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2020Cabinet Resolution No. () for one year
Concerning the UAE system for health protection products

,And the Federal Law No. (1) of 1972 AD regarding the functions of ministries and powers of ministers, and the laws amending it

:Council of Ministers

,/After reviewing the constitution

And mace N. Federal No. (28) for the year 2001 of the establishment of the Emirates Standardization and Metrology Authority, as -

,amended

, Federal Law No. (24) for the year 2006 AD concerning consumer protection, as amended -

, And the Federal Law No. (37) of 1992 in the matter of trademart B

The law of the Federal No. (14) for the year 2016 AD in significant irregularities and sanctions management in

Original text

Alyand iy ) ladlall ol 3 1992

/And Federal Law No. (19) of 2016 regarding comb  contribute a better translation

,And Cabinet Resolution No. (35) for the year 2015 AD regarding the UAE system of oversight of conformmy assessinen voures -

Cooperation definitions

(Article (1

,And upon the approval of the Council of Ministers -

: Decide

In the application of the provisions of this resolution, the following words and expressions have the meanings indicated opposite each of them,

. United Arab Emirates

.Emirates Authority for Standardization and Metrology
.The Board of Directors of the Authority

.The Director General of the Commission

The federal or local authority concerned with implementing
.the provisions of this decision

A document that specifies attributes Item or material or
service or whatever it is subject to measurement,
descriptions , or characteristics or level of quality or
dimensions and standards or safety requirements which ,
as well as terminology and symbols and methods of the

. testing and sampling, packaging, cards statement marks
The specifications approved by the authority, and it is
referred to as a standard specification for the United Arab
-(UAE.S) Emirates and symbolized by (mq / aam) or
Order issued for the Authority , which is my meant to
verify the product to meet the specific requirements of the
Ba standard approved specifications directly or indirectly
through specific actions undertaken by the Commission
Calfhs or test or calibration , inspection , or the granting of
. certificates of conformity

A form describing the procedure for ensuring that a
sample similar to production meets the requirements of
the special regulations that apply to it, and also includes
periodic inspection and withdrawal of samples from the

market or facility or both to ensure continuity of conformity

Certificate issued by the authority, which confirms that the
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Country
Commission

the Council
General Director
The competent
authority
Standard

Specification

Approved
standard
specifications
UAE Conformity
Assessment
(System (ICAS

ICAS
Conformity
Assessment

B Form

Certificate of

:unless the context indicates otherwise
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product or any payment thereof is in compliance with the conformity

. requirements of the approved standard specifications

The party registered, approved or accepted by the : Conformity
authority to carry out conformity assessment procedures in assessment
accordance with the relevant legislation , and includes body

examination and calibration laboratories, inspection bodies
, merit test bodies, and certification bodies for systems,
. individuals or products

Pain Sun — G or packer or processor or importer or store supplier
the product or any major distributor or a subsidiary or any
other person have his effect on the characteristics of the
product, or any commercial or legal representative be
. responsible for importing the product

Any person who obtains a good or service for or without : The consumer
consideration in fulfillment of his personal needs or the
.needs of others

Any of the basic health protection products specified in the : the product

. appendix to this decision

Any non-food product designed to provide protection, Health
prevention and control of infection transmission, the .

. .. . protection
requirements and characteristics of which are

. specified in the annex attached to this decision products

All stages experienced by the product from initial  : Supply chain
production until arrival to the consumer , including that
import e export and processing and preparation and
processing and packaging and packaging , processing,
transportation and storage of its distribution and submit it
and display it and sell it wholesale or retail , and any
. practical of other relevant

Any activity or action targeting the sale or display or : Subtraction
trading or marketing or promotion or offer the product to
.the consumer, whether paid a m without charge

Article 2

Scope of application
THE PROVISIONS OF THIS RESOLUTION SHALL BE APPLIED TO THE PRODUCTS WHOSE STANDARD SPECIFICATIONS ARE
SHOWN IN THE ATTACHED APPENDIX TO THIS RESOLUTION, WHETHER THEY ARE OFFERED IN THE STATE MARKETS OR
. INTENDED FOR EXPORT OR IN THE FREE ZONES AND THE LIKE

(Article (3
Supplier responsibilities
:Should the provider, at any stage of the supply chain commitment , including me for me

.Practicing his activity through an individual company or institution registered and licensed according to the relevant legislation .1
Obtain a certificate matching the product before putting it in the markets, according to a system of evaluation of the UAE Conformity .2

. (B) (ECCAS) and as a model Tq assessment of conformity
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Ensure that the product meets the technical requirements mentioned in the approved standard specifications, which are indicated in the .3
.attached appendix to this decision

.Cooperate with the authority’s staff and the competent authorities, and provide the required documents, including test reports, upon request .

.Ensure that the product meets the requirements of this resolution .

.Comply with the conformity verification procedures provided for in this resolution .

~N N D B~

Provide all technical documents, certificates and all the BBC the NAT information that confirms the product conform to the requirements of .
.this decision

.Any other obligations determined by the authority in coordination with the competent authority .8

(LArticle (4
Technical requirements
: Is required in the product prepared for the purpose of raised or traded within the State, as the fulfillment of me

.That the explanatory data on its statement card meet the requirements of the standard specified in the annex attached to this decision .1
Does not contradict the images and phrases used on the package in which public order, public morals and Islamic values are prevalent in .2
.the country

.That all information used in the demonstration data is correct, scientifically and laboratory proof .3

(LArticle (S5
Check the match
Prohibited all sales outlets in the state put the product in local markets or doing promotional campaigns for the product, unless .1

. (registered in accordance with the Tq assessment corresponding to the UAE (ECCAS
The authority and the competent authority must, as appropriate, before granting the product a certificate of conformity verification .2

: to verify that it conforms to the approved standard specifications specified in this decision, including verification of the following

That the provider meets all the procedures to obtain a certificate of conformity in accordance with the system Tq the yum Conformity of 1.
.the UAE ( e Likas) and as a model Tq J Yum Conformity ( B) Before launching the product inside the country

That the product conforms to all the requirements of this a decision and is identical to the specifications of the standard adopted and set 2.
.out in the Appendix attached to this decision

That all technical documents, certificates and all the BBC the NAT information confirms the product conform to the requirements of this 3.

.decision

(LArticle (6
Conformity Assessment Requirements
The conformity assessment body, which undertakes the evaluation of the conformity of the product, must meet the conditions and requirements

.specified by the Cabinet’s decision regarding oversight of the conformity assessment authorities

(LArticle (7
Responsibilities of the competent authorities
: The competent authorities shall implement the provisions of this decision and, for that purpose, may do the following

Verification of the product to meet the requirements of conformity with the standard specifications set out in the Appendix to the present 1.
. resolution , and the completion of the documentation required technical paired with the E. missionary under examination
Take all the administrative procedures necessary for the withdrawal of a and call for the product is not in conformity with the requirements 2.
.of this a decision
.Imposing the penalties referred to in Article ( 11 ) of this decision in case of committing any of the violations referred to therein .3
(_Article (8
Control and market survey
When the product is put on the market, it is subject to control and the authority or the competent authority, as appropriate, takes the .1

necessary measures to monitor it to ensure the continuity of its conformity to the conformity certificate in all stages of the supply chain, and

:for that purpose it may take any of the following procedures
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Ensure that all outlets in the country are committed to prohibiting their import or offering them in local markets, except after obtaining a 1.

.conformity certificate

Withdrawing samples from the producer from the sales outlets in the markets or from the suppliers' warehouses, whether they are 2.

. manufacturers or importers, in order to conduct the necessary tests and ensure their conformity with the requirements of this decision

Take the e appropriate procedures in the face of the product of the one who is not the availability of the conditions for granting a 3.
.certificate of conformity or who loses any condition of them, including the suspension of trading a and withdraw its from local markets

Obliging provider responsible for infringing product launch, to summon him and withdrawn from local markets , and straighten conditions if 4.
possible , or forcing him to return to the country of origin or destroyed in accordance with the applicable laws in this regard, within the time
.period specified by the Commission or the competent authority As appropriate

. Follow up the implementation of the procedures referred to in this article 5.

Is a provider that has been taken from the sample product has found responsible for the lack of conformity with the requirements of this .2
. resolution unless it is proved that, during the period that determined by the Commission or the competent authority , as appropriate

(LArticle (9
General Provisions
The approved standards set out in the appendix to this decision are mandatory to apply in the country, and this appendix is an integral part .1

.of it
The Authority is responsible for receiving and studying product registration applications and grant certificates of conformity in accordance with .2
the provisions of the resolution, and has a mandate of any of the competent authorities or set the point of conformity assessment acceptable
to evaluate the matching product, according to the decision of the Council of Ministers on the system of e Maratea to control the points of
. conformity assessment
The competent authority shall implement the control and inspection procedures on the product to ensure implementation of the requirements .3
.of this decision
This decision does not prevent inspectors from the competent authorities to monitor and take samples to conduct checks on the product in .4
.implementation of other legislation
All bodies subject to the provisions of this resolution shall provide the inspectors of the competent authorities with the assistance and .5
.information they request and related to the implementation of its provisions
Aj and g of the Council to modify any of the specifications standard contained in the Appendix attached to this resolution further , or to adopt .6
any standard specification required by the implementation of this resolution , in accordance with the provisions of the Federal Law No. (28)
. of 2001 , it referred to
If any situation arises that cannot be dealt with according to the provisions of this decision, or any dispute arises in its interpretation or .7
application, the matter shall be submitted to the Director General to issue the decision he deems appropriate regarding that case or that

.dispute in the interest of the public interest

(LArticle (_10
Transitional provisions
The provider who put a product on the market before the publication of this decision is granted a period of no more than one calendar year

from the date of publication This decision in the Official Gazette to reconcile the conditions of this product in accordance with the provisions of

. this resolution

(LArticle (11
Violations and penalties
Without prejudice to any penalty or procedure provided for by the Federal Law No. (28) of the 200 year 1 , referred to other legislation .1

related , in the case of committing a breach of any of the provisions of articles (3) and (4) and (5) and (8) of this resolution , for the body or
:the competent authority, as appropriate, the signing of a penalty or more of the following administrative sanctions

.Coordination with the licensing authority to cancel the commercial license of the provider responsible for the violation 1.

The violator shall bear the expenses and costs of removing and remedial the damages resulting from the violation in the event he does 2.

.not perform the removal or treatment
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In the event that the body or the competent authority, as appropriate, to determine the charge of non — conformity of the product to the .2
requirements of this decision in the considered person who has been set the offense has is responsible for the lack of conformity unless

.proven otherwise

(Subject (12
Grievanceprocedures
: It is permissible to appeal against the decisions issued according to the provisions of Article (11) of this decision, subject to the obligation to .1

Submit a grievance to the Director General according to the procedures determined by the authority, within a period not exceeding (14) A 1.
.working day from the date of informing the violator of the decision he wishes to file a grievance against

.Attach all necessary documents that explain the reason for the grievance .2

Director General shall issue the decision it deems appropriate regarding the complaint submitted in accordance with the provisions of the .2
article within a period not exceeding (25) business days from the date of submission, and the decision shall be issued in this regard shall be
final , and is considered the grievance rejected in the event of the failure to take any action during the period specified in this clause

(13) Subject
A forrevocations

.Any provision that violates or contradicts the provisions of this decision shall be canceled

(14) Subject
Publishing and confidentialityn
. J This decision was published in the Official Gazette, and from the day following the date of its publication

Mohammed bin Rashed Al-Maktoom
Prime Minister

: Issued by us
On : ...H
Corresponding to : ..M

( The attached appendix to Cabinet Resolution No. ( 2020

Concerning the UAE system for controlling health protection products

Approved standard Technical requirements the product | M

1 UAE.S EN 14683 - Bacterial filtration

JUAE.S ASTM F2100( (BFE)

- Breathability ) Differential
pressure ( 1

- Splash resistance

- Microbial cleanliness
(Bioburden)

efficiency Medical face masks

Medical Face Masks

UAE.S EN 149

- Total inward leakage
- Penetration of filter material

Face masks (non-

. . medicinal
- Breathing resistance (
- Particle Filtration Half Filtered Face
Mask

UAE.S ISO 374-5

- Bacteria, Fungi penetration
Testing
- Protection against Virus

Protective gloves
Protective Gloves

- EN 455-Part 1
- EN 455-Part 4

- freedom from holes
- Shelf Life and Resistance to
degradation

Medical gloves
Medical gloves

EN 14126
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- Resistance to Penetration by blood /
body fluids.

Clothing Protective
gear
Protective clothing
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- Resistance to penetration by
viruses

- Resistance to penetration by
bacteria.

- - Resistance to penetration by
biologically contaminated
aerosols.

- Resistance to penetration by
contaminated dust.

EN 166

- Protection against droplets and
splashes of liquids

Personal eye
protectors
Personal eye—
(Faceprotection
shield & Goggles)

EN 13795 - part 1

- Resistance to microbial
penetration
- cleanliness microbial / bioburden

Lids and abayas
surgeon Yeh
Surgical drapes(
)s and gown

EN 13795 - part 2

- Resistance to microbial
penetration
- cleanliness microbial / bioburden

Covers and abayas
surgeon Yeh
()Clean air suits

- UAE.S EN 1276
-EN 1650

- Disinfecting efficiency
(antimicrobial efficacy)

- evaluation of fungicidal or
yeasticidal activity

Chemical sterilizers
and disinfectants
chemical
disinfectants and
antiseptics
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