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Zhejimg Longterm Medical Technology Co., Ltd

L F ffi *,[ t6 P *Product specification:

1.1 f,If+ffid MATERIAL DESCRIPTIoN:
E tr #F ffi ft R#(n/(nAi4R#B-izlt,h,fait EI ffi )arfi fi R#). H FE pffi iH. fifi 7F t! tt

*PE F8 ffi ,H. ifr ,t&trtriffi ,t rE EI.
Ostomy product is composed of barrier(hydrocolloid barrier or hydrocolloid with nonwoven edge
skin banier), highly resistant co-EX film, nonwoven fabric or PE puncturing lining, carbon filters.

1.2 Fffi KA' PRODUCT PHoToS:

One piece Urostomy

1.3 FffiRt

Two piece barrier

5liml65mn17 5mm/9Omm
60mmi70mml80mm/9Omm
7mnl65mnl7 5mrnl9lmm

6i+, EJfRJtstsFftE R..J'frzfi.
can be available at clients'

&S Confrdential



Zhejiang Longterm Medical Technology Co., Ltd

2 Fffit4'dE Product performance

2.1 T\EI*H?, PHYSICAL PROPERTIES

2.1.1 180"*uHi,H, H?tE!*rltrletrD6.fftT0.3N/cm"
180"peel strength. Peel strength ofbacking should be no

2.t.2EA'l*, E tr +96,f+62r+, )i\ftiRryl*.
Leakage : Driving frt wel1, no leakage

2.1.3 ift*+trtr : iEtr#-&*lj1+,Ur+&+tr. T^flil,
Connection : Good connection of each part, no fallen o

2.2 P it t f,fl,9-Xi Appearance

Etr#*E+H, +t+, rt'trF.,
Surface should be smooth, c

Base plate(barrier) should be

3. @#4*:PA
PfilE#* ts6A ffirftf.afi8"
Several p box. Finally, the several inner cases packed by

,IRB.



Zhejiang Longterm Medical Technology

4. tE#*4+ Storage Condition

P J*D,E#E THU ffi ?4'l+F=.'f+E-iEF\ ErT fi!B 
^ 

"
Products should be stored in a dry and well-ventilated clean

5.H-'&Ffr The period of validity
ft*r,EkltEE+.i+T, H 4F AtuA-,&ffi 3 +
The product shall valid for 3 years from the

the stipulated storage conditions.
it is kept under

1fr8.



Prodoct ServioeCERTIFICATE
No. QIN 16 0283478

Holder of Certificate:

Facility(ies):

Gertification Mark:

Scope of Certificate:

Applied
Standard(s):

Report No.:

Valid from:
Valid until:

Date, 2016-04-22

Page 1 of 1

016

Zhejiang Longterm
Medical Technology Co., Ltd.
Fengqing Road 618, Wukang Town
313200 Deqing, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Zhejiang Longterm IMedical Technology Co_, Ltd.
Fengqing Road 618, Wukang Town,313200
Deqing, Zhejiang, PEOPLE'S REPUBLTC OF
CHINA

Design and Development, Production and Distribqtion of
Hydrocolloid dressing, Alginatc dressing,
Foam dressing and Silicone loam dressing,
Hydrogel dressing, Absorbent dressing,
Negative pressure wound therapy dressing,
Silicone net
Production and Distribution of
Sterile wound dressing, Skin closure strips,
Surgical drapes, Fecal collectioh bags,
Sterile wouhd plasters, Scar reducing emollient,
Ostomy bags and attachments, lnfusion ptastets,
Urinary drainage bag/collection bag,
Silioone tapes and Medical external fixation,
Medical tapes, Hydrocolloid patch,
Equipment cover, Sterile Hydrocolloid dressing

EN ISO 13485i2012 + AC]2012
l\y'edical devlces - Quality management systems -
Requirements for regulatory purposes
(lSO 13485:2003 + Cor_ 1:2009)
DIN EN ISO 1348512012

The certiflcation Body of r[JV stJD product service GmbH certifies that the company mentioned
above has established and is maintajning a quality management system, which meets ihe
requirements of the listed standard(s). See also notes overleaf_

TUV SUD Product Service GnbH . Ze[itizierstelle RidlerstraBe E5 . 80339 Miinchen Germany



Product SeNiceEC Certificate
Production Quality Assurance System
Directive 93/42lEEC on Medical Devices (MDD), Annex V
(Devices in class I in sterile conditions, sterilised systems or procedure packs)

No. GZS 18 01 83478 024

Manufacturer: Zhejiang Longterm
Medical Technology Co., Ltd.
Huancheng No.th Road 493
Mo Gan lvlountain
National High-Tech Dislrict

31 3200 Deqing, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Lotus Global Co., Ltd.
1 Four Seasons Terrace
West Drayton, Middlesex

London
UB7 gGG

UNITED KINGDOM

EC-Representative:

Medical Tapes, Surgical Drapes, lnfusion Plasters,
Equipment Cover, Skin Closure Strips, Sterile
Wound Plasters, Sterile Wound Dressing, Ostomy
Bags and Accessories, Catheter Fixing Dressing,
Hydrogel Eye Pad, Urostomy Bag, Urinary Collection
Bag, Compression Hemostatic Dressing

The Certitication Body of ToV SUD Product SeNice cmbH declares that the aforementioned
manufacturer has impiemented a quality assurance system for manufacture in accordance with
N4DD Annex V. This quality assurance system covers those aspects of manufacture concerned
with securing and maintaining sterile conditions of the respective devices / device categories and
conforms to the requirements of this Djrective. ll is subiect to periodical surveiJlance. See also
noles overleaf

Product
Category(ies):

Report No.;

Valid from;
Valid until:

sH18782EXTo1

2018-04-23
2023-04-22

identification no. 0123

Date, 2018-02-01
Slefan preiB

TUV SUD Product SeNice GmbH is Notjfied Body wrth

Page 1 of 2

RidlerstraBe 65 . 80339 MiinchenTLiV SUD Product Service GmbH Zedifizierstelle



ProduclSeryice

EC Gertificate
Production Quality Assurance System
Directive 93/4ZEEC on Medical Devices (MDD), Annex V
(Devices in class Iin sterile conditions, sterilised systems or procedure packs)

No. G2S 1801 83478O24

Facility(ies): Zhejiang Longterm Medical Technology Co., Ltd,
Huancheng North Road 493, Mo ean Mountain,
National High-Tech District, 313200 Deqing,
Zhejiang, PEOPLE'S REPUBLIC OF cHINA
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TUV SUD Product Service GmbH , Zertifizierstelle . RidlerstraBe 65 . 80339 Miinchen . Germany
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