Zhejiang Longterm Medical Technology Co., Ltd

7= mAAg-
Product Specifiy

HEPRS

Specification No:

A% H -

Effective date;

CRAFHR : 5

Record Retention: Five Years

VN Phteey. 5 § ek
e M it .
“. " Digitally signed by Iurcu Nicolae
© Date:2018.11.22 12:44:51 EET
Reason: MoldSign Signature

Location: Moldova




OSTOMY CARE

ONE-PIECE OPEN (HYDROCOLLOID ADHESIVE WITH SPUNLAC

B e T

L-Highly re

3 has ihe odorrem
Ignis eas
6 Convenient for ope

—




Zhejiang Longterm Medical Technotogy Co., Ltd

1. 77 i # 4% E2 3K Product specification:

1.1 #4448 MATERIAL DESCRIPTION:
X 487 it B e A (AR SR A TR AL B K B A BB T S A R 3) . BRI . Bt A
ERPEMFEIRE . FEHEIRA I8 A 4H e
Ostomy product is composed of barrier(hydrocolloid barrier or hydrocolloid with nonwoven edge
skin barrier), highly resistant CO-EX film , nonwoven fabric or PE puncturing lining, carbon filters.

1.2 7= {4 i PRODUCT PHOTOS:

One piece ostomy ba

" Two picce barrier

m/60mm/70mm/80mm/90mm
Two piece Urostorny 45mn/57mm/65mm/7 5mm/90mm
#E: AR B R~F R o
MNote: The product specilications can be available at clients’ option.
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Zhejiang Longterm Medical Technology Co., Ltd

2 7= BE Product performance

2.1 Y3 EE: PHYSICAL PROPERTIES

2LLIS0RIBAE: HHNHERENAMTOINm.
180°peel strength. Peel strength of backing should be no less|tha
21286 EORESHMEE, TRIN%.
Leakage : Driving fit well, no leakage S
213 EEREEE . EORJ I MERER. TaiE
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ter box. Finally, the several inner cases packed by




Zhejiang Longterm Medical Technology Ce
4. WA 44 Storage Condition

FmMERETREERESEHERRTNEA.

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

5.8 %3 The period of validity
EERCFRGT, BAETEBEEIH 3 F

The product shall valid for 3 years from the ma

t it 1s kept under
the stipulated storage conditions.
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Product Sarvice

CERTIFICATE

No. Q1N 16 02 83478 016

Holder of Certificate: Zhejiang Longterm
Medical Technotogy Co., Ltd.

Fengging Road 618, Wukang Tewn
313200 Deging, Zhejiang
PEQOPLE'S REPUBLIC OF CHINA

Facility(ies): Zhejiang Longterm Medical Technology Co., Ltd.
Fengging Road 618, Wukang Town, 313200
Deging, Zhejiang, FEOPLE'S REPUBLIC OF
CHINA

Certification Mark:

Scope of Certificate: Design and Development, Production and Distribution of
Hydrocoiloid dressing, Alginate dressing,
Foam dressing and Silicone foam 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 collection bags,
Sterile wound plasters, Scar reducing emellient,
Ostomy bags and attachments, Infusion plasters,
Urinary drainage bag/collection bag,
Silicore tapes and Medicat external fixation,
Medical tapes, Hydrocelloid patch,
Equipment cover, Sterile Hydrocolloid dressing

Applied EN ISO 13485:2012 + AC:2042
Standard(s): Medical devices - Quality management systems -
Requirements for regulatory purposes
{150 13485:20063 + Cor. 1:2009)
DIN EN IS0 13485:2012

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

Repart No.: SH1678205
Valid from: 2016-04-23
Valid until: 2019-04-22
Date, 2016-04-22 MJ
Stafan Preil ;
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T0V SUD Product Service BmbH - Zertitizierstelle - RidlerstraRa 65 - 80339 Miinchen - Germany




AT FOT 17

ek

AR

f

ZERTIFIKAT ¢ CERTIFICATE o

o
E.
-
oo
LL.
L
2
o
=]
=t
Cud
T
[
£
Lt
[+
*
=
=L
x
=
<
=
h.
=1
T8
-
b 4

Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Davices (MDD), Annex V
{Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 18 01 83478 024

Manufacturer: Zhejiang Longterm
Medical Technology Co., Lid.

Huancheng North Road 493

Me Gan Mountain

Naticnal High-Tech District
313200 Deging, Znejiang
PECPLE'S REPUBLIC OF CHINA

EC-Representative:  Lotus Global Co., Lid.
1 Four Seasons Terrace
West Drayion, Middlesex
London
UBT 9GG
UNITED KINGDOM

Product Medical Tapes, Surgical Drapes, Infusion Plasters,

Category(ies): 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 Certification Body of TUV SUD Product Service GmbH declares that the aforementionad
manufacturer has implemented a qualily assurance system for rmanufacture in accordance with
MDD Annex V. This quality assurance system covers those aspects of manufacture concerned
with securing and maintaining sterile canditions of the respective devices / device categories and
conforms to the reguiremnents of this Directive. I is subject to periodical surveillance. See also
notes overleaf,

Report No.: SH18782EXT01
Valid from: 2018-04-23
Valid until: 2023-04-22

Date, 2018-02-01 w

Stefan PreiR

TOV SUD Product Service GmbH is Netified Body with identification no. 0123
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ZERTIFIKAT & CERTIFICATE o

Product Servics
EC Certificate
Production Quality Assurance System
Directive 93/42/EEC on Medical Devices {MDD), Annex V
{Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 18 0183478 024

Facility(ies): Zhejiang Longterm Medical Technology Co., Ltd.
Huancheng North Road 493, Mo Gan Mountain,
National High-Tech District, 313200 Deqing,
Zhejiang, PEQPLE'S REPUBLIC OF CHINA
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