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1.1， Manufacturer Information

Company name: Jiangsu Jaysun Glove Co., Ltd

Company Logo:

Company Address: No.199 Jianling Rd, Economic Developing-area,

Suqian City, Jiangsu, China

Post Code: 223800

Tel: 86-527-88319930

Fax: 86-527-88319289



Jiangsu Jaysun Glove Co., Ltd. Document No. TCF‐01

Version No. A/1

CE Technical File Date 2016.10.08

5 / 60

1.2, Brief Introduction

JIANGSU JAYSUN GLOVE CO., LTD is located in Suqian City, Jiangsu Province,

having an area of sixty-five acreage. It is a specialized manufacturer of vinyl (PVC) and

synthetic examination gloves. With 24 advanced production lines to founded, the annual

output volume will exceed 2,800,000,000 pcs gloves.

Choosing the best imported raw materials, with stable and reliable quality, our

products are being exported to the USA, Canada, Europe and Australia, with clients in

more than 20 countries and districts overall.

Our gloves have advantages in resistant to acid, alkali, dirt and germs. Besides,

they can be worm on either hand, and are easy to put on and take off. Suitable for use in

numerous applications, our various terms are widely used in food, chemical,

electronic，pharmacy, painting and coating, printing and dyeing, agricultural and other

industries.

Based on honesty and sincerity, we have earned a high reputation around the

world. We sincerely welcome all customers to cooperate with us, and we guarantee the

best products and service.
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1.3, Product Introduction

Characteristics of Disposable Vinyl (Synthetic) Examination Gloves:

The materials of disposable vinyl (synthetic) examination gloves are almost the

same as common vinyl gloves except that there is a special agent enhanced the

flexibility of the gloves. Though they look like latex gloves from the appearance, they are

made by synthetic materials, 100% latex free, and have no allergic reaction to human body

skin. The physical capability is better than that of common vinyl gloves.

Use of the Gloves:

Widely used in Medical Examination, hygiene inspection, chemical industry and
pharmacy. These products provide users with protection when working in these areas.
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1.4, Products diagram and specification

1.4.1, Product Diagram:

The below diagram have described the manufacturing procedures of Disposable gloves of
Jaysun Glove

The Manufacturing process is as below：
Material test-→Mixing material-→Dipping-→Firing→Cooling-→Stripping-→ Process
Check-→Physical Test-→Pinhole Test-→Tiding up-→Sampling Test
→Packing-→Storing-→OQC & Shipping
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1.4.2, Product items and specification.

We only produce vinyl examination gloves, but they are in different weight:

1.4.2.1 Specification of JP‐102 /JP‐ 112 items:

Size: Length (mm)
Palm width
(mm)

Cuff
thickness
(Min: mm)

Palm
thickness
(Min: mm)

Finger
thickness
(Min: mm)

Cuff rolling
（mm）

S
≥230 (for US and
Japan market.).
≥230 (for Europe
market.)

85±3

0.05 0.08 0.05

1.2±0.2

M 95±3 1.2±0.2

L 105±3 1.2±0.2

XL 115±3 1.2±0.2

Elongation
rate

≥11 Mpa Tensile Strength ≥300%

Force at
break

≥ 3.6N ( for
European market
3mm dumb-bell
cutting)
≥ 7.0N ( for
Non-European
market, 6mm
dumb-bell cutting)

Water leak AQL Level
AQL1.5~AQL2.5 as per customer
requirements

Special quality will be follow as per customers’ special requirement.

1.4.2.2 Specification of 202 / 212 items:

Size: Length (mm)
Palm width
(mm)

Cuff
thickness

Palm
thickness

Finger
thickness

Cuff rolling
（mm）

Products
No.

Item No. Description XS（0） S（1） M（2） L（3） XL（4）

1
JP-102/
JP-112

Powdered/Powder-free 4.0+0.3g 5.0+0.3g 5.5+0.3g 6.0+0.3g 6.2+0.3g

2 202/212 Powdered/Powder-free 4.0+0.3g 4.5+0.3g 5.0+0.3g 5.5+0.3g 5.7+0.3g

3 402/412 Powdered/Powder-free 4.0+0.3g 4.0+0.3g 4.5+0.3g 5.0+0.3g 5.3+0.3g

4 602/612 Powdered/Powder-free - 3.5+0.3g 4.0+0.3g 4.5+0.3g 4.7+0.3g
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(Min: mm) (Min: mm) (Min: mm)

S
≥230 (for US and
Japan market.).
≥230 (for Europe
market.)

85±3

0.05 0.07 0.05

1.2±0.2

M 95±3 1.2±0.2

L 105±3 1.2±0.2

XL 115±3 1.2±0.2

Elongation
rate

≥11 Mpa Tensile Strength ≥300%

Force at
break

≥ 3.6N ( for
European market
3mm dumb-bell
cutting)
≥ 7.0N ( for
Non-European
market, 6mm
dumb-bell cutting)

Water leak AQL Level
AQL1.5~AQL2.5 as per customer
requirements

Special quality will be follow as per customers’ special requirement.

1.4.2.3 Specification of 402 / 412 items:

Size: Length (mm)
Palm width
(mm)

Cuff
thickness
(Min: mm)

Palm
thickness
(Min: mm)

Finger
thickness
(Min: mm)

Cuff rolling
（mm）

S
≥230 (for US and
Japan market.).
≥230 (for Europe
market.)

85±3

0.045 0.06 0.05

1.2±0.2

M 95±3 1.2±0.2

L 105±3 1.2±0.2

XL 115±3 1.2±0.2

Elongation
rate

≥11 Mpa Tensile Strength ≥300%

Force at
break

≥ 3.0N ( for
European market
3mm dumb-bell
cutting)
≥ 6.0N ( for
Non-European
market, 6mm
dumb-bell cutting)

Water leak AQL Level
AQL2.5~AQL4.0 as per customer
requirements

Special quality will be follow as per customers’ special requirement.
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1.4.2.4 Specification of 602 / 612 items:

Size: Length (mm)
Palm width
(mm)

Cuff
thickness
(Min: mm)

Palm
thickness
(Min: mm)

Finger
thickness
(Min: mm)

Cuff rolling
（mm）

S
≥230 (for US and
Japan market.).
≥230 (for Europe
market.)

85±3

0.04 0.06 0.05

1.2±0.2

M 95±3 1.2±0.2

L 105±3 1.2±0.2

XL 115±3 1.2±0.2

Elongation
rate

≥9 Mpa Tensile Strength ≥280%

Force at
break

≥ 2.5N ( for
European market
3mm dumb-bell
cutting)
≥ 5.0N ( for
Non-European
market, 6mm
dumb-bell cutting)

Water leak AQL Level AQL 4.0

Special quality will be follow as per customers’ special requirement.
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1.4.3. Product pictures
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1.5. Quality Management System:

ISO13485, ISO9001, ISO14001:
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PART II: Technical information

2.1 Standard inventory

2.2 Check table of basic requirements

2.3 Declaration of Conformity
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2.1 European Union coordination and the international standard
inventory.

NO.
Document
Number

Version Number Name of Document

1 ISO9001 2008
Quality control system standards-

requirements

2 EN724 1995
Guidance on the Application of

EN29001/EN46001 and EN29002/EN46002
for Non-active Medical device

3 MDD93/42/EEC 2007/47 Medical Device Directive

4 ISO14971 2012
Medical Device---Application of risk

management to medical devices

6 EN1041 2008
Terminology，Symbols and Information with
Medical Devices；Information supplied by the

manufacturer with medical devices

7

ISO105-A02-

1993 Gray scale for assessing change in color
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2.2 . Check table of basic requirements

Essential Requirements Check List: Appendix 1

Content Available
/Not available

Harmonize
standard

Accordance
Evidence

1 The devices must be designed and
manufactured in such a way that，
when used under the conditions and
for the purposes intended，they will
not compromise the clinical
condition or the safety of patients，or
the safety and health of users or，
where applicable，other persons，
provided that any risks which may be
associated with their use constitute
acceptable risks when weighed
against the benefits to the patient and
are compatible with a high level of
protection of health and safety.

Available ISO13485 and ISO
14971

Record of the
quality control
risk management
report
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Measures adopted

3 The devices must achieve the
performances intended by the
manufacturer and be designed,
manufactured and packaged in
such a way that they are
suitable for one or more of the
functions referred to in Article
1(2)(a),as specified by the
manufacturer.

Available EN455-1
EN455-2
EN455-3

Record of the
verdict of the
quality
management.
#1, Pinhole
test record.
#2, Physical
Test record.
#3,
Biocompatibi
lity test
record.

4 The characteristics and
performances referred to in
Sections1, 2and3 must not be
adversely affected to such a
degree that the clinical
conditions and safety of the
patients and, where applicable,
of other persons are

Available EN455-1
EN455-2
EN455-3

Record of the
consumer
complain
#1, Pinhole
test record.
#2, Physical
Test record.
#3,

2 The solutions adopted by the
manufacturer for the design and
construction of the devices must
conform to safety principles, taking
account of the generally
acknowledged state of the art.
In selecting the most appropriate

solutions ,the manufacturer must
apply; the following principles in the
following order:

-eliminate or reduce risks
as far as possible(inherently safe
design and construction),

-where appropriate take
adequate protection measures
including alarms if necessary, in
relation to risks that cannot be
eliminated

Available ISO9001 and
ISO14971

See its label and
risk management
report
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compromised during the
lifetime of the device as
indicated by the manufacturer,
when the device is subjected to
the stresses which can occur
during normal conditions of
use.

Biocompatibi
lity test
record.

5 The devices must be designed,
manufactured and packed in
such a way that their
characteristics and
performances during their
intended use will not be
adversely affected during
transport and storage taking
account of the instructions and
information provided by the
manufacturer.

Available EN455-4 Accelerating
Ageing test
record.

6 Any undesirable side-effect
must constitute an acceptable
risk when weighed against the
performances intended.
REOUIREMENTS
TEGARDING DESIGN AND
CONSTRUCTION
7.Chemical, physical and
biological properties.

Available ISO 14971 Risk
management
report

7.1 The devices must be designed
and manufactured in such a
way as to guarantee the
characteristics and
performances referred to in
Section I on the ‘General
requirements’, Particular
attention must be paid to:
--the choice of materials

used, particularly as regards
toxicity and, where
appropriate, flammability,
--the compatibility between

the materials used and
biological tissues, cells and
body fluids, taking account of

Available ISO14971
EN455-4 and
ISO10993

#1,
Accelerating
Ageing test
record.
#2,
Biocompatibi
lity test
record.
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the intended purpose of the
device.

7.2 The devices must be designed,
manufactured and packed in
such a way as to minimize the
risk posed by contaminants and
residues to the persons
involved in the transport,
storage and use of the devices
and to the patients, taking
account of the intended
purpose of the product.
Particular attention must be
paid to the tissues exposed and
to the duration and frequency
of exposure.

Available EN455-4
ISO14971

#1,
Accelerating
Ageing test
record.
#2, Risk
management
report

7.3 The devices must be designed
and manufactured in such a
way that they can be used
safely with the materials,
substances and gases with
which they enter into contact
during their normal use or
during routine procedures; if
the devices are intended to
administer medicinal products
they must be designed and
manufactured in such a way as
to be compatible with the
medicinal products concerned
according to the provisions and
restrictions governing these
products and that their
performance is maintained in
accordance with the intended
use.

Available EN1041
Terminology，
symbols and
information with
Medical
Devices；
Information
supplied by the
manufacture
with medical
devices.
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7.4 Where a device incorporates，
as an integral part, a substance
which, if used separately, may
be considered to be a medicinal
product as defined in Article 1
of Directive 65/65/EEC and
which is liable to act upon the
body with action ancillary to
that of the device, the safety,
quality and usefulness of the
substance must be verified,
taking account of the intended
purpose of the device , by
analogy with the appropriate
methods specified in Directive
75/318/EEC.

Not
Available

7.5 The devices must be designed
and manufactured in such a
way as to reduce to a minimum
the risks posed by substances
leaking from the device.

Not
Available

/ /

7.6 Devices must be designed and
manufactured in such a way as
to reduce, as much as possible,
risks posed by the
unintentional ingress of
substances into the device
taking into account the device
and the nature of the
environment in which it is
intended to be used.

Available EN374-1
EN374-2

#1,
Chemicals
listed.
#2, SVHC of
Reach
chemical test.
#3, MSDS
file.

8.1 The devices and manufacturing
processes must be designed in
such a way as to eliminate or
reduce as far as possible the
risk of infection to the patient,
user and third parties. The
design must allow easy
handling and, where necessary,
minimize contamination of the
device by the patient or vice
versa during use.

Available ISO13485
EN455-1
EN455-2
EN455-3

#1, Pinhole
Test record.
#2, Physical
Test Record.
#3,
Chemicals
Listed.
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8.2 Tissues of animal origin must
originate form animals that
have been subjected to
veterinary controls and
surveillance adapted to the
intended use of the tissues.
Notified bodies shall retain
information on the
geographical origin of the
animals.
Processing, preservation,
testing and handling of tissues,
cells and substances of animal
origin must be carried out so as
to provide optimal security. In
particular safety with regard to
viruses and other transferable
agents must be addressed by
implementation of validated
methods of elimination or viral
inactivation in the course of the
manufacturing process.

Not
Available

/ /

8.3 Devices delivered in a sterile
state must be designed,
manufactured and packed in a
non-reusable pack and/or
according to appropriate
procedures to ensure that they
are sterile when placed on the
market and remain sterile,
under the storage and transport
conditions laid down, until the
protective packaging is
damaged or opened.

Not
Available

8.4 Devices delivered in a sterile
state must have been
manufactured and sterilized by
an appropriate, validated
method.

Not
Available

8.5 Devices intended to be
sterilized must be
manufactured in appropriately
controlled (e. g.
environmental) conditions.

Not
Available
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8.6 Packaging systems for
non-sterile devices must keep
the product without
deterioration at the level of
cleanliness stipulated and, if
the devices are to be sterilized
prior to use, minimize the risk
of microbial contamination; the
packaging system must be
suitable taking account of the
method of sterilization
indicated by the manufacturer.

Not
Available

8.7 The packaging and/or label of
the device must distinguish
between identical or similar
products sold in both sterile
and non-sterile condition.

Not
Available

9.1 If the device is intended for use
in combination with other
devices or equipment, the
whole combination including
the connection system must be
safe and must not impair the
specified performances of the
devices. Any restrictions on
use must be indicated on the
label or in the instructions for
use.

Available ISO 14971 Risk
management
report

9.2 Devices must be designed and
manufactured in such a way as
to remove or minimize as far as
is possible:
- the risk of injury, in

connection with their physical
features, including the
volume/pressure ratio,
dimensional and where
appropriate ergonomic
features,

-risks connected with
reasonably foreseeable
environmental conditions, such
as magnetic fields, external
electrical influences,

Available ISO 14971 #1, Risk
management
report.
#2,
Customers
Satisfaction
Questionnair
e.
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electrostatic discharge,
pressure, temperature or
variations in pressure and
acceleration,

-the risks of reciprocal
interference with other devices
normally used in the
investigations or for the
treatment given,

-risks arising where
maintenance or calibration are
not possible (as with implants),
from ageing of materials used
or loss of accuracy of any
measuring or control
mechanism.

9.3 Devices must be designed and
manufactured in such a way as
to minimize the risks of fire or
explosion during normal use
and in single fault condition.
Particular attention must be
paid to devices whose intended
use includes exposure to
flammable substances or to
substances which could cause
combustion.

Available ISO 14971 #1, Risk
management
report.
#2,
Customers
Satisfaction
Questionnair
e.

10.1 Devices with a measuring
function must be designed and
manufactured in such a way as
to provide sufficient accuracy
and stability within appropriate
limits of accuracy and taking
account of the intended
purpose of the device. The
limits of accuracy must be
indicated by the manufacturer.

Not
Available

10.2 The measurement, monitoring
and display scale must be
designed in line with
ergonomic principles, taking
account of the intended
purpose of the device.

Not
Available
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10.3 The measurements made by
devices with a measuring
function must be expressed in
legal units conforming to the
provisions of Council Directive
80/181 EEC (1).

Not
Available

11.1 Devices shall be designed and
manufactured in such w way
that exposure of patients, users
and other persons to radiation
shall be reduced as far as
possible compatible with the
intended purpose, whilst not
restricting the application go
appropriate specified levels for
therapeutic and diagnostic
purposes.

Not
Available

11.2.1 Where devices are designed to
emit hazardous levels of
radiation necessary for a
specific medical purpose the
benefit of which is considered
to outweigh the risks inherent
in the emission, it must be
possible for the user to control
the emissions. Such devices
shall be designed and
manufactured to ensure
reproducibility and tolerance of
relevant variable parameters.

Not
Available

11.2.2 Where devices are intended to
emit potentially hazardous,
visible and/or invisible
radiation, they must be fitted,
where practicable, with visual
displays and/or audible
warnings of such emissions.

Not
Available
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11.3.1 Devices shall be designed and
manufactured in such a way
that exposure of patients, users
and other persons to the
emission of unintended , stray
or scattered radiation is
reduced as far as possible.

Not
Available

11.4 The operating instructions for
devices emitting radiation must
give detailed information as to
the nature of the emitted
radiation, means of protecting
the patient and the user and on
ways of avoiding misuse and
of eliminating the risks
inherent in installation.

Not
Available

11.5.1 Devices intended to emit
ionizing radiation must be
designed and manufactured in
such a way as to ensure that,
where practicable, the quantity,
Geometry and quality of
radiation emitted can be varied
and controlled taking into
account the intended use.

Not
Available

11.5.2 Devices emitting ionizing
radiation intended for
diagnostic radiology shall be
designed and manufactured in
such w way as to achieve
appropriate image and/or
output quality for the intended
medical purpose whilst
minimizing radiation exposure
of the patient and user.

Not
Available

11.5.3 Devices emitting ionizing
radiation, intended for
therapeutic radiology shall be
designed and manufactured in
such a way as to enable reliable
monitoring and control of the
delivered dose, the beam type

Not
Available
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and energy and where
appropriate the quality of
radiation.

12.1 Devices incorporating
electronic programmable
systems must be designed to
ensure the repeatability,
reliability and performance of
these systems according to the
intended use. In the event of a
single fault condition (in the
system) appropriate means
should be adopted to eliminate
or reduce as far as possible
consequent risks.

Not
Available

12.2 Devices where the safety of the
patients depends on an internal
power supply must be
equipped with a means of
determining the state of the
power supply.

Not
Available

12.3 Devices where the safety of the
patients depends on an external
power supply must include an
alarm system to signal any
power failure.

Not
Available

12.4 Devices intended to monitor
one or more clinical parameters
of a patient must be equipped
with appropriate alarm systems
to alert the user of situations
which could lead to death to
severe deterioration of the
patient’s state of health.

Not
Available

12.5 Devices must be designed and
manufactured in such a way as
to minimize the risks of
creating electromagnetic fields
which could impair the
operation of other devices or

Not
Available
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equipment in the usual
environment.

12.6 Protection against electrical
risks.
Devices must be designed and
manufactured in such a way as
to avoid, as far as possible, the
risk of accidental electric
shocks during normal use and
in single fault condition,
provided the devices are
installed correctly.

Not
Available

12.7.1 Devices must be designed and
manufactured in such a way as
to protect the patient and user
against mechanical risks
connected with, for example,
resistance, stability and moving
parts.

Not
Available

12.7.2 Devices must be designed and
manufactured in such a way as
to reduce to the lowest possible
level the risks arising from
vibration generated by the
devices, taking account of
technical progress and of the
means apply for limiting
vibrations, particularly at
source, unless the vibrations
are part of the specified
performance.

Not
Available

12.7.3 Devices must be designed and
manufactured in such a way as
to reduce to the lowest possible
level the risks arising from the
noise emitted, taking account
of technical progress and of the
means apply to reduce noise,
particularly at source, unless
the noise emitted is part of the
specified performance.

Not
Available
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12.7.4 Terminals and connectors to
the electricity, gas or hydraulic
and pneumatic energy supplies
which the user has to handle
must be designed and
constructed in such a way as to
minimize all possible risks.

Not
Available

12.7.5 Accessible parts of the devices
(excluding the parts or areas
intended to supply heat or
reach given temperatures) and
their surroundings must not
attain potentially dangerous
temperatures under normal use.

Not
Available

12.8.1 Devices for supplying the
patient with energy or
substances must be designed
and constructed in such a way
that the flow-rate can be set
and maintained accurately
enough to guarantee the safety
of the patient and of the user.

Not
Available

12.8.2 Devices must be fitted with the
means of preventing and/or
indicating any inadequacies in
the flow-rate which could pose
a danger.
Devices must incorporate
suitable means to prevent, as
far as possible, the accidental
release of dangerous levels of
energy from an energy and/or
substance source.

Not
Available

12.9 The function of the controls
and indicators must be clearly
specified on the devices.

Where a device bears
instructions required for its
operation or indicates
operating or adjustment
parameters by means of a
visual system, such
information must be
understandable to the user and,

Not
Available
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as appropriate, the patient.

13.1 Each device must be
accompanied by the
information needed to use it
safely and to identify the
manufacturer, taking account
of the training and knowledge
of the potential users.
This information comprises

the details on the label and the
data in the instructions for use.
As far as practicable and
appropriate, the information
needed to use the device safely
must be set out on the device
itself and/or on the packaging
for each unit or, where
appropriate, on the sales
packaging. If individual
packaging of each unit is not
practicable, the information
must be set out in the leaflet
supplied with one or more
devices.

Instructions for use
must be included in the
packaging for every device. By
way of exception, no such
instructions for use are needed
for devices in Class I or II a if
they can be used safely without
any such instructions.

Available ISO 14971 #1, Training
users to use
products
correctly,
#2, Usage
method

13.2 Where appropriate, this
information should take the
form of symbols. Any symbol
or identification colors used
must conform to the
harmonized standards. In areas
for which no standards exist,
the symbols and colures must

Available Labels on
packages,
and the
storage
instructions.
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be described in the
documentation supplied with
the device.

13.3 The label must bear the
following particulars:

a. The name or trade name and
address of the manufacturer.
For devices imported into the
Community, in view of their
distribution in the Community,
the label, or instructions for
use, shall contain in addition
the name and address of either
the person responsible referred
to in Article 14(2) or of the
authorized representative of the
manufacturer established
within the Community or of
the importer established within
the Community, as appropriate;

Available EN 980
EN 1041

See its label

b. The details strictly necessary
for the user to identify the
device and the contents of the
packaging;

Available EN455-4 Aging test
record

c. Where appropriate, the word
‘STERILE’;

Not
Available

d. Where appropriate, the batch
code, preceded by the word
‘LOT’,or the serial number;

Available EN455-4 Aging test
record

e. Where appropriate, an
indication of the date by which
the device should be used, in
safety, expressed as the year
and month;

Available EN455-4 Aging test
record
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f. Where appropriate, an
indication that the device is for
single use;

Available / Single use

g. If the device is custom-made,
the words‘custom-made
device’;

Not
Available

/ /

h. If the device is intended for
clinical investigations, the
words‘exclusively for
clinical investigations’;

Not
Available

/ /

i. Any special storage and/or
handling conditions;

Available EN 1041 its label

j. Any special operating
instructions;

Available / /

k. Any warnings and/or
precautions to take;

Available EN 1041 Label and
Usage
method

i. Year of manufacture for active
devices other than those
covered by(e).This indication
may be included in the batch or
serial number;

Not
Available

/ /

m. Where applicable, method of
sterilization.

Not
Available

/ /

13.4 If the intended purpose of the
device is not obvious to the
user, the manufacturer must
clearly state it on the label and
in the instructions for use.

Available / Medical or
Industry
filed.

13.5 Wherever reasonable and
practicable, the devices and
detachable components
must be identified, where
appropriate in terms of batches,
to allow all appropriate action
to detect any potential risk
posed by the devices and
detachable components.

Available / Local product
record
regulation

13.6 Where appropriate, the
instructions for use must

Not
Available
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contain the following
particulars:

a. the details referred to in
Section 13.3, with the
exception of(d)and(e);

Not
Available

b. The performances referred to
in Section 3 and any
undesirable side-effects;

Available EN1041
EN 3039

See its label

c. If the device must be installed
with or connected to other
medical devices or equipment
in order to operate as required
for its intended purpose,
sufficient details of its
characteristics to identify the
correct devices or equipment to
use in order to obtain a safe
combination;

Not
Available

d. All the information needed to
verify whether the device is
properly installed and can
operate correctly and safely,
plus details of the nature and
frequency of the maintenance
and calibration needed to
ensure that the devices operate
properly and safely at all times;

Not
Available

e. Where appropriate,
information to avoid certain
risks in connection with
implantation of the device;

Not
Available

f. Information regarding the risks
of reciprocal interference
posed by the presence of the
device during specific
investigations or treatment;

Available EN1041
EN 3039

See its label



Jiangsu Jaysun Glove Co., Ltd. Document No. TCF‐01

Version No. A/1

CE Technical File Date 2016.10.08

34 / 60

g. The necessary instructions in
the event of damage to the
sterile packaging and, where
appropriate, details of
appropriate methods of
resterilization;

Not
Available

h if the device is reusable,
information on the appropriate
processes to allow reuse,
including cleaning,
disinfection, packaging and,
where appropriate, the method
of sterilization of the device to
be resterilized, and any
restriction on the number of
reuses. Where devices are
supplied with the intention that
they be sterilized before use,
the instructions for cleaning
and sterilization must be such
that, if correctly followed, the
device will still comply with
the requirements in Section I;

Not
Available

I Details of any further treatment
or handling needed before the
device can be used (for
example, sterilization, final
assembly, etc.);

Not
Available

J In the case of devices emitting
radiation for medical purposes,
details of the nature, type,
intensity and distribution of
this radiation. The instructions
for use must also include
details allowing the medical
staff to brief the patient on any
contra-indications and any
precautions to be taken. These
details should cover in
particular:

Not
Available
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K Precautions to be taken in the
event of changes in the
performance of the device;

Available

l precautions to be taken as
regards exposure, in reasonably
foreseeable environmental
conditions, to magnetic fields,
external electrical influences,
pressure or variations in
pressure, acceleration, thermal
ignition sources, etc.;

Available EN 3039

m. adequate information regarding
the medicinal product or
products which the device in
question is designed to
administer, including any
limitations in the choice of
substances to be delivered;

Available

n. Precautions to be taken against
any special , unusual risks
related to the disposal of the
device;

Available As per the
disposal
instructions

o. medicinal substances
incorporated into the device as
an integral part in accordance
with Section 7.4;
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p Degree of accuracy claimed for
devices with a measuring
function.

14 Where conformity with the
essential requirements must be
based on clinical data, as in
Section I (6), such data must be
established in accordance with
Annex X.
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2.3. Declaration of Conformity.
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Part III: Risk Analysis Report

The medical device risk management report

1 Foreword

This text is the report that carries on the risk management to the JIANGSU JAYSUN

GLOVE CO., LTD, in the report to some relevant of the possible harm and each reason of

the harm produce on judge. And evaluate some relevant severity and the occurrence of the

harm. If the risk level can't accept, adopt to lower to see of control measure, carry on an

evaluation towards adopting the risk measure after of residual risk in the meantime. Last,

making some relevant levels of residual risk can accept.

2 Apply scope

This report is applicable to the JIANGSU JAYSUN GLOVE CO., LTD products,

that product are produced from mainly PVC pastes and phthalates.
The products will mainly use in the Medical and Industry fields.

3 Application data

3.1 Related standards

3.2 The data concerning product

1) The clinic use circumstance, maintain a record, the customer complain, emergence record

etc.

There are no such relevant data.

2) The article in the professional literature and other information

Refer to the relevant document published in the authority web of EU

3.3 Abbreviation words explain:

1) Application of the ISO14971:2012--medical device-application of risk
management to the medical device

2) The standard of product and other
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1 ) FMEA: The expired mode and effect analysis

2) FMECA: The expired mode, effect and the harm degree analyze;

3) FTA: Top-Down the tree analysis etc.;

4) SEEA: software errors affect analysis

4 The product explain

4.1 Use environments

Everybody without who are probably sensitive to them can use them anywhere at any

environments.

4.2 The related data of risks evaluation and information

People who are allergic to the products cannot use this product, and the products also cannot

be used for sterile environment. Products cannot be used in the Environments when maybe

cause harm to people.

For detail please refer to relevant data published in the authority journal.

5 The explain of risk management

5.1 General

The object of this risk management is a document used to lower the risk which maybe occur

without it and help to risk control

5.2 Functions explain

If the see of behind insurance lowers control measure to need to have understanding to

some functions, should do an elucidation to the related function.

5.3 Intended purpose

Lower the risk and help to risk control

5.4 Use environment

During the process of the produces product



Jiangsu Jaysun Glove Co., Ltd. Document No. TCF‐01

Version No. A/1

CE Technical File Date 2016.10.08

40 / 60

5.5 The risk evaluates the related data and information

6 The execute of the risk management process

6.1 Intended purpose judge

To protect the body especially for withstand tears and abrasions
6.2 Judge of the harm known and can be foresee

(ITEM) (CONTENTS) Available NOT Available

II.2-1 Electricity Not Available

II.2-2 Heat Not Available

II.2-3 Mechanical force Available

II.2-4 Ionizing radiation Not Available

II.2-5 Non-ionizing radiation Not Available

II.2-6 Moving parts Not Available

II.2-7 Unintended motion Not Available

II.2-8 Suspended masses Not Available

II.2-9 Patient support device Available

II.2-10 Pressure (vessel rupture) Not Available

II.2-11 Acoustic pressure Not Available

II.2-12 Vibration Not Available

II.2-13 Electromagnetic fields Not Available

II.3 Biological hazards Available Not

Available

(ITEM) (CONTENTS) Available NOT Available

II.3-1 Bio-contamination Available

II.3-2 Bio-incompatibility Available

II.3-3
Incorrect formulation( chemical

composition)
Available

II.3-4 Toxicity Available

II.3-5 Mutagenicity Available
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II.3-6 Oncogenicity Available

II.3-7 Teratogenicity Available

II.3-8 Carcingenicity Available

II.3-9 (cross-)Infection Available

II.3-10 Pyrogenicity Available

II.3-11 Inability to maintain hygienic safety Available

II.3-12 Degradation Available

II.4 Environmental hazards □Available □ Not Available

(ITEM) (CONTENTS) Available NOT Available
II.4-1 Electromagnetic interference Not Available
II.4-2 Inadequate supply Not Available
II.4-3 Restriction of cooling Not Available

II.4-4
Storage or operation outside
prescribed environmental condition

Available

II.4-5 Incompatibility with other devices Available
II.4-6 Accidental mechanical damage Available

II.4-7
Contamination due to waste products
and/or device disposal

Available

II.5 (Hazards related to the use of the device)
(ITEM) (CONTENTS) Available NOT Available
II.5-1 Inadequate Labeling Not Available
II.5-2 Inadequate operating instructions Not Available
II.5-3 Inadequate specification of accessories Not Available
II.5-4 Inadequate specification of pre-use check Not Available
II.5-5 Over-complicated operating instructions Not Available

II.5-6
Inadequate specification of service and
maintenance

Not Available

II.5-7 Use by unskilled/untrained personnel Available
II.5-8 Human error Available
II.5-9 Insufficient warning of side effects Available
II.5-10 Insufficient warning of hazards likely with

re-use of single use devices
Available

II.5-11 Incorrect measurement and other metrological
aspects

Not Available
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II.5-12 Incompatibility with
consumables/accessories/other medical devices

Not Available

II.5-13 Sharp edges or points Not Available

II.6 (Hazard arising from functional failure, maintenance and aging):

ITEM CONTENTS Available NOT Available

II.6-1 Erroneous data transfer Not Available

II.6-2 Lack of specification for maintenance Not Available

II.6-3 Inadequately maintenance Not Available

II.6-4
Lack of adequate determination of end of
device life

Not Available

II.6-5 Loss of electrical mechanical integrity Not Available

II.6-6
Inadequate packaging (contamination
and/or deterioration of the device)

Available

II.6-7 Re-use and/or improper-use Available

II.6-8 Deterioration in function Available

(Others):
ITEM CONTENTS Available NOT Available
no no / /

In sum, the medical use vinyl gloves which our factory produced, its use value of the
medical use is far greater than the risk, can serve as medical equip.
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Part IV: Test Report of ISO 10993 regarding of Biological Evaluation of

Medical Devices
The Biological Evaluation Test reports include Dermal Sensitivity Testing, Primary Skin Irritation

Testing, as well as Vitro Cytotoxicity Report; the relative report can be finding as below:

4.1 : Demarl Sensitivity Testing ( is in updating):
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4.2: Primary Skin Irritation Testing (is in updating):
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Part V: Part V: Chinese FDA certificates & GMP
Inspection

5.1. The Certificate of Chinese Food&Drag Administration on the Meidcal Device and
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5.2. The GMP of the Inspection Result of Chinese Government.
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Part VI: Test Report:

Sample Name Inspection Item Results Inspection Standard

Disposable Vinyl
Examination Gloves

Freedom form
Holes

Dimensions

Inspect 80 pairs, no
water leakage
On page 2

EN455-1:2000

EN455-2:2000

Force at break 3.6N, Pass EN455-2:2000

Force at break of
seam

3.6N, Pass EN455-2:2000

Force at beak(Aged)
3.6N, Pass EN455-2:2000

Force at break of
seam(Aged)

3.6N, Pass EN455-2:2000

Dimensions of disposable vinyl (synthetic) examination gloves
Size L

NO. Length(mm) Width(mm)

1 242 106

2 241 105

3 242 105

4 242 105

5 240 104

6 241 104
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7 245 105

8 243 105

9 242 105

10 242 107

11 241 103

12 241 105

13 242 105

OTE: The Test is issued by the Company subject to its General Conditions of Service printed overleaf or
attached, and it is performed by Inspection and Quarantine Technical Center of Shandong Exit&Entry
Inspection and Quarantine Bureau. Attention is drawn to the limitations of liability, indemnification and
jurisdictional policies defined therein. The results shown in this Test Report refer only to the samples
tested unless otherwise stated and such samples are retained for 30 days only. This Test Report shall not be
reproduced except in full, without written approval of the Company.
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