7)) YL MEDICAL

MALE EXTERNAL CATHETERS

NANCHANG YILI MEDICAL INSTRUMENT CO., LTD

Office: 101# Building, Greenland International Exp Center, Jiulong Road 1177, Honggutan
District, Nanchang, Jiangxi, China

Factory: Jinxian Medical Industrial Park, Nanchang, Jiangxi, China

Tel: +86-791-88252326  Fax: +86-791-88251326 Post Code: 330046 ‘

E-mail: sales@yilimed.com

www.yili-medical.com

FDA 150 (¢,

www.yili-medical.com




Qualification Certificate

Certificate

. The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Nanchang Yili Medical Instrument

Co., Ltd
Room 908, 101# Building, JLH605-B01
Greenland International Exp Center
Jiulong Road 1177, Honggutan District
30000 Nanchang, Jiangxi
P.R. China

hag established and applies a quality management system for medical devices
for the foliowing scope

(See attachment for Scope included)
Proof has been fumished that the requirements specified in

EN ISO 13485:2016

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

Effective Date 2020-04-13
Cemficate Registration No. SX 60148270 0001
An audit was performed Report No.: 50307115 002

This Cerfificate rs valid untl- 2023-02-12
Certification Body

((Dasas

Deutiche
Akkreditierungsstelie
0-ZM-14169-01-02

Date 2020-04-13

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niimberg
Tol 40 221 8051371 Fagx: +40 221 B08-3038 e mat cart vaditfide tuv com il iwww fov comisalaty.

ystrale

Attachment to
Certificate

Co., Ltd

P.R. China

-1 lin Pen Needles
-Closed Suction Catheters

Room 908,
Greenland International Exp Center
Jiulong Road 1177, Honggutan District
330000 Nanchang, Jiangxi

TOVRheinland

TUV Rheinland boeitil, Revid
LGA Products GmbH

2, 90431 Niirnberg

Registration No.: DD 60146267 0001
Report No.: 650307115 002

Manufacturer: Nanchang Yili Medical Instrument

101# Building, JLH605-B01

-Sterile Tracheal Tubes for Single Use

-Disposable Silicone Laryngeal

Masks

-Digpesable Cireumeision Staplers

-Suction Catheters

Aspects of Manufacture concerned with Securing and

Maintaining Sterile Conditions:

Drainage Bags
‘Male External Catheters

Date: 2020-04-13

been

Date:

Manufacturer:

Products: Hedical Devices

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex V/ of the directive 93/42/EEC have
met for the listed products. The above named manufacturer has established and applies & qualty |

assurance system, which is subject o periodic survailiance, dofined by Annex

aforementioned dir

cortificate sn EC type

Effectivo Date: 2020-04-13

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

Registration No.: DD 60146267 0001

Report No.:

Greenland International Exp Center

Jiulong Road 1177, Honggutan District |

330000 Nanchang, Jiangxi |

P.R. China |
|

{See attachnent for Products included)

e. For plecing on the merket of slass Ilb and clss Il devices covared by this
xamination sertiicate sccording o Annex Il s require. |

2020-04-13

" it
TUV Rheinland LGA Products GmbH - TillystraBe Z""ﬂﬂlla Niirnberg
TOV Rhiora LGA Products Gt s  Notflod By scordng : Dfeats 9342166
concarning madical devicas wth the dantieation number 019

50307115 002 Astachment to

Certificate
Registration No.: ~ SX 60146270 0001
Nanchang Yili Medical Instrument Report No.: 50307115 002 Manufacturer: g;ne:.:;\g Yili Medical Instrumant

, JLHE05-BO1 Organization: Nanchang Yili Medical Instrument

Date; 2020-04-13

TOVRheinland

TOV Rheinland pos 1/1, Rev ©
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

o 'S08, 101# Building, JLH605-B01
Grearlend Incarnednal Exp Cantee

Jiulong Road 1177, Honggutan District P.R. Chin
3300 N;nchann, Jiangxi i
e Products: Sterile Urethral Catheters for Single Use |
Scops
Design and Devalopment, Mamufacturs and D
Mamufacture and Distribution of Expiry Date: 2024-05-26

Closed Suction Catheters, Sterile Tracheal Tubes

Single Use, Dispocable Silicone Laryngeal Masks, stpnsabje
cumcision Staplers, Suction Catheters, Urine Bags

et

Date:

Certification Body

((paas

Akkudwwmu e

Ty oo ot piey Sisius 1 m raaimnts of A Il excluting section 4 of the dectie

Effective Dats: 2020-04-13

TUV Rheinland LGA Products GmbH - Tillystrage

EC Certificate TOVRheinland
Directive 93/42/EEC Annex II, excluding Section 4

Full Quality Assurance System
Medical Devices

Registration No.: HD 60146269 0001 |

Report No.: 50307115 002 ‘

Room 908, 101# Building, JLHG05-B01

Greenland International Exp Center

Jiulong Road 1177, Honggutan District

330000 Nanchang, Jiangxi ‘

o
s lacing on the
hi. crticats o £ ek axaririon seiicass Sscoedig o Amex I shction 4 1 eaben,

20-04-13

90431 Nimberg
TOV Rheinland LGA Products GmbH is a Notified Body according to u-v«:«w. 93/42/EEC
oming medical devices with the idantifcatian number 0

www. yili-medical.com
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H Male External Catheters

Male external catheter is a body worn urine drainage
devices which may be attached to a vacuum device or a
urine collection bag. It is rolled onto the penis and secured
by an adhesive strap or self adhesive.

EasyThru”®

LATEX MALE EXTERNAL CATHETER

Basic details:

1. Made of medical grade latex.

2. Composition: latex external catheter, adhesive strap

3. Used for male patients who suffer paralysis or uroclepsia.
4. Sterilized by ethylene oxide gas.

5. Certificate: 1ISO13485, CE, FDA

6. Shelf time: 3 years

Advantages:

1. External catheters are the least invasive for draining urine and
are available as penile sheath catheters for men

2. Reduce the risks of damaging the urethra and infection.

Code Size

YL-LEC-20 20mm

YL-LEC-25 25mm

YL-LEC-30 30mm

YL-LEC-35 35mm

YL-LEC-40 40mm

www. yili-medical.com



H Male External Catherters EasyThru®
Basic details: SILICONE MALE EXTERNAL CATHETER

1. Made of medical grade silicone; 2. Composition: silicone external catheter, adhesive strap; 3. Sterilized by ethylene oxide gas;
4. Certificate: ISO13485, CE, FDA; 5. Shelf time: 3 years.

Adhesive strap

Advantages:

1. Latex free, all silicone construction provides excellent breath-ability.

2. Available size selection helps ensure a secure fit.

3. Transparent material allows for skin health monitoring while the catheter is in place
4. The catheter provides great safety for both users and caregivers, as it prevents skin

Code Size Type Code Size Type
YL-NSEC-25 25mm| Adhesive strap YL-NSEC-30 30mm | Adhesive strap

YL-NSEC-35 35mm| Adhesive strap YL-NSEC-40 40mm | Adhesive strap

Self-adhesive

Basic details:
1. Made of medical grade silicone; 2. Sterilized by ethylene oxide gas; 3. Certificate: 1ISO13485, CE, FDA,; 4. Shelf time: 3 years.

Advantages: { N
1. Latex free, all silicone construction provides excellent breath-ability. ——
2. Available size selection helps ensure a secure fit.
3. Transparent material allows for skin health monitoring while the catheter is in place. o
4. Safe, strongly skin friendly adhesive bonding has good initial cohesiveness, and good holding power time. ===« ,
5. The catheter provides great convenience and safety for both users and caregivers, as it prevents skin. e, TMAGD
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1. pop on: shorter sheath length; [

C:/E' Code Size | Type Code Size Type Code Size Type

2. standard: regular length and adhesive length; i
YL-SECP-25 25 Pop on | YL-SEC-25 25 Standard YL-SECW-25 25 Wide band

C:>) YL-SECP-29 | 29 Pop on | YL-SEC-29 29 Standard | YL-SECW-29 | 29 Wide band

3. wide band: full length adhesive for adding security. YL-SECP-32 32 Pop on YL-SEC-32 32 Standard YL-SECW-32 32 Wide band

YL-SECP-36 36 Pop on | YL-SEC-36 36 Standard YL-SECW-36 36 Wide band
YL-SECP-40 40 Pop on | YL-SEC-40 40 Standard YL-SECW-40 40 Wide band

www. yili-medical.com ‘




B Male External Catheters
= Packaging

®
EasyThru
MALE EXTERNAL CATHETER

Directions: 3
 position over tip of penis then unroll the

—
EasyThru®
MALE EXTERNAL CATHETER ,‘
........ : e
* over tip of per I the
jeove to ® -®
YL-LEC-20 E
 223-04-02
. 1028-04-01
|||||||||||||||||| YL267304
fredits 7
Made in China

( Blister individual ) ( Hard blister individual )

EasyThru®

MALE EXTERNAL CATHETER
o _ ® & CE€orr

50 pcs/box

CTN: 50pcs/box,1000pcs/ctn;

MEAS: 55*28*57CM,;
295000pcs/20GP; 636000pcs/40GP.
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