 equipment

activation only ,bipolar’, with connecting cable 5 m,
with connecting plug & poles

No. 20189-009

™ =1

[ 11 30189-028

No. 20187-003

T =1

[ 1i 30189-028

No. 20188-007

T =1

[ 11 30189-028

No.20188-013

T =1

[ 11 30189-028

erbe-med.com



Accessories for units

Foot switches

One-pedal foot switch for ICC, ACC, IP X8 equipment

without AP protection, with connecting cable 3 m, No. 20186-007

with connecting plug & poles @ 1

[ 11 30189-028

Foot switch adapter from VIO D/S to ICC two-pedal foot switch (4 poles), length 0.7 m

for OR-System e.g. DaVinci No. 20140-004
W =

i 30140-212

Foot switch adapter from VIO D/S to ICC one-pedal foot switch (7 poles), length 0.7 m

for OR-System e.g. DaVinci No. 20140-007
-

[ 1i 30140-212

Connecting cable from ICC, ACC (4 poles) to APC 300, length 0.35 m

No. 20189-022
-

erbe-med.com 1



Accessories for units

Upgrades

VI0 Upgrades for VIO D from V.2.x

VIO Upgrade Interface

VIO Upgrade Connector BiClamp

VIO Upgrade Connector DRY CUT

VIO Upgrade Connector TWINCOAG

VIO Upgrade Connector PRECISE

VIO Upgrade Connector ENDO CUT

20140-006
29140-214
29140-215
29140-216
29140-217
29140-218

Socket modules

Socket modules

Assembly kit without socket, for APC 2 /VEM 2

Assembly kit for second APC socket, for APC 2

Socket module APC

FiAPC socket module for APC 2

Socket module Bl 8/4, as an upgrade kit

Socket module Bl 2Pin 22-28-8/4, as an upgrade kit

Socket module MO 3Pin-Bovie, as an upgrade kit

Socket module MO 3Pin-9/5, as an upgrade kit

Cover MO 3Pin

Socket module MF-0, as an upgrade kit

Slot cover without function, as an upgrade kit

Socket module NE 6 - NE 2Pin, as an upgrade kit

20134-600
20134-601
20134-650
20134-651
20140-610
20140-613
20140-622
20140-623
20140-625
20140-630
20140-660
20140-642

erbe-med.com



Accessories for modules

APC pressure reducers and argon gas cylinders

DIN 477,Nr.6 m

for Afghanistan, Algerig,
Andorra, Argentina B*,
Austria, Bangladesh D*,
Belgium, Bhutan, Brazil B*,
Brunei, Caribbean Countries,
Chile B*, China, Croatisa,
Cyprus, Czech Republic,
Egypt, Estonia, France,
Germany, Greece, Hungary,
Iceland, India D*, Indonesia,
Iran, Ireland, Israel, Japan,
Korea North, Korea South,
Kuwait D*, Latvia, Lebanon,
Libya, Liechtenstein,
Lithuania, Luxembourg,
Macedonia, Malaysia,
Malta, Mauritius, Morocco,
Myanmar, Namibia, Nepal
D* Oman D*, Pakistan D*,
Peru B*, Philippines, Poland,
Portugal,

Qatar D*, Romania, Russia,
Saudi Arabia D*, Singapore,
Slovakia, Slovenia, South
Africa, Spain, Sri Lanka D*,
Sudan, Switzerland, Taiwan
(ROC), Thailand D*, Tunisia,
Turkey, Ukraine, United
Arab Emirates D*, Uruguay,
Vietnam D* Yemen D*,
Yugoslavia

erbe-med.com

Country-specific gas cylinder connectors
APC 2/ APC 300

CGA Nr.580 m DIN 477,Nr. 10 m BS 341,Nr.3 m

for Argentina A*, Bolivia,
Brazil A*, Canada, Chile

A*, Columbia, Dominican
Republic, Ecuador, El
Salvador, Guam, Guatemala,
Haiti, Honduras, Italy, Mexico,
New Zealand, Panama, Peru
A*, USA, Venezuela

for Denmark, Finland, Ivory
Coast, Netherlands, Norway,
Sweden

for Australia, Bangladesh

A*, Great Britain, India A*,
Kuwait A*, Nepal A* Northern
Ireland, Oman A*, Pakistan
A* Qatar A* Saudi Arabia

A*, Sri Lanka A*, Thailand

A*, United Arab Emirates A%,
Vietnam A*, Yemen A*

* further gas cylinder connectors possible



Accessories for modules

APC pressure reducers and argon gas cylinders

Pressure reducer with sensor for APC 2, with manual connection

@ E gas cylinder connector to DIN 477 No. 6 m, W 21,8 outside, No. 20134-004
g ]

with hose 0,5 m with manual connection @ 1

e
.
¥ [ 11 30134-008

Argon gas cylinder, 5 liters, empty

gas cylinder connector to DIN 477 No. 6 m No. 20132-171

dimensions: height 60 cm, ¢ 14 cm W -1
weight 8,8 kg

Argon gas cylinder, 5 liters, 200 bar (2800 psi) filled with 4.8 argon gas (99,998%)

gas cylinder connector to DIN 477 No. 6 m No. 20132-004

dimensions: height 60 cm, 8 14 cm @ 1
weight 10,7 kg

Pressure reducer with sensor for APC 2, with manual connection

n gas cylinder connector to CGA No. 580 m, 0,965 inside, No. 20134-002
@ with hose 0,5 m with manual connection @ 1

[ 1i 30134-008

Y

Pressure reducer without sensor for APC 300, with manual connection

gas cylinder connector to CGA No. 580 m, 0,965 inside, No. 20132-065

with hose 0,5 m with manual connection W 1

[ 1i 30132-154 0

14 erbe-med.com



Accessories for modules

APC pressure reducers and argon gas cylinders

Argon gas cylinder, 5 liters, empty

gas cylinder connector to CGA No. 580 m No. 20132-165
dimensions: height 60 cm, @ 14 cm @ 1

weight: 8,1 kg

Pressure reducer with sensor for APC 2, with manual connection

@ E gas cylinder connector to DIN 477 No. 10 m, W 24,32 outside, No. 20134-001
g ]

with hose 0,5 m with manual connection @ -1

=
? [ 11 30134-008 G
Y

Pressure reducer with sensor for APC 2, with manual connection

@ [I' gas cylinder connector to BS 341 No.3 m, G 5/8"inside, No. 20134-003
g ]

with hose 0,5 m, with manual connection @ 1

.
, [ 1i 30134-008 0
Y

Pressure reducer with sensor

No. 20134-005
b
@ -

~@ e
[ [ 13 30134-008
Pressure reducer with sensor

No. 20134-006
N
| W -1

~—@
i [ [i 30134-008 0
Y

erbe-med.com



Accessories for modules

Further APC accessories

Bacteriological filter set, APC 2, APC 300, 0.2 pm, steril

= ™ =50
b
o ®

[ 1i 30132-275 STERILE EO

Connecting tube for central gas supply, APC 2. APC 300, length 1 m
No. 20132-085

Fastening set for APC 300 and ICC on cart

| %l

APC 300 and ICC No. 20132-061

Connecting cable from ICC, ACC (4 poles) to APC 300, length 0.35 m

No. 20189-022

T =1
Socket modules
Socket module APC 20134-650
FiAPC socket module for APC 2 20134-651

erbe-med.com



Accessories for modules

IES smoke evacuation

Filter cartridge for IES 2, IES 300, with connection @ 22 mm

Prefilter for use with smoke evacuators, with connection @ 22 mm

Electrosurgical pencil with 2 buttons, VIO, ICC, ACC, ¢ 10 /22 mm, International

with connecting cable 3 m, with spatula electrode and integrated smoke evacuationshaft extension 100 mm.

Clip-on handle for Slim-Line electrosurgical pencils, tip short 12 mm

with evacuation tubing 3 m and connection g 22 mm, without electrosurgical pencil

Clip-on handle for Slim-Line electrosurgical pencils, tip long 100 mm

with evacuation tubing 3 m and connection ¢ 22 mm, without electrosurgical pencil

erbe-med.com

™ =1

[ 1i 30321-010

| No.20321-022
™ =15

®
| No.20321-028

No. 20321-028

™ =25 45 kVp

STERILE EO

[ 11 30321-001

™ =25

[ 11 30321-000 STERILE EO

T =25

[ Ti 30321-000 STERILE EO



Accessories for modules

IES smoke evacuation

Suction hose, with connection @ 22 mm, length 2.1 m

[ max 95 °C

% s W nax 134 °C
S . w

Suction hose, with connection @ 22 mm, length 2.7 m

No. 20321-009
W=

[ max 95 °C

% Ml max 134 °C
el T w

Evacuation tube, optimized streaming, with connection ¢ 22 mm

No. 20321-004&
9=
. max 95 °C

[l max 134 °C

Evacuation funnel, with connection ¢ 22 mm

No. 20321-010
T =
.max 95 °C

Il max 134 °C

Hose coupling 8 22 mm to ¢ 22 mm

No. 20321-005
-3
[ max 95 °C

B max 134 °C

erbe-med.com



Accessories for modules

IES smoke evacuation

Holding arm for tube with 3 joints, length 1.3 m

for fastening on bracket 20180-040 No. 20321-014
W -1
[ max 95 °C

[ 11 30321-008 [ max132°C

Bracket for |ES 300, length 355 mm

©

©®
® @ l W=
g B
S O [ 1i 30321-008

Evacuation element with connector ¢ 22 mm for IES 2

No. 20322-010
70

erbe-med.com



Accessories for modules

IES smoke evacuation

One-pedal foot switch for IES 2, AP & IP X8 equipment

\ with connecting cable 5 m, with connecting plug 7 poles No. 20322-101
W -1

[ max 75 °C

[ 11 30189-301

One-pedal foot switch for IES 300, AP & IP X8 equipment
No. 20321-001

with connecting cable 5 m, connecting plug 6 poles

T =1

[ 1i 30189-028

—cllll] , .

Power cord and foot switch cable
Power cord ICC / IES 300, length 0.35 m 51704-033
Cable for IES 2 foot switch with connecting cable 5 m, with connecting plug 7 poles 20322-103

Fastening sets
Fastening set IES 2 to VIO Cart 20180-000 incl. ECB cable 20180-132

Fastening set ICC 200 /ICC 300 /1CC 350 + IES 300 on cart UNIVERSAL 20185-100, 20185-101 20321-019
ICC 200 /1CC 300 /1CC 350 + IES 300 on cart UNIVERSAL 20185-100, 20185-101

erbe-med.com



Accessories for modules

EIP 2 irrigation pump

Tubing set EIP 2, for flexible endoscopes with Luer Lock connection, length 2.5 m

™ =5

A [ 1i 30325-001 STERILE EO

One-pedal foot switch for EIP 2, AP & IP X8 equipment

with connecting cable 3 m, connecting plug &4 poles No. 20325-000
2

[ 1i 30189-028

Hook for irrigation liquid bag on bracket / VIO Cart

No. 20325-002
W=

[ max 95 °C

Il max 134 °C

Tubing set for irrigation forceps, length 2,8 m, without connecting cable

. for single use, for EIP 2 No. 20325-020
T -5

[ 1i 30325-001 STERILE EQ

erbe-med.com



Accessories for modules

EIP 2 irrigation pump

Irrigation adapter for Olympus, Fujifilm G5, STORZ

No. 20325-003
78

Irrigation adapter for Fujifilm

No. 20325-004
o=

e

Irrigation adapter for PENTAX

No. 20325-005

W =
Fastening sets
Fastening set EIP 2 / ESM 2 to VIO Cart 20180-000 20180-135
Fastening set EIP 2 to Universal Cart, EIP 2 to Universal Cart 20321-203

erbe-med.com



Accessories for modules

Fluid management system

Reusable, with one suction unit

Reusable, with two suction units

erbe-med.com

Single components Pieces
Silicone hose, 1
length 600 mm
Rail bracket, plastic 1
Upper bracket for VIO CART, >
length 260 mm
Bracket for IES 300, 1*
length 355 mm

* optional
Single components Pieces
Silocone hose, 1
length 600 mm
Reversing valve, rail bracket 1
with two silicone hoses,
length 300 mm
Rail bracket, plastic 2

Lower bracket for VIO CART,
length 390 mm

Upper bracket for VIO CART,
length 260 mm

No.
20340-004

20340-002
20180-040

20321-015

No.
20340-004

20340-003

20340-002
20180-042

20180-040




Accessories for modules

Fluid management system

Silicone hose, length 600 mm

No. 20340-004
W -1
[ max 95 °C

!' [l max 134 °C
(R

Rail bracket, plastic

for use with suction container 20340-102 and 20340-103 No. 20340-002
-
[ max 95 °C

[l max 134 °C

No. 20340-003
T -
.
l"{r [ max 95 °C

[l max 134 °C

Bracket for |ES 300, length 355 mm

S

©
g
O

erbe-med.com



Accessories for modules

Fluid management system

Suction container, 2.5 liters

Suction bag, 2.5 liters

Suction container, 1.5 liters

Suction bag, 1.5 liters

L)
/

—

NS

erbe-med.com

for use with suction bag 20340-013

for use with suction container 20340-103

for use with suction bag 20340-012

for use with suction container 20340-102

No. 20340-103
P -1

T =30

No. 20340-102
W=

T =30

25



Accessories for modules

Nerve test / NT 2

Electrosurgical pencil for nerve test with 1 button, for silver ball electrode, NT 2, ICC 350 ZMK

with connecting cable 4 m No. 20190-148

™ =1 0.25 kVp
B — T34

[ 11 30190-262 [ max 138 °C

Silver ball electrode for nerve test, » 1 mm, length 40 mm Shape / Forming Piece No.

g it

Patient plates for NT 2, without connecting cable

1
™ =20

No. 20142-100
R

erbe-med.com



Accessories for modules

Test box

No. 20183-042

erbe-med.com
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instruments

ELECTROSURGERY




Important notes

The authors and Erbe Elektromedizin GmbH have taken the greatest possible care while compiling
the catalogue with electrosurgical accessories. Nevertheless, it is impossible to exclude the possibi-
lity that errors may be contained herein.

The information and recommendations given here may not be construed as constituting any basis
for any claims against Erbe Elektromedizin GmbH. Should legal regulations stipulate liability, such
liability shall be limited to intentional misconduct or gross negligence.

The data on the use of instruments is based on clinical experience. Medical science is subject to a
process of permanent change based on research and clinical experience. Therefore the products are
subject to alterations in design and technique. Because of production tolerances dimensions in the
catalogue may marginally differ.

We confirm that none of our products contain latex, except the rubber straps, Art. No. 20592-009
and 20592-011.

~urther product information

Packaging unit Max. electrical capacity

w7 =5 4KVp

[ max 95 °C '\ Temperature for cleaning in washer disinfector

Feli]30191-682 [ max 134 °C \

Notes on use

Temperature for sterilization in autoclave

® Single-use product

STERILER STERILE R Sterile packaging
STERILE EO

Manual cleaning and disinfection

Please read carefully the corresponding notes on use before using any instrument.

erbe-med.com



Clectrosurgery

Bipolar Instruments

Oll- LAP forceps 12 Contact and puncture electrodes for MIS
06 LAP BiSect and bipolar LAP scissors 12 Contact electrodes
09  sisect scissors 13 Cutting instruments for ENT

10 Cutting instruments for MIS

Overview

Field of application Type of instrument

Endoscopy / laparoscopy Cutting instruments ENT Ear-Nose-Throat

W /

Open surgery Coagulation instruments MIS Minimally Invasive Surgery

N 4 T

erbe-med.com



LAP forceps

Bipolar LAP forceps, Maryland, deep ribbed, shaft g 5 mm, length 340 mm

complete instrument incl. insert 20195-143 m
™ =1 0.25 kVp

max 95 °C

[1i 30195-119 [ max 138 °C

Bipolar LAP forceps, fenestrated, deep ribbed, shaft @ 5 mm, length 340 mm

complete instrument incl. insert 20195-144

T =1 0.25 kVp

max 95 °C

o o=ramw [1i 30195-119 [ max138°C

Bipolar E LAP forceps, fenestrated, deep ribbed, shaft @ 5 mm, length 340 mm

complete instrument incl. insert 20195-144 No. 20195-224
™ =1 0.25 kVp

max 95 °C

[1i 30195-119 [Mmax138°C

— R

Ea

Bipolar E LAP forceps, Maryland, deep ribbed, shaft 8 5 mm, length 340 mm

complete instrument incl. insert 20195-143 m
™ =1 0.25 kVp

max 95 °C

[1i 30195-119 [ max 138 °C
B — = =

erbe-med.com



LAP forceps

Single components Piece

Insert for LAP forceps, Maryland and E LAP forceps, Maryland, deep- . 1 20195-143
ribbed, @ 5 mm, length 340 mm e —

(For 20195-132 and 20195-225)

Insert for LAP forceps, fenestrated and E LAP forceps, fenestrated deep- 1 20195-144
ribbed, 8 5 mm, length 340 mm ) T

(for 20195-133 and 20195-224)

Shaft tube for bipolar LAP forceps and BiClamp LAP forceps, a 1 20195-141
g 5 mm, length 340 mm

Shaft tube for bipolar E LAP forceps and BiClamp E LAP forceps, 8 5 mm, * 1 20195-241
length 340 mm

Handle for LAP forceps, without connecting cable

1 20195-140

Handle for E LAP forceps, without connecting cable 1 20195-245

Accessories for treatment Piece

Cleaning brush, length 650 mm, 1 20191-279
for manual cleaning and disinfection

Rinsing tube with Luer Lock connector, length 500 mm, 1 20195-201
for cleaning and disinfection by machine

Bipolar connecting cables Connection Length Piece No.
Bipolar connecting cable, VIO, ICC, ACC, T-Series, Standard Standard 4'm 1 20196-045
Standard 5m 1 20196-057

e

Bipolar connecting cable, VIO, ICC, ACC, International (2-Pin 22 mm) | International 4'm 1 20196-053

International 5m 1 20196-061

Bipolar connecting cable, Martin Standard Martin Standard b'm 1 20196-047
Martin Standard 5m 1 20196-059

Bipolar connecting cable, Valleylab and non-Erbe units Vallylab (2-Pin 28 mm) 4'm 1 20196-055

(2-Pin 28 mm)

\

{

\

erbe-med.com
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LAP BiSect and bipolar LAP scissors

LAP BiSect Micro, shaft ¢ 5 mm, length 350 mm

complete instrument

LAP BiSect Macro, shaft g 5 mm, length 350 mm

complete instrument

e

B |

Single components

No. 20195-204

™ =1

[[1i] 30195-114

0.475 kVp
max 95 °C

Il max 138 °C

No. 20195-205

™ =1

[[1i] 30195-114

Piece

Insert for LAP BiSect Micro (20195-204), 2 5 mm, length 350 mm

Insert for LAP BiSect Macro (20195-205), g 5 mm, length 350 mm

Shaft tube for LAP BiSect Micro and Macro, ¢ 5 mm,
length 350 mm

Insulated tube for LAP BiSect Micro and Macro, 8 5 mm,
length 350 mm

Handle for LAP BiSect Micro and Macro

0.475 kVp
max 95 °C

Il max 138 °C

20195-206

20195-207

20195-208

20195-209

20195-210

erbe-med.com



LAP BiSect and bipolar LAP scissors

Bipolar LAP scissors, Metzenbaum, shaft ¢ 5 mm, length 340 mm

Bipolar E LAP scissors, Metzenbaum, shaft @ 5 mm, length 340 mm

="

Single components

No. 20195-226

0.25 kVp

max 95 °C

[ 1i]30195-119 [ max 138 °C

No. 20195-227

0.25 kVp

max 95 °C

[1i]30195-119 [ max 138 °C

Insert for bipolar LAP scissors Metzenbaum and bipolar E LAP scissors
Metzenbaum, shaft g 5 mm, length 340 mm
(for 20195-226 and 20195-227)

e

Shaft tube for bipolar LAP scissors, ¢ 5 mm,
length 340 mm

Shaft tube for bipolar E LAP scissors, @ 5 mm,
length 340 mm

Handle for LAP scissors, without connecting cable

Handle for E LAP scissors, without connecting cable

Piece

1 20195-242
1 20195-141
1 20195-241
1 20195-140
1 20195-245

erbe-med.com

07



LAP BiSect and bipolar LAP scissors

Bipolar connecting cables Connection Length Piece

Bipolar connecting cable, VIO, ICC, ACC, T-Series, Standard Standard 4'm 1 20196-045
Standard 5m 1 20196-057

Bipolar connecting cable, VIO, ICC, ACC, International (2-Pin 22 mm) | International 4'm 1 20196-053
International 5m 1 20196-061

Bipolar connecting cable, Martin Standard Martin Standard L'm 1 20196-047
Martin Standard 5m 1 20196-059

Bipolar connecting cable, Valleylab and non-Erbe units Vallylab (2-Pin 28 mm) 4'm 1 20196-055

(2-Pin 28 mm)

E—+ *

Accessories for treatment Piece

Cleaning brush, length 650 mm, 1 20191-279

for manual cleaning and disinfection T —

Rinsing tube with Luer Lock connector, length 500 mm, 1 20195-201

for cleaning and disinfection by machine

erbe-med.com



Bipolar scissors BiSect

Bipolar scissors BiSect 180, bent, length 180 mm
incl. protector 20195-193

—

Bipolar scissors BiSect 230, bent, length 230 mm
incl. protector 20195-194

Bipolar scissors BiSect 280, bent, length 280 mm
incl. protector 20195-195

No. 20195-170
™ =1 0.6 kVp

max 95 °C

[ 1i]30195-106 [ max 138 °C

No. 20195-171
@ =1 0.6 kVp

max 95 °C

[1i]30195-106 [ max 138 °C

No. 20195-172
™ =1 0.6 kVp

max 95 °C

[ 1i]30195-106 [ max 138 °C

Protectors for BiSect Piece

for BiSect 180 ’ i * 1 20195-193
.

for BiSect 230 ’ i 1 20195-194
. .

for BiSect 280 ’ i 1 20195-195
i =

Bipolar connecting cables Connection Length Piece

Bipolar connecting cable, VIO, ICC, ACC, T-Series, Standard Standard 4'm 1 20196-106

r_—-————_'—“
Bipolar connecting cable, VIO, ICC, ACC, International (2-Pin 22 mm) | International 4'm 1 20196-107

K

erbe-med.com
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Cutting instruments for MIS

Needle electrode, straight, 8 5 mm, shaft insulated, length 100 mm

needle adjustable to:0 /0.8 /1.6 /2.5 mm, non-adhesive coating, Luer-Lock irrigation connection, No.20191-191

only for VIO, ICC 350 ™ =1 0.5 kVp

*— max 95 °C
[1i 30191-491 [ max 134 °C
Lo

Needle electrode, straight, 8 5 mm, shaft insulated, length 320 mm

needle adjustable to:0 /0.8 /1.6 /2.5 mm, non-adhesive coating, Luer-Lock irrigation connection, No.20191-158

only for VIO, ICC 350 ﬁ =1 0.5 kVp

—— max 95 °C
[1i 30191-491 [ max 134 °C
« %

Needle electrode, straight, 8 5 mm, shaft insulated, length 470 mm

needle adjustable to:0 /0.8 /1.6 /2.5 mm, non-adhesive coating, Luer-Lock irrigation connection, No.20191-188

only for VIO, ICC 350 ﬁ =1 0.5 kVp

Wy max 35
[1i 30191-491 [ max 134 °C
%

Needle electrode, bent, ¢ 5 mm, shaft insulated, length 100 mm

needle adjustable to:0 /0.8 /1.6 /2.5 mm, non-adhesive coating, Luer-Lock irrigation connection, No. 20191-190

only for VIO, ICC 350 ™ =1 0.5 kVp
. max 95 °C
[1i 30191-491 [ max 134 °C

QO

10 erbe-med.com



Cutting instruments for MIS

Needle electrode, bent, 8 5 mm, shaft insulated, length 320 mm

needle adjustable to:0 /0.8 /1.6 /2.5 mm, non-adhesive coating, Luer-Lock irrigation connection,

only for VIO, ICC 350

#—-

QO

Needle electrode, bent, 8 5 mm, shaft insulated, length 470 mm

needle adjustable to:0 /0.8 /1.6 /2.5 mm, non-adhesive coating, Luer-Lock irrigation connection,

only for VIO, ICC 350

No.20191-143
™ =1 0.5 kVp

max 95 °C

[ 11 30191-491

[l max 134 °C

No.20191-189
™ =1 0.5 kVp

* max 95 °C
[ 1i]30191-491 [ max 134 °C
Bipolar connecting cables Connection Length Piece
Bipolar connecting cable, VIO, ICC, ACC, T-Series, Standard Standard bm 1 20196-054
o 0™
Bipolar connecting cable, VIO, ICC, ACC, International International 4'm 1 20196-051

(2-Pin 22 mm)

-

-

erbe-med.com




Contact and puncture electrodes for MIS

Bipolar puncture coagulation needle, bent 25°, needle length 10 mm, length 100 mm

e.g. for puncture coagulation of the concha nasalis No. 20195-025
- ™ =1 0.5 kVp
—

\ max 95 °C
) ——

[ 1i]30195-011 [ max 138 °C

Bipolar connecting cables Connection Length Piece
Bipolar connecting cable, VIO, ICC, ACC, T-Series, Standard Standard 4'm 1 20196-045
Standard 5m 1 20196-057

e

Bipolar connecting cable, VIO, ICC, ACC, International (2-Pin 22 mm) | International 4'm 1 20196-053

International 5m 1 20196-061

Bipolar connecting cable, Martin Standard Martin Standard b'm 1 20196-047
Martin Standard 5m 1 20196-059

Bipolar connecting cable, Valleylab and non-Erbe units Vallylab (2-Pin 28 mm) 4'm 1 20196-055

(2-Pin 28 mm)

\

l

iy

Contact electrodes

Bipolar contact electrode, bent 22.5°, tip angled 45°, length 100 mm

ra— : No. 20195-003
k —
o =1 0.5 kVp

—— - max 95 °C
ks [1i]30195-011 [ max138°C

erbe-med.com



Cutting instruments for ENT

Micro needle 100, ¢ 1.5 mm, rigid, metal shaft insulated, length 100 mm

needle ¢ 0,15 mm, needle length adjustable from 0-1,5 mm, for VIO, ICC 350, non-adhesive coating

N

Micro needle 240, ¢ 1.5 mm, rigid, metal shaft insulated, length 240 mm

needle ¢ 0,175 mm, needle length adjustable from 0-1,5 mm, for VIO, ICC 350, non-adhesive coating

|

Handle for micro needle, Standard (Bl 8/4 mm), with connecting cable 4 m

e needle length adjustable from 0-1,5 mm, secure against rotation

erbe-med.com

No.20191-309
™ =1 0.5 kVp

max 95 °C

[ 1i]30191-649 [ max 138 °C

No.20191-314
T =1 0.5 kVp

max 95 °C

[1i]30191-649 [ max 138 °C

No.20191-307
™ =1 0.5 kVp

max 95 °C

[1i]30191-647 [Mmax138°C
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BiSect and LAP BiSect

Electrosurgical scissors:
reusable, with a long life span

\.
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Mechanical cutting

Pre-coagulation

Bipolar BiSect scissors
[or open surgery

The "multifunctional scissors”

with a long life span.

The electrosurgical, bipolar BiSect scissors can be
used for various steps in open surgery procedures.
Using a single instrument, the surgeon has a choice
of several different functions — without having to
change the instrument. During mechanical cutting,
the tissue is coagulated at the same time, with the
option of pre-coagulation for improved hemostasis.
Surfaces can be either selectively coagulated with

closed scissor blades or coagulated over larger areas
with open scissor blades and by placing them on the
tissue. The VIO system provides the suitable current
form with adjusted energy output, for example,

with the BIPOLAR SOFT mode. Interventions can be
performed quicker with less blood loss while saving
on suture material at the same time.

Surface coagulation

Selective coagulation

Durable instrument with a long life span = highly economical

The BiSect can be reprocessed and reused numerous times. The high-quality plastic insulation
provides lasting safety. The ceramic coating between the scissor blades assures consistent
quality from the first to the last cut. The BiSect ceramic protector offers reliable protection
during reprocessing of the instrument.



L AP BiSect

Bipolar dissection,
cutting and coagulation.

Precise and anatomical surgery with the
LAP BiSect Micro
No. 20195-204

The LAP BiSect enables laparoscopic surgery with a minimum need With its “multiple functions”, the LAP BiSect minimizes the time re-
for equipment and instruments. Easier, quicker, more effective and quired for changes between instruments, shortening operating times.
more cost-efficient. For excellent dissection, cutting and coagulation, The LAP BiSect is reusable and is thus clearly more cost-efficient than
the LAP BiSect offers a wide range of functions and thus makes new other dissection technologies. After just a few interventions.
operating techniques possible. Tissue is separated electrosurgically, Together with the bipolar LAP forceps and the LAP BiClamp instru-

so that it is not necessary to resharpen the blades as is required for ments, the new BiSect instruments open new avenues for surgical
mechanical cutting. procedures.

The Erbe technology of the VIO system and the units of the ICC series
supports the CUT and COAG effects with the appropriate optimized
modes and setting.

THE ADVANTAGES OF THE LAP BISECT INSTRUMENTS

& Minimal need for changing instruments enables maximum
focus on procedure and target tissue

=

Excellent coagulation and cutting

=R

Available in two versions: Macro and Micro

=

Saves costs (shorter operating times, instrument reusable)

=

Easy to handle, both during surgery as well as reprocessing

The blue pedal of the footswitch is used for
coagulation, the yellow pedal for dissection

... AND THE LAP BISECT MICRO

& Considerable freedom of movement during surgery due to
the curved jaw shape

[ Jaws allow precise and anatomical surgery

& as well as variable, individual surgery depending on the
target tissue

Jaw of the LAP BiSect Macro Jaw of the LAP BiSect Micro
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Bipolar PREMIUM forceps
Bipolar irrigation forceps £

The Erbe forceps range with its
non-stick effect

ELECTROSURGERY




Advantages
o the non-stick effect

Coagulation of blood vessels Superficial coagulation

During bipolar electrosurgical coagulation an unwanted sticking effect can occur when the forceps’ tips
adhere to the tissue. This carries a risk of inadvertent tearing open of coagulated vessels. In addition, tissue
sticking to the forceps adversely affects the continued coagulation. Sticking is markedly reduced with the
automatic power regulation provided by the Erbe VIO unit technology and the use of Soft Coagulation with
AUTO STOP. The new PREMIUM forceps and irrigation forceps additionally reduce sticking.

The forceps are available in addition to the standard models (s. catalogue of electrosurgical accessories).

The Erbe bipolar forceps are available in various lengths and shapes for different surgical and anatomical
requirements.

AREAS OF APPLICATION

[ All surgical disciplines

SPECIAL BENEFITS IN

[ Microsurgery

& ENT

ADVANTAGES

[ Oral and maxillofacial surgery
& Minimal adhesion of tissue

[ Plastic surgery

=

Minimal tearing of coagulated tissue

[ Precise and safe operative procedure

=R

Maximum saving of time due to minimal
time required for cleaning

=

Safe coagulation due to consistent
energy output



The forceps with the cool-down effect.
Minimizes tissue adhesion to the branches.

The reusable PREMIUM forceps make it easy to coagulate tissue.
Sticking effects on the tips of the forceps are reduced to a minimum.

Pinpoint grasping with
innovative tip geometry

The trick lies in a special alloy with high temperature conductivity to draw the THE BENEFITS AT A GLANCE

heat away from the forcep tip and to prevent overheating. Heat accumulation
and the resulting adhesion of coagulate is significantly reduced. The abraded and
matt-finished surface of the forceps’ tips allows tissue and vessels to be grasped
safely. At the same time potential light reflections are reduced, improving the

[ Limited tissue adhesion due to high
temperature conductivity

o ) ) ) ) [ Long instrument life due to high-
visibility at the operating site when working under a microscope. A
quality alloy
The new forceps are available in all popular shapes and sizes and can be used in & Targeted precise coagulation due to
any surgical discipline. precise design of the tips

& Firm grasping of tissue due to abraded
gripping surface

=R

Less time required intraoperatively
for cleaning

=

Good visibility at the operating site due
to reduced light reflections (e.g. during
preparation under a microscope)

Themography illustrates the low temperature level of the
forceps’ tips during coagulation



Overview of the

PREMIUM forceps

Bipolar forceps PREMIUM - straight

20195-501
20195-502
20195-503
20195-504
20195-505
20195-506
20195-507
20195-508
20195-509
20195-510
20195-511
20195-512
20195-513
20195-514
20195-515

20195-516

pointed

12 cm
12 cm
12 cm
12 cm
18.5cm
18.5cm
18.5cm
18.5cm
18.5cm
20 cm
20 cm
20 cm
20 cm
20 cm
23 cm

26 cm

pointed 0.2 mm

very fine 0.4 mm
fine 0.7 mm

fine 0.7 mm; angled
pointed 0.2 mm

very fine 0.4 mm
fine 0.7 mm

blunt 1.0 mm

blunt 1.0 mm; angled
pointed 0.2 mm

very fine 0.4 mm
blunt 1.0 mm

blunt 1.0 mm; angled
blunt 2.0 mm; angled
blunt 2.0 mm

blunt 1.0 mm; angled

very fine

Bipolar forceps PREMIUM — bayonet

20195-531 15.5cm pointed 0.2 mm
20195-532 155 cm very fine 0.4 mm
20195-533 15.5cm fine 0.7 mm
20195-534 17 cm pointed 0.2 mm
20195-535 17 cm blunt 1.0 mm
20195-536 20 cm very fine 0.4 mm
20195-537 20 cm fine 0.7 mm
20195-538 20 cm blunt 1.0 mm
20195-539 20 cm blunt 1.2 mm
20195-540 20 cm blunt 2.0 mm
20195-541 20 cm EL”VFV‘[:V]V;rd”;m; angled
20195-542 20 cm blunt 1.2 mm; angled
upwards
20195-543 23 cm pointed 0.2 mm
20195-544 23 cm very fine 0.4 mm
20195-545 23 cm fine 0.7 mm
20195-546 23 cm blunt 1.0 mm
20195-547 23 cm blunt 1.2 mm
20195-548 23 em fine 0.7 mm; angled
upwards
20195549 23 em fine 1.2 mm; angled
upwards
20195-550 23 em fine 0.7 mm; angled down-
wards
20195-551 25cm pointed 0.2 mm
20195-552 25 cm very fine 0.4 mm
20195-553 25cm fine 0.7 mm
20195-554 25cm blunt 1.0 mm
20195-555 25cm blunt 1.2 mm
20195-556 25 em fine 0.7 mm; angled
upwards
fine blunt

g S — R — N C—



The function of the bipolar

irrigation forceps

The external diameter of the irrigation connection
is 3 mm. It can be connected to all convention
gravity infusion systems

The irrigation outlet is located on one
of the branch arms of the forceps

Irrigation during coagulation

The irrigation channel passes through the lower part of the
forceps ending in an outlet in one of the branch arms. Irriga-
tion with an NaCl solution has several positive effects:

Effective coagulation

No damage or tearing of the coagulated vessels
after coagulation

Even coagulation with constant power output
NaCl solution optimizes the electrical contact

R R

R R

Due to these advantages the surgical procedure can be
carried out in a shorter period of time as the instrument rarely
requires cleaning intraoperatively. The irrigation solution is
connected to a standard infusion apparatus with an adjustable
drip rate via the cylindrical clip.

The forceps can be disinfected in the thermodisinfector at a
temperature of 95°C or in the autoclave at a temperature of
138°C.

Overview of irrigation for-
ceps and connecting cables

fine

Bipolar irrigation forceps — straight

20195-150 20cm blunt 1.5 mm

Bipolar irrigation forceps — bayonet

20195-151 20 cm fine 0.5 mm
20195-152 20cm blunt 1.0 mm
20195-153 23 cm fine 0.5 mm
20195-154 23 cm blunt 1.0 mm

Connecting cable for bipolar forceps

for VIO, ICC, ACC

Length 4 m No. 20196-045
Length 5 m No. 20196-057

for VIO, ICC, ACC, international

Length 4 m No. 20196-053
Length 5 m No. 20196-061
for Valleylab

Length 4 m No. 20196-055
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