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RU-101 TECHNICAL FILE
EN KALİTE DAN.

 This technical file don’t copy that only one or a lot under EN KALİTE DANIŞ approved. It is copyrighted. If you want to annex copy you must demand to our firm.
.

FOREWORD

Our this produce, is producting under Personal Protective Equipment Directive’s 2016/425/EU rules ( development,ergonomy,risk). Our all actions for this directives technical criteria.

Our technical file is created this directive’s 37. Article. This article about govermental control rules with performance ve technical charactericts. Other thing , this technical file harmonious with directive annexs.
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1. PRODUCE DEFINATION AND USING PURPOSE

EN KALİTE, product RU-100 model one using white microbiological   protective overalls under TS EN ISO 13688 standard general conditions with NUN TEK trade mark. This one using White microbiological overalls producted and adjusted with TS EN ISO 13688 and  Personal Protective Equipment Directive’s 2016/425/EU rules conditions for all domestic and abroad market standard demands.
Our product have been used basically nonwowen fabrics under EC 
1907/2006 REACH directives with our supplier. Its protective properties 
meet the requirements of not being cansorogen/allergic in TS EN ISO 
13688 annex-B. Our fabric is composed of 50% polyethylene, 45.5% 
polypropylene nonwowen and 4.5% integrated adhesive. And the 
manufacturer has again declared physical tests and their prformans results
according to the relevant product standard.

On the other hand, the conditions of ergonomics are regulated according to the en 13921 standard requirements of the foregoing standard in ANNEX-C.

In this context, the size and size measurements of the product are presented to the market in accordance with the standard representation and this classification in the ANNEX-D section of the TS EN ISO 13688 standard.
The mandatory provisions specified in the TS EN ISO 13688 ANNEX-E are marked in accordance with the purpose of use with pictograms set by the ISO 7000 standard.
The post-use regulation is also determined in the performance characteristics and in the user manual to meet the requirements of TS EN ISO 13688 ANNEX-F.
According to the use of the NAME, our RU-101 product is Type5/
Type 6.

EN ISO 13034 standard requirements have also been provided in order to protect against liquid chemicals in the scope of type 5 and type 6.
EN ISO 13982-1 standard requirements have also been provided to protect against solid chemicals under type 3 and type 4.
Ultimately, testing and approval requirements have been established in EN ISO 14126, which determines the conditions for microbiological protection.
2. RISK ANALYSIS:
We analyze the risk analysis of our RU-101 product with our risk analysis in two stages with the risk assessment that we produce in accordance with the usage characteristics mentioned in article 1.
The risks associated with the PERSONAL PROTECTIVE EQUIPMENT USE TABLE, which is the first table, have been determined.

Some of these risks are arranged in accordance with the purpose of use in a second assessment of the same table, which is out of use and is not covered.

The outputs of the second table are also set in ANNEX-1 in addition to our file.
The risk topics that have been specified are also specified in the 
RISK ANALYSIS TABLE. Their appreciation is also represented in 
ANNEX-1.

3. BASIC HEALTH AND SAFETY RULES
Within the framework of the binding provisions of the PPE regulation,
article 2 of this technical file is selected for risk analysis and the topics that 
are subject constitute basic health and safety requirements.
It is recorded with risk analyses made within this framework. Under 
the context of the directive, they will wear protective clothing in more detail- 
under the name of General Features, the 4th floor of the TS EN ISO 13688 
Standard. The provisions under the Basic Health and ergonomicrules in 
article contain guidelines and binding provisions for this white paper.

If we commemorate these...
1. Ergonomic: Ergonomic design rules are compliant with the 
standard requirements of TS EN 13921.

2. Loss: In this context, the performance characteristics and test 
results of the materials of suppliers were based on ensuring harmlessness 
for the topics involved in risk analysis. These are represented in the 
attachments indicated by test reports and product characteristics. In order 
to achieve this, appropriate purchase and input controls have been 
provided with harmless process according to the flow chart in ANNEX -B. 
The REACH documents that suppliers descript for their products are based on. 
The REACH dissipation of the product provided by the supplier for       
the laminated polymer fabric, which is the main entry and surrounds the 
body, is shown in the ANNEX-2 of this technical file.

CE output requirements of the final product are also 7. item the test 
reports that provide the technical requirements for the purpose of use 
specified in the article also meet the safety requirements.
3.Design: Design principles are carried out and checks are provided 
according to all binding provisions in ANNEX-C of the TS EN ISO 13688 
standard. The outputs of this are partly shared in the user manual.
4. Comfort: Comfort principles are carried out and checks are 
provided according to all binding provisions in ANNEX-C section of the TS 
EN ISO 13688 standard. The outputs of this are partly shared in the user 
manual.

4. PRODUCE COMPONENTS
Our RU-101 product consists of two basic components. Polymer non 
wowen is laminated fabric and zipper ink. REACH chemical performance results made by suppliers in internal and external laboratories that provide basic performance and safety requirements have been added in ANNEX-2 of our specifications.

Test results indicating the physical performance of product 
components are also shown in test reports in ANNEX -3. Outputs in 
accordance with the minimum requirements and reference standards of the 
TS EN ISO 13688 Standard have been added to meet the binding 

provisions of the PPE regulation.

5. ADJUSTING STANDARDS AND DIRECTIVES:


5.1 STANDARDS:


1. TS EN ISO 13688- Protective clothing - General features

2. TS EN 14325 - Protective clothing - Against chemicals - Protective 
clothing material, seams, joinplaces and testing methods and performance 
classification of their merges

3. TS EN 1149-1 - Protective clothing-Electrostatic properties-Part 1: 
Surface self resistance (experimental methods and rules)

4. TS ISO 7000 - Graphic symbols-Fihristization and short display 
Charts

5. TS EN 14126 - Protective Wear - Against pathogenic organisms – 
Performance characteristics and experimental methods

6. TS EN 13921 - Personal protective equipment - Ergonomic principles

7. TS EN 13034+A1-Protective clothing against liquid chemicals - Performance requirements for chemical protective clothing offering limited protective performance against liquid chemicals (Type 6 and Type PB [6] equipment)

8. TS EN ISO 13982-1- Protective clothing for use against solid particulate chemicals - Part 1: Performance requirements for chemical protective clothing providing protection to the full body against airborne solid particulate chemicals (type 5 clothing)
5.2 DIRECTIVES:

1. 2016/425/EU - PERSONAL PROTECTIVE EQUIPMENT REGULATION


2. 1907/ 2006 - REACH REGULATION

6. USING PICTOGRAMS AND SYMBOLS:

The user manual and pictograms and body measurement impressions to be used for product CE marking will be selected and used in accordance with the TS EN ISO 13688 Standard.

They have been selected as follows.
6.1 PICTOGRAMS:

6.1.1 PROTECTIVE AGAINST TO COLD:

[image: image2.emf]  ISO 7000-2412
6.1.2 PROTECTIVE AGAINST TO BAD METEOROGICAL  CONDITIONS
[image: image3.emf]  ISO 7000-2413



6.1.3 PROTECTIVE AGAINST TO MICROBIOLOGICAL DANGER
[image: image4.emf]  ISO 7000-2491


6.1.4 PROTECTIVE AGAINST TO CHEMICALS
[image: image5.emf]  ISO 7000-2414



6.1.5 PROTECTIVE AGAINST TO IONIZE RADIATION
[image: image6.emf]ISO-2809

6.1.6 WORKING INSTRUCTIONS
[image: image7.emf]ISO 7000-1641


6.2. BODY SHOWS:

[image: image8.emf]
7. TEST REPORTS:


Amine, fatalate and heavy metal tests for the final product were 
carried out internally within the framework of the TS EN ISO 13688 Standard requests.


In this context, test reports were determined in ANNEX-3 of our technical file within the framework of the test and acceptance criteria mentioned in 4.2 and ANNEX-B of the relevant standard for product components.

On the other hand, tests were carried out on external labs within the framework of AT type eligibility certificate requirements and product performance and safety criteria. reports of these tests are indicated in ANNEX-3 of our technical file.

If we list these test reports from here...

7.1 INPUT COMPONENTS TEST REPORTS:


1.Nonwowen fabrics physical tests report



2.Zipper physical tests report


3. Nonwowen fabrics REACH report



4. Zipper REACH report

7.2 PRODUCE PERFORMANCE AND SAFETY TEST REPORTS


1. Microbolicigal Test Report


2. Chemical Test Report


3. Physical Test Report
8. USER MANUAL:


8.1 USING AREA:



Overalls are designed to protect against harmful substances and contamination. It is mainly used against dry particles and low dangerous jumps and eruptions. It is the responsibility of the user to determine the suitability of the jumpsuits. The jumpsuit may be contaminated during extraction; in such a case, it should be suspended immediately in order to prevent the user from infecting.


8.2 LIMITATIONS:



All front pat, wrists, neck-and-neck doors should be completely closed when using the jumpsuit with other personal protective equipment to fully meet the en standards requirements for type 5/6 dresses. For unlimited mobility against the detected risk, the user must choose a jumpsuit in the appropriate size. The user is responsible for the suitability of the required type of protection and the correct combination of jumpsuit accessories and auxiliary equipment.



After contamination, clothing or damage, protective jumpsuits must be removed and disposed of as quickly as possible. The integrity of the jumpsuits must be ensured before being worn. The possibility of thermal stress in very hot environments should be taken into account. Heat stress can be reduced by using proper interior or ventilation system or even destroyed. It can adversely affect the performance of the overly hot or cold jumpsuit.



Overalls should not be used in environments where harmful chemicals are not tested. Although it provides limited protection against various chemicals, physical protection levels should be paid in Type 5 and Type 6 tests. The user should also use gloves, boots and respiratory systems that are protective against chemicals. The wrists of the gloves must be elastic. Please contact the manufacturer provided below when necessary.


8.3 CONSERVATION AND DISPOSAL:



It is recommended to store it in its packaging, dry, light-free and away from the heat source. The restrictions on the scavenging process are subject to the contamination state during use. The manufacturer does not accept responsibility for inappropriate use and disposal.


8.4 END OF USING TIME:




It is recommended to use it within 5 years from the date of production issued by the manufacturer



8.5 NOTICES:




• In cases of solid particles transported by air, it is recommended to close the zipper and wrap the tip of the arms and leggings with a sticky strip.
                  • The person wearing an electrostatic protective suit must be properly grounded. Resistance between the person and the ground, for example, will be less than 108 Ω, wearing a suitable shoe. 

                   • Electrostatic protective clothing should not be open in flammable or explosive environments or when using flammable or explosive materials.
           

 • Protective clothing with electrostatic properties should not be used in oxygen-rich atmospheres without approval by the responsible safety engineer

9. DECLERATION:



In the summary of this technical file, the category III, AT appropriate statement/documentation of our company on the format specified in ANNEX-9 of the KKD regulation has been determined in ANNEX-4 of our technical file.
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