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Ultrasound Probe BiE#k i v 7

Content / IE®S #Ii%atures
5 )

* Ultrasound Probe BiE##Rk Compatible with major ultrasound brand
ETHHERMERS

Can provide brand new/useded and Compatible probe

B H Az A IEIE— SRFUHR S
Digitally signed by Grabazei Alexandru IRt IRE/ R FARE R

Date: 2019.05.18 10:19:19 EEST :
Reason: MoldSign Signature Repair services including lens, housing, Strain Relief

Location: Moldova

HSEERERL. BR. SRR
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Original Original
brand _PIN
ARhE BLBS
SH-101
UST-567
UST-675P

UST-5024N-3.5

UST-5049-3.5

UST-5210

UST-52101

UST-5286

UST-5297

UST-5299

UST-5410

UST-5412

UST-5413

UST-5512U

UST-5524-7.5

UST-5539

UST-5543

UST-5545

UST-5546

UST-5548

UST-5820-5

UST-5821-7.5

UST-588U-5

UST-9104-5

UST-9112

UST-9114-3.5

UST-9115

UST-9118

convex

linear

transvaginal

linear

beef

phased array

Sector Cardiac

Sector Cardiac

phased array

heart

linear

linear

linear

linear

linear

linear

linear

linear

linear

linear

rectal

rectal

rectal

convex

transvaginal

convex

curved array

transvaginal

Compatible models
1&EFEEY

SSD-500/620/625/650/1100

ALOKA:

SSD 500/500V

Aloka

ALOKA: SSD3500/ 3500 PLUS/ 4000, Prosound 2

ALOKA: SSD 5000/5500 (V6.1 & UP)/Alpha 5
(All version) / Prosound Alpha 5SX

ALOKA:;
ALOKA: Alpha6

ALOKA: SSD-500/ 620/ 625/650/1100

ALOKA:SSD900/1000/1400/1700/2000/3500
/4000/5500/PROSOUND ALPHA 75SX/ALPA 6

ALOKA:;

ALOKA:ALPHAG

ALOKA: SSD-5000,SSD-5500,
should confirm before issue the order.

ALOKA: SSD 3500/3500pIUS/4000

ALOKA: should confirm before issue the order.

SSD 500/500V/PROSOUND 2

SSD 500/500V/PROSOUND 2,
should confirm before issue the order.

ALOKA: SSD-500,SSD-500V

ALOKA:SSD900/1000/1400/1700/2000/3500/4000/5000/
5500/PROSOUND ALPHA 5/5SX/ 6/7/F37

ALOKA: SSD-900/1000/1400/1700/
2000/3500 /4000/Alpa 5SX

SSD 5000/5500
ALOKA:;

ALOKA:

Original Original
brand P/N
ARhE RS

UST-9119
UST-9123
UST-9124
UST-9126
UST-9130
UST-9133
UST-9137
UST-934N-3.5
UST-944B-3.5
UST-945BP-5
UST-979-3.5
UST-981-5
UST-984-5
UST-987-7.5
UST-990
CA11
CA123
CA1421
CA421
CA422
CA430E
CA431
CAb541

CA621

CAB31
CA711A
E8-5

EC123

convex

convex

transvaginal

convex

convex

convex

convex

convex

convex

transvaginal

convex

transvaginal

transvaginal

convex

convex

convex

microconvex

convex

convex

convex

convex

convex

convex

convex

convex

convex

transvaginal

transvaginal

Focus Green Medical Supplies / &G ®ETiEM

173/174

Compatible models
=R EL

ALOKA: SSD 5000/5500,
should confirm before issue the order.

ALOKA: SSD3500/3500 PLUS/4000, Prosound F75

ALOKA: SSD-3500 /4000/Prosound 6/Alpha 6/F37

SSD5000(V5.0 & UP)/SSD5500(V6.0&UP)/Prosound alpha 5
(all version)/Prosound alpha 5SX)

ALOKA: Prosound Alpha 7/Prosound Alpha 10/Prosound F75
ALOKA:

ALOKA: Pround 2

ALOKA: SSD-500,620,625,630,633,650,650L,1100 , SH-101
Aloka:

ALOKA:

ALOKA:SSD900/1000/1400/1700/2000
/3500/4000/5500/PROSOUND 6

ALOKA: SSD-500/ 620/ 625/650/1100

ALOKA:SSD900/1000/1400/1700/2000/3500/4000/5000/5500
/PROSOUND ALPHA 5/55X/ 6/7/F37

SSD-900/1000/1400/3500/4000/5000/5500, Prosound Alpha 5SX,
Prosound 6, Prosound Alpha6, Prosound F31/F37

SSD-3500/4000

ESAOTE: AU3/AU4/AUS5/ Megas / Caris
ESAOTE: DUS3/4/My Lab

ESAOTE:

ESAOTE: DU3/4/My Lab

MYLAB25/30CV/40/50

ESAOTE:MYLAB15/15XV/20/20XV/25/25GOLD/30CV/30GOLD/
40/50/50VX/70VX/90 MEGAS,CARIS PLUS, TECHNOS

ESAOTE: DU3/4/My Lab
ESAOTE: DU3/4/My Lab

ESAOTE:

ESAOTE:

ESAOTE: DU3/4/My Lab
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Original Original
brand P/N
ARhE BLBS

Ec1123
IVT12
LA12
LA13
LA14
LA332
LA424
LA435

LA522

Esaote

LAB22E

LA523

LA523 10-5

PA11B

PA122E

PA220E

PA230E

PA240

FUT-C111

FUT-L101

FUT-CS602-5A

FUT-CS602-5AJ

10LB

1L

3.5C

3.8C-RC

3C

3CB

3C-RS

transvaginal

transvaginal

linear

linear

linear

linear

linear

linear

linear

linear

linear

linear

phased array

phased array

phased array

phased array

phased array

convex

linear

convex

convex

linear

linear

convex

convex

convex

convex

convex

Compatible models
1&EFEEY

ESAOTE. AU3/AU4 / AU5 / Megas / Caris

ESAOTE:MYLAB15/15XV/20/20XV/25/25GOLD/30CV/30GOLD/40/
50/50VX/70VX/90 MEGAS,CARIS PLUS, TECHNOS

ESAOTE:

ESAOTE:

ESAOTE:

ESAOTE: DU3/4/My Lab

DU3/4/CARIS PLUS/MYLAB15/20/25/30
ESAOTE: DU3/4/My Lab

DU3/4/CARIS PLUS/MYLAB15/20/25/30
ESAOTE:
MYLAB25/30CV/30GOLD/40/50VISION/70VISON
ESAOTE: DU3/4/My Lab

ESAOTE: DU3/4/My Lab

ESAOTE: MYLAB TWICE/CLASS C

UF-4000*only repair lens*

UF-4100

UF-4100, PCB CONNECTOR

GE: Logiq 3/ Logiq 3 Exp / 5/7/9/ & Vivid 3/5/7
P series, LQ series

GE: Logig3, Logig5, Logiq7, Logiq9,Vivid7,P5
GE: Logig C3

GE: Logig3, Logig5, Logiq7

GE: Logig200PRO

GE: Logig book

Original Original
brand P/N
Ak BLES

3s
3S-RS
3sP
4c
4C-A
4C-RC
4C-RS
5S
7S
7L
7.5L-RC
8C-RS
8L
8L-RS
9L-RS
10L
121
12L-RS
5461
7391
AB2-7
AB2-5
€358 NO CONNECTOR
Cc36
CBF
E72
E7C-RC

E8C

phased array

phased array

phased array

convex

convex

convex

convex

phased array

Micro—phased
pediatric

linear

linear

convex

linear

linear

linear

linear

linear

linear

linear

linear

convex

convex

convex

convex

convex

transvaginal

convex

transvaginal
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Compatible models

IEFE

GE: Logig, Logid5, Logiq7, Logigd,Vivid7,P5 , VIVID 3

GE: Logiq book

GE: Logiq P5/P6

GE: Logiq 7/9/s6/p3/p5/p6/p6 pro

GE:

GE: logiqg c2, c3, c5, Premium

GE: logig book/ xp/ enhanced, vivid i/e

Logiq 3/5/7/9,Logiq a5/p5/s6,vivid 3/4/7

Logiq 5 pro/5exp/7/9/S6/Vivid 3/4/7

logig ¢2,c3,c5,premium

Logiq efiiF3/F5/F6/F8/P7/P9/VOLUSON S6/S8,VIVD S5/T8
LOGIQ P5, P6

GE: Logiq book

should confirm before issuing the order

Logiq 3/5/5pro/5exp/7/9,Logiq a5/p5/s6,vivid 3/4/7
Logiq 3/5/5pro/5exp/7,Logiq a5/p5/s6,vivid 3/4/7
should confirm before issuing the order

Logiq 400/500/400 pro/500 pro/700

Logiq 400/400 pro/500/500 pro/700

VolUSon 730(BT02 and up)

GE: Logiqg 400/500

GE: Logiq180

GE: Logiq 200/ 200PRO
GE: logig100/ 100 pro
LOGIQC3/C5

GE: Logiq 7/9/3 Exp, Vivid 3/7
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Original Original
brand P/N
ARhE BLBS

E8CS
E8C-RS

Ec8
112L-RS
IC5-9
L39
L76
LA39
M3S
M4S
MTZ
S317
SP4-10
SP6-12
SP10-16
C715
EUP-314
EUP-314T
EUP-C312
EUP-C314G
EUP-C324T
EUP-C514
EUP-L34T
EUP-133

Hitachi EUP-L53

EUP-L73S

EUP-L74M

EUP-S70

transvaginal

transvaginal

convex

linear

transvaginal

linear

linear

linear

phased array

phased array

transvaginal

abdominal

linear

linear

linear

convex

convex

convex

convex

convex

convex

convex

linear

linear

linear

linear

linear

phased array

Compatible models
1&EFEEY

Should confirm before issuing the order
(GE: Logiq 7/9/s6/p3/p5/p6)

GE: Logiq book

LOGIQ P5, P6, LOGIQ 3/5/7

GE: Logiq book

GE:

GE: «50

logigq 100. 100pro

Logiq 400/500/400 pro/500 pro/700
should confirm before issuing the order
should confirm before issuing the order
GE: Logiq 200/ 200PRO

GE: Logiq 400 /500

VOIUSon 730

GE:

VolUSon 730

EUB 405+/420/525/555/5500/6000/6000S/6500/8500

EUB-405/410/420/450/515

EUB-405/410/420/450/515

Hitachi: EUB 405+,420,525,555,5500,6000,6000S,6500,850
Hitachi:
Hitachi: EUB 405+,420,525,555,5500,6000,6000S,6500,850

Hitachi:

Hitachi:

Original Original
brand HP/N
ARhE RLBS
EUP-L54M
EUP-S50
EUP-S52
Hitachi
EUP-V33W
EUP-V53W
PL21
CA531K
Kontron
LA523K

C3-7IM
L5-12IM
AXC2-5EL
AXC2-6IC
AXC2-8
AXC3-7EP
AXER4-9/10ED
AXHL5-12ED
AXHL5-12IM
AXL5-12EC
AXL5-12/50EP
AXP2-4AH
C2-4/30R
C2-5
C2-5/40
C2-5ED
C2-5EL
C2-5EL-N
C2-5ET-N

linear

phased array

phased array

transvaginal

transvaginal

linear

convex

convex

linear

convex

linear

convex

convex

convex

convex

transvaginal

linear

linear

linear

linear

transvaginal

convex

convex

convex

convex

convex

convex

convex
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Compatible models
1= FAEY

Hitachi:
Hitachi:
Hitachi:
Hitachi:

Hitachi: EUB 6500/7500/8500

HS-2000 SERIES

MAESTRO, AGILE
MAESTRO, AGILE

SA990/ACCUVIX XQ

SA9900/ACCUVIX XQ

SA X8 /V10/V20

SA 9900/Accuvix XQ/V10 /V20,
should confirm before issue the order.

SA X8

SA X8

SA X8

SA X8/ V10/V20
SA9900/ACCUVIX XQ

SA X8

SA X8

SA X8,should confirm before issue the order.
Medison:

Medison:

SA-3200

Medison:

Medison: SA8000EX/SA8000LV

SA8000EX/SA8000LV

SA X4/PICO/SA8000EX//LVISE
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Original Original
brand P/N
ARhE BLBS

C2-5EP
C2-8-N
C3-2EL

Cc3-7
C3-7ED
QME C3-7ED-N
C3-7EP-N
C4-9/10ED-N
CH2-5
EC4-9/10ED
EC4-9/10ED-N
EC4-9ES

EC9-4ED

ER4-9/10ED-N

ER4-9/13R NO
CONNECTOR

"HC2-5ED-N,CLA35/40"
HC3-6
HC3-6ED-N
HL5-12ED
HL5-9ED
L5-9EC-N
L9-5
L75/40
LN5-12

MEGE10B

"MC2-5ED-N,CLA35
J40(MAT)"

P2-4AH

TZC2-8

convex

convex

convex

convex

convex

convex

convex

convex

convex

transvaginal

transvaginal

convex

transvaginal

transvaginal

transvaginal

convex

convex

convex

linear

linear

linear

linear

linear

linear

microconvex

convex

sector

convex

Compatible models
1&EFEEY

SA X6

SA X6

SA9900

Medison: SA X4/PICO/SA 5500/SA6000/
SA8000/SA8000SE/SA8800/128BW

Medison: SA-5500/6000C/8000/SA-X4/PICO/8800
no connector, quickly replace

SA X6

“SAX4/X6/PICO/SAB000SE/SAB000EX/SA8000LV/
SAB000C/128BW/SA5500(REVAB)"

3200/SA-5500/6600C/7700/8800/8800MT

Medison: SA-5500/6000C/8000

SA X4/PICO/SA3200/SA5500/SAB000/SA8000/SA8800
Medison:

Medison

SA X6

SA-600

PICO/SAB6000/5500(REVA/B)/SA3200
Medison: SA5500/ SA 6000/ SA 8800
SA5500/SA6000/SA8800

Medison: SA X6

Medison: SA-5500/6000C/8000

SA X4/PICO/SA5500/SAG000/SAB000/SA8800/128BW

Medison:

Medison: X6
SA8800GAIA/8800MT/6000C/SA6000CMT

SA 8000

Original Original
brand P/N
Ak BrLE=

TZCE4-9
TZEVN4-9
TZL5-12EP
TZPN2-4
TZP2-4AH
TZLN5-12/40
11-3L
C4-2

C5-2

c5-2
c6-3
c7-3
c8-4v
c8-4v
c8-4v
C8-5
C8-5
C8-5
c9-4
C9-4EC
C9-5
©3540(21321A)
©3540(21353A)
CA5-2
CLA35/40

E6509

transvaginal

transvaginal

linear

phased array

phased array

linear

linear

convex

convex

convex

convex

convex

convex

convex

convex

convex

convex

convex

convex

convex

convex

convex

convex

convex

convex

convex

convex

curved Array

Focus Green Medical Supplies / &G ®ETiEM
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Compatible models
1= FEEY

us

MYSONO U5

R3/R5

SONOS 4500/5500/7500

ATL -HDI-3000/HDI-3500/HDI5000
Philips: HD3

1U22
Philips:HD6/7/11/15/IU22/IE33/ENVISOR
HD6/7/11/15/Envisor,should confirm before issue the order.
Hd3

ATL —HDI-3000/HDI-3500/HDI5000
JERL, flying

IU22, HD9
HD1500/3000/3500/4000/5000
ENVISOR

HD11/11XE,ju22,ie33

HD3

Philips: HD3

ATL —HDI-3000/HDI-3500/HDI5000

IMAGE POINT HX SONOS 4500/5500/7500 ENVISOR

IMAGE POINT HX SONOS 1800/
2000/2500/4500/7500 ENVISOR

FLYING
ATL: HDI

HP: Sonos5500/ Sonos7500



Product introduction / 7143

Original Original
brand P/N
ARhE BLBS

EC9-3
EC9-4
L7-4
L12-3
L12-5/38mm

L12-5/50mm

L12-5/50mm
L7535
Philips
L9-5
P3-2
P4-2
S3-1
S3(21311A)
S4
S4-2
S4-2(64)
S5-2(80)
3.5C40+
3.5C40H

3.5C40S

6.5EV13+(5321464
-L0850)

6.5EV13S

Siemens
7.5L40+

7.5L75S8
C5-2
C5-2
C5-2(04839465)

C6-2

transvaginal

transvaginal

linear

linear

linear

linear

linear

linear

linear

linear

linear

phased array

phased array

sector array

sector array

sector array

sector Array

convex

convex

convex

transvaginal

transvaginal

linear

linear

convex

convex

convex

convex

Compatible models
1&EFEEY

HD3

HD3

HDI 1500/3000/3500/4000/5000 UM9, Verasonics systems
ENVISOR/HD7/HD11
HDI1500/3000/3500/4000/5000

HDI 1500/3000/3500/4000/5000 UMY, Verasonics systems
HD11XE,lU22

Philips:

HD3

ATL:

ATL -HDI-3000/HDI-3500/HDI5000
HDI1500/3000/3500/4000/5000,

IMAGE POINT HX SONOS 4500/5500/7500 ENVISOR
HP: Sonos4500/Sonos5500/ Sonos7500

HD11

1U22, HDI5000

1U22, HDI5000

SIEMENS: Versa Pro, Versa PIUS, Sienna
SIEMENS:

SIEMENS: SONOLINE Prima, SONOLINE Adara
Versa,should confirm before issue the order.
SIEMENS: Prima/Adara

SIEMENS: Versa Pro, Versa PIUS, Sienna
G20

antares

SIEMENS: G50, G60, X500,X300,G60S

X150(YEAR 2015&UP)/X300/X300PE/X700(V2.0)

antares

Original
brand
Ak

Siemens

Original
P/N
RLBS

7.5L75S
c5-2
c5-2
C5-2(04839465)
C6-2
c8-5
CH4~1
CH5-2
CH6-2
EC9-4
EC9-4

EC9-4(07475747)

EVO-4
EV9-4
L10-5
P4-2
P4-2X
P8-4
VF10-5
VF10-5
VF13-5
VF13-5
VF13-5
VF7-3

C15/4-2

C60/5-2
ICT/7-4

UA40R-035D

linear

convex

convex

convex

convex

convex

convex

convex

convex

transvaginal

transvaginal

transvaginal

transvaginal

transvaginal

linear

phased array

phased array

Micro—-phased
pediatric

linear

linear

linear

linear

linear

linear

convex

convex

transvaginal

convex

Focus Green Medical Supplies / &G ®ETiEM
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Compatible models
1= FEEY

G20

antares

SIEMENS: G50, G60, X500,X300,G60S
X150(YEAR 20158UP)/X300/X300PE/X700(V2.0)
antares

SIEMENS: G40, G60 S, X150, X300, X500
SIEMENS: Antares(R,)

SIEMENS: G40,X300,X150

SIEMENS: Antares(R/2.)
G60/X500,should confirm before issue the order.
SIEMENS: X300,G40,X150

SIEMENS:

SIEMENS: G50,X500, CV70,
SIEMENS: X300,G40,X150, CV70
SIEMENS: X300,G40,X150

G40( YEAR 2006 &UP),X150/X300/X300PE/X700(v2.0)
SIEMENS: G40, X300

SIEMENS: Antares(RE,)

SIEMENS: G40, G50, X150, X300,G60
SIEMENS: Antares(RE,)

SIEMENS: G40, G50, X150, X300,G60
SIEMENS: G40, G50, X150, X300,G60
SIEMENS: Antares(RE,)

SIEMENS: Antares(R/2.)

Sonosite: 180, 180PLUS

Sonosite: 180, 180PLUS

Sonosite: 180, 180PLUS
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Original Original
brand P/N
ARhE BLBS

L.38/10-5
PLB-308M
PLF=703NT
PLF-805ST
PLM-703AT
PLM-805AT
PLT-1204AT
PLT-704AT
PLT-704SBT
PLT-805AT
PLT-1024BT
PSF-25LT
PSM-30BT
Toshiba PST-30BT
PVE-375M
PVF-375AT
PVF-375MT
PVF-621VT
PVF-641VT
PVF-745V
PVG-366M
PVG-600S
PVG-601V
PVM-621VT
PVM-651VT
PVM-375AT

PVQ-375A

PVQ-641V

linear

convex

linear

linear

linear

linear

linear

linear

linear

linear

convex

sector Array

phased array

phased array

convex

convex

convex

transvaginal

transvaginal

convex

convex

transvaginal

transvaginal

transvaginal

convex

convex

convex

Compatible models
1&EFEEY

Sonosite: 180, 180PLUS

TOSHIBA:
SSA-250A/SSA-240A(Eccocee)/SSA-350A(Corevison)
SSA-340A(Eccocee)/SSA-350A(Corevison)
SSA-370A/550A/580A
SSA-370A/SSA-550A/SSA-580A
SSA-660A/680A/SSA-700A/770A/780A/790A(Aplio)
TOSHIBA:
SA-790A/780A680AB60AXARIO/ARTIDA/APLIO
aplio 300/400/500

TOSHIBA:

should confirm before issuing the order

TOSHIBA:

SSA-240A(Tobee)/340a(Eccosee)/350A(Corevison)
TOSHIBA: SSA-140A,270A,340A,350A

TOSHIBA:

TOSHIBA:

SSA-220A/SSA-320A/325A/SSA-340A/SSA-350A/
SSA-370A/390A/SSA-510A/520A/530A/SSA-550A/580A/590A

TOSHIBA: SSA-220A

should confirm befor issuing the order
TOSHIBA: SSA-220A
SSA-370A/SSA-550A

SSA-370A/SSA-550A/SSA-580A

TOSHIBA:SSA-370A(PowerVision6000) /550A
(Nemio10/20/30/35)/580A(NemioXG)

TOSHIBA:

TOSHIBA:SSA-240A(Tosbee)/
340A(Eccosee)/350A (CoreVision)

Original
brand
Ak

Ultrasonix

Ultrasonix

Original
P/N
RLBS

PVT-375AT
PVT-375BT
PVT-382BT

PVT-661VT

C5-2/60
C7-3/50
EC9-4/10

EC9-5/10
L14-5/38
L14-5W/60
L9-4/38
PA4-2/20

SA4-2/24
C60
C60613L
L40617L
C3-A
L7M-A
V6-A
C3-1
EC1-1
2p2
2p2S
35C20EA

35C50EA

35C50EB

35C50HA

3C5

curved Array

convex

transvaginal

convex

convex
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Compatible models
1= FEEY

TOSHIBA:SSA-240A(Tosbee)/
340A(Eccosee)/350A (CoreVision)

TOSHIBA:SSA-660A/680A/700A/770A
780A/790A,SSH-880CV, TUS-A300/400/500(Xario/Aplio)

TOSHIBA:

TOSHIBA:

ULTRASONIX: SonixTouch, SonixMDP,
SonixSP, SonixOP, SonixTablet

transvaginal ULTRASONIX:
~ ULTRASONIX:
transvaginal ULTRASONIX:

linear

linear

linear

phased array

phased array

convex

convex

linear

convex

linear

transvaginal

convex

transvaginal

phased array

phased array

convex

convex

convex

convex

convex

ULTRASONIX:SonixTouch, SonixMDP,
SonixSP, SonixOP, SonixTablet

ULTRASONIX:SonixTouch, SonixMDP,
SonixSP, SonixOP, SonixTablet

ULTRASONIX:

ULTRASONIX:

ULTRASONIX:

CHISON 600 series

CHISON 8500 series

CHISON 8500 series,

ECO2,

ECO2,

CMS600B2

CMS600B2

MINDRAY: DC-6,DC-3

MINDRAY: M5

DP-1100 PLUS/2200/3300/7700/
6600/6900/8800/10/20/30/50/25

MINDRAY: DP-8800PIUS,DP-6600,DP-6600Vet

MINDRAY: DP-7700,DP-3300,
DP-3300Vet,DP- 2200 DP-1100 PIUS

MINDRAY: DP-9900PIUS

Mlndray
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Original Original
brand P/N
ARhE BLBS

3C5/A
3C5S
3C5P
4CD
4CDS
4C2v
50L60EA
65C15EA
65C15EAV
65EC10EA
65EC10EB
65EC10HA
6CV1
6CV1S

Mindray

75L38EA

75L.38EB

75L38HA
75L38HB
75L53EA
75L50EAV
75L60EA
7LAIA

7L4S

7L6
C5-2
C5-2E

C5-28

CA3.5MHZ/R60
—____________________________________________________________________________________________|

convex

convex

convex

4D probe

4D probe

convex

linear

microconvex

microconvex

transvaginal

transvaginal

transvaginal

transvaginal

convex

linear

linear

linear

linear

linear

linear

linear

linear

linear

linear

convex

convex

convex

convex

Compatible models
1&EFEEY

MINDRAY: DC-6,DC-3

MINDRAY: M5

DC-T6

M7

DC-5

MINDRAY: DP-6600Vet

DC-7,should confirm befor issuing the order
MINDRAY: DP-8800PIUS,DP-6600,DP-6600Vet

MINDRAY': DP-8800PIUS,DP-6600,DP-6600Vet, DP-50

MINDRAY: DP-7700,DP-3300,
DP-3300Vet,DP-2200,DP-1100 PIUS

MINDRAY: DP-9900PIUS
MINDRAY: DC-6,DC-3
M5, M7,

MINDRAY: DP-8800PIUS,DP-6600,DP-6600Vet

MINDRAY: DP-7700,DP-3300,
DP-3300Vet,DP-2200,DP-1100 PIUS

MINDRAY: DP-9900PIUS

MINDRAY: DP-9900PIUS

DP-9900,DP10/20/30/50,
should confirm befor issuing the order

VET

MINDRAY :

MINDRAY: DC-6,DC-3
M5

MINDRAY: DC-6,DC-3

MINDRAY: DC-7

DC8
M5, M7

DP-1100

Original
brand
Ak

Mindray

Original
P/N
RLBS

DC6-2
DC6-2S
L7-3
L7-3s
L11-4
P4-2
P4-25
V10-4
V10-4B
V10-4S
EZU-PL21
EZU-PC3A
EZU-PC3B
EZU-PC3C
EZU-PC3D

C3L60A
L7L38A
V5F15
VBL11A

C3L60G

L7L38G
C3L60C1
C3L60C2

C3F40
C3160
C3L60

L8L38C

V6L11C

convex

convex

linear

linear

linear

phased array

phased array

transvaginal

transvaginal

transvaginal

convex

linear

transvaginal

transvaginal

convex

linear

convex

convex

convex

convex

convex

linear

transvaginal

Focus Green Medical Supplies / &G ®ETiEM

185/186
Compatible models
1= FEEY

DC6, 7, 8

M5,M7

DC-N3, DC-T6

M7, TE7

DC7

DC-N6,DC7

M5, M7, TE7

DC7

DC7

Dc7,M7, TE7

SIUI: CTS-200, 200A, 240A, 280, 305
SIUl: CTS-310B, 380

SIUI: CTS-260,285,385(PIUS), 405, 465
SIUl: CTS-285,385(PIUS), 280

SIUl: CTS-310B

SIUl: CTS-5000

SIUI; CTS-5000

SIUI: CTS-5000
SIUI: CTS-8800
SIUl: CTS-8800
SIUI: CTS-3500

SIUI; CTS-3300

SIUI: CTS-3500

SIUI: 3100, 3300,CTS-3500



Product introduction / 7=

Original
brand
AR

HAIYING

BELSON

LINKTON

TEKNOVA

Original
P/N
RS

HY7208C3
HY7204C3R40
HY7206C3R40

SJIN7211CA1
SIN7211L1A
HY720L3
C3560
L3100
3.5C8060

6. 5C8013

7.5L.8040
7.5LR8040
6.5MC8013
3.5CV8060
7.5LV8040
CT-T-3.5R60
C361
E663
L553
C361
E663
L5563
C1-7/60R
EC1-2/13R
L1-3/7.5MHz
C1-8/20R

EL1-3/7.5MHz

C3-1/60R

convex

convex

convex

convex

linear

linear

convex

linear

convex

convex

linear

linear

microconvex

convex

linear

convex

convex

transvaginal

linear

convex

transvaginal

linear

convex

transvaginal

linear

convex

transvaginal

convex

Compatible models
1&EFEEY

HAIYING: HY260 3000
HAIYING
HAIYING
HAIYING
HAIYING
HAIYING
BELSON
BELSON
LINKTON
LINKTON
LINKTON
LINKTON
LINKTON
LINKTON
LINKTON

WELL

TEKNOVA: TH-200

TEKNOVA: TH-200
TEKNOVA: TH-200

TEKNOVA: TH-280

TEKNOVA: TH-280

TEKNOVA: TH-280

WED-9618C WED-9618PIUS
WED-9618C WED-9618PIUS
WED-9618C WED-9618PIUS
WED-9618C WED-9618PIUS
WED-9618C WED-9618PIUS

WED-380 WED-9618C I

Original Original
brand _PIN
Ak BrLE=
EC1-1/13R
L3-1/7.5MHz

EL3-1/7.5MHz

3.5C8060YK

7.5L8040YK

6.5C8013YK

3.5C6460YK

C1-11/50R

L1-5/7.5MHz

C1-12/20R

Lv2-4

6.5C8011CX

6.5C8013CX

7.5L8040CX

35C60HE

70140h

65C13H

35C80HG

70L40

LANDWIND

65C13HF

C361-1

L741/E741

E611-1

C542

C361

SonoScape C352

C354

C344

transvaginal

linear

transvaginal

convex

linear

convex

convex

convex

linear

convex

linear

convex

convex

linear

convex

linear

transvaginal

convex

linear

convex

convex

linear

transvaginal

convex

convex

convex

convex

convex

Focus Green Medical Supplies / &G ®ETiEM

187/188
Compatible models
1= FEEY

WED-380 WED-9618C I
WED-380 WED-9618C I
WED-380 WED-9618C I
WED:

WED:

WED:

WED:

WED-3100V
WED-3100V
WED-3100V
WED-3100V

CX: 6000

CX: 9000C

CX: 9000C

C20/C25/C30
C20/C25/C30
C20/C25/C30

C40

C40

C40

DUS-1

DUS-1

DUS-1

SonoScape:

SSI1-800

SonoScape:

SonoScape:
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189/190

Original Original Compati
patible models
brand P/N P AL

Fmhi BLES

convex

6V1 transvaginal SonoScape: SSI-3000
10L1 linear

SonoScape 2P1 phased array SSI-1000/2000BW/4000/5000/6000/8000,S2,56,S8
L741 linear SonoScape: SSI-2000

L741V linear

linear



BULB FOR MC-INT BLADES 1,2,3,4 and MILLER 2,3

Code: 34325

Category: Standard blades and handles

Unit of sale: 1 pe.

Minimum order: 6

Type: No medical device

EAN13: 8023279343250

Description: Conventional laryngoscope large bulb 2.7V compatible with the following products:

Gima, Riester, And, Kawe, Truphatek,
Timesco and most of conventional laryngoscopes in the market, for MAC N°1,2,3,4 and
MILLER N°2,3

Gima S.p.A. Via Marconi, 1 - 20060 Gessate (MI) Tel. +39 02 953854209 - Fax.+39 02 35380056
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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/[EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, Ilb or )

No. G114 08 88955 001

Manufacturer: Shenzhen Caremed Medical
Technology Co.,Ltd.

Zone B, 3/F, 11 Building, Hebei
Industrial Area, Longhua office
Longhua New District

518109 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

EC-Representative:  C. K. Medical Int’l
Laan van Cattenbroeck 10
3703 BM Zeist
THE NETHERLANDS

Product Sp02 sensors, Temperature probes
Category(ies):

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II.

This quality assurance system conforms to the requirements of this Directive and is subject to
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= periodical surveillance. For marketing of class |1l devices an additional Annex |1 (4) certificate
it is mandatory. See also notes overleaf.
it

Report No.: 748485364

Valid from: 2015-02-10

Valid until: 2020-02-09

H-&

Date, 2015-02-13
Hans-Heiner Junker

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 0of 2

ZERTIFIKAT @ CERTIFICATE &

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany v
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ZERTIFIKAT ¢ CERTIFICATE ¢

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, IIb or lll)

No. G1 14 08 88955 001

Facility(ies): Shenzhen Caremed Medical Technology Co.,Ltd.
Zone B, 3/F, 11 Building, Hebei, Industrial Area, Longhua office,
Longhua New District, 518109 Shenzhen, PEOPLE'S REPUBLIC
OF CHINA

Page 2 of 2

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany
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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or lil)

No. G114 08 88955 001

Manufacturer: Shenzhen Caremed Medical
Technology Co.,Ltd.

Zone B, 3/F, 11 Building, Hebei
Industrial Area, Longhua office
Longhua New District

518109 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

EC-Representative:  C. K. Medical Int’l
Laan van Cattenbroeck 10
3703 BM Zeist
THE NETHERLANDS

Product Sp02 sensors, Temperature probes
Category(ies):

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il.

This quality assurance system conforms to the requirements of this Directive and is subject to
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= periodical surveillance. For marketing of class Il devices an additional Annex Il (4) certificate
e is mandatory. See also notes overleaf.
Mo

Report No.: 748485364

Valid from: 2015-02-10

Valid until: 2020-02-09

TV

H-&

,.ﬂ
g
. = = ¢

Date, 2015-02-13
Hans-Heiner Junker

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 2

ZERTIFIKAT @ CERTIFICATE ¢

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany Tav
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ZERTIFIKAT ¢ CERTIFICATE &

<

— Product Service
EC Certificate
Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lib or IlI)

No. G114 08 88955 001

Facility(ies): Shenzhen Caremed Medical Technology Co.,Ltd.
Zone B, 3/F, 11 Building, Hebei, Industrial Area, Longhua office,
Longhua New District, 518109 Shenzhen, PEOPLE'S REPUBLIC
OF CHINA

Page 2 of 2

- - un g ®
TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany Tav
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Kiwa Cermet ltalia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzione e coordinamento
di Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo dellEmilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info@kiwacermet.it

www. kiwacemmet.it

C=RM=T

kivwa

Partner for progress

Reg. N / isi

Reg. Number MED 26036 Rovision 20

P_rimq rilascio / 2006-10-25 Vali'do da/ 2016-10-24
First issue date Valid from

chdenzg / 2021-10-24 Ultima modifica / 2016-11-07
Valid until Last change date

Pagina / Page 1di/of 15

Certificato CE del Sistema di Garanzia della Qualita/
EC Quality Assurance System Certificate

Si certifica che, sulla base dei risultati degli audit effettuati, il Sistema di garanzia di
Qualita della Produzione dell'Organizzazione/ We certify that, on the basis of the audits
carried out, the Production Quality Assurance System of the Organization:

GIMA S.p.A.

sede operativa / Operational Headquarter:
Via Marconi, 1

20060 Gessate, MI - ltalia

sede legale

Via Tommaso Grossi, 2

Milano - ltalia

€ conforme ai requisiti applicabili della Direttiva 93/42/CEE e successive modifiche ed
integrazioni, Allegato V, attuata in Italia con Dlgs. 46 del 1997/02/24 e successive
modifiche ed integrazioni per le seguenti tipologie di Dispositivi Medici/ Is in compliance
with the applicable requirements of 93/42/EEC Directive as amended, Annex V,
transposed in ltaly by Dlgs. 46 of 1997/02/24 as amended for the following Medical
Devices:

Aspiratori chirurgici e accessori / Surgical aspirators and accessories

Bilancia ad uso medicale / Scales for medical use

Dispositivi accessori per ginecologia e otorinolaringoiatria / Sterile gynaecology and ENT accessories
Dispositivi per aerosolterapia / Nebulizer therapy devices

Dispositivi per la misurazione della saturazione di O2 / Oxygen saturation measuring devices
Dispositivi per la misurazione della temperatura corporea / Body temperature measuring devices
Dispositivi per misurazione / Measuring devices

Dispositivi per rianimazione ed assistenza respiratoria / Respiratory care and resuscitation devices
Dispositivi per terapia termica / Thermic therapy devices

Elettrocardiografi / Electrocardiographs

Sfigmomanometri / Sphygmomanometers

Rif. rapporto di audit/ Ref. audit report: 19-20-21/09/2016
Rif. analisi documentazione tecnica/ Ref. technical documentation analysis: ==

Rif. analisi dossier progettazione/ Ref. design dossier analysis: ==

Chief Operating Officer

Giampiero Belcredi c €

Organismo Notificato n. 0476
Notified Body nr. 0476



kivwa

Partner for progress

Reg. N / isi

Reg. Number MED 26036 Rovision 20

P_rimq rilascio / 2006-10-25 Vali'do da/ 2016-10-24
First issue date Valid from

chdenzg / 2021-10-24 Ultima modifica / 2016-11-07
Valid until Last change date

Pagina / Page 2di/of 15

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Aspiratori chirurgici e accessori / Surgical aspirators and accessories

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 1106

Marca / Brandname:
GIMA
Modello / Model:

Aspiratori e accessori / aspirators and accessories

V
o S
S
@

Tipologia / Medical Devices:
Bilancia ad uso medicale / Scales for medical use

Classe di rischio / Risk class:
I'm

Codice NANDO / NANDO codes:
MD 0104

Marca / Brandname:
GIMA
Modello / Model:

ASTRA - FAMILY - PEGASO

Tipologia / Medical Devices:
Dispositivi accessori per ginecologia e otorinolaringoiatria / Sterile gynaecology and ENT
accessories

erti

Classe di rischio / Risk class:
s

Codice NANDO / NANDO codes:
MD 7006

Marca / Brandname:
GIMA

Kiwa Cermet Italia S.p.A. Modello / Model:
Societa con socio unico, soggetta .

all'attivita di direzione e coordinamento Gimabrush

di Kiwa [talia Holding Srl

Via Cadriano, 23

40057 Granarolo delFEmilia (BO) Chief Operating Officer

Tel +39.051.458.3.111 Giampiero Belcredi
Fax +39.051.763.352

E-mail: info@kiwacermet it ;
www_kiwacemet.it

— — Organismo Notificato n. 0476
c — RM —T Notified Body nr. 0476
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Partner for progress

Reg. N / isi

Reg. Number MED 26036 Rovision 20

P_rimq rilascio / 2006-10-25 Vali'do da/ 2016-10-24
First issue date Valid from

chdenzg / 2021-10-24 Ultima modifica / 2016-11-07
Valid until Last change date

Pagina / Page 3di/of 15

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi accessori per ginecologia e otorinolaringoiatria / Sterile gynaecology and ENT
accessories

Marca / Brandname:

GIMA

Modello / Model:

Cervical Spoon

Modello / Model:

Cervix Brush Plush

Modello / Model:

Gima Collector

Modello / Model:

Gimabrush Ball

Modello / Model:

Kit ORL sterile / Sterile ENT kit

Modello / Model:

Kit pap test / Pap smear kit

Modello / Model:

Spatula legno sterile / Sterile wooden spatula

Modello / Model:

Spatula plastica sterile / Sterile plastic spatula

Modello / Model:

Speculum perno - mix / Vaginal Speculum central pin - mix
Modello / Model:

Speculum perno centrale - grande / Vaginal Speculum central pin- large
Modello / Model:

Speculum perno centrale - medio / Vaginal Speculum central pin - medium
Modello / Model:

Kiwa Cermet Htalia S.p.A. = . i
Sacletl £ Soeko waico, S0 Speculum perno centrale - piccolo / Vaginal Speculum central pin - small

all'attivita di direzione e coordinamento

di Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo delFEmilia (BO) Chief Operating Officer

Tel +39.051.458.3.111 Giampiero Belcredi
Fax +39.051.763.352

E-mail: info@kiwacermet it ;
www_kiwacemet.it

— — Organismo Notificato n. 0476
c — RM —T Notified Body nr. 0476
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kivwa

Partner for progress

Reg. N / isi

Reg. Number MED 26036 Rovision 20

P_rimq rilascio / 2006-10-25 Vali'do da/ 2016-10-24
First issue date Valid from

chdenzg / 2021-10-24 Ultima modifica / 2016-11-07
Valid until Last change date

Pagina / Page 4 di/of 15

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi accessori per ginecologia e otorinolaringoiatria / Sterile gynaecology and ENT
accessories

Marca / Brandname:

GIMA

Modello / Model:

Speculum tache - mix / Vaginal Speculum tache - mix

Modello / Model:

Speculum vite centrale - mix / Vaginal Speculum middle screw - mix
Modello / Model:

Speculum vite laterale - grande / Vaginal Speculum side screw - large
Modello / Model:

Speculum vite laterale - medio / Vaginal Speculum side screw - medium
Modello / Model:

Speculum vite laterale - mix / Vaginal Speculum side screw - mix
Modello / Model:

Speculum vite laterale - piccolo / Vaginal Speculum side screw - small
Modello / Model:

Swab plastica sterile / Sterile plastic swab

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 7006

Marca / Brandname:

GIMA

Modello / Model:

Proctoscopio adulti / Adult proctoscope
Modello / Model:

Proctoscopio pediatrico / Pediatric proctoscope

V
o S
S
@
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Kiwa Cermet ltalia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzione e coordinamento
di Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo delFEmilia (BO) Chief Operating Officer

Tel +39.051.458.3.111 Giampiero Belcredi
Fax +39.051.763.352

E-mail: info@kiwacermet it ;
www_kiwacemet.it

— — Organismo Notificato n. 0476
c — RM —T Notified Body nr. 0476
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Partner for progress

Reg. N / isi

Reg. Number MED 26036 Rovision 20

P_rimq rilascio / 2006-10-25 Vali'do da/ 2016-10-24
First issue date Valid from

chdenzg / 2021-10-24 Ultima modifica / 2016-11-07
Valid until Last change date

Pagina / Page 5di/of 15

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per aerosolterapia / Nebulizer therapy devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 1102

Marca / Brandname:

AKOD PHARMA

Modello / Model:

AEROSOL A PISTONE
Modello / Model:

AEROSOL AD ULTRASUONI
Marca / Brandname:

GIMA

Modello / Model:

AEROSOL MISTRAL

Modello / Model:

AEROSOL A PISTONE
Modello / Model:

AEROSOL A PISTONE CORSIA
Modello / Model:

AEROSOL A PISTONE EOLO
Modello / Model:

AEROSOL AD ULTRASUONI

V
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Kiwa Cermet ltalia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzione e coordinamento
di Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo delFEmilia (BO) Chief Operating Officer
Tel +39.051.458.3.111 Giampiero Belcredi

Fax +39.051.763.352

E-mail: info@kiwacermet it ;
www_kiwacemet.it

— — Organismo Notificato n. 0476
c — RM —T Notified Body nr. 0476
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Partner for progress

Reg. N / isi

Reg. Number MED 26036 Rovision 20

P_rimq rilascio / 2006-10-25 Vali'do da/ 2016-10-24
First issue date Valid from

chdenzg / 2021-10-24 Ultima modifica / 2016-11-07
Valid until Last change date
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per la misurazione della saturazione di O2 / Oxygen saturation measuring devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 1302

Marca / Brandname:
GIMA
Modello / Model:

PULSOSSIMETRO / PULSE OXIMETER

V
o S
S
@

Tipologia / Medical Devices:
Dispositivi per la misurazione della temperatura corporea / Body temperature measuring devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 1302

Marca / Brandname:
ACRAF
Modello / Model:

Termometri clinici digitali -Termometro digitale classico Farmamed / Classic digital Farmamed
thermometer

Modello / Model:

Termometri clinici digitali -Termometro digitale Farmamed / Digital Farmamed thermometer
Modello / Model:

Termometri clinici digitali -Termometro digitale Linea F flessibile / Digital linea F thermometer flexible
Modello / Model:

Termometri clinici digitali -Termometro digitale NUB Farmamed / NUB Farmamed Digital
thermometer

Modello / Model:

K ) Termometri clinici digitali -Termometro digitale NUB Farmamed Baby / NUB Farmamed Baby Digital
iwa Cermet ltalia S.p.A.

Societa con socio unico, soggetta thermometer

all'attivita di direzione e coordinamento

di Kiwa Italia Holding Sri

Via Cadriano, 23

40057 Granarolo delFEmilia (BO) Chief Operating Officer

Tel +39.051.458.3.111 Giampiero Belcredi
Fax +39.051.763.352

E-mail: info@kiwacermet it ;
www_kiwacemet.it

— — Organismo Notificato n. 0476
c — RM —T Notified Body nr. 0476
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:

Dispositivi per la misurazione della temperatura corporea / Body temperature measuring devices
Marca / Brandname:

ACRAF

Modello / Model:

Termometri ecologici senza mercurio -Termometro ecologico Farmamed / Farmamed ecologic
thermometer
Modello / Model:

Termometri ecologici senza mercurio -Termometro ecologico linea F / Linea F ecologic thermometer

V
o S
S
@

Marca / Brandname:

CARREFOUR GS

Modello / Model:

Termometri clinici digitali -Termometro digitale Carrefour / Digital Carrefour thermometer

Modello / Model:

Termometri clinici digitali -Termometro digitale GS / Digital GS thermometer

Marca / Brandname:

CRAF

Modello / Model:

Termometri clinici digitali -Termometro digitale classico Linea F / Classic digital linea F thermometer
Marca / Brandname:

FederFARMA.co

Modello / Model:

Termometri ecologici senza mercurio -Termometro ecologico Profar / Profar ecologic thermometer

erti

Marca / Brandname:

GABBIANO

Modello / Model:

Termometri clinici digitali -Termometro digitale Farmasan / Farmasan Digital thermometer
Modello / Model:

Termometri ecologici senza mercurio -Termometro ecologico Farmasan / Farmasan ecologic

Kiwa Cermet Italia S.p.A. thermometer

Societa con socio unico, soggetta

all'attivita di direzione e coordinamento

di Kiwa [talia Holding Srl

Via Cadriano, 23

40057 Granarolo delFEmilia (BO) Chief Operating Officer

Tel +39.051.458.3.111 Giampiero Belcredi
Fax +39.051.763.382

E-mail: info@kiwacermet.it g
www_kiwacemmet.it

— — Organismo Notificato n. 0476
c — RM —T Notified Body nr. 0476
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per la misurazione della temperatura corporea / Body temperature measuring devices

Marca / Brandname:

GIMA

Modello / Model:

Termometri clinici digitali -Termometro digitale / Digital thermometer

Modello / Model:

Termometri clinici digitali -Termometro digitale NUB / NUB Digital thermometer
Modello / Model:

Termometri ecologici senza mercurio -Termometro ecologico / Ecologic thermometer

V
o S
S
@

Marca / Brandname:

PB PHARMA

Modello / Model:

Termometri clinici digitali -Termometro digitale / Digital GS thermometer
Marca / Brandname:

QUIDNOVI PHARMA

Modello / Model:

Termometri ecologici senza mercurio -Termometro ecologico TECNICO Eco / TECNICO Eco
ecologic thermometer

Marca / Brandname:

SSL HEALTHCARE

Modello / Model:

Termometri ecologici senza mercurio -Termometro clinico Realcheck mercury free / Clinical
thermometer Realcheck mercury free

Marca / Brandname:

T&B

Modello / Model:

Termometri clinici digitali -Termometro digitale 36.2 T&B / Digital 36.2 T&B thermometer

erti

Kiwa Cermet ltalia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzione e coordinamento
di Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo delFEmilia (BO) Chief Operating Officer
Tel +39.051.458.3.111 Giampiero Belcredi

Fax +39.051.763.382

E-mail: info@kiwacermet it ;
www_kiwacermet.it

— — Organismo Notificato n. 0476
c — RM —T Notified Body nr. 0476
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Partner for progress
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Valid until Last change date
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per misurazione / Measuring devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 1302

Marca / Brandname:
GIMA
Modello / Model:

Altimetro - Plicometro - Metro per neonati / Height meter - Skinfold caliper - Baby measuring meter

V
o S
S
@

Tipologia / Medical Devices:
Dispositivi per rianimazione ed assistenza respiratoria / Respiratory care and resuscitation devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 1102

Marca / Brandname:
GIMA
Modello / Model:
Cannule di Guedel sterili / Sterile Guedel airways
Modello / Model:
Kit pallone silicone adulti / Silicone resuscitator kit - adult
Modello / Model:
Maschere laringee riutilizzabili / Reusable laryngeal mask airways
Modello / Model:
Mascherina per rianimazione CPR / CPR resuscitator mask
Modello / Model:
Palloni rianimatori / Resuscitators
Modello / Model:
Kiwa Cermet ltalia S.p.A.

Societa con socio unico, soggetta Accessori -Maschere in silicone autoclavabili / Silicone autoclavable face masks
all'attivita di direzione e coordinamento

di Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo delFEmilia (BO) Chief Operating Officer

Tel +39.051.458.3.111 Giampiero Belcredi
Fax +39.051.763.382

E-mail: info@kiwacermet.it g
www_kiwacemmet.it

— — Organismo Notificato n. 0476
c — RM —T Notified Body nr. 0476
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per rianimazione ed assistenza respiratoria / Respiratory care and resuscitation devices

Marca / Brandname:
GIMA
Modello / Model:

Accessori -Maschere in silicone con cuscinetto e cuffia autoclavabili / Silicone autoclavable cushion
face masks
Modello / Model:

Accessori -Maschere ossigeno / Oxygen masks
Modello / Model:

Accessori -Mascherine monouso PVC a cuscino d’aria iniettabile / Disposable PVC injectable air
cushion face masks

Modello / Model:

Accessori -Occhiali ossigeno / Nasal cannula
Modello / Model:

Accessori -Tubo ossigeno / Oxygen tubing
Modello / Model:

Accessori -Valvola PEEP / Peep valve

V
o S
S
@

Tipologia / Medical Devices:
Dispositivi per terapia termica / Thermic therapy devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 1403

Marca / Brandname:
ACRAF
Modello / Model:

Ghiaccio istantaneo monouso Farmamed Gelo Pack / Farmamed disposable instant ice cold pack

erti

Kiwa Cermet ltalia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzione e coordinamento
di Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo delFEmilia (BO) Chief Operating Officer
Tel +39.051.458.3.111 Giampiero Belcredi

Fax +39.051.763.382

E-mail: info@kiwacermet it ;
www_kiwacermet.it

— — Organismo Notificato n. 0476
c — RM —T Notified Body nr. 0476
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Partner for progress
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per terapia termica / Thermic therapy devices

Marca / Brandname:

GIMA

Modello / Model:

Ghiaccio istantaneo monouso / disposable instant ice cold pack
Modello / Model:

Ghiaccio istantaneo PE / PE instant ice cold pack

Modello / Model:

Ghiaccio istantaneo TNT / TNT instant ice cold pack

V
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@

Marca / Brandname:
MENARINI
Modello / Model:

Ghiaccio istantaneo monouso Menarini / Menarini disposable instant ice cold pack

Tipologia / Medical Devices:
Elettrocardiografi / Electrocardiographs

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 1302

Marca / Brandname:
GIMA
Modello / Model:

ECG PALMARE

erti

Kiwa Cermet ltalia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzione e coordinamento
di Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo delFEmilia (BO) Chief Operating Officer
Tel +39.051.458.3.111 Giampiero Belcredi

Fax +39.051.763.352

E-mail: info@kiwacermet it ;
www_kiwacemet.it

— — Organismo Notificato n. 0476
c — RM —T Notified Body nr. 0476
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Sfigmomanometri / Sphygmomanometers

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 1302

Marca / Brandname:

ACRAF

Modello / Model:

SFIGMO DIGITALE DA POLSO ROSS ANGELINI
Modello / Model:

digitali -SFIGMO DIGITALE DA BRACCIO ROSS ANGELINI
Marca / Brandname:

AKOD PHARMA

Modello / Model:

SFIGMO DIGITALE DA BRACCIO HL AKOD
Modello / Model:

SFIGMO DIGITALE DA POLSO HL AKOD
Modello / Model:

SFIGMO DIGITALE DA TAVOLO HL AKOD
Marca / Brandname:

GIMA

Modello / Model:

a mercurio -STAR

Modello / Model:

a mercurio -YTON

Modello / Model:

a mercurio -YTON PLAUNAZIDE

Modello / Model:

Aneroidi -BOSTON

V
o S
S
@

erti

Kiwa Cermet ltalia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzione e coordinamento
di Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo delFEmilia (BO) Chief Operating Officer
Tel +39.051.458.3.111 Giampiero Belcredi

Fax +39.051.763.382

E-mail: info@kiwacermet it ;
www_kiwacermet.it

— — Organismo Notificato n. 0476
c — RM —T Notified Body nr. 0476
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Sfigmomanometri / Sphygmomanometers

Marca / Brandname:

GIMA

Modello / Model:

Aneroidi -BOSTON COMBISARTAN
Modello / Model:

Aneroidi -BOSTON LATEX-FREE
Modello / Model:

Aneroidi -BOSTON LOBIVON
Modello / Model:

Aneroidi -BOSTON VALPRESSION
Modello / Model:

Aneroidi -BOSTON OLPRESS
Modello / Model:

Aneroidi -DALLAS

Modello / Model:

Aneroidi -GIMATONO

Modello / Model:

Aneroidi -LONDON

Modello / Model:

Aneroidi -ROMA

Modello / Model:

Aneroidi -SIRIO

Modello / Model:

Aneroidi -TOKIO

Modello / Model:

Aneroidi -TOKIO ZANTIPRESS

V
o S
S
@

erti

Kiwa Cermet ltalia S.p.A.

Societa con socio unico, soggetta Modello / Model:

all'attivita di direzione e coordinamento

di Kiwa Italia Holding Srl Aneroidi -YTON

Via Cadriano, 23

40057 Granarolo delFEmilia (BO) Chief Operating Officer

Tel +39.051.458.3.111 Giampiero Belcredi
Fax +39.051.763.382

E-mail: info@kiwacermet it ;
www_kiwacermet.it

— — Organismo Notificato n. 0476
c — RM —T Notified Body nr. 0476
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Sfigmomanometri / Sphygmomanometers

Marca / Brandname:

GIMA

Modello / Model:

digitali -AUTOMATICO DA POLSO

Modello / Model:

digitali -24h

Modello / Model:

digitali ~AMBULATORIALE

Modello / Model:

digitali -AUTOMATICO DA BRACCIO

Modello / Model:

digitali -DOMINO

Modello / Model:

digitali -SENZA MERCURIO

Modello / Model:

digitali -SFIGMO DIGITALE DA BRACCIO HL GIMA
Modello / Model:

digitali -SFIGMO DIGITALE DA BRACCIO ROSS GIMA
Modello / Model:

digitali -SFIGMO DIGITALE DA POLSO HL GIMA
Modello / Model:

digitali -SFIGMO DIGITALE DA POLSO ROSS GIMA
Modello / Model:

digitali -SFIGMO DIGITALE DA TAVOLO HL GIMA
Modello / Model:

digitali -YTON DIGITALE

V
o S
S
@

erti

Kiwa Cermet ltalia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzione e coordinamento
di Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo delFEmilia (BO) Chief Operating Officer

Tel +39.051.458.3.111 Giampiero Belcredi
Fax +39.051.763.352

E-mail: info@kiwacermet it ;
www_kiwacemet.it

— — Organismo Notificato n. 0476
c — RM —T Notified Body nr. 0476



V
o S
S
@

erti

Kiwa Cermet ltalia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzione e coordinamento
di Kiwa [talia Holding Srl

Via Cadriano, 23

40057 Granarolo dellEmilia (BO)

Tel +39.051.458.3.111

Fax +39.051.763.382

E-mail: info@kiwacermet.it
www_kiwacemmet.it

C=RM=T

Partner for progress
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Reg. Number MED 26036 Rovision 20

P_rimq rilascio / 2006-10-25 Vali'do da/ 2016-10-24
First issue date Valid from

chdenzg / 2021-10-24 Ultima modifica / 2016-11-07
Valid until Last change date

Pagina/Page 15di/of 15

La lista completa dei codici, relativi ai modelli certificati, & disponibile presso Kiwa Cermet Italia./ The complete list of

the codes related to the certificated models is available at Kiwa Cermet Italia. Il presente Certificato € soggetto al
rispetto dei requisiti contrattuali di Kiwa Cermet Italia ed € valido solo per le tipologie di dispositivi sopra identificate
soggette a sorveglianza/ This Certificate is subject to Kiwa Cermet ltalia regulations and it is valid only for the above

mentioned Medical Devices that are subject to survey. L’allegato tecnico € parte integrante del presente Certificato./
The technical sheet is an integrating part of this Certificate.

Chief Operating Officer

Giampiero Belcredi c €

Organismo Notificato n. 0476
Notified Body nr. 0476



CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico,
soggetta all’attivita di
direzione e coordinamento di
Kiwa ltalia Holding Srl

Via Cadriano, 23

40057 Granarolo dell’Emilia
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: inffo@kiwacermet.it
www.kiwacermet.it

C=ERM=T

kiwa

2018-10-01

Reg. Number 10164 - M Valid From

First issue date 2012-10-15 2018-10-01

Last change date

valid until 2021-10-14

Quality Management System Certificate

ISO 13485:2016

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI CEIl EN ISO 13485:2016 for the following
products/services:

Trade, packaging and service of: medical devices (MD), in vitro diagnostic products
(IVD), medical accessories, furniture and aids,

Chief Operating Officer
Giampiero Belcredi

The maintaining of certification is subject to annual surveillance and dependent upon the observance of
Kiwa Cermet Italia contractual requirements.

Refer to quality manual for details of exclusion of UNI CEI EN ISO 13485:2016 requirements.

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano ltalia

Certified Sites

- Via Marconi, 1 20060 Gessate ( Ml ) ltalia

SGQ N® 007A

ACCREDIA R Ne 0898
’ PRD N° 069B
INTE (TALIANO D4 ACCRIDITAMENTO » FSM N® 0041

PRS N° 089C
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ZERTIFIKAT ¢ CERTIFICATE ¢

Product Service

CERTIFICATE

No. Q517 09 88955 004

Holder of Certificate: Shenzhen Caremed Medical
Technology Co.,Ltd.

Zone B, 3/F, 11 Building

Hebei Industrial Area, Longhua office
Longhua New District

518109 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Shenzhen Caremed Medical Technology
Co.,Ltd.
Zone B, 3/F, 11 Building, Hebei Industrial Area,
Longhua office, Longhua New District, 518109
Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

A\ EN (5013485

tuv-sud.com/ps-cert

Scope of Certificate: Design and Development, Production and Distribution
of SpO2 sensors, Temperature probes, ECG cables
and leadwires, EKG cables, Patient Cable and Invasive Blood
Pressure cable, Accessories for Blood Pressure Measuring

Devices
Applied EN ISO 13485:2016
Standard(s): Medical devices - Quality management systems -

Requirements for regulatory purposes
(1SO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: GZ1719201
Valid from: 2018-02-10
Valid until: 2021-02-09

Date, 2018-01-12 w

Stefan Preil

Page 1 of 1 (( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

” 5 wn ®
TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TOV
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TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization |

OLYMPUS MEDICAL SYSTEMS CORP. |

2951 Ishikawa-cho, i

Hachioji-shi, Tokyo 192-8507 |
Japan

has established and applies a quality management system for medical devices
for the following scope:

See attachments for scope

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance

Effective Date: 2018-11-04
Certificate Registration No.: SX 60133824 0001
An audit was performed. Report No.: 12018179 027

This Certificate is valid until: 2021-07-26
Certification Body

((DAtas

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-10-30

M.Sc. M. Aihara

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

Tel: +49 221 806-1371 Fax +49 221 B08-3935 e-mail:cert-validity@de.tuv com http.//mww.tuv.com/safety
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TUVRheinland

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: SX 60133824 0001
Report No.: 12018179 027
Organization: OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho,
Hachioji-shi, Tokyo 192-8507
Japan
Scope: Design and Development, Manufacture, Distibution,

Date:

Service, Quality Assurance, Planning and Delivery support of
Endoscopes, Endotherapy devices, Light Sources,

Imaging Processors, Endoscope Position Detecting Units,
Electrothermal Cautery Units, Integrated Endosurgery
Systems, Endoscopic Regulation/Control Units,

Camera Heads/Pumps/Monitors/ Recorders for Endoscopy,
Electrosurgical Equipment, Capsule Endoscopes and Systems,
Laparoscopic Insufflators, Ultrasound Diagnostic Imaging
Systems, Disinfecting Units and Ultrasound Surgical
Equipment, Probes and Transducers for Ultrasonic
Lithotriptors, Sterile Non Active Instruments used in
conjunction with Endoscopes, Sterile Endotherapy Devices
used in conjunction with Endoscopes, Sterile Non Active
Devices used in conjunction with Medical Ultrasound
Diagnostic Imaging Systems and Water Container, Water Supply
Tube, Water Feeding valve and Foot Switch for Pump

Certification Body

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

2018-10-30

M.Sc. M. Aihara




Traducere din limba engleza

A

TUVRheinland

Certificat

Organismul de certificare al TUV Rheinland LGA Products GmbH

certifica prin prezenta faptul ca organizatia

OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho
Hachioji-shi, Tokyo 192-8507
Japonia

a implementat si aplica un sistem de management al calitatii pentru dispozitive
medicale pentru urmatoarele domenii:

A se vedea atasamentul pentru domeniul de aplicabilitate

S-a furnizat dovada faptului ca au fost indeplinte cerintele specificate in

EN ISO 13485:2016

LMVIANIA ]
Sistemul de management al calitafii este supus unei supravegheri anuale. MINISTERUL JUSTITIEL |
| MINA FAﬁNEA-lVANOVK !
Data intrérii in vigoare: 04.11.2018 TEQ?*H%; OR, éﬂ%é‘zz ET
Nr. inregistrare certificat: SX 60133824 0001 AUT. NR. 22088 ¢ |
A fost efectuat auditul, raport nr. 12018179 027 ! TEL Q745421452 |

Acest certificat este valabil pana la 26.07.2021

s Organism de certificare
[ Al (Semnaturd indescifrabild si stampilda TUV
((a D_ ﬁﬁ'xhe Rheinland LGA Products GmbH)
. Akkreditierungsstelle M.Sc.M. Aihara

D-ZM-14169-01-02
Data, 30.10.2018

TUV Rheinland LGA Products GmbH — TillystraBie 2 — 90431 Niirnberg
Tel: +49 221 806-1371 Fax: +49 221 806-3935 email: cert-validity(@de.tuv.com http://www .tuv.com/safety



Atasament la
Nr. inregistrare certificat
Nr. raport:

Organizatie:

Domeniul de aplicabilitate:

Deutsche
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TUV Rheinland
LGA Products GmbH
Tillystrafle 2, 90431 Niirnberg

SX 60133824 0001
12018179 027

Olympus Medical Systems Corp.
2951 Ishikawa-cho

Hachloji-shi, Tokyo 192-8507
Japonia

Proiectare si dezvoltare, productie, distributie, service, asigurarea
calititii, planificare si furnizare asistenti pentru endoscoape,
echipamente endoterapie, surse de lumina, procesoare de imagine, unititi
de detectare a pozifiei endoscopului, unititi de cauterizare electrotermica,
sisteme endochirurgicale integrate, unitati de control/reglare endoscopice,
capete camerid/pompe/sisteme monitorizare/sisteme inregistrare pentru
endoscopie, echipamente electrochirurgicale, endoscoape capsuli si
sisteme, insuflatoare laparoscopice, sisteme de imagistica pentru
diagnostic ecografic, unititi dezinfectare si echipamente chirurgicale cu
ultrasunete, sonde si traductoare pentru litotriptoare cu ultrasunete,
instrumente sterile inactive utilizate impreuni cu endoscoape,
echipamente sterile pentru endoterapie utilizate impreun: cu endoscoape,
echipamente sterile inactive ufilizate Tmpreuni cu sisteme medicale de
imagistica pentru diagnostic ecografic si recipiente api, tuburi alimentare
apd, supape api si intrerupétoare de picior pentru pompe.

Organism de certificare
(Semnatura indescifrabila si stampila TUV
Rheinland LGA Products GmbH)

Akkreditierungsstelle M.Sc.M. Aihara
D-ZM-14169-01-02

Data, 30.10.2018
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EC Certificate TOVRheinland
Directive 93/42/EEC Annex Ill, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60123878 0001

Report No.: 12018179 022

Manufacturer: OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho,
Hachioji-shi, Tokyo 192-8507
Japan

Products: Design and Development, Manufacture of Medical Endoscopy
Systems, Diagnostic, Operation and Treatment Products

(see attachments for products and additional sites included)

Replaces Bpproval, Registration No.: HD 60078827 0001

Expiry Date: 2022-11-02

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex Il,
section 5 of the aforementioned directive. For placing on the market of class il devices covered by

this certificate an EC design-examination certificate according to Annex Il, section 4 is required.
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TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.




TUVRheinland

TUV Rheinland poc. /1. Rev.0
LGA Products GmbH
TillystraRe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HD 60123878 0001

Report No.: 12018179 022

Manufacturer: OLYMPUS MEDICAL SYSTEMS CORP.

2951 Ishikawa-cho,

Hachioji-shi, Tokyo 192-8507
Japan

Products included:

Medical Endoscopy Systems:
-Endoscopes

-Endotherapy Devices

-Imaging Processors

Pumps for Endoscopy

-Light Sources

-Position Detecting Unitcs
-Electrothermal Cautery Units
-Integrated Endosurgerv Systems
-Endoscopic Regulation/Control Units
Electrosurgical Equipment
Probes and Transducers for Ultrasonic Lithotr.ptors
Laparoscopic Insufflators
Ultrasound Surgical Equipment
Disinfecting Units
Capsule Endoscopes and Systems
Ultrasound Diagnostic Imaging Systems

Date: 2017-10-12




Traducere din limba engleza

TUVRheinland

APROBARE
Directiva CE 93/42/CEE Anexa I, excluzind Sectiunea 4
Sistem complet de asigurare a calitifii
Echipamente medicale

Nr. Inregistrare: HD 60123878 0001
Nr. Raport: 12018179 022

Producitor:  Olympus Medical Systems Corp.
2951 Ishikawa-cho
HACHIOJI-SHI, TOKIO 192-8507
JAPONIA

Produse: Proiectare si dezvoltare, productie de sisteme de endoscopie medicald, produse de
diagnostic, operatie $i tralament.
(a se vedea atasamentele pentru produse si1 locatii suplimentare incluse)
[nlocuieste Aprobarea cu nr. de inregistrare: HD 60078827 0001

Data expirarii: 02.11.2022

Organismul Notifical declarad prin prezenta ¢ au fost indeplinite cerinfele Anexel [I, excluzand secfiunca
4 a directivei 93/42/CEE pentru produsele specificate. Producdtorul mai sus mengionat a stabilit si aplica
un sistem de asigurare a calitdfii, care este supus unei supravegheri periodice, definitd Tn Anexa II,
secfiunea 5 a directivei mentionate anterior. Pentru comercializarea echipamentelor din clasa U1 acoperite
de acest certificat, este necesar un certificat CE de examinare proiectare in conformitate du Anexa I,
sectiunea 4.
Organism notificat
Stampila:
Data intrdrii In vigoare: 03-11-2017 TUV Rheinland LGA Products GmbH
Zertifizierungsstelle
M.Sc. M. Aihara
Data. 12.10.2017 (semndturd indescifrabila)

. TUV Rheinland LGA Products GmbH — Tillystrale 2 — 90431 Niirnberg
TUV Rheinland LGA Products GmbH este un Organism Notificat in conformitate cu Directiva
93/42/CEE cu privire la echipamentele medicale, cu numdrul de identificare 0197
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TUV Rheinland

LGA Products GmbH

Tillystrafic 2, 90431 Niirnberg
Atasament la

Certificat

Nr. de inregistrare: HD 60123878 0001

Nr. raport: 12018179 022
Producator: Olympus Medical Systems Corp.

2951 Ishikawa-cho
HACHIOJI-SHI, TOKIO 192-8507
JAPONIA

Produse incluse:
- Sisteme medicale de endoscopie:
-Endoscoape
-Echipamente endoterapie
-Procesoare de imagine
-Pompe pentru endoscopie
-Surse de lumina
-Unitéti de detectare pozitie
-Unitati de cauterizare electrotermica
-Sisteme endochirurgicale integrate
- Unitati de control/reglare endoscopice
- Echipamente electrochirurgicale
- Sonde si traductoare pentru litotriptoare cu ultrasunete
- Insuflatoare faparoscopice
- Echipamente chirurgicale cu ultrasunete
- Unitati de sterilizare
- Sisteme si endoscoape capsula
- Sisterne de imagistica pentru diagnostic cu ultrasunete

Organism notifical
Stampild:
TUV Rheinland LGA Products GmbH
Data: 12.10.2012 Zertifizierungsstelle
M.Sc. M. Athara
(semnaturd indescifrabild)



EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60123877 0001

Report No.: 12018179 022

Manufacturer: OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho,
Hachioji-shi, Tokyo 192-8507
Japan

Products: Sterile Endotherapy Devices used in conjunction with
Endoscopes, Sterile Non Active Instruments used in
conjunction with Endoscopes and Sterile Non Active
Instruments used in conjuncrion with Medical Ulcrasound
Diagnostic Imaging Systems
Replaces Approval, Registration No.: DD 60116725 0001

Expiry Date: 2022-11-02

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class IlI devices covered by this
certificate an EC type-examination certificate according to Annex Ill is required.
a0 LGA AN
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TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.




Traducere din limba engleza
r'y

TUVRheinland

CERTIFICAT CE
Directiva CE 93/42/CEE Anexa V
Asigurarea calitiifii productiei
Echipamente medicale
Nr. Inregistrare; DD 60123877 0001
Nr. Raport; 12018179 022

Producitor:  Olympus Medical Systems Corp.
2951 Ishikawa-cho
HACHIOJI-SHI, TOKIO 192-8507
JAPONIA

Produse: Echipamentelor sterile pentru endoterapie, utilizate Impreuna cu endoscoape, instrumente
sterile non-active utilizate Tmpreund cu endoscoape i instrumente sterile non-active
utilizate impreund cu sisteme medicale de imagistica diagnostic cu ultrasunete,
Inlocuieste Aprobarea. nr. inregistrare: DD 60116725 0001

Data expirarii- 02,11.2022

Organismul Notificat declard prin prezenta c¢d au fost indeplinite cerintele Anexei V a directivei
93/42/CEL pentru produsele specificate. Producitorul mai sus mentionat a stabilit i aplicd un sistem de
asigurare a calitd{ii, care este supus unei supravegheri periodice, definitd in Anexa V, sectiunea 4 a
directivei mentionate anterior. Pentru comercializarea echipamentelor din clasa Ub si clasa I acoperite
de acest certificat, este necesar un certificat CE de examinare tip in conformitate du Anexa III.

Organism notificat

Stampila:
Data intrarii in vigoare; 03-11-2017 TUV Rheinland LGA Products GmbH
Zertifizierungsstelle
M.Sc. M. Aihara
Data: 12.10.2017 (semndturd indescifrabila)

. TUV Rheinland LGA Products GmbH — Tillystrafie 2 — 90431 Niirnberg
TUYV Rheinland LGA Products GmbH este un Organism Notificat in conformitate cu Directiva
93/42/CEE cu privire la echipamentele medicale, cu numarul de identificare 0197
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