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(8)& =3 HI=t: 80kPax5kPa
2)Compact Breathing System

(1) Volume:2.8Ltbag

(2) Compliance:0.22mL/hPa(IPPV)

(3) S==H =& . 1500mL
3)APL HE
(1) MAN mode : 5~70cmH20

(2) SPONT/IPPY mode : 1.5cmH20

2) Breathing System
(1) B AWM E SEAAE-S

1

(2) CO2 absorber =& : 1.5 L

3) OF JIAZ2

(1)Fresh-gas S&EHFI0~12Umint10%
(4) =& Fresh-gas % =% Z

=5 0~10L/mint10% at STP

— 3
L34 FFEFS XU
s | Blmgs" 71317t HE MEFE = £50
= o » .
i i =] JbAOHF D)
(BFH=
2 £3) (A06010.01, 3=2) (ACB010.01, 3==)
M=
(2a) [ [ ]
s [ ]
2 ftagts
e | |
=X A (E2) (£<)
FH7HHS oil:li -
oew |EMODN OIEDIE S8 FAsH ST OHIL S8 Fas
— 11
H EXE DAﬁFE J|= o EXE iiFsl=e 2|1+ o2 [T
= = 3F = L —
2 HEY NESECE Mana| o oo ENUAOHEIR- of
o .| =S=otH Ot ot= Ul =A
Ventilationl Spontaneous breathing : ) = —
& i = |Ventilation == &XIHl Slaf %3t
AMOF LP=UHELCH SAHA O k i B
= 1o ;. JEADE TubeOl Slof OHHIJEA 2
IHAE ==6t0 0FGH= ZHIOICH =
=01 OFH&LCH ZEHZIA Z2o
Ventilation == ZXI0 2o W3k JH o o, o B0 o5 =oITF HY
A Suf Ol EEAASE0) 0| | =2 5 S o T
= = JIE ZEE = UEE HH UL,
, SFHELCHL ZH2 Al 2=2o] Hig: XA : z
=2z iR = Z, | ZAHAN Slof LEC Ot
SHHG Olgh St Hi2IE REE o
= < = | A(02 N2O, AINE SX0IH S| oH=2
= UEE =T QULCHL SAZAIEX -
o B N s = o= M O E ot= &Z2I0ICH
2 CIAZEd010 2l =0t = JD5E M= Do A= W@ IF
2 S, ZXAMH Sla) YEo| S TS T T
015 M : A & SE WAe=z USsHE AL
FIISSS(0n NO, AMESAR))| ooy o aa KR =5 =
S SR ELECZ N OH5ets| TS oo | = =
EJ T;OIIIF TEs= == orzig xEF= 0 587
Bk =2 st U
off ]
2UF =
=] T4 N/A N/A SIS [0
NeIBSED| 1) 2IB2SS ol )|
(1S 2L HSHPmMax):10-70emH20 | (1)2F & HI2H(Pmax):15 ~70 cmH20
(213 =& (TV):50~1400mL (2) Tidal volume(Vt): EHEZZE Al
(3)E = = ==(f):6~60L/min 20 ~1400mL,SIMV/PS20 ~1100mL
(=EI1/ZD| HIS(TIETE):1:3~2:1 (3) S&3I=~ : 4~60 bpm
(5)= 2 A X(TIP/TI):5%~50% (4)=21:=0| HIS(Ti:Te) : 411~1:4
(6)5= 7| L 2USHPEEP):0.2~15cmH20 | (5) 21 E X (TeTi) : 0~50%
(7)02 flush(by pass) (6)=7 | LU S H(PEEP).0~20 cmH0
—— - at ‘ (7) SIMV =7J| A2t : 0.3~4=
== - at (8) SV (Pnse):PEEP+5~65cmH:0 | ofu| =2
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HE | HmEs" 7|87} HE MHFNZ E50{5?
CHJIJIHE MO 2ot AE |- BJIJIAN O 2t AlE 3w
FIDIHE OIMN BB DEJE|-MILJIHE M BB DEJE
A OEC 720 mEC.
10 | AEFZ |- IRDOEY 25 AR - FTHIOME O] 23 AIE _
MO 28 DEJNEDA |ARDARN e zE)znn | 0HE O
- BXOZIININERS (39.ILADH - BROIZI|IINEAZ (39.9+AD}
£7|, [EC 60601-2-13)0f M2C) |l IEC 60601-2-13)0 D=L},
OF B2 A Z Aot AR o m
1.8 ON/OFF Agixig =2 =|U. JI2 £330
25l 3= AX, A3 2 5= | 1) Power-up 0D A3
oC ®m=E ol Li:l% 0l=5i04 |2) Fresh-Gas S & ’2’“
S5ts AXIE BRI =SS0 (3) JI5)| S5 HF L AL 25
20, NoO, Ar HIZEE =Y JAZ|4) SUHY L 22 2F
=81 == «ellor AZ et §) AIZ=&(Ventilation) = £Z&
30VSE)|Y L WHEE B | g xm
AEHOI D EEEHCE i G 6 A
40ZEEIIE M2 B0l WY E;; e
U REI|APL-E)E 8BS 2| o ox xm omas
MO Ol OJMJ BB ABS| (1) oiey xm sEDC
gm}\lu?fi Wb a2 DEsm om| ) B HE SETE
o |9 A = oz SIMV/PS &=0C
M| ABSE | seam msae = ammer =) O] D TR, o2 O
SE SN0 AEN B2 BHD O g omas ommi A=)
ADF BEBHT B
6. 22 A= AL 2E mEE = i
ks 7)) EL HE
BTt 8) OIMEIEL B4H 27
1) Fresh as =E hI’é 2 j‘ED] E'_Hl
3) enhlatton Qoc 1) &= 22U

4) Manual ventilation 2=
5) Mechanical ventilation
6) O flush

7) Shut-down

) =
) =

12) QI8 flesh gas HHEE 20
=

_.
w =
~ 0
s
0

E FIIoHH 2% flesh
gas HHEE AE

fle o] FeHE FASAE

2012 & [J8 [J2 &30 | | 99 ==

&
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Introduction

Read the entire manual befare using the device.

Indications for use
:lis intended id tilation for non-dependent, spontaneously breathing
gdult and pediatric petients with respiratory insufficiency, or respiratory failure,
with or without obstructive sleep apnea. The dewvice is for non-invasive use, or invasive use with
zn uncuffed or defizted tracheastory.

Contraindications
s contraindicated in patients who are unable to endure more than brief
interruptions in ventilation. |——p_| is niot & life support ventilator.
The use of the device may be contraindicated in patients with:
preumothorax or pneumormediastinurm

pathologicelly low blood pressure, particularly if associated with intravascular volume
depletion

cerebrospinal fluid leak, recent cranial surgery or treuma
severs bullous lung dissase
dehydration.

The use of chel:l or pulse oximetry | iz contraindicated in an MAI
environment.

Adverse effects

Patients should report unusual chest pain, severe headache or increzsed breathlessness.
The folicwing side effects may arise during the course of noninvasive ventilation with the
dewvice:
» drying of the nose, mouth or throat

nosebleed

bloating

ear or sinus discomfort

eyE mitation

zkin rashes.
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<M 26X (AFEAIZS| 27AH) M1EH 25>
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O aF AF AE&dg v =&, £ 55 FHeo A=

o

[Principle of operation for Electrosurgical Generator]

- Electrosurgical Generator =

[Principle of Operation]

The

[ ) isindicated for use in micro, macro, and endoscopic bipolar cutting and coagulation of

tissue and sealing of blood vessels in all areas of surgery. It is designed to cut and coagulate live
tissue during surgical procedures. The system includes a generator, a bipedal footswitch, and a
connecting cable. The generator is equipped with a voice synthesizer to provide audible indication of

changes to power settings; and as an option, will announce the operating mode and power setting each

o},

time cutting or coagulation is performed. The connecting cable enables the use of a

with the generator.

Current flows between the active electrodes elements and the return electrode element, both elements
or poles located on the itself in a bipolar configuration, providing a localized energy field. The result

of this arrangement is controlled energy delivery with minimal collateral tissue damage.

The‘ ‘works by passing RF energy through a conductive

solution q |) in close proximity to or in contact with the tissue

to be treated. The conductive solution forms a thin layer between the [, | .
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Eggleston. J. L., Von Maltzalin, W.W. “Electrosurgical Devices.”
The Biomedical Engineering Handbook: Second Edition.

Ed. Joseph D. Bronzino

Boca Raton: CRC Press LLC, 2000

31

Electrosurgical Devices

81.1 Theory of Operation

81.2 Monopolar Mode
81.3 Bipolar Mode
" 81.4 ESU Design
Jetfrey L. Eggleston 81.5  Active Electrodes
Villgylaly, Trw. 81.6 Dispersive Electrodes
Wolf W. von Maltzahn 81.7 ESU Hazards
Whitaker Foundation 81.8 Recent Developments

An electrosurgical unit (ESU) passes high-frequency electric currents through biologic tissues to achieve
specific surgical effects such as cutting, coagulation, or desiccation. Although it is not completely under-
stood how electrosurgery works, it has been used since the 1920s to cut tissue effectively while at the
same time controlling the amount of bleeding. Cutting is achieved primarily with a continuous sinusoidal
waveform, whereas coagulation is achieved primarily with a series of sinusoidal wave packets. The surgeon
selects either one of these waveforms or a blend of them to suit the surgical needs. An electrosurgical
unit can be operated in two modes, the monopolar mode and the bipelar mode. The most noticeable
difference between these two modes is the method in which the electric current enters and leaves the
tissue. In the monopolar mode, the current flows from a small active electrode into the surgical site,
spreads through the body, and returns to a large dispersive electrode on the skin. The high current density
in the vicinity of the active electrode achieves tissue cutting or coagulation, whereas the low current
density under the dispersive electrode causes no tissue damage. In the bipolar mode, the current flows
only through the tissue held between two forceps electrodes. The monopolar mode is used for both
cutting and coagulation. The bipolar mode is used primarily for coagulation.

This chapter beings with the theory of operation for electrosurgical units, outlines various modes of
operation, and gives basic design details for electronic circuits and electrodes. It then describes how
improper application of electrosurgical units can lead to hazardous situations for both the operator and
the patient and how such hazardous situations can be avoided or reduced through proper monitoring
methods. Finally, the chapter gives an update on current and future developments and applications.

81.1 Theory of Operation

In principle, electrosurgery is based on the rapid heating of tissue. To better understand the thermody-
namic events during electrosurgery, it helps to know the general effects of heat on biologic tissue. Consider
a tissue volume that experiences a temperature increase from normal body temperature to 45°C within
a few seconds. Although the cells in this tissue volume show neither microscopic nor macroscopic changes,
some cytochemical changes do in fact occur. However, these changes are reversible, and the cells return
to their normal function when the temperature returns to normal values. Above 45°C, irreversible changes

2 2000 by CRC Press LLC
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4.

FAH L A5 FAHI) AF A=

b A7) AAE, BARAR, AR G BF G AR

<H26=(MFEAIZL| 271) M1eM4s, M6s, M75>
AlOEXALO| K|St AlSZAALZ |2
=M&M7|Z7|7|lEHM = (IECEE)O| 2|5t01 SQIEt2 2|=2| Al7[zt
% |EC1)7} @st= 2H|F7|7|7| 915N £(ECEE CB-Scheme)ol| w2} o|=27|7| =X
ZOIA|E7|2HNCBY))OA EHalist AlERIE
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O ZA|H71717115A
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& Z Atedl

O Z7]-71A4 <tA] #3k

Al AE

- A A 7171 7] F A =AECEE) o] ol3le] &l o=o] A3 7w
IECEE CB Test Certificate®} Test Report(¢] Al)

Frocuct
Produil

Mama and ackiness of tha ag.m-;:-arl
B ol & iy iy

Hame and adonosns of 1he manolacbumer
Moy @l adeaans du tabricant

HMame and adokass ol e dasiony
ko al adregse de Musing

EHDdg TR (e (TR GO SIS DR IR T mﬂz
Bates Lorsoner o s S wie. sesiod i i 3

Aatirgs 2l prnzipnd charpctariatcs
WRIALMS eaminsdes gl carsciersiiopues precpalas

TracdemE i §F B
Eamrigonr e tabricass [ ol oxsts]

oo & Typa Bad
Fad, D tyoe

AInonal Informaticn [0 racsessany rmay aiso be
reporiod an pogo 2

Lea infommahons complesmaniares S ndceaaaine,
peE st Bibra indiguds BT @ 2% page)

A aamFs Of e Droduct was bastect and jound
b b b Sorfaniy wwdth

Un ésphaniion o oo produdt o iid assayd of & sa
corgiching corhorma & B

Ax shown it Ing Tas! FRagort Bel. Roo which formes pact
o this Camficale

o rddiped dins e FepooeT Oesasks nuiidbm cha
rifirenice Ou conslitue pama che co Siashca

B TEST CERTIFICATE

Patient Maonitars

[ aAccional Fdoormalion on poge 2

A 00 - 240 W, S0E0 He; 1.2 - 0.7 A

type CF

class |1 with functiomal earth comnectian,

Test report reference no,. 6591 00-2830-0008r58645

O socsuonal idon=ortion on page 2

PUBLICATIOMN

EDITEHON

1EC BOB01-1[(ad.2);am1;am2 S0801-1-1(ed.2)
IEC 8D501-2-26{ed_1);ami ED&01-2-2T{ed.2)
IEC BOBO1-2-30ed.2) B0601-2-340ad, 2}
IEC 80601 -2-4Wed. 1) S0E01-2-510ad. 1)

E52100-2830-0008/58644

This CH Test Cerificate is isswed by the Mational Coadification Body
o Carhificat dezsal OO0 sst dtali par C"Organisme MNational de Ceartitication

o Zerifizierungsstelle § Cerfiffoarion
B podr

WEE vERBAND DER ELEKTROTECHMIK
ELEKTROMIE INFORMATIONSTECHMIK &\,
WEE Prif- und Fedifiziensngsinstitut
WIFEE Testimg amnd Carfificarion nstituie

Sigratune: J. Feicke
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Tast Report issued under the responsibiity of

TEST REPORT
IEC 60801-1 Medical electrical equipment
Part 1: General reguirements fior safaty

! CB.Ref Mo DE 1 -
Report Referance No. . ................... 1 558 100-2830-D00R/5RE45 !

Tested by (name + signature) ........ Dirk Ritter

IR,-EI.Iie.-wEd by (nama + signabure)...... Michsel Mayer

| D OF BB oo sarvce v s G/

| Camtents ..o 105 pages  File: ‘hmoé:t B-58545_B0605-1.doe
Teating Laboratory ....................... WDE Testing and Cerfification nstitute

E T PR . Germany

Testing location/proceduwre ... CBTL [ RMT [ BT O WMT O TMP [
Section FG12 /110152 '

Applicants name ...l
AdAMBES. ... oot
Manufacturee’'s RAME .........0ccoeeel
Factory s NBME .........ccoocvememnani!
Aoddress. .l
Tesat spocification:

ShEndaed L
Tast procadure ...t
Non-standard test method ... ...

IEC 801 1:1988 + A1:19891 + A2:1585
CB Scheme

s

Test Repart Form No. ... AB0T-1_GF

TRE Orgindher ......ooci v WNdenwriters Laborataries Inc.

Master TRF ., - dated
cuppight@ 2005 IEL‘F sylhn-. for r:nrrhmmr Testing and Certiffcation of Electrical Equipmant :
{IECEE), Ganava, Switzariand. All rights reserved. |

This publizabon e be reomducad i whale or in par far ner-cammenclal purpeass @3 long a3 the IECEE is acknosledged as :
cwverar and dceca of the matetal. [ECEE lakga fo nespansindity for and wil mol assums Eablity for demagas resileg om the
raBCEr’s TeamielElian cfthe reprodecsd msterial due 1o its placement ard contea.

Teat item descripthon ...

Trade Mark ... veeecrinrens

RENES .. e s ercercismr e e 100 — 240 W vig exiernal power supply unit {Power Brick) iype

_24_



Page 14 of 105 Report Mo. VDI 658100-2830-0008/58845

IECE0501-1 (ed.2)

Clsuse | Reguirement + Tas! Result - Remark Verdict
[ IDENTIFICATION, MARKING AND DOCUMENTS —
|5,1 Marking on tha oulside of equipmeni or egquipment P
| parts
6.1 Markings of the specific power supply aflixed I P
|E.1d |If marking is nol practicable dus to s®e or nature of A
|enclosure, informanion is inciuded in accompanying
docurments

B.1e Mame andfor trademark of the manufacturer o P |
SLUPERE At A I i S P _

g1 Modal or iype FEferance ... e B I ed an P

the frame

51g Rated supply vollages or voltage rangels) ngs P

100 = 240 Y~

1.3-0.7 A

50080 Hz

|m1jng= fior Lithbum lon Battery,

fype: . 10,8V, 1AR
Murmiber of RERES. ... e e aeeeecec | SIS PHESE P
Type af cument .. p cerene [ DY MIDC = P

51k {Ratad Frerq'.}mjrnrratﬂd quwnqr rmm[a} |:H:]= Ilsﬂ'ﬂﬁﬁ Hz P
5.1] —[andpmmri]putWAWmﬂ}- .................................. 1.3=-0.TA L |
5.1 k Power cutpul of auxiliary mains socket-outlets A,

&1l Class || gymbot : o]

Symbed far dagrse nfpu'utet:tu:ln agEll'La: mgraas of  [IPX1 for haspital use (indocr) P
wratar prowided. . o IPEZ far “out of hoopilal®
i L
! P31 &Nl specified positions and
IP32 speclal mounting position
“ﬁhwpwmrmhm._ =
Symbal for predection against electnic shook ... P
| If equipiment has mone than one apphed part with P
diffarent degreas of profaction, tha relevant symbols |
are clearty marked on such appled pars, ar onor

! near relevant cullets |

i Symbal for pratection of defibrilaticn-proof applied { F
parts
Symizol 14 from Table DI for defibrillation-proof with P

L ratecticn parly in patient cable

.1 m Mode of speration (if no marking, suitabia for Confinuous mode P

continucws oparation)

B.1n Types and rating of edernal accessible fuses . ... |Primery fuses of PowerBrick nat MR,

accasgible by cperalor

G1p [Ratings of exdernal output.. .o e i,
|E.1 g LSymbm for physsalogical effect{s): ] z
i_ . attentian, consult accompanying doecuments 1 MiA,
TRF Mo 1601-1_C CB-Ref No. DE1-
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Pags 97 of 105 Raport Mo, VIDE £50100-2830-0008/586«

IECE0601-1 (ed.2)
Clause Requirement + Test Rasult - Remark ! Verdict
581 TABLE: lists of critical component parts [
Dioject/part Mo Technical data Siandard Markis) ﬂj
corfomity ' )
1.1 SMPE Irgant; 1 DO-24PVAG BOGD | LIL, C5A, WIRE
Hz VDE
1307 A IEC 80ash
Cutput ard
24%DHS, 30 noimn. rEqUinanents
40 Drnenvhr acconding 1EC
SO Tmindhr H0a01-1
Amizient Terrp. 0650
1.2 Fusa Currand; 24 EMAEC UL, C5A
chesacteristic: tma lag T |B80127-2
breaking capacity- high
I
|
I
[Main - Board
2 1LAN ' 1.5 KV prim to sec VDE
transformer—
22 Class X101 IECEDISA-14 | UL, C5A
187
CA8T, G186, 28007 AL
C210 P
2BRT 22K a 100 KO (2570 |- 2
avaroad |
protection : |
| I
2.9 cuter | - |sPcraBs+PR= m aMFEZ2,
anclosue L UL fama rating: B4V-0 CMF28.
Foa board
aptocouplar -5000 W rrsf 1 min LIL 1577 F2Uz, File
UL racognized IECERDIN E £5351
highast over voliige G000 [ BN S0747-5-2
W Apprrdal
Caga Tempearatune Ts = | DIN WVIIE 0884
175 |
Input Gumant ks lapwl = |
230
| Cutput Power Ps Output
= 1
| )
transformed 2,27 mH IEC 85 . |
_ Test vollaga 5 KVma i
Cuter pnciosuns IEC BS OMFT2 E41871 |
]
Pattng material B4 W0 IEC 85 OMFZ2 ESETE2
LMFZ8.EBG T2 f
-
=B Bl - A4 -1

S =ik
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Korea - Differences to |[EC 60601-1:1988 + A1

11991 + A2:1905

6.1j

Insert the following sub-clause between the second
and third sub-clauses:

Equipment for one or several RATED voltage or
frequency ranges, the RATED input for 220V, 60
Hz or if applicable for 110%, 60 Hz shall be
separately marked.

The input ratings for 2200, 60
Hz and 110%, 60 HZ will be
explicitly marked an the device
if the product is to be delivered
o the Korean market.

Fass

G.1s

HIGH VOLTAGE TERMIMNAL DEVICES on the
outside of EQUIPMENT which are accessihle
without the use of a TOOL shall be marked with the
symbal "dangerous voltage” (see Appendix D,
Table DI, Symbol 6) and wit the Korean language,

Nr&

G.2c

Replace the existing subclause wit the following:
The presence of HIGH VOLTAGE PARTS shall be
markead with the symbol "dangerous voltage” (see
Appendix D, Table DI, Symbol 6) and in the
Korean language.

Nr&

681

Insert the following sub-clause after the last
paragraph:

Language of accompanying documents shall be
included in Korean.

The documents will he
translated into Korean.

Fass

General

Mational supply voltages are 110Y, 220V and 320
Y

L

Fass

General

COnly appliances having supply frequency of 60 Hz
or a frequency range including 60 Hz are accepted.

Fass

General

Instruction manuals and appliance markings
related to safety, including nameplate, shall be in
Korean or graphical symbols in accordance with
|IEC Publication 417

Confirmation the instruction
manual will e translated into
the Korean language provided
via declaration letter.

Fass

General

Plugs for connection of the eguipment to the supply
mains shall comply with the Korean Standard (KSC
8305 and 8300). More details are available from
KTL {cfo KTL) on request.

Instructions are provided o
allow selection of a plug that
complies with Korean
Standard (K3C 8305 and
a300).

Fass
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IECEE CB Test Certificate®} Test Report(el|A])

DE 3 - 4386

F| SCHEME

JELLE DE

ELEC TF{‘f_J v

Froduct
Produi

Mame and address of the applcant
Nom et adresse du demandeur

Mame and address of the manufacturer
Ném et adresse du fabricant

Mame and address of the factory
MNom et adresse de Fusine

Rating and principal charactanstics
Valsurs nominales &f caractéristaues princigales

Modelitype Ref
Reaf de type

Additional information (if necessarny)
Infarmation complémantaine {si nécessaing)

A sample of the product was tested and found
to be in conformity with

Un échantillon de ce produit a £t& essaye et a &
considéng conforme & a

s sluwn in ne Test Repunl Rel, No

which form part of this cerificate

comme indiquwe dans ke Rappon d'essais numénds
e rférence qui Cconstitue une partie de oe
certifical

susd by the Ma
établi par MOrgar

Crate,

2009-11-24
CB 09 11 41505 083

TUV SUD Product Service GmbH - Cenification Body - Ridlerstrasse 65 - D-8033%9 Manchen

CB TEST CERTIFICATE
CERTIFICAT D'ESSAI OC

Holter ECG
Digital ECG-holter recorder

Rated Input Voltage: 1.5M12V

Rated Frequeancy: DC

Protaection Class: imernally powearad
Applied Part Type: BF

IEC 60601-1/A2:1965
IEC 80601-2-47:2001

052-3568T85-000

| Carification Body

wrme National de Certification

‘5-;:-
ff’ il
Manired Appel

Product Sendice

Paaea 1 0f1
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Test Report issued under the responsibliity of:

NCB 1OV SUD Product Service GmbH
Ridlerstr. 65

D - 80339 Mdnchen

Germany

Product Servica

TEST REPORT
IEC 60601-2-47

Medical electrical equipment
Part 2: Particular requirements for the safety, including essential performance, of ambulatory
electrocardiographic systems

Report Referance No. .................... 1 | 0892-356765-000

Date of Ig8U8....c.ioie e :  Refer to CB certificate

Total number of pages.......o 23

CB Testing Laboratory ..........c...... . TUW SUD PRODUCT SERVICE, Ridlersfrazse 65, D-80239 Munich

Falialis [ - 1 - R R OBt UL e Lo PR i Ridlerstrasse 85, D-80339 Munich

Applicant's name .............o.oeeeennin :

Address s e e R :

Test specification:

Stapdard s | IEC 60601-2-47: 2001 {First Edition) for use in conjunction with
IEC 60601-1;1988 + A1:1991 + AZ:1995

Tost provedirg, ... i s i | CB Schame

MNon-standard test methed. .0 | NG

Test Repert Form No. .....c.c.......... . IECE0801_2_47C

Test Report Form{s) Originator ... :  Underwriters Leboratories Inc.

[TF: 1 e e 1 Dated 2008-11

Copyright © 2006 |IEC System for Conformity Testing and Certification of Electrical Equipment
(IECEE), Geneva, Switzerland. All rights reserved,
Thas puddlication may be reproduced in whala orin par for non-commarcial purposes as long as the IECEE is acknowhedged as

copyrighl cwner and ecarca of the matarial. IECEE takes no respongibiity for and will net assurme liability for damages rasulting from
The regders inferprelation of the reproduced material due o its placement and context.

If this Test Report Form is used by non-IECEE members, the |IECEE/IEC logo and the referenca ta the CB
Scheme procadure shall be removed.

This report is not valid as g CB Test Report unless signed by an approved CB Testing Laboratory and
appended to a CB Test Certificate issued by an NCE in accordance with IECEE 02.

Tast item description........cccaeeiiinnn 2
Trade Mark........c.ooooiiiminnn e reeeen &
Manufacturer............ PO oo -

ModelType reference.. s
A0 v s sia s s im s mppcocar
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O WALA ¢tdo] &I AlY A E o A](IEC 60601-1-3)
- FA A7) 7] 7191 F A S (ECEE) o] ¢&ta] Felute o= A& 7%

— TEST REPORT

DOC.NUM.: RECEDT100 IEC 60601-1 ,_1_1' -1-3, '1'4:'2'?1 _2_23, 2-32

Rew: 4.0 0 i

bl s Medical el-actrl_c equipment TN R helniznd
Part 1: General requirements for safety Fracishy niges

Report

Reference No.. e 12307250 DDA
Compiled by (+ signature) ..
Approved by (+ signature) ...

Date of IS5UE.....cccvvi i e 2008-07-29
ONBSNES. ....ocimnammnsn i i e rmsamensnsns s 22 PAGSS

This repart Is based on @ blark dest report e was prepared by KEMA Lsing irfamaticn sbiained Som the TRF eriginalon (sae below),

Testing laboratory

. TOW Rheinland Japan Ltd., Global Technology Assessment Center
1 4-25-2 Kita-Yamata, Tsuzuki-ku, Yokohama 224-0021 Japan

IEC 80801-1:1988+A1:1998+A2: 190
IEC B0601-1-1:2000

IEC 60801-1-3:1894

IEC 60501-1-4:1896 + A1:1889

IEC 60601-2-T:1998
IEC G0601-2-28:1293
IEC GD501-2-32:1984

Testprocedure . ... - ICB schame

Procedure deviation. ... S MLAL

MNon-standard test method............. R (o i

Test Report Form/blank test report

Test Report Form No.............____: 4SSt eaeer e 01_1_3B/ IECS06801_1_4C
JECB0601 2 288/ IECB0601_2 32C/ IECS0801_2_7C

TRF origimator. ... DULJULSFULSUL S UL FUL P UL

Master TRF.........coooceines e o Dated 97-04 [ 056-08 / 06-08 / 06-09 / 08-09 / 06-10 / 06-11

Copyright reserved to the bodies participating in tha Committee of Cerification Bodies (CCB) and/or the bodies
partlcnpa‘tlng in the CENELEC Certification Agreement {CCA}

Test item

Description. ... . K-RAY TV SYSTEM

Tradermark o

Model andfor type reference ... X-RAY TV SYSTEM SOMNIALVISION safire1?
Manufacturer................. i, Bame as applicant

_30_



12307250 001 Page 2 of 122 -
. A TivRheinland’

IEC 60601-1

EREER . o ey

- 3N 200/380/400/4 15/440/480VAC, 133kvA, SOMG0HE

Input REnG{S) o memeceicninca
1N 20042200230/240VAC, 9.8kVA, 50/60H=z

Particulars: test item vs. test requirements
Classification of installation and uge ... Permanently instafled

Supply conneetion. ... i - PErmanently installed

Test case verdicts

Test case does not apply to the testobject.............. TMIA

Test itent does meet the requirement ... . P{ass)

Test item does not meet the requirement ... - Flail)

Testing

Cate of receiptoftestbem .. T MIA

Date(s) of performance oftest. .. eeo T 2008-06-27 — 2008-06-30

General remarks

This report is not valid as a CB Test Report unless signed by an approved CB Tesfing Laboratory and
appended to a CB Test Certificate issued by an NCB in accordance with IECEE 02.

"This test report shall not be reproduced except in full without the written approval of the testing laboratory.
The test results presented in this report relate only to the item tested.

“{=ee remark #)° refers to a remark appended to the report.

“{=ee appended table)” refers to a table appended to the report (zame number of table as number of clause).
Throughowut this report a comma is uzed as the decimal separator.

Summary of compliance with National Differences:
EN 60601-1:1990+A 11993 +A2:1995+A 131996
EN 60601-1-1:2001

EN B0601-1-3.19594

EMN 60601-1-4: 1996 + A1:1959

EN B0&801-2-7:1998

EN B0801-2-25.1993

EN B0B01-2-32:1554

UL 60601-1:2003 Re6.03

CANICSA-C22.2 Mo. B01.1-M90

JIS T 0601-1:-1999

JIS T 0601-1-1:2005

Summary of compliance with Mational Differences (for explanation of codes see below). US, CA, JP
CA=Canada, US=United States of America, JP=Japan
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12307250 009

Page 62 of 122

[,}_ TUVRheinland*

IEC 60601-1-3
Clause Raqu'frement- Test Result — Remark | Verdict
4 General Requirements For Tests P
42011 Statement of compliance is expressed in Statement of compliance is P
accordance with this Standard ... ... 2| stated in Operation Manual.
Refer to clause 6.5 of the
ICEGDG01-1 part of this test
report.
6 IDENTIFICATION, MARKING, AND DOCUMENTS
6.1.202 All sub-aszemblies, components, and All sub-azsembly components
ACCESSORIES of X-RAY EQUIPMENT that can be are adequately marked for
removed are marked so that they can be correlation with their
identified and cormelated with their ACCOMPANYING | respective accompanying
DOCUMENTS documents
- Interchangeable devices are distinguizhable fo | Mo interchangeable devices [ £8
the OPERATOR
Markings permmanently affixed and clearly legible | See general standard P
per Clause & of Part 1 IECE0601-1 part of thiz test
report
6.8 Accompanying documents P
68201 ACCOMPANYING DOCUMENTS include the required Operation Manual provided
statements per sub-clauses in Table 202
68202 ACCOMPANYING DOCUMENTS identify the items they P
refer to and include replication of information
required to be marked on the items
Information on the location and content of Information provided P
required markings on subassemblies is provided
a) For accessible markings, the location of the P
markings and instructions enabling them to be
inspected
b} For markings inaccessible in complete P
assembly
1) Replication of the information marked on the Replicated in manual P
sub-assemblies, or
2) A list of the subassemblies with references to P
their accompanying documents
ASSEMBLING INSTRUCTIONS for items supplied To be installed by the P
separately from main assemblies are provided authorized service personnei.
Instaliation manual provided
29 X-RADIATION P
292011 The operating range of X-RAY TUBE VOLTAGE for Mot intended for dental WA
dental applications restricted per Table 203 (kV) .2 | applications
29201.2 First HALF-VALUE LAYERS attained were not less 2. 78mm Al at TOKY (=2.1mm P
than the minimum values in Table 204 {mm Al) ;| required)
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& Z Atedl

2

O Ay ¢ B AP A7 44
- AR 71715 A = (IECEE) 9l &J38to] &t o= AP 7|
- IECEE CB Test Certificate®} Test Report(el|A])

ec]z ]

[IEC SYSTEM FOR MUTUAL RECOGNITION CB EMC TEST
OF TEST CERTIFICATES FOR ELECTRICAL CERTIFICATE
EQUIPMENT (IECEE)

Eleciranic APEX Locator

Mame and address of the applicamt

ragme nnd addrcss of the maommidfae ey Same as applicant

Mame and addresis of the faciony Same as applicant

Rafungs and principal characteristics Battery: 4. 5%d oo, {1 Bvd.o. x 3EA, typea: LR3, size: Mﬂ}

Frademark (i any)

Madel ¢ Type Rof IHODTO R, -ROOT 100 mini |

Additional infermation (il mesessary may slso be reporniod
on pages 20

| 4 zumple of the product was tested and found IEC 60601-1-2: 2007 (Ed 3) I

1o he di conforminy with

Ag shown s the Test Repon Rel Bk which fooms pan of FE20501/RF-EMGD03932 I

this Certificute

Thizs CB Test Certificate is issued by the National Certification Body of Finlkand

SOS Fimko's vef.no. 264523-1 SGS Fimko Ltd

. et
Date: 21 June 2011 Signature: ,/.&7’ /7%

Arl Honkala
Product Line Manager
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I EC @ Test Report issued under the responsibility of:
—] = SGS
B .

TEST REPORT
IEC 60601-1-2

Medical Electrical Equipment
PART 1-2: General Requirements for Basic Safety and Essential Performance
Collateral Standard: Electromagnetic Compatibility

Report Reference Mo ... | Fe20501/RF-EMG003932

Date ol iB8le ... iz o AR TG 20T

Total number of pages ...

CB Testing Laboratory.._................ - 5G5S Korea Co. Lid.
Address ... 18234, Sanbon-dong, Gunpo, Gyeonggi-do, Korea

Applicant’s NAME. ...
AR e e e z

Test specification:

StndEn e JIEC 60601-1-2 (ed 3)

TSl prOCedEle | . s JCB

Mon-standard test method.. ... LbLS

TestReport Form MNo_................. o IECeDE01_1_2BEMC

Test Report Form{s) Ongnator........ : Underwriters Laboratories Inc.
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TOGKON

= Leaders in Life Science and Technalogy

TOXIKON FINAL GLF REPORT:

L9129 MEM ELUTION TEST - 1SO

Test Anticle

Fina!
September 1, 2006

21 CFR, Pan 58
Good Laboratory Practice for Non—Clinical Laboratory Studies
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Performing Laboratory
Toxikon Corporation
15 Wiggins Avenue
Bedford, MA 01730

Sponsor
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TIXIKION

STUDY SUMMARY

No biological reactivity (Grade () was observed in the L929 mammalian cells at 48 hours, post
exposure to the test article extract. The observed cellular response obtained from the positive
control article extract {Grade 4) and negative control article extract (Grade 0) confirmed the
suitability of the test system. Based on the criteria of the protocol, the test article,

. is considered non—cytotoxic and meets the requirements of

the Elution Test, ISO 109935 guidelines.

Page 3 of 9
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QUALITY ASSURANCE STATEMENT

This study was conducted in compliance with U.S. Food and Drug Administration regulations set
forth in 21 CFR, Pan 58,

The sections of the regulations not performed by or under the direction of Toxikon Corporation,
exempt from this Good Laboratory Practice Statement, included characterization and stability of
the test article and its mixture with carriers, 21 CFR, Parts 58.105 and 58.113.

The Quality Assurance Unit conducted inspections on the following dates. The findings were
reported to the Study Director and to Toxikon's Management.

DATE OF DATE REPORTED  DATE REPORTED
INSPECTIONS INSPECTION STUDY DIRECTOR  MANAGEMENT
DOSE
ADMINISTRATION 0825/06 08/25/06 08/25/06
RAW DATA 09/01/06 09/01/06 09/01/06
FINAL REPORT 09/01/06 09/01/06 09/01/06

® 0 0 0000000000000 00000000000000000000000000000006000000000

ot/

00000000
®0 000000000
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STUDY DIRECTOR SIGNATURE AND VERIFICATION DATES

This study meets the technical requirements of the protocol. The study also meets with the
requirements of the Good Laboratory Practice Regulations, 21 CFR, Part 58, with the
exemptions as stated in the Quality Assurance StatemenL

Protocol Number: AMD/VITRO/003-06/000

Study Director: Patricia $. Grutkoski, Ph.D.

Company: Toxikon Corporation

Signature EL S, f_ _!QI .
Date: ? / I .

Swmudy Supervisor: Patricia S. Grutkoski, Ph.D.

VERIFICATION DATES:

Protocol Effective Date: 08/11/06
Test Article Receipt: 08/22/06
Project Log Date: 0R22/06
Extraction Dates: 0824/06 — 08/25/06
Technical Initiation: 0825/06
Technical Completion: 0827/06
Page 5 of 9
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1.0 PURPOSE

The purpose of the study was to determine the biological reactivity of a mammalian cell culture
(L929) in response 1o the test article. The study was designed for the evaluation of test article
extracts (¢.g., polymeric materials, high—density materials, etc.).

2.0 REFERENCES
The study was conducted based upon the following references:

2.1 IS0 10993-5, 1999, Biological Evaluation of Medical Devices - Pant 5: Tests for
In Fitro Cytotoxicity.

2.2 IS0 10993-12, 2002, Biological Evaluation of Medical Devices - Part 12:
Sample Preparation and Reference Materials.

23 ISOVIEC 17025, 2005, General Requirements for the Competence of Testing and
Calibration Laboratories.

3.0 COMPLIANCE

The study conformed to the current FDA 21 CFR, Part 58 - Good Laboratory Practice for
Non-Clinical Laboratory Studies.

4.0 IDENTIFICATION OF TEST AND CONTROL ARTICLES

The Sponsor supplied the following information on a test requisition form or other
correspondence, wherever applicable (excluding confidential or trade secret information). The
Sponsor was responsible for all test article characterization data as specified in the GLP
regulations.

4.1 Test Aricle:

Test Article Name:

CAS/Code #: Not Supplied by Sponsor (N/S)
Lot'Batch #:

Physical State: N/S

Coler: N/S

Expiration Date: N/S

Density: N/S

Stability: N/S

Solubility: N/S

pH: N/5

Storage Conditions: Room Temperature
Safetv Precautions: Standard Toxikon Laboratory Safety Precautions

Page 6 of 9
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4.2 Control Articles {Toxikon Supplied):

42,1 Negative Control Article Name: Negative Control High Density Polyethylene
(Megative Control Plastic)

Toxikon QU #: CSC-04-05-009-CC

Physical State: Solid

Color: While

Storage Conditions: Room Temperature

Safety Precautions: Standard [aboratory Safety Precaution

4.2.2 Positive Control Article Name: Natural Rubber
Toxikon QC #: CSC-05-03-005-CC

Physical State: Solid

Color: Amber

Stability: Stable at Room Temperature

Storage Conditions: Room Temperature

Safety Precautions: Standard Laboratory Safety Precautions

5.0 IDENTIFICATION OF TEST SYSTEM

The test system was mouse fibroblast L929 cells. The cell line was obtained from the American

Type Culture Collection, Manassas, Virginia.

6.0 JUSTIFICATION OF TEST SYSTEM AND ROUTE OF ADMINISTRATION

6.1 Historically, mouse fibroblast L929 cells had been used for cytotoxicity studies because they

demonstrate sensitivity to extractable cytotoxic articles.

6.2 The test article was extracted and administered in vifro to mouse fibroblast L9229 cells
through a solvent compatible with the test system. This was the optimal route of administration

available in this test system as recommended in the [SO 10993-3 guidelines.
7.0 EXPERIMENTAL DESIGN AND DOSAGE

7.1 Preparation of Test and Control Articles:

7.1.1 The extraction vehicle was Serum—Supplemented (Complete) Minimum Essential
Medium (MEM) supplemented with 10% fetal bovine serum. Per Sponsor’s request,
representative samples of each component of the test article were pooled and extracted. The
test article (2.0 g) was extracted in 10 mL of medium (0.2 g per 1.0 mL ratio) at 37 £ | °C for

24 + 2 hours.

7.1.2 Extracts prepared with complete MEM were tested at 1009 {neat) concentration.

7.1.3 The positive control article (Natural Rubber) and negative control article (Negative

Control Plastic) were similarly prepared and extracted.

Page 7 of 9
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7.2 Pre=Dose Procedure:

7.2.1 Cell Culture Preparation:
Cultures of L929 cells were initiated in complete MEM not less than 24 hours prior to testing

and incubated at 37 + | °C, in a humidified atmosphere containing 5 + 1% carbon dioxide.

7.2.2 Extracts were evaluated for a change in pH. No adjustment was necessary since the
pH of the extract was within + 0.2 of the control medium. The extracts were filter sterilized

by passage through a 0.22 um pore filter, prior to being applied to the cell monolayer.

7.3 Dose Administration:
A volume of 3 mL of the test article or control anticle extract was used 1o replace the
maintenance medium of the cell culure, All extracts were tested in triplicate.

74 Post—Dose Procedure:
All cultures were incubated for 48 £ 2 hours, at 37 £ 1 °C, in a humidified atmosphere containing
5 + 1% carbon dioxide,

8.0 EVALUATION CRITERIA

8.1 The response of the cell monolayer is evaluated under a microscope. Cytochemical stains
are used in the evaluation. The biological reactivity (cellular degeneration and malformation) is
rated on a scale of 0 to 4. The test system is considered suitable if no signs of cellular reactivity
(Grade 0) are noted for the negative control article and the positive control article showed greater
than a Mild reactivity (Grade 2). The test article meets the requirements of the test if none of the
cultures treated with the test article show greater than a Mild reactivity (Grade 2). [f the
suitability of the sysiem is pot confirmed, the test is repeated.

Grade Reactivity Description of Reactivity Zone
1] MNone Discrete intracytoplasmic granules; no cell lysis
1 Slight Mot more than 20% of the cells are round, loosely attached, and without
imtracytoplasmic granules; occasional lysed cells are present
2 Mild Not more than 30% of the cells are round and devoid of intracytoplasmic
granules; no extensive cell lysis and empty areas between cells
3 Moderate Mot more than 70% of the cell layers contain rounded cells or are lysed
4 Severe Nearly complete destruction of the cell layers

8.2 The study and its design employ methodology to minimize uncertainty of measurement and
control of bias for data collection and analysis.

Page 8 of 9

_48_



TN FKIRN

9.0 RESULTS

At the 48 hour observations, no signs of cellular reactivity (Grade () were observed for the
negative control article and the test article extracts, Severe signs of reactivity (Grade 4) were
noted for the positive control article extract at the 48 hour observation,

REACTIVITY Gm:g
Test Article i i
Time Date Mediom Negative Positive
A B C A B C A B C A B C
OHours |082506| o0 | o | 0 | o | 0 | 0 | 6 | o0 | 0 | 06 | 0 | o
24Hours |0826006 | o | 0 | 0o | o | 0o | 0 | 0 | 0 | 0 | 3 | 3 | 3
ABHows | 082706 0 | 0 | o | o | o | 0 | o | © | 0 | 4 | 4 | 4

10.0 CONCLUSION

No biological reactivity (Grade () was observed in the L929 mammalian cells at 48 hours, post
exposure to the test article extract. The observed cellular response obtained from the positive
control article extract (Grade 4) and negative control article extract (Grade 0) confirmed the
suitability of the test system. Based on the criteria of the protocol, the test article,

is considered non—cytotoxic and meets the requirements of
the Elution Test, 1SO 109935 guidelines.

11.0 RECORDS

11.1 Original raw data are archived at Toxikon Corporation.

11.2 A copy of the final report and any repornt amendments is archived at Toxikon
Corporation.

11.3  The original final report, and a copy of any protocol amendments or deviations, is
forwarded to the Sponsor,

11.4  All unused test article shall be disposed of by Toxikon, per Sponsor’s request.
12.0 CONFIDENTIALITY AGREEMENT

Statements of confidentiality were as agreed upon prior to study.

Page 9 of 9
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English version of the
“Certificato di Conformita alla Buona Pratica di Laboratorio”
issued by the Italian Ministry of Health (“Ministero della Salute”)
This translation has been prepared by Eurofins Biolab SrL:
the original ltalian document bear witness to the authenticity of this document.

Ministero del Lavoro della Salute e delle Politiche Sociali
Dipartimento Prevenzione e Comunicazione
Direzione generale della Prevenzione Sanitaria
Ufficio VI

STATEMENT OF COMPLIANCE WITH THE GOOD LABORATORY
PRACTICE
(Legislative Decree 02"! March 2007, N. 50 — Directive 2004/9/EC)
Rome, October 12th 2010 Certification: 121/2010

In conformity with the article 4 paragraph 1 of the Legislative Decree N. 50 of 2" March
2007, with the

article 5 of ministerial decree of 4" July 1997 and considering positive results of inspection
performed

on June the 21 to 22™ 2010

WE CERTIFY

that the Test Facility

Is qualified to carry out in compliance with the Good Laboratory Practice as set forth in the
Annex |l of the aforesaid Legislative Decree:

C.SOC. € 100.000i.v
P.IVA 00762140960
CF 03765750157
REA MI 966696
D-U-N-8 429117112
CITO05 4-385
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1) Physical-Chemical Tests

- Percent purity

- Impurities characterization, including isomers and secondary products
- Principal impurities percent

- Identification and dosing of stabilizing compounds, including inhibitors or other additives,
- Spectra characterisation

- Elemental analysis

- Melting point

- Boiling point and boiling range

- Relative density

- Vapour pressure

- Water Solubility

- Liposolubility

- Partition coefficient

- Hydrolysis rate as pH function

- Organic solvent solubility

- Dissociation constant in water

- Thermal stability and degradation products identification

- Flash point — solids (EEC methods)

- Flammability

- Oxidising properties — liquids (Federal Register Method)

- Oxidising properties — solids (EEC method)

- Appearance

- Acidity/Alcalinity and pH

- Wettability

- Foaming persistence

- Suspension properties and stability

- Sieving test and indication on granules ponderal distribution

- Active ingredient content in or on particles of baits, granules or treated seeds
- Emulsion, ri-emulsion and emulsion stability properties

- Physical and chemical compatibility with other properties

- Analytical methods to determine phytosanitary product composition
- Apparent density with or without compaction

- Loss on drying

- Sulphuric Ashes

- Water content determination

- Granulometry

- Dissolution rate of hydrosoluble bags

2) Toxicity Studies

- Acute and Repeated dose (28 days) Toxicity Studies

- In vitro and in vivo skin and eye irritation and corrosion
- Skin sensitization Studies

C.50C. € 100.000i.v
P.IVA 00762140960
CF 03765750157
REA Ml 966696
D-U-N-S 429117112
CITOOS5 4-385
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3) Mutagenesis Studies
- Salmonella Typhimurium reversion assay

6) Residual Studies

Analysis methods, included recovery rates and residual limits of detection in:
- Treated plant, vegetal product, food and feed

- Soll

- Water (including potable water)

- Biological fluids as well as animal and human tissue

9) Others

Biocompatibility Studies

Studies are performed both in vivo and in vitro:
- Citotoxicity studies

- Cutaneous irritation studies

- Intracutaneous reactivity

- Mucosae irritation

- Skin sensitization studies

- Systemic Toxicity studies

- Implant Studies

Stability Studies
- These kind of studies are performed at different environmental conditions

Efficacy Evaluation Studies

- Bactericidal activity

- Fungicidal activity

- Sporicidal activity

- Evaluation of the efficacy of the preserving system
- Palatability and rodenticide efficacy studies

- Virucidal activity

- Mycobactericidal activity

Set up and validation of analytical methods studies

- Analytical methods to determine the pure active substance, its degradation products,
isomers,

impurities and additives

- Microbiological methods

- Biological methods for in vitro and in vivo dosage

- Methods for endotoxins determination (LAL Assay)

Ecotoxicological Studies

- Ready biodegradability (OECD 301)

- Aerobic biodegradability (ISO 14593)

- Inherent biodegradability (OECD 302)

- Final aerobic biodegradability (1ISO11734)

C.SOC. € 100.000i.v
P IVA 00762140960
CF 03765750157
REA MI 966696
D-U-N-S 429117112
CITO05 4-385
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- Active Sludge Respirometry (OECD209)

- Inhibition assay on Algae growth (OECD 201)

- Immobilization on Daphnie (OECD 202)

- Fish acute toxicity assay, static conditions (OECD 203)

- Fish prolonged toxicity assay, semistatic conditions (OECD204)
- Daphnie reproduction assay (OECD 211)

The present certificate is considered valid during 24 months from the issue date.

This certification will not be renewed, after its expiry, if no request is presented for renewal,
according toparagraph 2 of article 4 of D.M. 4th July 1997 (issued on G.U. N. 229 of
1/10/1997), and at the latest 90 days before the expiry.

UFFICIO VI DIRECTOR
Dott.ssa
Grazia Ballacci

C.S0C. €100.000i.v
P.IVA 00762140960
C.F 03765750157
REAMI 966696
D-U-N-S 429117112
CITO05 4-385
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1. Copy of the GLP-Certificate

BAYERISCHES LANDESAMT

FUR GESUNDHEIT UND LEBENSMITTELSICHERHEIT,

LANDESINSTITUT FUR ARBEITSSCHUTZ UND PRODUKTSICHERHEIT
Plarsiralle 3 B0538 Munchen  Telafon (0BE9) 21 84-0

GLP-Bescheinigung/Statement of GLP Compliance
(gemailaccording lo § 19b Abs. 1 Chemikaliengeselz)

Eing GLP-Inspeklion zur Ueerwachung Assassment of conformily wilhn GLP
dar Einhaftung der GLP-Grundsatze according to Chemikalisngesats and
gemal Chemikaliengasets baw Richt Direciive 20¢8/0/EC ot

lime 2004/FEGS wurde durchgelfahri in:

E] Proteinrichiung/ Test faciliiy D PrulstandosrifTes! site

GmbH

i tialun fe Dadesciingg il Agresssilisegutescal name 500 ad=snt

Priffungen nach Kategorien/Areas of Experise
igermaliacsonieng Chem Pty GGLR b % YWOE O gusd docmt

2 Prifungen auf toxlkologische Eigenschaften
3 Priifungen auf mutagenas Eigenschaftan
8 Sonstige Prifungen:
a) Mikrobloclogische Sicherheitaprilfungen
b} Wirksamkeitspriifungen an Zellkulturen
Datum der Inspektion/Date of Inspection

i T g Morun Jehiday menih veet)

DimiDer garannils PrifencchtongProfstandan The abowe mentioned test lacidynes cie m
befinde! Sich m nabonalen GLP-Ubarsachungs:  ncluded o {he natonal GLP Compance
vBranIgn und wird rageimatig aul Einfallung dar  Programme and is rmspecisd on & regular hass
GLP -Grendssize bbarwacht

Auf der Grundlags das Inspektonsbarichles wod  Based an (he InBpaclion rapor 4 san Be confinmadt
Mermd basiatigh dass o dieser Prufesrichiung! oy (v et faciityiest gie 1 abie 10 conduel (he
dornzm Prufstogidac ass aban genanmian Poul. abarementored siLdES it SompEEnce with e
TGN Nt wliung der GLP -Grundasize Prneiplss of GLP

dhurchpefubin s den konnan
/ Minchen, 08 04 2009

Ritter | /- F TS
Lateruler Gewerbadirekios
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— 150 10933-52009
— USP, Biclogical Reactivity Tests, fn Vitro
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3. NE 22 & =X

AMEHN AFEE A== ZE I HAE 1.

31 29 & oY aez | B Fa8)

3.2 & S0 - MEM

33 ME SES EH ZEMEAFEET|(A-Scan synergy]® 74 E |mmersion shell
(PN24—4100)8 BER

FHSFH EX E=4 FEZENE SEEXH

FEE 4.0g 20me 37°C, 24AI2E

L
o

3.4 SHEESE © High—density Polysthylene AM

3.5 ZHEEE - Matural Rubber

3.8 AlEH
. Mouse Fibroblast Cells [ATCC CCL 1, Clone 929, of Strain L, or eguivalent source)

CYTOTOXICITY TEST - MEM ELUTION kt] EEEmwiE
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4. ME 2HE

4.7 BHEFY R HIIZHH S
HITZo Hj2Fek2 Minimum Essential Medium{GIBCO BRL)M Fetal Bovine Serum{GIBCO BRL).
Penicillin-Streptomycin[SIGMAIE &IJI6HH METHTCH HEF= S22 28 2= HEAMA H
LN SET|E T, 5% CO:S ES=E7| &HE 37C BHZILRHA tisra, O 2-3& OHCF

MZ® HIZFE=S HIEHZF SHE L

42 AE IE
HES SIS T %e % MZES Z4E sllHESE 8PS0, 6 Well Plated 2F Well &
1x10° cells/me S92 HEZZ 4med 2F Welllff =F5rS0CH 18 B $ HES CHEBYAES
B0i5t0. HEZ2 Confluency?t 80% O/&0I1. 27 Well2l AT HHeE £ ARSE, S50
ESE ¥ YHUESEY SEYE 4md W FZISHH 48AIZH BY2SHELE

43 4 o © F
Bi2r &+ 24A12F, 4BAIZHH BOIFE 0ESHH HIZY SEEX W EEZE EcHEO. g
git= OHchE Tablell Mt S22 HEE0. SHHEZ0 053, ¥HUETZ0 4SS 04
A, NEMEHI Igs 222 DoEi ABEAES Es E0 oE S50 20iore 3=,

ABEEEN HEISH0 2= A=2E BEGEHLE

Grade| HReactivity Conditions of all Cultures

0 Mone Maoncytotoxic! Discrete intracytoplasmic granules: no cell lysis

Slightly cytotoxic Mot more than 20% of the cells are round, loosely
1 Slight attached, and without intrecytoplasmic granules: occasional lysed cells
are present

Mildly cytotoxic: Mot more than 50% of the cells are round and devaoid
2 Mild of intracytoplasmic granulesino extensive cell lysis and empty areas
between cells

Moderately cytotoxic. Met more than 70% of the cell layers contain

3 Madeiats rounded cells or are lysed

4 Severe Seversly cytotoxic: Nearly complete destruction of the cell layers
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: Software Design Specification
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[ I:Software Design Specification

2. General context

The software/| | shall be implemented as an| |
into a specific hardware environment. The environment is specified in Tab 1.1. The software
shall have | las described on state diagram in Fig. 1.1.

1. User interface - setting up and starting a recording, | |
2. Recording - recording of the ecg signal to the| |
3. Remote control/online transmission — communication witH

| Funnectiun

Turn ¢
i

-~ M >,
:--!\k User Interfaca 1ot

A
o A

- i -
| :
-y
|
- Recording ]
L
|

Tum off

Fig.1.1: State diagram — basic software states and

Tab 1.1: Hardware specification

© " Component. folo omee e Spacification
CPU . I
File system | I—
RAM — —
Display 1
Storage [ ___ ]
Peripheral Port | |
Wireless Connectign [ L

1.1. User Interface

All the user interface shall be implemented as a set of screens andl - |
Because of the limited operation memory size only one common[______]and one modal

{" ] can be allocated at a time. | khall be connected to a
message loop from buttons and shall be routed from applicatior| pf
the particular :Il:l is responsible for creating a new one before

}

o) 54
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|:|: Software Requirements Specification

1 FUNCTIONAL REQUIREMENTS

1.1 Performance

1.1.1  Purpose of the software

The software is intended to be used by trained operators under direct supervision of a
licensed health care practitioner on adult and pediatric patients. The software shall consistof[ | The
first part drives the hardware components of the unit to acquire and storethe[  |measured on its
input and the second part provides the operator with a user interface.

The user interface part of the software shall allow the user to setup the recording, start the recording, setup
the unit, display information about the unit. Also the software shall signal whenC_——get loose or fallen
off a patient and allows short voice recordings on user's demand.

Data acquisition functions of the software are sampling and reading [ |
detection, detection of]| |and saving all data to a |

The software does not perform any medical related data analysis.

1.1.2 |:|requirements

Software[____|shall use unit's internal |:|for all actions especially for signal sampling. Standard
sampling frequency shall be

1.2 Physical characteristics

The software shall be implemented as an embedded system inl:Ilanguage. All the functionality shall be
implemented specifically for the hardware provided which is specified in the next chapter.

1.3 Computing environment under which the software is to perform

S0 Component |- ° . ‘Specification = -
CPU ™
File system
RAM L]
Display | |
Storage | ] |
Peripheral Port L 1
Wireless Connection I 1
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Scoftware Validation Repart

1 Validation of SW|

Software validation refers to establishing, by objective evidence, that the software conforms to the user needs and
intended uses of the device. Software validation is a part of design validation of the finished device. It involves checking
for proper operation of the software in its actual or simulated use environment, including integration into the final device
where appropriate. Software validation is highly dependent upon comprehensive software testing and other verification
tasks previously completed at each stage of the software development life cycle. Planning, verification, configuration
management and many other aspects of good software engineering are important activities that together help to support
the conclusion that the software is validated.

Validation is done according to Std 1012-1998 IEEE Standard for Software Ferification and Validation.
IEEE Standards Collection: Software Engineering. |
1

Document used for validation of

- Software requirements specification ' definition of functionality of system
- Testreportversion[  laccorangIestprotocol |
- Risk analysis durin development

- Verifications of SW

Validation is done according to inwml ersion| |

Risk analysis is done according to — Risk Analysis version

The following paragraphs refer to Software requirements specification. All points described there were checked during
validation.

2 FUNCTIONAL REQUIREMENTS

2.7 Performance PASSED!

2.1.1  Purpose of the software

The[__ Junit software is intended to be used by[_____ Joperators under direct supervision of a

licensed health care practitioner on adult and pediatric patients. The software shall consist of two parts. The
first part drives the hardware components of the unit to acquire and store the measured on its
input and the second part provides the operator with a user interface.

The user interface part of the software shall allow the user to setup the recording, start the recording, setup

the unit, display information about the unit. Also the snﬂ\m_sjlajl‘ signal when |

Data acquisition functions of the software are sampling and readingl |
detection, detection of artificial cardiac| |

The software does not perform any medical related data analysis.

21.2 Daqulrements PASSED!

Software___|shall use unit's internal— Jor all actions especially for signal sampling. Standard
sampling frequency shall be

2.1.3 Physical characteristics PASSED!

The software shall be implemented as an embedded system in :hanguage. All the functionality shall be
mplemented specifically for the hardware provided which is specified in the next chapter.
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6. Software Design Specification

6.1. Total Process Flowchart

| Start

-

)

.

Work-List Update
and Study Selection

.

Exam
Registration

Add Exam

—

Scanner
Module

¥

Review

Image
Tranmission

¥

[ 1]

Close Study

Image
Priocessing

-

Imags
Generation

b4

b4

Image CO Y
DWD Save

Create Study from Work-List
Retrieve work list from Work-list server by query.
Display retrieved work list in list control.

Dpen Image by
Imizge Viewer

1

o

o
A
o

v

Start search by input data in search field and press enter.
Selected study is started when the study is double clicked by left mouse button or click

ia N
fC Finish

v In the list control, |

6.1.2

Patient Registration Process

Date of Birth: Input in a form of |

2
v New patient can be added through new patient registration process.
"
"
"

Display error message and let user re-input when there are errors in compulsory input
field or dafe of birth.

o5y



8. Software Verification and Validation Test

8.1. Verification Test

v Test Cateqories
Scanner Module
Database Module

Image Processing Module
Viewer Module

Stuy List Module
Transfer Information List Module

Patient Registration and |:|

v Procedures

Check to ensure all components ara comectly connected.

Indicate which companents have been used; indicate manufacturer and frade / model name of product, version number of software etc.
Execute the tests in the table below.

Recard the output for 2ach testin el leolimn,

After executing all tests, compare the with th& iand then mark either Pass (P) or Fail (F) in the

If any additional comments need to be made, nate the comments in the
Altach any related notes, references, test data used, and all printed reports with the test report, and indicate he related Test Number on each reference.
Upon completion of the tests, the executer should sign under |

o 54
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Document title Document No. | | Revision @
Specification Verification Test Procedure
T- 6 1of16
- ]
AUTHORIZATION
NAME SIGNATURE DATE
Issued by: [ ] l:|
Approved by: L ] . " |:|
Approved by: | | | | '
pp Y : e S
REVISION HISTORY
REVISION # DESCRIPTION DATE
1 New Issue [ ]
2 Change of tidal volume and rate based on new 12/19(_|
specifications — revision 7
3 Change of rate, pressure and addition of the 9120/
disconnect alarm
4 Sensitivity test changed to match product 12/9/(_]
specifications. Units of measure added to all tests. All
CPAP test criteria are changed to + 2 cm H,O. Pass/
fail criteria added for disconnect alarm time delay.
Low gas supply alarm restoration test added
5 Modify test procedure for calibrated rate control 271
6 Modify test procedure for Model S with calibrated rate 111,07
control
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Corporation

Document title Document No. | Revision Page
Specification Verification Test Procedure
T- 6 20f18
L] L]

1.0 Purpose

To test the |:|Vantllatnr with the new enclosure and rate control calibration
scale. These tests confirm that the device meets the requirements of the product
specification.

2.0 Scope

[ ]lventilator testing

3.0 Definitions

3.1 Accuracy — How close the output is to desired measured by a referenced
measurement device

3.2 Precision — Repeatability of a control

3.3 Specificity — Effect of one control on another

3.4 Sensitivity — How close a control can be set

3.5 Linearity — Equal incremental change in a control

4.0 Applicable Documents

41 Rev 8 Ventilator Specification

5.0 Procedure
5.1.  Test conditions to be room temperature, humidity, barometric pressure

52 The Pneuton is to be set up as follows:

5.2.1 a standard disposable patient circuit with bacteria filter

5.2.2. compressed oxygen supplied from a cylinder. The ability to vary the
input pressure from 41 to 66 psi is required.

523 the patient circuit is attached to the ventilator and a|:| test lung.
The|:| is set for a compliance of 50 ml/erm H,0 and resistance of 20
cm H;O/L/sec.

5.2.4. a calibrated ventilator tester (FlowAnalyzer [ lconnectedto a
PC) is placed between the ventilator and the test lung. This device is
used as an external measuring instrument for inspiratory pressure /
flow and the generation of graphic pressure / flow traces.

o5 A
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Intertek

Certificate of Registration

The following organization's quality management system has been assessed and registered by Intertek
Testing Services NA Ltd., a CMDCAS recognized registrar, as conforming to the requirements of:

ISO 13485:2003

Organization:
Certificale Numbeér =
] Corporation
Initial Certification Date .
March 1, 2007 Main Site: | |, UsA
Cerificata ERective Date
March 1, 2010
Carificale Expiry Data P .
Mar 2613 The Quality Management System is applicable to:
SCC Accrediiad Design, manufacture, distribution and service of Ventilators, CPAP Systems, breathing circuits and other
61\ respiratory support accessories,
‘ONQ In the issuance of this cerlificate, Intertek assumes no kability o any pary other than to the Clen, and then only in accordance with the agreed upon
Accradilé CCH Certification Agreement

—4—._.‘__1__,

David S. Muil — General Manager - Canada
Intertek Testing Services NA Ltd. — Lachine, QC, Canada

_83_



. 29 854 540 28 A=

<Mz (AFAIRS 27) HM1EHM95>

o Al XIO| X|AHE A|SZAAZ |2

o No|Z7|7] M= R FHZREPIE, (MEZLAZHE TA)EE 02t S5 oo

Zof WE MZA

O &g -3sx EA #3 Ase= AFd W3 EsistE
AN E SAFS S AR U ZARAEE
o] n| &} 4 Jo] HZE - FYIAY AA A FHst=

% 9|Z7|7|etM= E©|0|X| (http://md.kfda.go.kr) — "KIZA“ — “O|F 77| Al

_84_



5 = -

-

Az Uet EE A7

AN

PN
T

1

[}
=

H

_._1

s}

EERDIREEE

&

st

=

3
A}

s of o
6-E].

A=

gelofof

-
X

e whel 2o] A

[}

CERED
RN

—

o

J

B

—

&
e
ol

—_—

0

—

NI~
)

HHA o

I
=

7) Al

_85_



- FHAIEA R

b
S~
=
N
)
olr
ghs
N
rg
-
ro
L)
-4
93:
N
ko
i
R
I
J
offl
o,
N
2
i

o] lojok &t}
2) “FaAu e WA AEE FuEY, Al
AwA =24 5o BF Aol AAHT BE 24

=

= A Al=ste]oF 3hnt.

Qe S sk shel, Y HEI|BAN FEE 2ol
Agd NGATE ABgEA

=8

r3

o Tegr] Az H 3 4
(ISO13485  5)°ll we A=A FABALE stoll A A=

O AzARY] FA® A2 A AR AE B - 5o

S4o] Bat ARAA

AN the o] go] L olof Frl.

_86_



o}
G

H o) x| e} A | o]A]

=

7K
;O*
o
fan)

—

‘o)

X

0

JoH

—_—

0

—

NI~
)

d& Al o

I
=

6) Al

A

i

v
o

oy

- AlEsts =49 -

_87_



z]T_

T4 ol

&
g

7 o) ZAFAN W A

T
L

4

;]E

roljg717] 7

0

i

‘o)
Hi

\‘%
K

of we} ApAfel A

_88_



S A

0 2 -85 B4 AW AR oA
- Aergael AR ARAAB B AHA oA

ML )=
O|R 77| A YA XA

i}
Ja
02

& o I [ (A =)
i — |
Axws | [ MELA | 201106
d H =
R H xS 0j=
= £ |
1
oA ‘ Cf #£ 55|
s M el |
z & |N%
AME? = JIEEM 8 ’aAHHI HEt AR
Ag=x ] A=E=Sstd B YEssnE
] 7IEH )
(=] -

"eUE 5, BEE Y AsY|7| AT AE S0 BEt 7 E, M 19R0) M2 9 92517| Al"HAEEME Ugsilct

Y NS ABPAEI 12,

0128 2@ 2

_89_



[ — |

TEST REPORT

2 150-038 MEEYA| YSET ASLZE7| 482 gl Fax o ]
AT MHS M YA
N NEEur
Y A E: HE ds:
5 4:NE] | HE A 200106
Nae:l ]
AldE
NEae ool AETE 2| Ay
o) at - OIEAO BOILH 7@ SMSAMNOTERE (ST
| _ o0 g8 EEH)
ol - QEAO EO|L I|EEMS A TSR (A&7
| M@0 Yg | wEM)
X+ 5|2 n 0.833 (7|1Z4]; g Mwwmwrﬁ (A&7
]2 - X2 mn 0916 (Z1ZX | 7|z _Mz'f,-mrM|ﬂ§rxtﬁw~|aT}a
| 0.914mE5%) | EHM)
*|4 - HHZO| on 497 (ZIEX]: | 7|2ZMEMMOTSKIE (AYTH
_ | 150cm+5%) |HEH)
A2 HHZo| m 1504 2|1Fx: | 7|@EMSHMHBSHE (ME7Y

_ 150cm=+5%) | EE#)
¥ HE  JIsEMSdAMREAE (MERE

FoAE -
i | _ EED
EO gas ZHEA|E(ETO) g, kg 0 ﬂ$#1}1 SHAUEEAE (AEnY
EO gas ZHEEHA|S(ECH) m/ kg 0 'ﬂ%—&'ﬁ%mm%ﬂlti (NE7H
. (=gt
EO gas FH32FA|H(EG) mg/ kg 14 JI%—%{*‘I%’&IM%IQ%H& (AlE A
#
K- SR AlE - et J|2RMEHMORENE (AHFH
)
2= &A1Y : Non-Volatile ng 19 (Z|1EAL =15)  |7|@EMSHMOEERE (A-FH
Residue | HE)
2= 2 A% : Residue on Ignition - HE () g%mﬂ SHMHRRE (A#7H

AEH
Tel : 031-

- CHE m2|x| -

of d A F

Pl YA
E-mail :

201241 023 229

| A1 2%

_90_




| TEST REPORT

2 150-038 MESHYA | Lo | x|
MEMHE SESIIP NS

o 2 &: AESEUR -

H O 9 HE HE:

= 4 KB MoZE H A 2011.06

Al B O EATEHEHM

Al ZE o
MEES o# MEFE Z%| AlEHE
EEEAE : Heavy Metals mg/L (1.0 (HZABCE | 7SS MSLAMOIBEXIE (ASFH
TISHR| GiS) | EEH)
(?|Ex]: =1.0)
=& Mg : Buffering Capaci mL 0LI0IEX: [ 7ISEMSHAEAZ (AR
SEZEAY : Buffering Capacity . <10 | e

S E| EEH
(BEEAE) : dg/20mL, 507, T2AI7H
(ECH,EG) : 10 mL/g x Ethanol x room temp. x 24hr

(1) Residue on Ignition Nen-Volatile Residue 247t bmg EabE 29 Al2E
= A®7|2F D 2012.00.18 ~ 2012.02.21

WK 7EEH S MMl B8 K2

S : 9B U BHAl A

29 NgEAEIN

25 B=5|R

B 3 : 1. O] HEME 2ASIA MAIS AZ 3 AZHOR NBEl 22 A HA| HBO| (8 B @E5IKI= ReUrt
2.0 SHAIE BE, M, AT U 458 502 ARE 4 2A0H, 8 099 AFRE LTt

AEH Pl F== e o |
Tel : DSEI E-mai:[ ]

2023 028 oy

TR
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Material Safety Data Sheet
acc. to ISO/DIS 11014

Printing dare-l:l Reviewed onl:l

1 identification of substance

. Product details
. Trade nams:l |

CArticle number: 1545903
. Manufacturer/Supplier:

. Emergency information:

I

2 Composition/Data on components

. Chemical characterization
. Description: Polyamide 12
- Dangerous components: Void

3 Hazards identification

. Hazard description: Nat applicahle,
Information pertaining to particular dangers for man and environment:
The product does not have lo be labelled dus fo the calculation procedure of the “General Classificatiaon
guideline for preparations of the EU" in the ialest valid version.

. Classification system:

. NFPA ratings (scale 0 - 4)

Health = 0

Fire=0

Reactivity = 0
. HMIS-ratings (scale 0 - 4)

HEALTH  [0l| Heanth = o
FIRE Fire = 0
REACTIVITY Reactivify = 0

o]
o]

4 First aid measures

. Genreral information: No special measures required,
. After inhalation: Seck medical treatment in case of complaints.
. After skin contact:
Do nat pull solidiffed product avway from the skin.
Aftar confact with the molten product, cool rapidiy with cold water.
. After eye contact:
Rinse opsned eye for several minutes under running water. If symploms persist, consult & docior.
After swallowing: If symploms persist consult doctar.

5 Fire fighting measures

. Suitable extinguishing agents:
C02, extinguishing powder ar water spray. Fight larger fires with water spray or alcohol resistant foam. |
(Ceontd. on pege 2) 1

LIsa
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G809 INDIANAPDOLIS ROAD
FORT WAYNE, IN 46808
[280) T4T7-4154
FAX NOD. (280) T47-D38A
wiarw. Twmatals.com

MANUFACTURERS OF PRECISION FINE STAINLESS STEEL WIRE

Py SSTE19685A01100

Sustomer, Amount Shipped. FWMRProd No, [ |
Oirder No: 315655 kg Shipment No: 2
Part No: Date of Shipment
Product Description Dia./Thick Tol. Length FWMR Inv. No.
5 mm x 2500 mm + 0.0 mm 50 mmm Ti-BAL4Y ELI

- 018 mm 0.0 mm Anid

Certification of Comaliance and
Chemicsl Composition

This is lo certify that the matedial in this shipment conforms 1o Specification.
ASTM F136 and was produced from our Raw Material Lol No. DA-B3488 having the following analysis as furnished by our

supplier.
T
| Bai

Hiistaran (L) Tested and Accepted *Average final hydrogen analysis

Yield Strength (MPa) 827 Centeriess ground & polished
Yield Load (Kg) 16567 Beta Transus Temp 1783°F

i ASTM
Tensile Strength (MPa) arz Microstructure is acceptable to
BreakLoad (Kg) 1848 F1386 standard
Elongation (%) 220 Reduction of Area  43%
Gage Length (mm) 51
Heal Number T5137G
F-Qh
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WAYNE GE09 ARDMORE AVENLUE
FORT WAYNE. IN 46808
METALS (260) 747-4154
An IS0 9001:2000 Registered Cormpany FAX NO (260) 747-0388
Certified by ALTUV Rheintand of North America, inc. iy dalas s

MANUFACTUBERS OF PRECISION STAMWLESS STEEL WRE

Certification of Compliance

Cumomer | FAMR Cen o [
G STA_Pounds HaEM g

FmiA Prod o Taaia0-01.01 Teskt (PRI ) Tl AT i COPISS] I COMIY WM LpCICEION Mumbes
Congilion  Anid Trpa THRALSY ER ASTM Fi38

B A im0 2500 me— D Lottt iy
e e dm 0 L oL BT
_ - :

Chermical Compaosition Subject o tolefance and check analyss per specificabion submitied
Tt maienad in fis shipman wag produced 1 Follosuing ra el o0 urDees whose anatyes wes Sussshed Dy e supplen
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- AAE BHAQ

wsmemmees T RODUCT CERTIFICATION

DYNAM ET Wiritgean, FA Y5307 wWo RKﬂi §D§§ SALES ORDER | RLS

Moy F24, 223 1003

A Carpenter Company Fax | 720.228.4156 _

LD TO

e

Curality Sysier is registerad
to 150 2004 :2000 and AS900: 27004

CUSTOMER PO, CUSTOMER FART QUANTITY COILETAGS LADING MO SHIPMENT DATE
_BB7 Ibs 2 00045963 12/15/2010

FART INFORMATION 121 DDAABDOTIT4D

Tl 6AL 4V ELI Preclsion Bar - 0.1574" Dia.
Specifications: ASTM F 136 Rev: 0821
Size; 0,1574" Dia. +/- 0.000156"

Length: 8" +/- 8"

Chemical Report [Wt.%)

Heat Bl v (o4 Fa o] W ¥ ot F BOE ],
B-33-060385 6.08 3.594 .02 .13 5 i ) a3 <.001 <.05 <.30 BRI,
- Hydrogen {As Shipped)
Hydrogen (%)} . .
0.0035
As Shipped Properties
UTS # (psi} ¥5 0.2% 81 (psi) EL#1 (%) RA#T {%)
1421400 131400 1_9 45

Hardness (HRC)
3

Metallography Results

ﬁr_rnshuaura
TEST BESLILT
Alpha |:|  Material free of alpha-case
L leen Page 1 T
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CUSTOMER P.C. CUSTOMER FART GUANTITY  COILSTAG N EHIPMENT DATE
% 1

] 567 lbs 2
Matarial Data
Malt Origin Bt Tz °F
Russia 1792
Melt Scurca Bt Tr °C
aTa

CERTIFICATION REGUIREMENTS .
Materlal Condition: Annealed 704°C 2 Hours AJC - As Shipped

End of Cenificalicn

This |3 tn cerlfy thak tha abows test results are correct 83 contalned in the rosores of the compeny.

Cerifcation shall rel be regrocuced axcapt in full withou! the aparmvel of Dynamet Ine. The
recording of Rlse, fictielous o fraudulent s'ataments or anifles on this document may be punishad
B 3 felony under Federal L,

Tags Shipped:

I
' P.uthmze; %uﬂimy ;;e;wsc Asent
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- QA8 BEA G- EFEXFZ=A)

[ Joorporarion
[ ]cowruex

| | JAPAH

Au gust,lj. |:|

Certificate of Analwysi

=1
lea

This is to certify that we have performed the snalysis of the product below:

— Y —

Analysis Date T August[ | |:|

Result of Analysis

¥,0, Wik : 5.

ALy wth : 0, 050

510, wrh i =0C3

Feyl, wid : =1 002

BNay0 wth : =[] “

[g-loss wth : 3. 50
Since the purchaser’ s actual use of the products is beyend the control of Corporation and itz relatad,
subsidiary and sffilisted companies (collectively, “refated companies™, Comporetion and it related

companies Bre neither responsihle nor liable for resulis obrtaiced from the use of the produets, [ |
Corporation and its related companies make no reprezentations or warranties as to the appropristeness of the
products for any use imtended or made by the purchaser. Each purchaser must conduct itz own testing,
safety and regulatory evaluations. :

Since this produst §s a triel product manufactured in accordance with the purchaser’s designation, [ |
[ ]and its related companies ere neither responsible nor lable for oy infringement of third
parties’ rights,

Y

Specialty Meterials Production
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TEST RESULT CERTIFICATE
Sponsor Technical Initiation 713112006
Address Technical Completion 8/9/2006
Contact Report Date I_Eﬂ_lﬂmﬁl
P.0O. Number 60446 Project Number
Test Article Ratio 4 g/20 mL
Lot/Batch # || | Vehicle I:IWaler
; ’ " Extraction g
Study Physicochemical Test for Plastics — LISP Conditi 70 £ 2 °C for 24 + 2 hours
SAMPLE: Please use surface arca extraction rations. Individual specimen surface area is
Commeats approximately 50.27cm2

REFERENCES: The study was conducted based upon the following references: UISP 29, NF 24, 2006, Monograph
< 1= Containers, Physicochemical Tests—Plastics.

ISOVIEC 17025, 2005, General Requirements for the Competence of Testing and Calibration Laboratories.

GENERAL PROCEDURE: The test article was extracted in purified water after rinsing in____|water. The
Tollowing tests were conducted in order to determine physical and chemical properties of the test article’s extracts.

RESULTS:
TEST ACCEPTABLE LEVEL TEST RESULT
Nonvolatile Residue £|:|mg 0.4 mg, Meets Criteria
Residue on Ignition <[ mg Mot Applicable
Heavy Metals <[] ppm < | ppm, Meets Criteria
Buffering Capacity <[ JmL 0.00 mL, Meets Criteria

CONCLUSION: The test article meets the USP Physicochemical Criteria for Plastics based upon the methods
employed.

AUTHORIZED FERSONMEL:

Study Director Laboratory Manager
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- FAAEAE

1) “ABANAR L e AR BY WY, Fi, AEHF,
AALS Bol, ATAYTA, Fodu 2
9lo] o} skt

2) “FEa A e A
AmA 7124 Sl ws Ao AAHL BE ZYARES
37 AZshoob Huh.

3) “ATAY TR ARAALE AAF AR B FREA
o] 3 ATAS gt Fr7} 7)AHofo} F

4 “ABAY ATAY T AQPAE ANG ARA7} AP

b

o

)
AARE sl A AE, 48 5= 7HAA A=Al o

s Z1AE slof s, A ARI|@N FATE ade] A
e ABAE NGSRGEAN e ARE AZselol Bk

BT ATy 2 F2A#AYVE B o9t 55 ol 14
(ISO13485, EU MDD 93/42/EEC Annex II ) w2 z|=zA}e]

Z AT A 2E oA AFE AJFAEAC] A aAE S ok

AzAre] FARY A29 Steld AN AF HRAel B
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S8 W

ACCELERATED AGING
TEST REPORT

o & IH{Sponsor) :

Al B (Performed by) :

FFREOT1-08 ATSAS Tal:+82-2-
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HdE8M 8E :

(15 )98 (1 )9

1. & &3 I

2 ALY

z A

= &
2. H £ &

3 MY

=3 2
3. MNEES P ZUHAMEFANE (pEd) o R5J|¢ &4F
4, = S/ P B EWHAMESIANE /
b, NEJI= SIZ X ’HAINE
6. AMEEL He
7. 8 2 2012, 01. 11
8 =2 ¥n 2012. 04. 03

Reported by Approved by

W Xu ) ke

. Enginser Kim, Center Manager

H YME NN BEU HED BN SHE VEIDON. 22 4B SHEY MEY BA0H MBS + 2B

——
FPED1-058 AHTA -
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8 : PIS12041(Int.) (1o )@z (2 )H

ZEIBUHAME T AR 18 S8J|12 45
1. MBS

MM =gdk= HHBLHAZFNE] 19 S8 438 ®EH I}
Ze#ME (Acceleraled Ageing Testing) B = &HECH

2, AEI|I12h

CAMBENAE : 2012E 01E (1Y
- AEEZY 201280 048 1R

3. feEd4s 2 NEEL

R ES

3.2 2w

3.3 NEE

4. ey

4.1 REliddd
- ASTM F1880-02(2008) : Standard Guide Tor Accelerated Aging of Sterile Medical Device
Packages
CKFDA SB35 REXNZ @3 2 OHEE BIMH 2E JH0IEEE
- KFDA BIEJ[312 HESME NE HE DM
42 ZTFMNE
- ASTH F1928-98(2004) : Standard Test Mathod for Detecting Saeal Leaks in Porous
Medical Packaging by Dve Penetration
< ASTM FEE-07(2007) : Standard Test Method for Seal Strength of Flexible Barrier
Materials
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ZL : FIS12041(Int.)

{15 )0\ e
4.8 2HAME
CHE S E (HIOME) S5 Al E
- USP 29, <T1> Sterility Tests
5 AM=H
51 AEE#H
AH SUsHE LEBLHARTANE 19 H@&e 28I
SHEE FEH B id 20 MEE HSar
<H 1. SHEIN ANE ASHE>
_ SN _ 1 Jhe b 2H{33R)
ME ot1 | Lote Lof 3 Lot 1 Lot 2 Lol 3
{ [ | | il J I il L1 1 1 i)
PEAE -
H=A# _ o
FEEE : -
EERL L - i .

MEL JPE BRI AE
(&Y : . Lot Na, 1
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=2 PIS12047(nt.) L15)EHE {4 )X

6. ANZEH 2 s

G.1 &l 8 {Accalerated Aging)
6.1, EREsEH(ACIHE - H

6.2 EEES(Dyve Penewation)
6.2.1 EEIYUE A

622 529 HE
TEEE = (%)
Digtilled Watar 0o.45
TRITON X-1004 0.5
Toludine Blue 0.05

6.3 & ={Seal Strangth)

B30 IBAEI|[HEOHE ¢ ]

6.4 JET AE

6.4.1 YHASBAAR(BSIE : ( B
6.5 NEHAT

B.5.1 BIEAEI|(HDHE ; b
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B PISI12041(Int.) (15 JHE (5 )™

7. AlE

T s @ (Accelerated Aging)
* Dye penetration test, seal strengin, 85, 25 AIEE 2t 2] MEIR 18 Jhes =0 A
HE WO,
1 b 8RR
- BERT e Q=2
TATIAMbient Temperalure) = 200
TAAlAccelerated Aging Tempearature) = 557C
- BEESE  40%
s B BEE |4
- AAF(Accelerated Aging Factor) = QAT o 4 5y
- AATIAccelerated Aging Tima) = |SEI|ZHAAS + 33days

7.2 2R & F{Dye Penetration)
- BE BF MBS 857 24 IFNE WIS HOHEC
SO Smm(0.25IntY UOE NE 2 edgedt BIES ZE8 AIE J80L
< AEO HEM 5-20EJ ES0 TEm: OBHCH
- BB 2 edgedl CF HEN 28 £ UTE SHEL
- BRNSE S HE 23 seal areas TESBICL

7.3 B T(Seal Strength)
- B BSTE AEBMSUE 28 NS calibration#CH
CAEE 2 254mm « 100mm{E 2T 32 BREE HLTemm)2 INE BECL
- NBEE UEHEI0 MEAFE, SettH DEGH AE =20 R0 800 IS KT
HES BLE
AL OE WEE ASTW FEE-072 Technigus AlUnsupported)2l BEE BHOL
- MESESE 200mmiming & B B0
A O 28 JS6id 2 SFdEE Hosl

7.4 RTAE

T4 2EHMIMNE

- EHHE UE FMUNS HUE PN B2 WENIE 2N NESSUsRINEdNEE 2
F = 0T SE0I00 #4EEs ZF 243 0~ 100HE ISHL

- MATIQZZBAHIT | = 30-35T, OSIH LMY E 20-25TCHAH 22 522 H
WED, 7Y FIE JEOHLL

- EEFS D2 R0 e B2, BEF UDESANH LHEZE0 B2 R S HS0 O
H EARHE AW NUSUSHAYL0 e SR BOED 0 BR0Es F2 E8N
HEE =N = HES SHHE EHL,L 142 USHAESE0 2EG #8 A 7
O A0 WIS Sod Gl 22 MEE B NESLSHEISLSEI &M
MHEHET &ouE £ HEHOR ABEL),
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EY : PIS12047001) (15 == (7 )8

CREIZ SENEDT BEE0 2 AMEERH 8 B3 B2 B 3@ Z0
ERE HMAZECE

<H 3. MEBEHIIE>

HE NEE= MNE D= A E e
1 S ABERO M2 AR @ I | DISSEE IME) HAEy 85
v Z0 HESIG0F By MBI DEE AEEC),
2 HHAT |3 N OO0 BT ASTM FRA-OTON UF2E A B BECH

ZEI MHUZE WE0 BN =
& - &
3 HEET VX sEObo ) ST F1929-8900 meF AE S

20T ~ 30 T oz By N B E
Al 2 AEE I | EEHES 20 5= e 15 S 50

JEE ME
ErotHob =0 kFas] Z8E MHaHH 2= S8
4 BHEBICH
iE, g3 5= 2FE A0 mmzE
. A EHYM et s o =
SEHE A Sl MEFHTE mm/min2 M

BIEHHOF B0

2 85 e
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EBE PIS12041(Int.) (15 12T (8 )@

i
4.1 EEAS
I AE 18 Jbsie {338
HEHE - -
Lot 1 Lat 2 Lot 3 Lot 1 Lot 2 |t 3
| i n 0 i # { E] i1 1l { 3
1 Pass Fass Fass Pass Fass Pass
2 Pass Fass Pass | Pass Fass Pass
3 Pass FPass Fasz FPass Pass Fass
4 Pass Paszs Fass | Pass I Paszs Pazs
5 Fass Pazs Fass Fass Paas Fass

|, HREHB(E JsL 8
(B , Lot Mo, 1 [@o - . Lot Mo 1

ALEL BEERT(EIMNE] K

=t
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22 PISI2041 {0t} C15BE (11 )3

0.2 2

Gl SIZ 8 s SIEAI2E AR 1= REJISL HEHHE 22X}
BMAIS S8 N JIEMW 02 HECHAEE SME2AC
2E8 BRI S0l HES d& N FIY, I 450 RUSN=XES HESI 560 20
ME, 23T dSAREEAST, IVZE), SEAEDLUE, DEFE AE)S 28530

FRANE R i oEH R AESHAL DF 22 220 LELI SHRICH

HEAFAE FW S L8 R D5 DHHS EHA wIHM OOHE SES BTN B RUCE
HELTAE A0 Ok =B ® HMED IR BEITE Lot ®, =3 M, M, MOl
U2, 1H IS Lo TEN IYEATE Lot B, 2 M. M, MNE2 HAE JNE
0l HErE o2 LIEGC),

A=Ay Ei Ol Lol @R NE 2F AAE IS =es He R LEYC

012 22 MNEAN, WA MAIE JIEN 25 HEsssn, ool ot
HWH +=2EEs QEEEAAFERE] He 1E9 REJ20 RE8 2SR BEED.
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- A ZAPO A T3 A FA A A o A
¥ FE 2FE AD AYASL BE AR m AP S BF
Tgaeor 3
1) FE717 AFSS A AgA
_ SHELF LIFE TEST PROTOCOL k- | |
| | [ AEEs T o
b2 2 K} L 1
FEZIZ M VT
2 X =
CX-EETY
=k [ Rew i)
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SHELF LIFE TEST PROTOCOL edws ([ ]
ANEg= 0
I L=1p 1
aa27l{t | i o x| 2/16
X

. =BE (Purpose)

AN 2E (Reference)

UHEAFe (General Information)

M2 W REE AW (Product and Package Description)

M| 8 A Z7] (Equipments)

. B8 7|5 (Acceptance Criteria)

CAEHEH (Test Method)

HZHEHA  (Evaluation Method)
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SHELF LIFE TEST PROTOCOL eMds ([ ]
| = o ]
x| [ ]
a7t ) of x| 3/16
1. 2% (Purpose)
of AgME | EIRERE: R
HAHEg Borets| o Hdeick
2. §1F¢ (Reference)
1) 18O 11607-1:2006 Packaging for terminally sterilized medical devices -

Part L. Requirerments for materials, sterile barrier systems

and packaging systems

2) 150 11607-2:2006 Packaging for terminally sterilized medical devices -
Part 2. Validation requirements for forming, sealing and

assemnbly processes

3y IS0 L1737-2:1998 Sterilization of medical devices - Microbiological methads -
Part 2. Tests of sterility perfermed in the validation of a

sterilization process

4) ASTM F1980 Standard Guide for Accelerated Aging of Sterile Barrier

systems for Medical Devices
5) ASTM DER2-09 Tensile Properties of Thin Plastic Sheeting

G} ASTN F1929-95 Detecting Seal Leaks in Porous Medical Packaging by Dye

Penetration

7) & E e H0] 4 EARA

al_ ] | |

A
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2) $E717 2EE AT APHTA

SHELF LIFE TEST BMds ([ T
EHE 0
- Erd AR} L ]
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Monopolar i=s the most commonly used eslectrosurgical modality. This is due to its
wversatility and  clinical effectiveness, In monopolar electrosurgery, the active s=lectrode
is in the surgical site. The patient return electrode is somewhere else on the patient’s
bodw., The curent passes through the patient as it completes the circuit from the
active electrode to the patient return slectrode.
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Monopolar Circuit

This picture represents a common monopolar circuit. There are four components to
the monopolar . circuit: S enerator, Active Electrode, FPatient, arnd FPatient Return

Electrode.
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Coagulators [

)

The proprietary design of

the shaft temperature as compared to

existing coagulators and may reduce the potential for oral burms,

Inacvertent thermal injuries during routine otolaryngology procedures can result from

inadeguate device insulation, !

The shaft temperature of

is [ower than that of the

competitive devices evaluated (see chart below) “?

Average Device Temperature at |:|

70+

B0 4=
S5
501
45+

354
301

Temperature (Celsius)
g

25—

20 ¥ T T T T r T T T v T T r T T
O 10 20 30 40 50 &0 70 30 90 100 110 120 130 140 150 160 170 180

Time (s)
— | =
. =
EOAE
1. Richter| . 2008:72(7);1013-1021,
¢. Internal testing of Coagulatar,

devices, Data on file at

3. Jand the

are used in procedures that reqguire a smaller

diameter and do not have the additional insulation,
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ANSI/AAMI SP10 Clis luation Reporti

1 Summary

Thel b in combination with Mobile| | cuffs l,
I 1}, Mobile CL Reusable cuffs (| |,
[ 1) and the cradle L | was evaluated according ANSIAAMI

SP10:2002/(R)2008+A 1:2003/(R)2008 using the auscultatory reference method.

485 valid paired measurements were obtained from 125 subjects including 19 pediatric subjects and
compared to indirect cufffstethoscope auscultation. Two trained observers determined systolic and
diastolic blood pressure using the Korotkoff method. The 5" Korotkoff sound was used to determine
diastolic pressure. The sequential single-arm method was used because the stepwise cuff deflation of
the instrument didn’t allow simultaneous instrument / observer measurements. Differences between
the two  observers  were  verified to meet  the criteria of  ANSIHAAMI
SP10:2002/(R)2008+4 1:2003/(R)2008. The measurement resulls of the device under test had to yield
3 mean difference versus the averaged observer measurements of no greater than +5 mmHg, with a
maximum standard deviation of 8 mmHg.

Summary data for data evaluation SP10:2002/(R)2008
+#A1:2003/(R)2008:

The limb circumferences ranged from [_Jom to 41 cm, with a distribution of 20.8% below 25 cm and
2.8% above 35 cm. The auscultatory systolic pressure ranged from 71.5 mmHg to 153.5 mmHg, with
an average of 114.6 mmHg and with a distribution of 19,2% below 100 mmHg and 0.0% above 160
mmHg. The auscultatory diastolic pressure ranged from 40.5 mmHg to 102.0 mmHg, with an average
of 72.0 mmHg and with a distribution of 17.6% below 80 mmHg and 0.8% above 100 mmHg. 16.0%
of the subjects were measured supine, 54.4% were measure seated and 29.6% were measured
standing. The mean errors and standard deviations in the {able below demanstrate thal the mean

error and the standard deviation of all device measurements compared to the respective observer

according to ANSIAAMI

reference measurements are  within  the limits of the ANSIAAMI SP10:2002/(R)2008
+A1:2003/(R)2008:
Method 1 Method 2
(individual measurements) (subject averages)
Systolic Diastolic Systolic Diastolic
[mmHg] [mmHg] [mmHg] [mmHg]
Mean Difference 4.10 (£5) -1.83 (15) 4.11 (15) -1.65 (£5)
Standard Deviation 5.81 (<8) 5.87 (<8) 4.49 (<5.24) 5.03 (<6.74)
# of measurements 485 485 125 125

The values in ( ) are the limits according to ANSI/AAM| SP10:2002/(R)2008+A1:2003/(R)2008. For
method 2 the maximum standard deviation depends on the actual mean difference.

The obtained clinical data together with the laboratory validation data demonstrate that the }
| | in combination with Mobile | | cuffs L )

[ 3 },
[ 1) and the cradle|

| cuffs

l

|meets the requirements {mean error of less than =5
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ANSI/AAMI SP10 Clinical Evaluation Repo

2 Data Collection and Clinical Evaluation Plan

2.1 Non-Clinical Data Collection

Site — : S
Department e e e e — |

2. 2 Locations for Clinical Data Collection

Hospital

Department |

2.3 Objectives

The objective of this clinical evaluation was to determine that the overall accuracy ofthel ]
[ ] meets the requirements as expressed in the ANSI/AAMI  SP10:2002/(R)y2008

+A1:2003/(R)2008 for adult and pediatric subjects. The auscultatory method is used as the reference

method.

For systolic and diastolic pressures, treated separately, the mean difference of paired measurements

of the device under test and the auscultatory method shall be 5 mmHg or less, with a standard

deviation of 8 mmHg or less.

2.4 Legal and Ethical Considerations

This study conforms to the terms of the Declaration of Helsinki (latest revision), { |

The pati'ent safety of equipment |
|

Laboratory performance evaluation of the device under test has been conducted using an advanced
pressure simulator as a source. The overall accuracy femains to be evaluated and compared under
clinical conditions.

There were no additional risks for the volunteer or patient because:

+ No invasive procedures, or drawing blood or tissue samples were carried out due to
this study

« No additional, or different medical treatment to the subjects, of any kind, was
required in conjunction with this study
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ANSI/AAMI SP10 Clinical Evaluation Report
3 Results

sSubjects

Overall 125 subjects including 19 pediatric subjecls entered the clinical study. All collected data were
evaluated.

Number of subjects: 125
Number of measurements: 485

Table 1 - Number of subjects and paired maasuremsnis

Range and distribution of limb cire ron

Figure 1 summarizes the distribution of limb circumferences as seen in this clinical evaluation. The
limb circumferences range from[__|cm to 41 cm, with a distribution of 20.8% below 25 cm and 2.8%
above 35 cm.

Distribution of Arm Circumference
50,0 - —— T Ty s -
450 |———M8
qﬂ.n - = . ——
5.0 308
30,0
25,0 208
20,0
= 150 3 [
100 +— - — — ——— s —
50 F——{88 _— caf————— 28 ,
0,0 ' e | : ; [ I
<25 25-30 30-35 >35
cm

Figure 1 - Dislnbulion of limb circumierence

Ranee and distribution of systolic bl r

Figures 2 summarizes the distribution of systolic blood pressures as seen in this clinical evaluation.
The auscultatory systolic pressure ranges from 71.5 mmHg to 153.5 mmHg, with an average of 1146
mmHg and with a distribution of 19,2% below 100 mmHg and 0.0% above 160 mmHg.

(FHE T4
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Bland-Altman graphical plots of systolic differences against the systolic reference values

Systolic Pressure
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30
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DUT-Reference [mmHg)

!
100 120 160

Reference [mmHg]

80

* [T-Relerence
— Mean+ 25D
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(DUT-Reterance) |

y =-0,1338x + 19,451

“ligure 4 -I:I graphical display of sysiofic differences against systolic valves

nethod

Diastolic Pressure

determnined with the Korothoff

Hand-Altman graphical plots of diastolic differences against the diastolic reference values
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Fyure 5 - I:Igmphﬂ:ai display of diastolic diffarences disstolic values delermined

(LRSS
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Percentages of readings with differences within 5. 10 and 15 mmHg

Syslolic Diastolic
NBP readings within+ 5 mmHg of reference 54 6% 64.1%
NEP readings within = 10 mmHg of reference £1.2% 87.0%
NBP readings within + 15 mmHg of reference 84 0% 45 3%

Table 2 - Distnbution of patred measuremeant differences in percantages

Summary discussion:

The obtained clinical data together with the laboratory validation data demanstrate that the

| in_combination with | | cuffs I,
b, | | cuffs [ ],
[ ] and the cradle } meets the specified accuracy (mean error of less
than £5 mmHg and a standard deviation of less than 8 mmHg) over the specified blood pressure and
pulse rate range.

4 Adverse Events

As expected no adverse events caused by the study itself have been reporied.
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Arnificial Organs
20012):127%-128 1, Blackwell Svience, Inc., Boston
5 1996 [nternational Society for Artificial Organs

Clinical Use of Omniflow Vascular Graft as Arteriovenous
Bridging Graft for Hemodialysis

Shoei-Shen Wang and Shu-Hsun Chu

Department of Surgery, National Taiwan University, Taipei, Taiwan

Abstract: From April 1992 to November 1995, 109 bridg-
ing arteriovenous fistulas were performed in 89 patients
for hemodialysis at National Taiwan University Hospital.
These included 61 Omniflow vascular grafts (OVG) in 47
patients and 48 GoreTex polytetrafluoroethylene (PTFE)
grafts in 42 patients. There were 36 male and 53 female
patients, whose ages ranged from 24 to 84 years with a
mean of 59 + 2 years. The operation was performed un-
der lidocaine local anesthesia with antibiotic prophylaxis.
The anatomic configurations included 50 (45.9%) forearm
loop grafts, 19 (17.4%) forearm straight grafis, and 40
(36.7%) thigh loop grafts. Hemodialysis via the bridging
graft was started 2 weeks after the operation. The patients
received hemodialysis 3 times a week or more when in-
dicated. No patients suffered from limb loss. Pseudoan-

eurysm and graft infection requiring operation occurred
0.96% and 1.92% per patient year, respectively, in the
OVG group, and pseudoaneurysm and graft infection
both occurred 2.38% per patient in the PTFE group. In
the OVG group, the thigh loop graft had better patency
than the forearm straight graft. The forearm loop graft
had a better patency rate than the forearm straight graft.
In the OVG group, the 1 to 4 year patency rate was 77 +
6%, 58 £ 8%. 48 x 9%, and 34 = 13%, respectively,
whereas in the PTFE group, the 1 to 4 year patency rate
was 69 = 7%, 50 = 9%, 43 = 10%, and 26 = 15%. re-
spectively. Therefore, the Omniflow is a good alternative
bridging gratt for hemodialysis. Key Words: Blood ves-
sel prosthesis—Vascular patency—Omniflow—Arterio-
venous fistula—GoreTex—Polytetrafluoroethylene.

In chronic renal failure patients, the autogenous
Brescia-Cimino fistula is usually the most popular
and satisfactory wvascular access for hemodialy-
sis (1,2). When autogenous arteriovenous fistula
(AVF) is no longer feasible, the use of a prosthetic
conduit to form a bridging AVF is the best alterna-
tive. The expanded polytetrafiluorocthylene graft
was the most commonly used vascular prosthesis
(3—5). vet it had a high rate of thrombosis, infection,
or puncture complications (6.7). Because the pa-
tency rate of biosynthetic grafts was reported to be
higher than the patency rate of expanded polytetra-
fluoroethylene graft (8,9), we introduced the bio-
synthetic graft as a bridging graft for hemodialysis.

The Omniflow 11 vascular gratt (OVG) is a bio-
synthetic vascular prosthesis composed of glutaral-
dehyde-tanned ovine collagen which is grown
around a polyester mesh template. The polyester

Received August 1996

Address correspondence and reprint requests to Dr. Shoei-
Shen Wang., National Taiwan University Hospital, No. 7 Chung-
Shan South Road, Taipei, Taiwan.

1278

mesh is an integral part of the graft wall and is en-
capsulated by Type 3 collagen whercas the outer
layers are formed by longitudinally oriented Type 1
collagen (10-12). The collagen may provide the bio-
compatibility and hemocompatibility whereas the
polyester mesh may enhance the durability. There-
fore, we started to use the OVG as an arteriovenous
bridging graft for hemodialysis in 1992, In this arti-
cle, we report our 3 year experiences with this bio-
synthetic composite vascular graft.

MATERIALS AND METHODS

From April 1992 to November 1995, at National
Taiwan University Hospital, 591 operations in 482
patients were performed to create hemodialysis
vascular access, including 109 (18.4%) bridging
AVF and 482 (81.6%) autogenous AVF. This in-
cluded all patients with new-onset renal failure and
many other patients with complicated access histo-
ries who were referred for final care after many
operations had been tried elsewhere and had failed.
When our operations failed, many patients shifted
from hemodialysis to continuous ambulatory peri-

ol 54 2
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Percutaneous closure of the left atrial appendage versus
warfarin therapy for prevention of stroke in patients with
atrial fibrillation: a randomised non-inferiority trial

David R Holmes, Vivek Y Reddy, Zoltan G Turi, Shephal K Doshi, Horst Sievert, Maurice Buchbinder, Christopher M Mullin, Peter Sick, forthe
PROTECT AF [nvestigators*

Summary

Background In patients with non-valvular atrial fibrillation, embolic stroke is thought to be associated with left atrial
appendage (LAA) thrombi. We assessed the efficacy and safely of percutaneous closure of the LAA for prevention of
stroke compared with warfarin treatment in patients with atrial fibrillation.

Methods Adult patients with non-valvular atrial fibrillation were eligible for inclusion in this multicentre, randomised
non-inferiority trial if they had at least one of the following: previous stroke or transient ischaemic attack, congestive
heart failure, diabetes, hypertension, or were 75 years or older. 707 eligible patients were randomly assigned in a
2:1 ratio by computer-generated randomisation sequence to percutaneous closure of the LAA and subsequent
discontinuation of warfarin (intervention; n=463) or to warfarin treatment with a target international normalised ratio
between 2-0and 3-0 (control; n=244). Efficacy was assessed by a primary composite endpoint of stroke, cardiovascular
death, and systemic embolism. We selected a one-sided probability criterion of non-inferiority for the intervention of
at least 97.5%, by use of a two-fold non-inferiority margin. Serious adverse events that constituted the primary
endpoint for safety included major bleeding, pericardial effusion, and device embelisation. Analysis was by intention
to treat. This study is registered with Clinicaltrials.gov, number NCT00129545.

Findings At 1065 patient-years of follow-up, the primary efficacy event rate was 3.0 per 100 patient-years (95% credible
interval [CrI] 1-9-4-5) in the intervention group and 4-9 per 100 patient-years (2-8-7-1) in the control group (rate
ratio [RR] 0-62, 95% Crl 0-35-1:25). The probability of non-inferiority of the intervention was more than 99-9%.
Primary safety events were more frequent in the intervention group than in the control group (7-4 per 100 patient-
years, 95% Crl 5-5-9.7, vs 4-4 per 100 patient-years, 95% Crl 2.5-6-7; RR 1-69, 1-01-3-19).
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Intracorneal inlay to correct presbyopia:
Long-term results

Omer F. Yilmaz, MD, Nese Alagoz, MD, Gokhan Pekel, MD, Engin Azman, MD,
Ebru F. Aksoy, MD, Hanefi Cakir, MD, Erciiment Bozkurt, MD, Ahmet Demirok, MD

EraL RN S e

PURPOSE: To evaluate the long-tarm visual results of Acufocus AGI-7000 (now Kamra) intracorneal

inlay implantation in presbyapic phakic patients. T

This ma
SETTING: Beyoglu Eye Training and Research Hospital, Istanbul, Turkey. protected b
DESIGN: Clinical trial. : (TITLE U

METHODS: This study comprised patients with emmetropic or post-laser in situ keratomileusis
(LASIK) presbyopia. Patients had an uncorrected near visual acuity (UNVA) of 20/40 or worse,
correctable to 20/25 or better at distance. The inlay was implanted on the stromal bed after the
LASIK flap was relifted or a flap created. The inlay was centered on the presurgical position of
the first Purkinje reflex. The main outcome measures were distance and near vision and the
complication rate.

RESULTS: The study enrolled 39 patients aged 45 to 60 years. At the 4-year follow-up, all patients
(N = 22) had 2 or more lines of improvement in UNVA with no significant loss in distance vision.
The mean final UNVA was 20/20 (Jaeger [J1]); 96% of patients could read J3 or better. The
uncorrected distance acuity was 20740 or better in all eyes. Five patients had cataract
progression, and 2 had a change in refractive status, No eye with an intracorneal inlay had
intraoperative complications during cataract extraction. Four inlays were explanted during the
study. There were no severe corneal complications that affected final vision.

CONCLUSION: Intracorneal inlay implantation was an effective, safe, and reversible procedure for
the long-term surgical treatment of presbyopia.

Financial Disclosure: No author has a financial or proprietary interest in any material or method
mentioned. Additional disclosure is found in the footnotes.

J Cataract Refract Surg 2011, M :M-M © 2011 ASCRS and ESCRS | Mgay 1], 201! CPUB
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& ), DEPARTMENT OF HEALTI & HUMAN SERVICES Public Health Service
i ‘ Food and Drug Administration
%, 10903 New Hampshire Ave.

s Silver Spring, MD 20993

Certificate No. 4317-8-2010
CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries, the U.S. Food and Drug
Administration (FDA) certifies the following information concarning the product(s) to be exported listed

below:

Name of Product(s) Name of Manufacturer/Distributor Address
See Attached List

{1 page)

The product(s) described above (and the manufacturing/distribution site{s) which produces/distributes it)
is subject to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

Iis certified that the above product(s) may be marketed in, and legally exported from, the United
States of America at this time. The manufacturing plant(s) in which the product(s) is produced is
subject to periodic inspections. The last such inspection showed that the plant(s), at that time,
appeared to be in substantial compliance with current good rmanufacturing practice requirements for

the products(s) listed above. % M_

Chester T. Reynolds

Acting Deputy Director,

Division of Risk Management Operations
Office of Compliance

Center for Devices and Radiological Health

This certificate expires 24 months
from the date notarized.

COUNTY OF MONTGOMERY
STATE OF MARYLAND

Subscribed and sworn to before me this Q! day of £ @ ‘ month 2010 year. »

Op’(ﬁ:};‘u"h" M . W
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[ |Regulatory Status

The| |has been approved for commercial distribution in the following
countries or regulatory jurisdictions:

Country or Commercial
Regulatory Jurisdiction Approval
European Union (CE Mark) November 2005
Bahamas [ 12006
Israel October 2006
South Africa March 2007
Saudi Arabia October 2007
Bulgaria February 2008’
United States April 2008
January 2010
Canada May 2009
October 2010
Thailand July 2009
Taiwan May 2010
Australia [ 1]
Turkey March 2011
Russia March 2011

- 140 -



o /1A%

_ =9 7193 2=

Section 8: Regulatory Information

1.0 US Regulatory Approvals

| [was approved by FDA under premarket approval (PMA) application POS0032
on April 27 2010. A copy of the approval order can be found nnder

1.0 Canada Regulatory Approvals

[ |wras issued a Class TII Medical Device Licence by Health Canada (Licence Mo

by 26, 2010, with an update to mnchide the Accessory Kit on September 19, 2011. A
copy O current device licence can be found unded |

10 EU Regulatory Approvals

[ |swstem is supported by Technical File TF0O1.

3.1  Declaration of Conformity

Reference PDM & 90677941 for the Declaration of Conformuty.

3.2 EC-Certificate

Eeference PDM & 90677944 for the Annex IT.3 EC-Certificate.

4.0  Quality Svstem Certificate
Reference PDM # 90677944 for the EN ISO 13485:2003 certificate.

Eeference PDM & 90677944 for the CMDCAS ISO 13485:2003 certificate.

54 List of Standards to which the Product Complies

A list of standards to which the Alawr System comphes can be found in Attachment 1.

6.0 CEGCFES

Reference PDM # 90743333 for the Ceruficate to Foreign Government for the “severe asthma™
mdication.

Reference PDF # 920743331 for the Certificate of Free Sale for the “asthma™ indication.
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-/'E DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
£

Food and Drug Administraticn

10803 New Hampshire Avenue
Document Contral Room W-OE6-0609
Silver Spring, MD 20993-0002

Ms.

Vicg oty Affairs

Asth APR 27 2000
B8 aor

Sunj H40BY

Re:

Dear Ms. Brown:

The Center for Devices and Radiological Health (CDRH) of the l"ocn:l a.nd Drug
Administration (FDA) has completed its review of vour

(PMA) for the
treatment of s
conirolled with inhaled corticosteroids and long acting beta agonists, We are pleased to
inform you that the PMA is approved. You may begin commercial distribution of the device
in accordance with the conditions of approval described below,

The sale and distribution of this device are restricted to preseription use in accordance with
21 CFR 801,109 and under section 515(d)(1){B)(ii) of the Federal Food, Drug, and Cosmetic
Act (the act). The device is further restricted under section 515(d) 1} B)(ii) of the act insofar
as the labeling must specify the specific training or experience practitioners need in order to
use the device. FDA has determined that these restrictions on sale and distribution are
necessary to provide reasonable assurance of the safety and effectiveness of the device. Your
device is therefore a restricted device subject to the requirements in sections 502(q) and (1) of
the act, in addition to the many other FDA requirements governing the manufacture,
distribution, and marketing of devices.

Expiration dating for this device has been established and approved at one year.

Continued approval of this PMA is contingent upon the submission of periodic reports,
required under 21 CFR £14.84, at intervals of one year from the date of approval of the
original PMA. Two copies of this report, identified as "Annual Report” and bearing the
applicable PMA reference number, should be submitied to the address below. The Annual
Report should indicate the beginning and ending date of the period covered by the report and
should include the information required by 21 CFR §14.84,
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Product Service

EC Certificate

Full Quality Assurance System

Directive 9342/EEC on Medical Devices (MDD}, Annex Il excluding (4)
{Devices in Class lla, b ar Il

No. G111 0677336 001

Manufacturer:

EC-Representative: S.A,

Product
Category(ies):

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
menufacturer has implemented a quality assurance system for design, manufaciure and final
inspaction of the respective devices | device categories in accordance with MDD Annex 1.
This quality assurance system conforms to the requirements of this Directive and is subject fo
penodical surveillance. For marketing of class I devices an additional Annex [l (4) certificate
is mandatory. See also notes overleaf
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g Report No.:
Valid from: 2011-08-01 y
Valid until: 2014-04-30 A

778514

H-&

Date, 2011-07-21
Hans-Heiner Jurker

TOW 50D Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 2

IFIKAT « CERTIFICATE ¢
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Santé Heaith Therapeutic Products Directorate
Canada Canada LN/NH: 83453 Medical Devices Bureau
Direction des produits thérapeutiques
Bureau des materiels médicaux

* AMENDED * * MODIFIEE *
Licence Number: No d'homologation:
First Issue Date: Premieére date de délivrance:
Amended Date: Date de modification:

Device Class/Classe de linstrument: 3

This Licence is issued in accordance with the L.a présente homologation est déliveée en vertu
Medical Devices Regulations, Section 36, de l'article 36 du Réglement sur les instruments
for the following medical device: médicaux pour l'instrument médical suivant:

ey

Licence Name/Nom de lhomologation:

Licence Tupe/Type d homologation:

System / Systéme

Intended Purpose/Usage/Condition(s):
LICENCE WITH CONDITIONS

Reason for Amendment/Raison de la modification
ADDITION OF A DEVICE

Manufacturer Name & Address/Nom du fabricant & adresse

ractor, Medical Devices BureawDirecteur intérimalre, Bureau des matérigls médicaus

Application Number: « Manufacturer 1D
Numéro de la demande;

¥ i-....

185924 119868

Identificateur du fabricant:
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