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TECHNICAL DOCUMENTATION

1. DEVICE DESCRIPTION AND SPECIFICATION, INCLUDING VARIANTS AND ACCESSORIES

1.1 Device description and specification

(a) Product or trade name and a general description of the device including its intended purpose and intended users

Product or Trade Name

Vinyl Examination Gloves, Powder Free, Non-Sterile

Product Group Code
VGPF100X

Legal Manufacturer

Shijiazhuang Hongray Group Co., Ltd.
South Tongda Rd., East Dist. Jinzhou City, Hebei, 052260, China

Manufacturing Facilities

Site 1: Grand Work Plastic Products<€o.;Ltd

Donggao Industrial Zone, Zanhuang, Hebei, 050000, China

Site 2: Ever Light Plastic Rroducts Co., Ltd

Donggao Industrial Zgne, Zanhuang, Shijiazhuang, Hebei, 050000, China

Site 3: Shanxi Hongjin'Plastic Technology Co., Ltd:

Coal Bed GasIndustrial Zone, Qu'e Town, Daning\County, Linfen, Shanxi, 042300, China

Site 4: Shijiazhuang Hongjun Plastic Manufacture Co., Ltd.

Xinye Industrial Zone, Wangtong Village, Wancheng Town, Gaoyi County, Shijiazhuang, Hebei, 051330, China

European Authorised Representative

Caretechion GmbH

Address: Niederrheinstt, 71, 40474 Duesseldorf, Germany
Contact: Mr Wang

Tel: +49 211 30036618

Email; info@caretechion.de

Table 1: General Description

NO. Topic Description

1 Product name Vinyl Examination Gloves, Powder Free, Non-Sterile
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2 Product group code VGPF100X
3 Product code VGPF1001- VGPF1006
4 Product specification code PVC-SETINO-001E
5 Type Single-use disposable examination glove
6 Marking All information on dispenser box
7 Shape Ambidextrous
8 Material Vinyl
9 Cuff/ surface Cuff Beaded / Textured at fingertip or Full Textured
10 Color Clear
Extra Small (XS)
Small (S)
11 Auvailable sizes Medium (M)
Large (L)
Extra Large (XL)
12 Photographs

Intended Purpose

A patient examination glove is a disposable devicg intended for medical purposes that is worn on the examiners hand
or finger toprevent,contamination between patient and examiner. Vinyl Examination Gloves, Powder Free,
Non-Sterileyare intended for medical activitiessexcept surgery.

Intended Users

Medical personnel, who perform*medical examinations, diagnostic and therapeutic procedures, as well as personnel,
who work with contaminatedvmedical materials.

(b) The Basic UDI-DI ds, referred to in Part C of Annex VI assigned by the manufacturer to the device in question, as
soon as identification ofithis device becomes based on a UDI system, or otherwise a clear identification by means of
product code,€atalogue number or other unambiguous reference allowing traceability

The Basi¢” UDI-DI of Vinyl Examination Gloves, Powder Free, Non-Sterile must be placed on packaging after
05/26/2028.

The definition is as follows:

XXXXXXXX: Company Prefix registered number with GS1 represents for Shijiazhuang Hongray Group Co., Ltd.

XXXX: Product Reference as Vinyl Examination Gloves, Powder Free, Non-Sterile
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XX: Check Character that has been calculated and validated on GS1 website
(c) The intended patient population and medical conditions to be diagnosed, treated and/or monitored and other
considerations such as patient selection criteria, indications, contraindications, warnings

Intended Patient Population

The intended patient population is for medical personnel, who perform medical examinations, diagnostic and
therapeutic procedures, as well as personnel, who work with contaminated medical materialss

Examination gloves are intended for all kind of patients, with the requirement of hygienic medical therapy and/or
examination, both superficial skin and natural body orifices. It is not intended for patients, that require surgical
procedures. Respective sensitizations and allergy warnings must be respected.

Medical Conditions to be Diagnosed, Treated and/or Monitored

The examination gloves are used in medical or healthcare facilities indoors in a’dry place, away from direct sunlight,
at recommended temperature.

The examination gloves are intended for medical activities except surgery.

Indications

The indications for use of the medical device are the necessity of conduction of medical examinations, diagnostic and
therapeutic procedures.

Table 2: Summary of the Indications for Gloving and for Glove Removal

Indication

Gloves on 1) Before hygienieprocedures
2) When anticipating contact with blood or anotherbody fluid, regardless of the existence of sterile
conditions and including contact with non-intact skin and mucous membrane

3) Contact with a patient (and his/her immediate surroundings) during contact precautions

Gloves off ) As'seon as gloves are damaged/{(ormon-integrity suspected)

2) When contact with blood,.another body fluid, non-intact skin and mucous membrane has occurred
and has ended

3) When contact with a single patient and his/her surroundings, or a contaminated body site on a
patient has ended

4) When thereis"aniindication for hand hygiene

5) When healthcare facility internal guidelines require the removal of the glove

Contraindications/ Warning

The contraindications/'warning of the examination gloves are as follows:

® For singlefuse only;

® For medical examination;

® It is necessary to perform hygienic treatment of your hands before putting on or changing gloves, as well as after
removing the gloves;

® [t is necessary to choose the gloves of the right size;
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® [t is necessary to change the gloves in case of any defect, puncture, damage, contamination, etc.;
® [t is necessary to put the gloves on dry hands only;

® [Keep in dry condition and avoid the sunlight;

(d) Principles of operation of the device and its mode of action, scientifically demonstrated if necessary

A patient examination glove is a disposable device intended for medical purposes that is worn.on the examiners hand
or finger to prevent contamination between patient and examiner. Vinyl Examination Gloves, Powder Free,
Non-Sterile are intended for medical activities except surgery.

The operational principles might vary, depending on healthcare facilities and operations done with the product. The
usage procedure is self-explanatory and further instructed during the training of healthcare personnel. The general
contradictions and warnings apply to all procedures.

(e) The rationale for the qualification of the product as a device

Medical gloves are used to prevent the transmission of disease,and provide a safety barrierjagainst contamination.
They are typically used during examinations or medical procedures. As such, they are medical devices.

(f) The risk class of the device and the justification for*the classification rule(s) applied in accordance with Annex
VIII, Examination Gloves, Powder Free, Non-Sterile'are medical device, classd.

The product is classified in accordance with Ruleé1 and Rule 5 of Annex VIII

“Rule 1: All non-invasive devices areclassified as class I, unless oneof thewules set out hereinafter applies”

“Rule 5: All invasive devices with, respect to body orifices, othexstham surgically invasive devices, which are not
intended for connection to_an_active device or which are intended for connection to a class 1 active device are
classified as: Class 1 if they,ave intended for transient use s

The rationale for Classifieation is shown as table below:

Table 3: Classification Rationale

Classification Rules Applicable Rationale
AcC. to, Annex VIII (Y/N)

The examination gloves are disposable device intended for medical
purposes that are worn on the examiners hand or finger to prevent

Non-invasive devices, contamination between patient and examiner. Examination gloves are

Rule 1 ) intended for medical activities except surgery and mostly used for
external, so it could be determined that the device is non-invasive as
class L
Non-invasive devitas The examinat.ion. gloves are not intenfleq for channelling or storing
? N blood, body liquids, cells or tissues, liquids or gases for the purpose of

Rule 2 eventual infusion, administration or introduction into the body.

The examination gloves are not intended for modifying the biological or
chemical composition of human tissues or cells, blood, other body
Nonk-inyasivé devices, liquids or other liquids intended for implantation or administration into
Rule 3 the body.

Also the examination gloves are not consisted of a substance or a
mixture of substances intended to be used in vitro.
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Non-invasive devices,
Rule 4

The examination gloves are not intended for come into contact with
injured skin or mucous membrane.

Invasive devices,
Rule 5

The examination gloves are also intended for transient use in term of
invasive device with respect to body orifices such as gynecologist or
dental work.

Invasive devices,
Rule 6 - 8

The examination gloves are intended for medical activities.except
surgery, so the device is not classified as surgicallydnvasive devices as
well as implantable devices.

Active devices,
Rule 9 - 13

A patient examination glove is a disposable device intended for medical
purposes that is worn on the examiners hand or finger to prevent
contamination between patient and examiner, so the device is not
classified as active devices.

Special rule 14

A patient examination glove'is aydisposable device intended for medical
purposes that is worn on the examiners hand or finger to prevent
contamination between patient and examiner, so the.device is not
classified as medicinal,product.

Special rule 15

The examinationt gloves are not intended to usefor.contraception or
prevention of the fransmission of sexually transmitted diseases.

Special rule 16

The examination gloves are not intended specifically to be used for
disinfecting, cleaning, rinsing or, where appropriate, hydrating contact
lenses,

Also the examination gloves arexnot intended specifically to be used for
disinfecting or sterilizing medical devices.

Special rule 17

The examination gloves are not intended specifically for recording of
diagnostic images generated by X-ray radiation.

Special rule 18

The examination gloves are not manufactured utilising tissues or cells of
human or animal origin, ‘or their derivatives, which are non-viable or
rendered non-viable.

Special rule 19

The examination gloves are not incorporating or consisting of
nanomaterial.

Special rule 20

The examination gloves are not intended as invasive devices with respect
tobody orifices to administer medicinal products by inhalation.

Special rule 21

A patient examination glove is a disposable device intended for medical
purposes that is worn on the examiners hand or finger to prevent
contamination between patient and examiner. The examination gloves
are intended for medical activities except surgery, so the device is not
composed of substances or of combinations of substances that are
intended to be introduced into the human body via a body orifice or
applied to the skin and that are absorbed by or locally dispersed in the
human body.

Special rule 22

A patient examination glove is a disposable device intended for medical
purposes that is worn on the examiners hand or finger to prevent
contamination between patient and examiner, so the device is not
classified as active therapeutic devices.

(g) An explanation of any novel features

This requirement is not applicable, as examination gloves are not claimed as novel devices.
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(h) A description of the accessories for a device, other devices and other products that are not devices, which are
intended to be used in combination with it

This requirement is not applicable, as examination gloves are not worn with other accessories or used in combination.
(1) A description or complete list of the various configurations/variants of the device that are intendedto,be.made
available on the market

The examination gloves will be packed and made available on the market under form of it§ packaging.

The package provides protection from the exposure to mechanical and climatic factor§ duringtransportation and
storage. The package consists of primary and secondary packaging as follows;

Primary packaging or Dispenser box: The gloves are packed into dispenserbox. The dispenser box provides
protection of gloves from external mechanical damage and makes it pessible to/determine visually the identification
and traceability of the gloves.

Secondary packaging or Transport carton: The dispenser box€s are,packed into transport cartoft. Transport carton
boxes are strong enough and provide safety of devices duting transportation and storage.

Therefore, a description or complete list of the various ‘configurations/variants of the'device'that are intended to be
made available on the market is shown as table below.

Table 4: Complete List of the Various Configurations/Variants of the Device

NO. Topic Description

Glove sizes Ayailable sizes

ExtrasSmall (XS)

Small (S)

Medium (M)

Large (L)

Extra Large (XL)
Dimension: Palm width

XS: <80 mm

S: 80 10imm

M: 95410 mm

L:110£ 10 mm

XL:> 110 mm

Dimension: length

Median 240 mm for all sizes
Dimension: Single wall thickness, for reference only
Detail refer to Specification

1

Glove'packing sizes | The quantity of packing/packages shall follow the agreed specification for each

brand, according to Approval Packaging & Labels that could be variant quantity as

the following samples;

®  Gloves are packed 100 pcs into each dispenser box, then 10 dispenser boxes are
packed into each transport carton
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3 Packaging sizes Pack 100 pcs per each dispenser box, then pack 10 dispenser boxes per each
transport carton.
The dimension will be as actual need or customer’s requirements.
4 Packaging materials | Dispenser box: Paper greyback
Transport carton: Brown corrugated

(j) A general description of the key functional elements, e.g. its parts/components (includifig software if appropriate),
its formulation, its composition, its functionality and, where relevant, its qualitative and quantitative composition.
Where appropriate, this shall include labelled pictorial representations (e.g. diagtams, photographs, and drawings),
clearly indicating key parts/components, including sufficient explanation to'understand the drawings and diagrams

Table 5: General Description of the Key Functional Elements

NO. Topic N \< Description

Vinyl Examination.Gloves, Powder Free, Non-Sterile/are made of Vinyl

o and chemicals.
General description of the . L .
1 . The gloves ate online dipping PU solution. The PU reduces the surface
key functional elements . : . .
tackiness,of.the gloves allowing for gloyes,tobe easily donned without

powder.

2 Photegraphs

3 Drawing

Designation of length and width of gloves
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The list of materials/compositions used for the manufacturing of Vinyl Examination Gloves, Powder Free,
Non-Sterile is shown in table below:

Table 6: Material Used During Manufacturing of the Product
PVC resin

Plasticizer, (DOTP, DINP)

Stabilizer

TXIB

PU releasing agent

Pigment (for gloves with colors)

(k) A description of the raw materials incorporated into key functional elements and those making either direct
contact with the human body or indirect contact with the body, e.g., during extracorporeal circulation of body fluids
Refer to Table 6: Material Used During Manufacturing of the Product.

(1) Technical specifications, such as features, dimensions and performance attributes, of the deviee and any
variants/configurations and accessories that would typically appear in the product specification made available to the
user, for example in brochures, catalogues and similar publications

Table 7: Technical Specifications (Quality Charactéristics)

Description Specification Test-Method
BARRIER PROPERTIES AQL < 1.5 EN 455-1
Freedom from holes
Powder residue on powder free gloves < 2.0 mg/glove ENISO 21171
Monitoring follows EN 455-3
PHYSICAL PROPERTIES EN 4552 EN 455-2
Force at break (during shelf life) Median 3.6 N
DIMENSION EN455-2 EN 455-2
Hand-width size related Size related table issued on request
XS:=80 mm
S:80 £ 10mm
M:95 &+ 10 mm
L:110 = 10 mm
XL:> 110 mm
Total length EN 455-2 EN 455-2
Median 240 mm for all sizes

Performance Requirementsifor Quality Characteristics

® The sampling plan for in-process and final inspection follows in accordance with ISO 2859-1 “Sampling
proceduresfominspection by attributes — Part 1: Sampling schemes indexed by acceptance quality limit (AQL)
for lot-by-lot inspection;

® (The Aeceptance Quality Level shall conform to the AQL mentioned in agreed specification document

®  The product meets the provision of MDR (EU) 2017/745 Class I and the latest revision of EN 455 all parts.

1.2 Reference to previous and similar generations of the device

(a) An overview of the previous generation or generations of the device produced by the manufacturer, where such
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devices exist
N/A

(b) An overview of identified similar devices available on the Union or international markets, where such'devices
exist
The equivalent devices of Vinyl Examination Gloves products. Non-Sterile Examination Gloves by Blue sail.
Examination Gloves have already been on the market for years.
Vinyl Glove offers the best combination of extreme friendly comfort and furious reliable, hand protection (EN455)
while improving the sustainability of Vinyl gloves.
2. INFORMATION TO BE SUPPLIED BY THE MANUFACTURER
(a) The label or labels on its packaging, such as inner box and transport carton / outer case in case of specific
management conditions, in the languages accepted in the Member Statesiywheresthe device is envisaged to be sold.
The package labeling and marking of symbols will be shown on packaging of product as follows;
® Dispenser box: this is a primary packaging that the gloves will be packed into a dispenser,box;
® Transport carton: this is a secondary packaging that therdispenser boxes above will be packed into a transport

carton

The package labeling and marking of symbols shall comply with the agreed specification jof packaging for each brand
according to Approval Packaging & Labels as wellsas'in accordance with the applicable regulations/ standards such
as:
® EN 1041 Informationsuppliedby the manufacturer of medicalkdévices;
® ENISO 15223-1 Symbols to'be used with medical device labels, Tabelling and information to be supplied;
® EN455-3 Requirements and testing for biological.€valuation (item — labelling)
(Reference: procedurefrefersto Packaging and Labeling’Control)
(b) The instructions fornuse in the languages acceptedtin the Member States where the device is envisaged to be sold
The requireméntfor the instruction for use is not applicable for class I devices as the device can be used safely
without any such instructions, however theirecommended instruction for use could be determined as below.
Instruction\for Use
1. Always wash hands before putting on.gloves and each time you change to a new pair.
2Take the gloves out from theirotiginal box.
3. Select glove appropriateforthe task and in your size. Inform yourself prior to the application.
4. Touch only a restricted surface of the glove corresponding to wrist (at the top edge of the cuff).
5. Don the first.gloveby inserting your hand into the opening and pulling it over by applying a soft pull by the second
hand.
6. Take thesecond glove with bare hand and touch only a restricted surface of the glove corresponding to wrist.
7. To,avoid touching the skin of the forearm with the gloved hand, turn the external surface of the glove to be donned
on the folded fingers of the gloved hand so there is a good hold on it. Thus, permitting to glove the second hand by
pulling softly with the first gloved hand.

8. Once gloved, hands should not touch anything else that is not defined by indications and conditions for glove use.
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9. Change gloves before beginning a different task to avoid cross contamination.

10. Pinch one glove at the wrist level to remove it, without touching the skin of the forearm, and peel away from the
hand, thus allowing the glove to turn inside out.

11. Hold the removed glove in the gloved hand and slide the fingers of the ungloved hand inside between the glove
and the wrist of the gloved hand. Remove the second glove by rolling it down the hand and fold the first/glove into
the outside palm area of the second glove. If done correctly, the user holds a pack of the outet,glove turned inside and
out and the contaminated surface of both gloves is within the package.

12. Discharge the removed gloves and wash hands thoroughly according the respective hygiene standards.

The shelf life is normally advised to be three full years. Check the original dispenser instructions for details.

3. DESIGN AND MANUFACTURING INFORMATION

(a) For Vinyl Examination Gloves: According to the requirements of device classification and conformity evaluation
in ANNEX VIII of the Medical Device Regulations (MDR)2017/745/EU, examination gloves are Class I medical
devices. According to this regulation, low-risk medical devices below; Class II can be implemented in accordance
with Appendix XI PART A, which does not contain design eontrols.

Vinyl Examination Gloves are mature and marketed products, our company has not madeiany /design changes.

(b) Complete information and specifications, including the manufacturing processes and their validation, their

adjuvants, the continuous monitoring, and the finalgproduct testing. Data shallbe fully included in the technical

documentation
Table 8: Complete Information and-Specifieations
Description Specification Test-Method
BARRIER PROPERTIES AQL<1.5 EN 455-1
Freedom from holes
Powder residue on powder'free gloves <2°0'mg/glove ENISO 21171
Monitoring follows EN 455-3
PHYSICAL PROPERTIES EN 455-2 EN 455-2
Force at break (during shelf life) Median 3.6 N
DIMENSION EN 455-2 EN 455-2
Hand-width size related Size related table issued on request
XS: <80 mm
S: 80+ 10 mm
M: 95+ 10 mm
L: 110+ 10 mm
XL:> 110 mm
Total\length EN 455-2 EN 455-2
Median 240 mm for all sizes

Performance Requirements for Quality Characteristics

The sampling plan for in-process and final inspection follows in accordance with ISO 2859-1 “Sampling procedures
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for inspection by attributes — Part 1: Sampling schemes indexed by acceptance quality limit (AQL) for lot-by-lot
inspection;

The Acceptance Quality Level shall conform to the AQL mentioned in agreed specification document «
The product meets the provision of MDR (EU) 2017/745 Class I and the latest revision of EN 455 all @

Manufacturing Process

The manufacturing process for Vinyl Examination Gloves, Powder Free, Non-Sterile is sho )4V ow:

Incoming
Material/
Inspection

Second Mixing
PU Dipping

Heating

Preshipment Shipment
Inspectio

-
Validation 4 ‘

The valid for Vinyl Examination Gl wder Free, Non-Sterile consists of validation Protocol and

valid @ eport which shown as foll@
md on Protocol

rmance Qualification Pr%o Vinyl Examination Gloves, Powder Free, Non-Sterile,

(Pect
O 1. Purpose

To establish conﬁden;&% gh appropriate testing that the finished product produced by process of group line Vinyl

Examination
safety.
2. Sco @

e
Thi@o ance Qualification Protocol is applicable for group line of production process of Vinyl Examination

der Free, Non-Sterile are effective and meet all release requirements for functionality and

Gloves; Powder Free, Non-Sterile.
3. Process Description and Principle of Operation

According to manufacturing process flow chart, work instruction of production process for Vinyl Examination
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Gloves, Powder Free, Non-Sterile.

4. Requirements for the Process

According to parameter specifications of production process for Vinyl Examination Gloves, Powder Free,
Non-Sterile.

5. Inspection/ Test Method for Measuring the Evaluation Results

According to In-Process and Final Inspection Sampling Plan.

6. Manufacturing Materials, Equipment and Calibration

To ensure the approval of materials, availability of equipment and calibration status.

7. Acceptance Criteria

The performance qualification for group line of production process of Vinyl Examination Gloves, Powder Free,
Non-Sterile will be acceptable if fulfilment of following criteria;

®  All process parameters meet specification defined.

®  All properties of product meet on requirements.

8. Conclusion

To summarize the conclusion of validation for Performance Qualification of Vinyl Examination Gloves, Powder Free,
Non-Sterile.

9. Established by

Assistant Technical Assurance Manager

10. Reviewed and Approved by

Assessment and Technical Assurance Manager

Validation Report

(Performance Qualification Report of Vinyl Examinatioh Gloves, Powder Free, Non-Sterile

1. Purpose

To establish confidence through appropriate testing, that the finished product produced by process of group line Vinyl
Examination Gloves, Powder Free, Non-Sterile'are effective and meet all release requirements for functionality and
safety.

2. Scope

ThisPerformance Qualification-Pfotocol is applicable for group line of production process of Vinyl Examination
Gloves, Powder Free, Non-Sterile.

3. Process Description and\Principle of Operation

According to manufaeturing process flow chart, work instruction of production process for Vinyl Examination
Gloves, PowderFree, Non-Sterile.

4. Requirements for the Process

According to parameter specifications of production process for Vinyl Examination Gloves, Powder Free,
Non-Sterile.

5. Inspection/ Test Method for Measuring the Evaluation Results

According to In-Process and Final Inspection Sampling Plan.
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6. Manufacturing Materials, Equipment and Calibration

The approval of materials, availability of equipment and calibration status, are completed prior validation.

7. Acceptance Criteria

The performance qualification for group line of production process of Vinyl Examination Gloves, Powder Free,
Non-Sterile will be acceptable if fulfilment of following criteria;

®  All process parameters meet specification defined.

®  All properties of product meet on requirements.

8. Conclusion

The performance qualification for group line of production process of Vinyl Examination Gloves, Powder Free,
Non-Sterile is completed, acceptable and complied to the following criterias

®  All process parameters meet specifications defined.

®  All properties of product meet on requirements.

9. Established by

Assistant Quality Assurance Manager

10. Reviewed and Approved by

Quality Assurance Manager

Quality Assurance Monitoring and the Final Produect Testing

Table 11: Quality Assurance Monitoring andsthe Final Product Testing

No. | QA Inspection and Description
Testing
1 Incoming materials This step is to inspect and enstre,that the quality of materials include Vinyl,
inspection chemicals, packaging’and formers meet the specifications defined of each
material.
Receiving of materials B
Testing/ Inspection
and Evaluation
Pass Complaint to Supplier
Storage l
Y
Concession Reject
Flow chart of incoming materials inspection
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2 Ingredient and This step is to inspect and ensure that the quality of ingredients and compounds
compounding after preparation meet the specifications defined before approval to use in

preparation inspection production line.

Chemacal prepared by IP&CP

Pa:z: Fail

Use in production line l Y

Concession Rework

)

Use siyproduction line

Flow chait-of ingredient and compoundingpreparation inspection

3 Production line/ This step'is to check and ensure that parameters control in production line meet
chemical in line the specifications defined as wellas torinspect and ensure that the chemicals in
inspection production line meet the specifications defined.

Chemical use in production line

Use i production line

Retest Rework

A

Use in production line

Flow chart of chemical in line inspection
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4 In-process & Final

inspection

This step is to inspect and ensure that the quality of gloves/ packaging meet the

specifications defined.

Gloves from production line

Packaging Preparation

Pass

Fail

Pass

}

In-Process
Inspection

Reject

¥

Fimished Goods

Loading and

Shipment Reslease

l

Custoaners

Flow chartiof in-process & final inspection

(c) Identification of all sites, includingsuppliers and sub-contractors, where manufacturing activities are performed.

Manufacturing Site Facilities

Site 1: Grand Work Plastie Preducts Co., Ltd
Donggao Industrial'Zoney Zanhuang, Hebei, 050000, China
Site 2: Ever Kight Plastic Products Co., Ltd
Donggae Industrial Zone, Zanhuang, Shijiazhuang, Hebei, 050000, China

Site@3: Shanxi Hongjin Plastic Technology Co., Ltd.

Coal Bed Gas Industrial Zone, Qu'e Town, Daning County, Linfen, Shanxi, 042300, China

Site 4: Shijiazhuang Hongjun Plastic Manufacture Co., Ltd.

Xinye Industrial Zone, Wangtong Village, Wancheng Town, Gaoyi County, Shijiazhuang, Hebei, 051330, China
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4. GENERAL SAFETY AND PERFORMANCE REQUIREMENTS

(a) The general safety and performance requirements that apply to the device and an explanation as to why othérs do
not apply

(b) The method or methods used to demonstrate conformity with each applicable general safety and performance
requirement

(c) The harmonized standards or other solutions applied

(d) The precise identity of the controlled documents offering evidence of conformity with each harmonized standard,
or other method applied to demonstrate conformity with the general safety and performance réquirements. The
information referred to under this point shall incorporate a cross-reference to thedlocation of such evidence within the
full technical documentation and, if applicable, the summary technical documentation

(Reference: General Safety and Performance Requirements Checklist,Vinyl Powder Free Examination Gloves,

Non-Sterile)

S. BENEFIT-RISK ANALYSIS AND RISK MANAGEMENT

(a) The benefit-risk analysis referred to in Sections 1 and 8 of Annex I

Based on the conducted risk analysis for the Vinyl\Examination Gloves, Powder Free, Non-Sterile product, the
foreseeable risks have been identified and evaluated in most cases as acceptable with respect to the intended
application and use of the products. Counteractions have been taken for thosedtems for which an initially
unacceptable risk has been identifiedsSubsequently, the performed implementations were verified. Finally, it can be
determined that no unacceptable residual risk exists with the produets either individually or cumulatively, that
outweighs the benefits from the use of the products.

(b) The solutions adopted ‘and the results of the risk management referred to in Section 3 of Annex I

Based on the conducted,risk analysis for the Vinyl.Examination Gloves, Powder Free, Non-Sterile product, the
foreseeable risks:have been identified and evaluated inmost cases as acceptable with respect to the intended
application.and use of the products. Countesractions have been taken for those items for which an initially
unac¢eptablerrisk has been identified.[Subsequently, the performed implementations were verified. Finally, it can be
determined that no unacceptable residualrisk exists with the products either individually or cumulatively, that
outweighs the benefits from thewus€of'the products.

(Reference: Risk Management'Plan and Risk Analysis Report of Vinyl Powder Free Examination Gloves,

Non-Sterile)

6. PRODUCTVERIFICATION AND VALIDATION
6.1. Pre-Clinical'and Clinical Data

(a) Results of tests, such as engineering, laboratory, simulated use and animal tests, and evaluation of published
literature applicable to the device, taking into account its intended purpose, or to similar devices, regarding the
pre-clinical safety of the device and its conformity with the specifications

(b) Detailed information regarding test design, complete test or study protocols, methods of data analysis, in addition
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to data summaries and test conclusions regarding in particular

®  The biocompatibility of the device including the identification of all materials in direct or indirect contact‘with
the patient or user and the tests carried out on the gloves showed no indication of a potential cause forigkin
irritation and sensitization as well as Cytotoxicity

The testing reports above mentioned are available upon request.

®  Physical, chemical and microbiological characterization

The physical, chemical and microbiological characterization tests for Vinyl Examination/Glovesyshown as the

following table:
# Test Items Reference Standards Summary Result
1 Freedom from holes EN 455-1 Pass
2 Dimension EN'455-2 Pass
3 Force at Break EN 455-2 Pass
4 Residual Powder EN 455-3 Pass

Test report is available upon request.

® Electrical safety and electromagnetic compatibility

This requirement is not applicable, as examination gloves are not relating to electrical safety and electromagnetic
compatibility.

®  Software verification and validation

This requirement is not applicablegsas'software is not used in finished'devices— examination gloves.

®  Stability/Shelf Life

Based on conducted the stability study according to EN455-4tin~house testing, the shelf life for Vinyl Examination
Gloves, Powder Free,/Non=Sterile is 3 years

Performance and safety

Usage Validation

The designiof this product has been validatedstoensure the performance and safety of examination gloves according
to the following evaluation items:

® it/ comfort

Skin irritation

Tactile sensitivity (dry; wet)

Grip

Ease of defining

Odor

Color

Strength/ durability

Summary: the result of usage validation is acceptable.

(c) The clinical evaluation report and its updates and the clinical evaluation plan referred to in Article 61(12) and Part

A of Annex XIV.
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Conclusion of Clinical Evaluation

The clinical evaluation clearly demonstrates that the Vinyl Examination Gloves, Powder Free, Non-Sterile‘are in
conformity with the relevant general safety and performance requirements of MDR 2017/745 (Annex I) by
compliance to the requirements of EN 455. The current information material is considered adequate with respect to
the intended user.

The performance and safety of Vinyl Examination Gloves, Powder Free, Non-Sterile have been‘established and risk
associated with the use of these devices are acceptable when weighed against the benefits,to the patient.

Taken together, the performance and safety of the devices have been establishedvand risks associated with the use of
the devices are acceptable when weighed against the benefit for the user and patient.

(d) The PMCEF plan and PMCEF evaluation report referred to in Part B of Annex/XIV or a justification why a PMCF is
not applicable

The PMCF Plan outlines the methods and chosen frames for updating the clinical evaluation op’aywegular basis,
incorporating new sources of information and checking on 1dentified risks and the correct assessment of those in the
risk management activities.

Examination gloves are used since centuries and the materials PVC have been well established with several hundred
billion gloves per year consumed all over the world. From this fact and the cufrent'post-market surveillance data
available, there might be the possibility explered, that PMCF studies are not nécessary to evaluate the safety, quality

or performance of that particular medical devices.

6.2. Additional information required in specific cases

(a) Where a device ingorporates, as an integral part, a substance which, if used separately, may be considered to be a
medicinal product within the meaning of point 2 of Atticle 1 of Directive 2001/83/EC, including a medicinal product
derived from haman blood or human plasma, as referred to in the first subparagraph of Article 1(8), a statement
indicating this fact. In this case, the documentation shall identify the source of that substance and contain the data of

the tests conducted to assess its safetys quality, and usefulness, taking account of the intended purpose of the device.

Thisrequirement is not applicable; as eéxamination gloves are not classified as medicinal product devices.

(b) Where a device is manufactured utilizing tissues or cells of human or animal origin, or their derivatives, and is
covered by this Regulation in accordance with points (f) and (g) of Article 1 (6, and where a device incorporates, as
an integral patt, tissues or cells of human origin or their derivatives that have an action ancillary to that of the device
and is coyeréd by this Regulation in accordance with the first subparagraph of Article 1 (10), a statement indicating
thisfact. In'such a case, the documentation shall identify all materials of human or animal origin used and provide

detailed information concerning the conformity with Sections 13.1. or 13.2., respectively, of Annex 1.

This requirement is not applicable, as examination gloves are not manufactured utilizing tissues or cells of human or
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animal origin, or their derivatives.

(c) In the case of devices that are composed of substances or combinations of substances that are intended to be
introduced into the human body and that are absorbed by or locally dispersed in the human body, detailed information,
including test design, complete test or study protocols, methods of data analysis, and data summaries and test

conclusions

This requirement is not applicable, as examination gloves are not composed of substances oricombinations of
substances that are intended to be introduced into the human body and that are absarbed by or locally dispersed in the

human body.

(d) In the case of devices containing CMR or endocrine-disrupting substancesteferred to in Section 10.4.1 of Annex 1,

the justification referred to in Section 10.4.2 of that Annex

This requirement is not applicable, as examination gloves donot contain of CMR or endocrine-disrupting substances.

(e) In the case of devices placed on the market in asterileor defined microbiological condition, a description of the
environmental conditions for the relevant manufacturing steps. In the case of devices placed on the market in a sterile
condition, a description of the methods used,.inchiding the validation reports, with respect to packaging, sterilization,
and maintenance of sterility. The validationswéport shall address bioburden testing, pyrogen testing and, if applicable,

testing for sterilant residues

This requirement is notapplicable, as this kind of examination gloves is non-sterile and do not define microbiological

condition.

(f) In the caseiof deyices placed on the marketiwith a'easuring function, a description of the methods used in order

to ensure,the accuracy as given in the specifications
This requirement is not applicable, as examination gloves are not classified as measuring function devices.

(g) If the device is to be connectedto other device(s) in order to operate as intended, a description of this
combination/configuration including proof that it conforms to the general safety and performance requirements when

connected to any Sueh device(s) having regard to the characteristics specified by the manufacturer

This requifement is not applicable, as examination gloves are not to be connected to other devices in order to operate
as intended.

7.0 Post-market surveillance

7.1. The post-market surveillance plan drawn up in accordance with Article 84

Post-Market Surveillance Plan

The post-market surveillance (PMS) is the activities carried out to gain information about the quality, safety or
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performance of medical devices that have been placed in the market.

The post-market surveillance and action system consists of four main steps as follows:

®  Step 1 Surveillance Input

The surveillance input is a channel to gain information about the quality, safety or performance of‘ medical devices

that have been placed in the market, which could be determined as the table below.

Plan & Time Schedule
NO. Action Timeframe Desired Outcome
. ) Without undue delay after ) o
1 Complaint analysis ) ) T ) Proper case studies and statistics
incoming complaint information
. . Comparison & studying of
2 Competitor analysis At least once a year
advancement of state of the art
) ) Proper literatute section in the
3 Literature review At least all two years o \
clinical evaluation report
Interviews with users, Advanced understanding of
4 customers, conferences, During trade shows, fairs, chianged'settings, applications,
regulators and notified customer,visits and inspections experiences, complaints,
bodies technologies and regulations
] ] Without undue delay after
Review of authority reports o )
i receiving an authority reports,or . )
5 & actions taken by . ) Learnings from case studies
learning about an action taken by a
regulators
regulatory
6 Review of publiciincident Once a year Learnings from case studies
reporting databases
7 | Preelinical Data & Testing | Per Demand Preclinical assessments shall help to
study product performances under
standardized and objective settings.
8 Proactive questionnaires At least once a year Raising the level of understanding
and awareness on customer side &
getting feedback on more complex
and rare product deficiencies

®  Step 2 Inyeéstigation & Analysis

After receiving, the post-market surveillance information above, the person in charge and all involved in each PMS
topic,above shall perform investigate and analysis those information as well as to find and summarize the
investigation and analysis output for further action and communication.

® Step 3 Action

The action shall be taken following the output from investigation and analysis in order to monitor and maintain the
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quality, safety or performance of medical devices. Include the action shall comply with the applicable standards,

regulations and laws in each market.

Example of action; response of complaint investigation, adverse event reporting, advisory notice issuing, récall/

correction and removal, corrective action and prevention action; process, labeling, training, and so on.

® Step 4 Communication

Together with action shall be considered for communication also. The communication shall cemply with the

applicable standards, regulations and laws in each market.

Example of communication; to communicate to Stakeholders, Regulatory Authorities, Representative, Notified Body,

Customers, Distributors, Suppliers and so on.

The overall meeting for post-market surveillance (PMS) will be performedsat least once a year to summarize the

overall feedback through the year in order to ensure the products are stilllunderSafety, quality and performance of

medical devices.

7.2. The PSUR referred to in Article 86 and the post-market surveillance report referred to in Article 85

Regarding the post-market surveillance, Hongray Group has appropriate procedures in place to handle feedback from

the market, the last overall meeting for post-market,surveillance (PMS) could be determined the output from a

meeting as follows.

Post-Market Surveillance Report

NO. Action Timeframe Report

1 Complaint Withoat undue delay Proper case studies and statistics
analysis after incoming “The determined complaint rates reside in a general

complaint information | accepted leyel, there is no critical complaints concerning
alleged deficiencies related to safety or performance that
require to recall or withdrawal the products from the
market, there is no competent authority post market
sutveillance inquiries”

2 Compgetitor At least once a yeat; Comparison & studying of advancement of state of the art
analysis “The determined competitor analysis shows the comparison

and studying of competitors for improvement process”

3 Literature At leastallitwosyears | Proper literature section in the clinical evaluation report
review “The determined literature reviews show the studying of

literature for improvement process and proper literature
section in the clinical evaluation report”

4 Interviews with | During trade shows, Advanced understanding of changed settings, applications,
users, fairs, customer visits experiences, complaints, technologies and regulations
customers, and inspections “The determined interviews with users, customers,
conferences, conferences, regulators and notified bodies show advanced
regulators and understanding of changed settings, applications,
notified bodies experiences, complaints, technologies and regulations”

Without undue delay
Review of after receiving an Learnings from case studies
5 authority reports | authority reports or “The determined review of authority reports & actions taken
& actions taken | learning about an by regulators show the learnings from case studies for
by regulators action taken by a improvement process”
regulatory
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NO. Action Timeframe Report
Review of Learnings from case studies
public incident “The determined review of public incident reporting
6 . Once a year . :
reporting databases shows the learnings from case studies for
databases improvement process”
Preclinical assessments shall help to study product
Preclinical Data performances under standardized and objective settings.
7 & Testin Per Demand “The determined preclinical data & testing shows all
& product performances meet the standardized and objective
settings”
. Raising the level of understanding and awareness on
Proactive . .
8 . . Once a year customer side & getting feedback on more complex and rare
questionnaires ol
product deficiencies

Therefore, it could be determined that the products are still under safety, quality and performance of medical devices.

8.0 REFERENCES

List of Applicable Regulations and Standards

No | Regulation/ Standard Number | Regulation/ Standard Name

1 MDR (EU) 2017/745 Medical Device'Regulation

2 ENISO 13485: 2016 Medical devices - Quality management systems - Requirements for
regulatory.purposes

3 ENISO 9001: 2015 Quality management systems — requifements

4 ISO 14971: 2019 Medical devices - applicationofirisk management to medical devices

5 EN 455-1: 2020/A1:2022 Requirements and testing for freedom from holes

6 EN 455-2: 2015 Requirements.and testing for physical properties

7 EN 455-3:2015 Requitements,.and testing for biological evaluation

8 ENw455-4: 2009 Requirements and testing for shelf life determination

9 ISO 10993-1: 2020 Biological evaluation of medical devices — Part 1: Evaluation and testing
within a risk management process

10 | ISO 10993-5: 2009 Biological evaluation of medical devices — Part 5: Test for in vitro
cytotoxicity

11 | ISO 10993-10: 2010 Biological evaluation of medical devices — Part 10: Test for irritation and
skin sensitization

12 | EN 1041: 2008+A1: 2013 Information supplied by the manufacturer of medical devices

13 | ENJISO 15223-1: 2016 EN ISO 15223-1 Symbols to be used with medical device labels, labelling
and information to be supplied

14 [VEN 16523-1: 2015+A1: 2018 | Determination of material resistance to permeation by chemicals - Part 1:
Permeation by liquid chemical under conditions of continuous contact
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	Medical personnel, who perform medical examinations, diagnostic and therapeutic procedures, as well as personnel, who work with contaminated medical materials.
	(b) The Basic UDI-DI as referred to in Part C of Annex VI assigned by the manufacturer to the device in question, as soon as identification of this device becomes based on a UDI system, or otherwise a clear identification by means of product code, cat...
	The Basic UDI-DI of Vinyl Examination Gloves, Powder Free, Non-Sterile must be placed on packaging after 05/26/2025.
	The definition is as follows:
	XXXXXXXX: Company Prefix registered number with GS1 represents for Shijiazhuang Hongray Group Co., Ltd.
	XXXX: Product Reference as Vinyl Examination Gloves, Powder Free, Non-Sterile
	XX: Check Character that has been calculated and validated on GS1 website
	(c) The intended patient population and medical conditions to be diagnosed, treated and/or monitored and other considerations such as patient selection criteria, indications, contraindications, warnings
	Intended Patient Population
	The intended patient population is for medical personnel, who perform medical examinations, diagnostic and therapeutic procedures, as well as personnel, who work with contaminated medical materials.
	Examination gloves are intended for all kind of patients, with the requirement of hygienic medical therapy and/or examination, both superficial skin and natural body orifices. It is not intended for patients, that require surgical procedures. Respecti...
	Medical Conditions to be Diagnosed, Treated and/or Monitored
	The examination gloves are used in medical or healthcare facilities indoors in a dry place, away from direct sunlight, at recommended temperature.
	The examination gloves are intended for medical activities except surgery.
	Table 2: Summary of the Indications for Gloving and for Glove Removal
	The contraindications/ warning of the examination gloves are as follows:
	(d) Principles of operation of the device and its mode of action, scientifically demonstrated if necessary
	A patient examination glove is a disposable device intended for medical purposes that is worn on the examiners hand or finger to prevent contamination between patient and examiner. Vinyl Examination Gloves, Powder Free, Non-Sterile are intended for me...
	The operational principles might vary, depending on healthcare facilities and operations done with the product. The usage procedure is self-explanatory and further instructed during the training of healthcare personnel. The general contradictions and ...
	(e) The rationale for the qualification of the product as a device
	Medical gloves are used to prevent the transmission of disease and provide a safety barrier against contamination. They are typically used during examinations or medical procedures. As such, they are medical devices.
	(f) The risk class of the device and the justification for the classification rule(s) applied in accordance with Annex VIII, Examination Gloves, Powder Free, Non-Sterile are medical device, class I.
	The product is classified in accordance with Rule 1 and Rule 5 of Annex VIII;
	“Rule 1: All non-invasive devices are classified as class I, unless one of the rules set out hereinafter applies”
	“Rule 5: All invasive devices with respect to body orifices, other than surgically invasive devices, which are not intended for connection to an active device or which are intended for connection to a class I active device are classified as: Class I i...
	The rationale for classification is shown as table below.
	Table 3: Classification Rationale



