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COVID19

conformity assessment procedure for PPE

remark : this article is valid for Personal Protective Equipment (PPE), such as protective
masks (type FFP2 or FFP3), protective glasses and face shields, protective gloves and
garments, etc. The conformity assessment procedures for medical devices (e.g. medical or
surgical masks) are different and for those you should seek information from the relevant trade
associations or authorities. The manufacturer must also check of other legislation is
simultaneously applicable to the product (e.g. REACH is always applicable).

BRERE MpEsE
https://www.eu-esf.org/covid-19/4569-covid-19-conformity-assessment-
procedure-for-ppe
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FDA%44: https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm

f Health & Human Services

U.S. FOOD & DRUG

ADMINISTRATION

Home Food Drugs Medicail Devices Radiation-Emitting Products Vaccines, Biood & Bioclogics Animal &

Establishment Registration & Device Listing

© FDA Home & Medical Devices & Databases

This database includes:

= medical device manufacturers registered with FDA and

= medical devices listed with FDA
Note: Regisiration of a device establishment. assignment of a registration number. or listing of 2a medical
device does not in any way denote approval of the establishment or its products by FDA.

Learn More. .

Search Database S Help ¥ Download Files

Establishment | I Registration [ |
or Trade Namse or FEI Number L i
Owner/Operator ] I Owner/(?)perator [ ]
Name 1 ! Number ! i
Proprietary [’ B Classification '[
Name L | Device Name | 1
Product " | Establishment ] =
Code | Type L
Establishment ]’ - Establishment ] ==
State (U .S.) - Country *

Quick Search Clear Form |Search |

Need to update your information? To modify. add. or delete information. log onto your FURLS account.

The changes wili appear in the public registration and listing database when if is updated. Please note: There is a
delay between the time that the data is uploaded and the time that the data appears in the public registration and
listing database. Existing device listings may aisc be efiecied by the update and may not be fully viewable until

S G e S S e S R e =TS e

Bas et s e SIS S S S~ S SRS S e
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FDA 510K (k) FEMEH: https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm

of Health & Human Services

U.S. FOOD & DRUG

ADMINISTRATION

Home Food Drugs Medical Devices

510(k) Premarket Notification

© FDA Home @& Medical Devices & Databases

Radiation-Emitting Products

Vaccines, Biood & Biologics

A 510(K) is a premarket submission made o FDA tc demonstrate that the device to be marketed is as safe
and effective. that is, substantially equivalent, to a legally marketed device {(section 512(i){1)A) FD&C Aci)

that is not subject to premarket approval.
Learn more. .

Search Database

510K Number | [ ] Type |

Center \

Applicant Name \ 1

Device Name [ \

Panel ‘ v |

Decision \

Decision Date [

Sort by
Quick Search

1 @ to [

L

8 Help %’ Download Files

°¥ Product Code[ |

Combination Products L/

Cleared/Approved In Vitro Products |/

Redacted FOIA 510(k) !
Third Party Reviewed ||

v |

Clinical Trials [

Clear Form | Search |

Follow FDA

Animal & Veterinary

En Espanol
SEARCH

Cosmetics Tobacco Produ

'!'d_i

Ot’heéé)gtg\%ases

-

L B

L

Medical Device Reports
{(MAUDE)

CDRH Export Certificate
Validation (CECV)

CDRH FOIA Electronic
Reading Rocom

CFR Titie 21

CLIA

Device Classification

FDA Guidance Documents
Humanitarian Device
Exemption

Medsun Reporis

Premarkei Approvals (PFMAsS])
Post-Approval Studies
Postmarket Surveillance
Studies

Radiation-Emitting Products
Radiation-Emitting Electronic
Products Corrective Acticns
Recalls

Registration & Listing
Standards

Total Product Life Cycle
X-Ray Assembiler
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REACH SVHC
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REACH SVHC
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Table 1 — Performance requirements for medical face masks

| Test Type I - Typell ywsiin
Bacterial filtration
efficiency (BFE), (%) i =98 =
Differential pressure 40 40 60

< < =

(Pa/cm?)
Splash resistance :
e G Not required Not required 216,0
Microbial cleanliness <30 <30 <30

| (cfu/g)

*  Type | medical face masks should only be used for patients and other persons to
reduce the risk of spread of infections particularly in epidemic or pandemic
situations. Type | masks are not intended for use by healthcare professionals in an
operating room or in other medical settings with similar requirements.

©

PERRINERERERAE
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2.2.6 DOCHBREWR

EU DOCHEARR

A
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SHENZMEN HUATONGWELINTERNATIONAL INSFECTION COL LT

EU Declaration of Conformity

IManufacturer:

SRN:

European
Representative:
SRN:

Product Name:
Specification:
GMDN Code:
UMDN Code:
UDI-DI:

Classification (MDR, Annex VIII): Class |, Rule 1.

Conformity Assessment Route: EU DECLARATION OF CONFORMITY following the Annex
Il + Annex Il + Article 19 of MDR (EU) 2017/745.

We herewith declare that the above mentioned products meet the transposition into national
law, the provisions of the following EU Regulation and Standards. All supporting

documentations are retained under the premises of the manufacturer.
HUNAN JIALONG MEDICAL EQUIPMENT CO., LTD.is exclusively responsible for the declaration
of conformity.

General applicable regulations, directives:
Requlation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on
medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and

Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC.

Signature:
9 Name
Name:
General Manager
Fosition:
Hunan 2020.03.21
Place/date
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CHE AP ARy 1A R ) (30/95!/min)

>80% <3.0mbar <0.6/2.1 mbar
>94% <3.0mbar <0.7/2.4 mbar
_3_ >99% <3.0mbar  <1.0/3.0 mbar

i+ e M B E)
Module B (BR#KIAIF) +Module D (£=HRERE
12 )

#5%: Module C2: 35T R IAEIE B M b, B8 o742 25 ) 2R FR B 42 31 50 14 _
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Packaging.

STEP 1: & H, XAT3H

STEP 2: HH i it i /L% Manufacturer Code, #2232 T1.) %kt
STEP 3: 1ER HIik T
STEP 4: #2LFE T = NIOSH K JENPPTLIEAT M4k
STEP 5: #HRATHFARF R 216 ™ H
STEP 6: RUERTINIZE % (SO HE )
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H5: 0755-26748072 HG: 0512-87657102

FHL: 186 8237 8911 FHL: 189 8879 4303

BB46: candy. wang@szhtw. com. cn BB4H: yunda. 1iu@szhtw. com. cn
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400-963-0755
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(518132)

AR S5 #Ek: 400 963 0755

MEFE: sales@szhtw. com. cn

A HE: www. szhtw. com. cn
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