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



Certificate for Purchase of Propriefary Article

(1) Description of Article

(2) Quantity - -

(3) Approximate cost, if known

(4) Maker's name and address J—

(5) Name of Local Agonts - o

(6) lapprove the above purcliase and [ certify that:
(a) No other make/brand will be suitable.
(b) This is the only firm who is manufacturing/stocking this item.
() A similar article is not manufactured/sold by any other firm, which could be

used in lieu.

Note- Delete (a) or (¢) whichever is not necessary.

Signature -

Date ------eevmemmeemne Designation of Officer ==msmv—vmveemnana

Coilnrer Signed

M.S. 7/ D.D.A/DEAN



mbmEama bk s fhde e Maw mraw b

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

2 N
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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
Kuehner ef al, 45 Date of Patent: Jun. 7, 2011
{54) MEDICAL PUMP (56} References Cited
{75} Inventors: Ralf Kuchner, Stuttpart (DE): Martin 1.8, PATENT DOCUMENTS
Hagg, Wannweil (DE): Jochen Queck, 692,052 A 91972 Cattanach
Tubingen (DE) 3958898 A 51976 Abrhamsetal.
B 4,087,213 A 31978 Hadama
{73} Assignee: ERBE Elektramedizin GmbH, 5061241 A 10/199t Stepheas, Jr ot al.
lithangen (D) S066,287 A 1171998 Wiy et od
3295967 A ® 31994 Roadeletetal oo G041 54
% fea ; teelal : 5.667,102 A 9/1997 Reller
(*) Notice:  Subject to any disclaimer, thekterm of ths Se41020 3 121908 Willedetal,
patent is extended or adjusted under 35 6216573 Bl 4700F Moxials et ai
US.C. 154(0) by 1201 days o o e alks et
¥ ¥ 6368080 Bl 42001 Sipin
" LN 6382928 B 52001 Chasg
(21) Appl.No: 11630578 (Continved]
2 Filed: X 5 [ I o
(7 PCTFiled:  Jun. 22,200 FOREIGN PATENT DOCUMENTS
(86} DT No.: PCT/EPIOG500675) CN 2075260 U 478991
§371 ()1, {Coatinued)
{2).(4) Date:  Dec. 22, 2006
OTHER PUBLICATIONS
(87) PCTPub.No: WO2006/002815 Summasy for Azzolini IT MO020040028 including publication date of
PCT Pub. Date: Jan. 12, 2085 that reference and Abstract of corresponding decument Azzolini EP
1561483, Publication date of Aug. 10, 2605.*
(65} Prior Publication Data .
(Continued)
US 2008/6038124 Al Feb. 14, 2003
(30) Fareign Application Priority Data Primary Examiner —Devon C Kramer
Assistant Examiner — Leonard § Weinstein
Jun. 30,2004 (DE) v 106 2004 031 674 (74) Antorner, Agent, or Firmt - Dickstein Shapire LLP
(51) Int.CL 7 ,
Fo48 3301 {2006.01) 7 ABSTRACT
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

417/413.1, 415, 454, 477.2, 360, 572: 83/177;
192/48.1. 48.2, 48.3. 48.7; 604/152, 154,
604/22, 228; 6006/167, 17}

See applicaiion file for complede search history.

used to open up the connection between the pump unit and the
pump actuating device.

§ Claims, 9 Drawing Sheets
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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
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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
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Proprietary Certificate
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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
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/
EifheeTning E;\r?:m&"%s Hemogtmen
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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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510K SUMMARY {)0 5.2,2‘ 3 e%

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
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£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 |
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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.
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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)

ht-4




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