ANNTOMMED
RPEF

Balloon Inflation Device

*Max Pressure: 30bar/40bar
*Max Volume: 20ml
*Accurate Pressure Control
*Stable Performance
*Simple Operation

*xLatex Free

L
Model: BID-20
AT1100 20ml  30bar Balloon Inflation Device
AT1101 20ml 30bar Balloon Inflation Device +Stopcock (Right”ON”)
AT1102 20ml 30bar Balloon Inflation Device +Stopcock (Right”OFF”)
AT1103 20ml 30bar AT1101 +Y connector kit(Screwe Y connector, Torque, Insertion tool)
AT1104 20ml 30bar AT1102 +Y connector kit(Screwe Y connector, Torque, Insertion tool)
AT1105 20ml 30bar AT1101 +Y connector kit(Push/pull Y connector, Torque, Insertion tool)
AT1106 20ml 30bar AT1102 +Y connector kit(Push/pull Y connector, Torque, Insertion tool)
AT1107 20ml 30bar AT1101 +Y connector kit(Push/pull Y connector with line, Torque, Insertion tool)
AT1108 20ml 30bar AT1102 +Y connector kit(Push/pull Y connector with line, Torque, Insertion tool)

Digitally signed by Jighili Tatiana
Date: 2020.09.11 15:53:12 EEST
Reason: MoldSign Signature

CEO0197 FSC Location: Moldova
ENISO 13485:2016




ANNTOMMED
RPEF

Hemostasis Valve Set

* Y Connector Valve
* Torque Device
* Guide Wire Insertion Tool

PUSH/PULL CLICKY CONNECTOR PUSH/PULL Y CONNECTOR ROTATING Y CONNECTOR Y CONNECTOR WITH LINE AND STOPCOCK

"

HEMOSTASIS VAVLE SET

AT1301 8Fr Screw Y connector + Torque device +Insertion Tool

AT1311 8Fr Screw Y connector with line (25cm)and stopcock + Torque device +Insertion Tool

AT1312 8Fr Screw Y connector with line (50cm) and stopcock + Torque device +Insertion Tool

AT1302 7Fr Push/pull Y connector + Torque device +Insertion Tool

AT1303 7Fr Push/pull Y connector with line (25cm)and stopcock + Torque device +Insertion Tool

AT1304 7Fr Push/pull Y connector with line (50cm) and stopcock + Torque device +Insertion Tool

AT 1305 8Fr Push/pull click Y connector +Torque device + insertion Tool

AT 1306 8Fr Push/pull click Y connector with line (25cm)and stopcock +Torque device + insertion Tool

Http: //www:anntom. com

CEO0197 FSC Tel: 86-755-28216760
Mobile: 86-181-187-62060
EN ISO 13485:2016 Eoai satoeammton com




Femoral Introducer Sheath Set

AT1201

*Smooth Transitions from
Greatly reduces puncture

ANNTOMMED
RPEF

dilator to sheath,
resistance

*Radiopaque Sheath and dilator
*Providing easy and non—traumatic insertion
*Hydrophilic coating sheath tubing

Femoral Introducer Set:

*Introducer sheath
*Dilator

*Guidewire with advancer
*Introducer needle
*8Syringe

*Scalpel

. 0217

X 45cm

AT1202

035~

x 45cm

AT1203

038~

x 45cm

AT1204

038”7

x 45cm

AT1205

038”7

X 45cm

AT1206

038”7

X 45cm

AT1207

038”7

x 80cm

AT1208

olojolo|o ool

. 038"

x 80cm

AT1209

. 038"

o

x 80cm

AT1210

0.038"

x120cm

AT1211

0.038"

x120cm

AT1212

0.038"

x 120cm

AT1215

0.038” x 45cm

CEO0197 FSC
ENISO 13485:2016
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ANNTOMMED
RPEF

Transradial Introducer kit

*Used for coronary interention to reduce vascular access complications
*xUniquely designed sheath for the smooth atraumatic insertion and removal

kxComplete kit include everything for the applicable procedure
*kHydrophilic coating sheath tubing

Transradial Introducer Set:
*Transradial Introducer sheath

*Dilator

*Guidewire with advancer
*Introducer needle
*Syringe

*Scalpel

(11 i
e g— o S| -

AT1601
AT1602
AT1603

AT1604

AT1605

AT1606
AT1607
AT1608

AT1611
AT1612

Http: //www:anntom. com
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ANNTOMMED
RPEF

Manifold and 3 Way Stopcock

*Max Pressure: 250PSI, 500PSI
*Rotating Adapter

*Simple Operation

*Latex Free

3 PORT Manifold set
3 PORT RIGHT ON/OFF 250PSI/500PSI

2 PORT RIGHT ON/OFF 250PS1/500PSI 3 WAY STOPCOCK 500PSI/700PSI RIGHT ON/OFF

At1401 3 Port “ON” Right-handed 250PSI

AT1402 3 Port "OFF” Right-handed 250PSI
AT 1403 3 Port “ON” Right-handed 500PSI
AT1404 3 Port “"OFF” Right-handed 500PSI

AT1405 3 Port Manifold Set “ON” Right-handed
AT1406 3 Port Manifold Set “OFF” Right-handed
AT1407 2 Port “ON” Right-handed = 500PSI
AT1408 2 Port “OFF” Right-handed 500PS

AT1701 3 way stopcock 500PSI “ON” Right-handed

AT1702 3 way stopcock 500PSI “OFF” Right-handed

Http: //www:anntom. com

CEO0197 FSC Tel: 86-755-28216760
Mobile: 86-181-187-62060
ENISO 13485:2016 Er?laliI?sales@annZom.com




ANNTOMMED
ZHEZ
TR Closure Band
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AT2401 S 24cm
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AT2403 L 29cm
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Angiographic Needle

AT2307 18Gax 7cm
AT2308 19Gax 7cm
AT2309 20Gax7cm
AT2310 20Gax4cm

Http: //www:anntom. com
CE0197 FSC

Tel: 86-755-28216760

ENISO 13485:2016 Mobile: 86-181-187-62060

Email: sales@anntom.com




ANNTOMMED
RPEF

Angiographic Guide Wire
(PTFE Coated)

*Fixed core and movable core
*Tip Type: J tip and Straight tip
*J Radius: 1.5mm--15mm
*Length Range: 60cm--300cm
*OD Range: 0.0257--0.050”

AT1801 0.032” 150cm Fixed core J AT1811 0.032” 150cm Fixed core Straigt tip

AT1802 0.032” 180cm Fixed core J AT1812 0.032” 180cm Fixed core Straigt tip
AT1803 0.032” 260cm Fixed core J AT1813 0.032” 260cm Fixed core Straigt tip
AT1804 0.035” 150cm Fixed core J AT1814 0.035” 150cm Fixed core Straigt tip
AT1805 0.035” 180cm Fixed core J AT1815 0.035” 180cm Fixed core Straigt tip
AT1806 0.035” 260cm Fixed core J AT1816 0.035” 260cm Fixed core Straigt tip
AT1807 0.038” 150cm Fixed core J AT1817 0.038” 150cm Fixed core Straigt tip
AT1808 0.038” 180cm Fixed core J AT1818 0.038” 180cm Fixed core Straigt tip
AT1809 0.038” 260cm Fixed core J AT1819 0.038” 260cm Fixed core Straigt tip
AT1843 0.035” 80cm Fixed core J1.5X15mm AT1844 0.035” 80cm Fixed core J3.0X15mm

AT1845 0.035” 80cm Fixed core J6.0X15mm

AT1832 0.035” 300cm Fixed core J AT1840 0.035” 300cm Fixed core Straigt tip

Http: //www:anntom. com
CEO0197 FSC Tel: 86-755-28216760

7 Mobile: 86-181-187-62060
Email: sales@anntom.com

ENISO 13485:2016




GUIDE WIRE

Hydrophilic Guide Wire

K K K K ¥

Hydrophilic coated

Elastic alloy core, Super fexible tip
Tip Type: Angle tip and Straight tip
Black and blue color

Length Range: 150cm--300cm

ANNTOMMED
RPEF

Zebra Guide Wire

* ¥ ¥

* ¥

Kink-resistant nitinol core

Tip Type: 3cm Angled tip and Straight tip
Blue/white striped,

Black/white striped,

Yellow/Black striped

Length Range: 150cm--450cm

OD Range: 0.0257--0.038”

AT1901 0.032” 150cm Angled tip black
AT1902 0.035” 150cm Angled tip black
AT1903 0.032” 150cm Straight tip black
AT1904 0.035” 150cm Straight tip black
AT1905 0.032” 150cm Angled tip blue
AT1906 0.035” 150cm Angled tip blue
AT1907 0.032” 150cm Straight tip blue
AT1908 0.035” 150cm Straight tip blue
AT1924 0.038” 150cm Straight tip black
AT1914 0.038” 150cm Angle tip black
CEO0197 FSC

ENISO 13485:2016

AT2001 0.032” 150cm Straight tip blue /white
AT2002 0.035” 150cm Angled tip blue/ white
AT2003 0.032” 150cm Straight tip blue/white
AT2004 0.035” 150cm Straight tip blue/white
AT2005 0.032” 150cm Angled tip black/white
AT2006 0.035” 150cm Angled tip black/white
AT2007 0.032” 150cm Straight tip black/white
AT2008 0.035” 150cm Straight tip black/white

Http: //www:anntom. com
Tel: 86-755-28216760
Mobile: 86-181-187-62060
Email: sales@anntom.com




ANNTOMMED
ZHEEF
Diagnostic Angiographic Catheter

+*Smooth Transitions,greatly reduces puncture resistance
+*Radiopaque 1200PSI
*Providing easy and non-traumatic insertion

11101

5F JL3.5,JL4.0,JL5.0 0.038” x 150cm
6F JL3.5,JL4.0,JL5.0 0. 038" x 150cm
7F Pigtail180,Pigtail 145 0. 038” x 150cm

Angiographic syringe

*Precise graduations printing and flow control
*Triple ringe design handle for easy and saft operation

AT1409 12ml Rotating Male Luer Lock
AT1410 10ml Rotating Male Luer Lock
AT1411 12ml Female Luer Lock
AT1412 10ml Female Luer Lock

Http: //www:anntom. com

CE0197 FSC Tel: 86-755-28216760
Mobile: 86-181-187-62060
ENISO 13485:2016 Er%alil?sales@anntom.com




ANNTOMMED
RPEF

PTCA Balloon Catheter

Technical Parameters:

* Usable PTCA Catheter Length: 140cm
* Guide wire Compatible: 0.014inches
* Marker: 2

* Guilding Catheter: 5F
* Nominal Pressure: 6atm

* Rated Burst Pressure: 16atm
*Mean Burst Pressure: 21atm- 24atm

* Crossing Profile: 0.021-0.032inches

AT2501 AT2502 AT2503 AT2504 AT2505 AT2606
AT2511 AT2512 AT2513 AT2514 AT2515 AT2616
AT2521 AT2522 AT2523 AT2524 AT2525 AT2626
AT2531 AT2532 AT2533 AT2534 AT2535 AT2636
AT2541 AT2542 AT2543 AT2544 AT2545 AT2546
AT2551 AT2552 AT2553 AT2554 AT2555 AT2656

Http: //www:anntom. com

CEO0197 FSC Tel: 86-755-28216760
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ENISO 13485:2016 Er?laliI?sales@annZom.com




Angiographic Syringe

COILED
Y-CONNECTING TUBE

AT2201

QUICKFILLTUBE

CT-200-M

Used for CT

ANNTOMMED

C€w FCS
EN I1SO:13485: 2016/AC:2012

COILED
CONNECTING TUBING

: MEDRAD MCT&PLUS:OP-100; VCT610; ECT710

AT2202

CT-200-M2

Used for CT:

MEDRAD STELLANT

AT2203

CT-200/200-M2

Used for CT

: MEDRAD STELLANTD

AT2204

CT-200-L

Used for CT

: LIBEL-FLARSHEIM CT9000&CT9000 ADV

AT2205

DSA-150-L

Used for DSA: LIBEL-FLARSHEIM ANGIOMAT 6000

AT2206

DSA-150-M

Used for DSA: MEDRAD MARKY MARKYV PROVIS

AT2207

DSA-200-M

Used for DSA: MEDRAD MARKY MARK 'V PROVIS

AT2208

MRI-65/65-M

Used for MRI: MEDRAD SPECTRIS MR

AT2209

CT/DSA-150-L

Used for CT&DSA: LIBEL-FLARSHEIM CT&DSA:ANGIOMAT IHIUMENA

AT2210

MRI-60/200-MED

Used for MRI: MEDTRON MRI

AT2211

CT-200-MED

Used for CT:

MEDTRONACCUTRON CT

AT2212

CT-200-E

Used for CT

: EZEM EMPOWER CT

AT2213

CT-100-N

Used for CT:

NEMOTO KYORINDO A-25;A-60

AT2214

CT-200-N

Used for CT

: NEMOTO KYORINDO A-25;A-60

AT2215

DSA-120-N

Used for DSA: NEMOTO KYORINDO NEMOTO 1208

AT2216

MRI-65/115-M

Used for MRI: MEDRAD SPECTRIS

AT2217

CT-200/200-M

Used for CT:

MEDRAD MCT&PLUS:OP-100;VCT610;ECT710

CE0197 FSC
ENISO 13485:2016

Http: //www:anntom. com
Tel: 86-755-28216760
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Email: sales@anntom.com




ANNTOMMED
RPEF

Angiographic Syringe

AT2201

AT2204 AT2211

AT2213 AT2214 AT2205

AT2209 AT2206

AT2208

AT2226

AT2219 AT2216

AT2218

CT-200/200-L

Used for CT: LIBEL-FLARSHEIM OPTIVANTAGE DUAL-HEAD

AT2219

MRI-60/60-L

Used for MRI: LIBEL-FLARSHEIM OPTISTAR

AT2220

CT-100/100-N

Used for CT: NEMOTO KYORINDO A-25;A-60

AT2221

CT-100/200-N

Used for CT: NEMOTO KYORINDO A-25;A-60

AT2222

CT-200/200-MED

Used for CT: MEDTRONACCUTRON CT-D

AT2223

CT-200/200-E

Used for CT: EZEM EMPOWER D

AT2224

CT-190/190-M

Used for CT: MEDRAD SALIENT

AT2225

CT-190-M

Used for CT: MEDRAD SALIENT

AT2226

MRI-60/60-MED

Used for MRI: MEDTRON MRI

AT2227

DSA-150-M2

Used for DSA:MEDRAD MARK 7 ARTERION

AT2228

CT-200/200-N

Used for CT: NEMOTO KYORINDO A-25;A-60

CEO0197 FSC
ENISO 13485:2016

Http: //www:anntom. com
Tel: 86-755-28216760
Mobile: 86-181-187-62060
Email: sales@anntom.com



ANNTOMMED
RPEF

The Micro Guide Wire
(PTCA Guide Wire)

*Nitinol Core, Stainless Steel with PTFE Coated
*Platinum Coil/Gilding Coil/Stainless steel Coil

AT2301 0.014” X 185cm Nitinol Angle Floppy Platinum
AT2302 0.014” X 185cm Nitinol Straight Floppy Platinum
AT2303 0.014” x 185¢cm Nitinol Angle  Standard Platinum
AT2304 0.014” X 185cm Nitinol Straight Standard Platinum
AT2305 0.014” x 185cm Nitinol Angle  Support Platinum
AT2306 0.014” x 185cm Nitinol Straight Support Platinum
AT2311 0.018” x 185cm Nitinol Angle Floppy Platinum
AT2312 0.018” x 185cm Nitinol Straight Floppy Platinum
AT2313 0.018” x 185cm Nitinol Angle  Standard Platinum
AT2314 0.018” x 185cm Nitinol Straight Standard Platinum
AT2315 0.018” x185cm Nitinol Angle  Support Platinum
AT2316 0.018” x 185cm Nitinol Straight Support Platinum
AT2317 0.014” x 300cm Nitinol Straight Extra Support Platinum
AT2318 0.018” x 300cm Nitinol Straight Extra Support Platinum

Http: //www:anntom. com

CEO0197 FSC Tel: 86-755-28216760
Mobile: 86-181-187-62060
ENISO 13485:2016 Email: sales@anntom.com




ANNTOMMED

Angiographic Syringe

COILED
Y-CONNECTING TUBE

AT2201

ﬁ

QUICK FILLTUBE

CT-200-M

C€w FCS

EN 1SO:13485: 2016/AC:2012

~ oD

COILED
CONNECTING TUBING

Used for CT: MEDRAD MCT&PLUS:OP-100; VCT610; ECT710

AT2202

CT-200-M2

Used for CT: MEDRAD STELLANT

AT2203

CT-200/200-M2

Used for CT: MEDRAD STELLANT D

AT2204

CT-200-L

Used for CT: LIBEL-FLARSHEIM CT9000&CT9000 ADV

AT2205

DSA-150-L

Used for DSA: LIBEL-FLARSHEIM ANGIOMAT 6000

AT2206

DSA-150-M

Used for DSA: MEDRAD MARKYV MARKYV PROVIS

AT2207

DSA-200-M

Used for DSA: MEDRAD MARK YV MARK 'V PROVIS

AT2208

MRI-65/65-M

Used for MRI: MEDRAD SPECTRIS MR

AT2209

CT/DSA-150-L

Used for CT&DSA: LIBEL-FLARSHEIM CT&DSA:ANGIOMAT IHUMENA

AT2210

MRI-60/200-MED

Used for MRI: MEDTRON MRI

AT2211

CT-200-MED

Used for CT: MEDTRONACCUTRONCT

AT2212

CT-200-E

Used for CT: EZEM EMPOWER CT

AT2213

CT-100-N

Used for CT: NEMOTO KYORINDO A-25;A-60

AT2214

CT-200-N

Used for CT: NEMOTO KYORINDO A-25;A-60

AT2215

DSA-120-N

Used for DSA: NEMOTO KYORINDO NEMOTO 120S

AT2216

MRI-65/115-M

Used for MRI: MEDRAD SPECTRIS

AT2217

CT-200/200-M

Used for CT: MEDRAD MCT&PLUS:OP-100;VCT610;ECT710

AT2218

CT-200/200-L

Used for CT: LIBEL-FLARSHEIM OPTIVANTAGE DUAL-HEAD

AT2219

MRI-60/60-L

Used for MRI: LIBEL-FLARSHEIM OPTISTAR

AT2220

CT-100/100-N

Used for CT: NEMOTO KYORINDO A-25;A-60

AT2221

CT-100/200-N

Used for CT: NEMOTO KYORINDO A-25;A-60

AT2222

CT-200/200-MED

Used for CT: MEDTRONACCUTRON CT-D

CE0197 FSC
ENISO 13485:2016

Http: //www:anntom. com
Tel: 86-755-28216760
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Email: sales@anntom.com
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Angiographic Syringe ZHhEZSE

£
.,

AT2203

AT2201 AT2204 AT2211

N
T~
=J
AT2205 AT2209 AT2206
7
/
e F == ==
AT2208 AT2226 AT2219 AT2216

AT2223 CT-200/200-E Used for CT: EZEM EMPOWER D
AT2224 CT-190/190-M Used for CT: MEDRAD SALIENT
AT2225 CT-190-M Used for CT: MEDRAD SALIENT
AT2226 MRI-60/60-MED Used for MRI: MEDTRON MRI
AT2227 DSA-150-M2 Used for DSA: MEDRAD MARK 7 ARTERION
AT2228 CT-200/200-N Used for CT: NEMOTO KYORINDO A-25;A-60
ACCESSORIES
C 0 REEDeserpfion
AT2299 Pressure Connecting Tubing 150cm x 350PSI
AT2298 Pressure coiled tubing 150cm x350PSI with Y connector and 1 check valve
AT2297 Pressure coiled tubing 150cm x350PSI with Y connector and 2 check valve
AT2230 Pressure coiled tubing 150cm x350PSI with Y connector
AT2242 Pressure coiled tubing 250cm x350PSI with Y connector and 1 check valve
AT2105 High pressure tubing 1200PSI x150cm,used for DSA
AT2231 Long Spike
AT2246 Short Spike
AT2247 Quick Fill Tubing

CEO0197 FSC
EN1SO 13485:2016

Http: //www:anntom. com

Tel: 86-755-28216760
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EC Certificate TOVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60144246 0001

Report No.: 17043095 009

Manufacturer: Anntom Medica Limited
5/F, Building A6
Yinlong Industrial Zone

292 Shenshan Road, Longgang District
Shenzhen

518116 Guangdong
China

Products: Medical Devices

(see attachment for products included)

Replaces Approval, Registration No.: HD 60137594 0001

Expiry Date: 2024-05-27

The Notified Body hereby declares that the requirements of Annex Ii, 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 II,
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 li, section 4 is required.

Effective Date: 2019-12-02

Date: 2019-12-02

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10/020d 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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TUVRheinland

TUV Rheinland Sl R
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60144246 0001

Report No.: 17043095 009

Manufacturer: Anntom Medica Limited
5/F, Building A6
Yinleng Industrial Zone
292 Shenshan Road, Longgang District
Shenzhen
518116 Guangdong
China

Products:

- Introducer Sets
- Angiographic Syringes

Aspects of manufacture concerned with securing and
maintaining sterile conditions:

- Balloon Inflation Devices
- Manifolds

- Stopcocks

- Hemostasis Valve Sets

Date: 2019-12-02

10/020d 04.08 ® TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval
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TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Anntom Medica Limited
5/F, Building A6
Yinlong Iindustrial Zone
292 Shenshan Road, Longgang District
Shenzhen
518116 Guangdong
China

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

Design and Development, Manufacture and Distribution of

Introducer Sets, Angiographic Syringes, Balloon Infiation
Devices, Manifolds, Stopcocks, Hemostasis Valve Sets

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: 2019-09-16
Certificate Registration No.: SX 60137595 0001
An audit was performed. Report No.: 17043095 005

This Certificate is valid until: 2021-11-13

Certification Body

-~ Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

(?DAkkS

Date 2019-09-16

Fuxiu Sheng

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

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

10/020d 04.08 ® TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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