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APAC RPE Regulations - 9 countries are having their own RPE standards

3M confidential

apan (JMHLW)

« ¥ Having their own RPE Standard
=% Not having their own RPE Standard

ﬁ ASINZS)

Current APAC RPE Regulations - 6 Countrie

3M confidential

ave mandatory RPE regulation

- F Japan (MHLW)

< 'gll'aiwan (except GB)

: KMOEL and GB)
Malaysia (except Ji Philippines

P
.\? Mandatory RPE Standard donesi ‘,:'\\_ A

with own country's regulation
.3 Non-mandatory and
accept other country’s approval

* Movement toward to mandatory approval from voluntary

LN V-

ILY recommended

ﬁAS/NZS




Indonesia -

Current Status

Mandatory regulation to register the PPE to Indonesia Health and Safety Department.

But the regulation is not mentioning specific standard.

Indonesia only has standard for safety helmet, safety shoes and fall protection until now.

All PPE manufactures should register the PPEs to the Indonesian Health and Safety Department

(K3 - referring to previous regulation by sending PPE samples, standard compliance, related certificate or lab test report).

Safety Regulatory in Ministry of Labour

[ 1111




Melaysia =
Current Status

» There are three Malaysia Standard been finalized and officially launch via Department of Standard.

* There are representative from DOSH and as a chairman to get the MS approved.

» Atthis moment, it is voluntary standard.
* However, MS and committee have a mission and work to make this as mandatory in a future.

] n - 2]
oy [l maLavsian ol sk W maiavsan i !
MALAYSIAN — L o - ¥
ot STANDARD STANCARD SLANPAR Sl Penghargaan s
| i ey o e E'._'-:.::'."-.":."‘.'J.'_. = o R e =_r

©3M 2017 m #3MScienceofSafety | 7

List of RPE standard E

MS 2483:2012
RESPIRATORY PROTECTIVE DEVICES - DEFINITIONS OF TERMS AND PICTOGRAMS

MS 2484:2012
RESPIRATORY PROTECTIVE DEVICES - CLASSIFICATION

MS 2485:2012
RESPIRATORY PROTECTIVE DEVICES - NOMENCLATURE OF COMPONENTS

MS 2490:2012
RESPIRATORY PROTECTIVE DEVICES - HALF MASKS AND QUARTER MASKS - REQUIREMENTS, TESTING, MARKING

MS 2486:2012
RESPIRATORY PROTECTIVE DEVICES - FULL FACE MASKS - REQUIREMENTS, TESTING, MARKING

MS 2552:2014 Respiratory protective devices - Mouthpiece assemblies - Requirements, testing, marking
MS 2554:2014 Respiratory protective devices - Gas filter(s) and combined filter(s) - Requirements, testing, marking

MS 2553:2014 Respiratory protective devices - Particle filters - Requirements, testing, marking

©3M 2017 m #3MScienceofSafety | 8



Vietnam *

Current Status

From the 2015 Nov meeting with Safety Bureau (the agency issues PPE mandatory standards, belongs to MOLISA), Vietnam will have the mandatory
standards of certification procedures for disposable respirator, cartridge, filter and hard hat (will be effective soon). Testing time may be longer than
currently (~10 days)

All disposable respirators, cartridges, filters can be tested, do not depend on SOS approvals (no need to submit SOS approvals before testing)

Test agencies include governmental agencies and third parties which are certified by government. No agencies belong to MOLISA are certified (as our
latest meeting with Safety Bureau)

Approval label is designed by Safety Bureau. After having certification, respirator manufacturers will print the label by themselves and stick to the related
products.

As the mandatory standards for respiratory protection (disposable respirator, filter, cartridge), manufacturers can choose one of certification method 5 or
7.

1) "method 5" which should be conducted factory inspection by authorized agency. (It will be effective for 3 years and allow import several times
during that period)

2) "method 7" will not include factory inspection. It will be effective for only 1 batch.
Now most manufacturers in Vietnam choose method 7.

©3M 2017 m #3MScienceofSafety | 9

Vietnam PPE legal regulation ) ¢

Products need to be certified Legal regulation

Disposable respirator, particulate filter QCVN 08: 2012/BLDTBXH

Cartridges (OV, gases) QCVN 10: 2012/BLDTBXH

Hard hat QCVN 06:2012/BLDBXH

Spectacles, Goggles and face shield No

Ear muff and plugs No

Safety shoes Dielectric foot-wear: QCVN 15: 2013/BLDTBXH

Dielectric gloves: QCVN 24:2014/BLDTBXH
protecting against cuts and stabs: TCVN 8838-2:2011

Safety gloves

Fall protection QCVN 23: 2014/BLDTBXH
Protective coverall no
©3M 2017 m #3MScienceofSafety | 10



Summary

_ RPE approval system Government body RPE test body

Malaysia Voluntary DOSH 3rd party lab whichis 31 parties in MY are
recognized by SIRIM  not ready to do
respirator test
Indonesia Registration system Indonesian Health and
Safety Department
Vietnam Mandatory Ministry of Science and Quatest 1, Quatest 3,
Technology Quacert

BTN A . |\ =

Thank youl!
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8 Modules

S_GS Directives ?

® "New Approach" Directives Communl Iy Law)0ll 2= 27 At
(essential requirements) OI SkeDER

F

0ol

o
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00

mEU EU0l =2= Etiiol)| &0l RS0l 0F &l =

B D 27 NS OHES1T] 95610] HIEIF HE IS S AME
Jl=& 0l |82 7FIFPCFE HZE (European harmonlsed (EN) standards
provide detailed technlc | information enabling manufacturers to meet the essential
requirements )

m Directive= Xl 2 XD P HEH 2=+ 7 M2 Hgets S8ot=
SAHEZ dH5H) UZ (Directives explain how manufacturers are
able to demonstrate conformity with the essential requirements)

u
H >
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Directive

2014/35/EU
2006/42/EC
2014/30/EU

2014/53/EU

305/2011/EU
2009/48/EC

2014/29/EU

2014/31/EU
90/385/EEC
209/142/EC

New Approach CE Marking Directive

Directive HI 2

Low Voltage
Machinery
Electromagnetic compatibility (EMC)

Radio Equipment and Telecommunications Terminal Equipment
(R&TT)

Construction products Regulation (CPR)

Safety of toys

Simple Pressure Vessels

Non-automatic weighing instruments
Active implantable medical devices
Appliances burning gaseous fuels

Directive

92/42/EEC

2014/28/EU

93/42/EEC

New Approach CE Marking Directive

Directive A2

Efficiency requirements for new hot-water boilers fired with liquid or
gaseous fuels

Explosives for civil uses
Medical devices

2014/34/EU
2013/53/EU
2014/33/EU
2014/68/EU
98/79/EC

2000/9/EC

2014/32/EU
2013/29/EU
2000/14/EC

Equipment explosive atmospheres (ATEX)
Recreational craft

Lifts

Pressure equipment

In vitro diagnostic medical devices

Cableway installations designed to carry persons

Measuring instruments
Pyrotechnic articles

Noise Emissions

- 17 -




S! ;S J| E} Directive

Directive Directive M=

2001/95/EC General Product Safety Directive (GPSD)

2002/96/EC Waste from Electrical and Electronic Equipment (WEEE)
2006/66/EU Batteries & Accumulators

76/768/EEC Cosmetic Products

2010/35/EU Transportable Pressure Equipment

“CE marking Z&'S LH&0] OF! X1 &....”

SGS 8 Modules

A A2 2| (Internal control of production)
& Al AHEC type-examination)

& &M (Conformity to type)

=& 23 (Production quality assurance)
: NI & 23 (Product quality assurance)
M= 23 (Product vertification)
: HR BS (Unlt verification)
2 E SE 2 Z (Full quality assurance)

Az
B:
C:
D:
E

F:
G:
H

_18 -




8 Modules

Module A
(L4 Ak2te])

Module B
(ECEAIZAAD

Module C
(BAINEA)

Module D
(MAMBEEE)

Module E
HSZEEES)

Module F
(OE=R=ES

Module G
(R3S

Module H
(HHEEEE)

HIZX ZhMl & & &ako] orE2E] - {8 Notify Body2l Y SAS(BA)

Y RS2 & & ME2 Notify Bodyll HIE L 21A

Module B0l 2t AN 22 OHM I Z 2| HSMAS MZX0F 2F (Notify Body2| Y 813)

I’|

Module BOll [ict At 22 HES dMSH L HSB2 2T A & TestEFE EXE Notify Body

ol 25 el

Module BOj| Mtet Z2AF 22 MS2 = SZAL Y TestZ& EXHE Notify Body0ll 2/5H 2l

Module BO| Met AL 215 22 HE
=XIE Notify Body0ll 2loif E&lZ AL S¢l

e RE S MAHZ0l CHoH A Notify BodyOll 26 B2 AF 2 S0l

o AN ZS2AA S AIEO0] 2t XIF2 2 FAE 2 ISO 900101 ThHetA | 210 A

Notify BodyOll 2/ai A S0l

&, iE
=N =2 %

MANUFAGTURER | s

Moduleg &H&td Bt Xt
DESIGN PHASE PRODUCTION PHASE
= MODULE A )
-...( MODULE C )_
- MODULED e
< ~»(  MODULE B )—h(
o MODULEE  )—p]
(€
- MODULE F )—
»( MODULE G )—>
>( MDD:.II.E H )—
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CE Marking & Xt

CE Marking

Process

Technical Files & DoC

The CE marking 2 18 1t
22 e CEZ EI|&

CE marking 2| =4 %
== 59#; DAY=

A 0 O0F S

CE Marking2 =&J[& X[ &

5mm 0| &2 AJ|2.. (=t}

g dlEs=

-20 -

20



SGS CE Marking Process

1: Identify the applicable
Directive(s)

2: |dentify the
applicable

requirements of |

the Directive(s)

W
Ah

W

»/"

L)

\

3: Identify an appropriate
route to conformity

6: Make a Declaration and
affix the CE Mark

R Y

~ N\

. 5: Compile the
The CE Marking Process we | technical
documentation
-
\= A

4: Assessment of the
product'’s conformity

\—{2)
(~d L

Sﬁs CE Marking & X}

—

\dentlfv

Apply the CE

\ Mark

—

Write dnd

Nes [E Y AN oo
KR L A O 202
ot

\ HEs BIIRR e
NERH U AU 2
JSSA(TF) 24 &

\a B AIS/EAZAEEA|AE 2 A

standards

i X3t HO(DoC)

_CE 0}3 82

21

-21 -
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_SGS_ Technical Files (O1= EA)

N REE A A (DoC)
N &0l CH8t & H (General Description)
Sl glsl=

E=22AE M3 el AE
NE/EMNBASEANLE CIELE

FEE4H

& ™ (Block Diagram % Circuit Diagram)

fSCAE

MENEEB AN

=2 230 et CE 032 ¢!
Spec Sheet =

Ol

L

_SGS— DoC L& LHE O Al

EU DECLARATION OF CONFORMITY

Date of Issue: Date of DoC

Reference Number: Serial Number for this DoC
Directive: Relevant Directive's

Conforming Apparatus: Equipment Title, Part Number (and

Serial Numbers as applicable)

Manufacturer:

Authorised Representative:

Harmonised Standards Relevant standards, amendments and
Referenced or Applied: dates of issues

Specifications with which If Harmonised Standards are not used
Conformity is Declared: then insert standards used and reference

number of Notified Body Certificate.

xxxxLtd hereby declare that the equipment named has been designed
(alternative:) tested and found to comply with the relevant sections of
the above referenced specifications. The unit complies with all
essential requirements of the Directives.

Signed:

Name:

Position:

23
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S! ;S Declaration of Conformity

Ce

Declaration of conformity(DOC)

g o 736, 4 an Road, Caatshan Town, Cangshan

N 756, O'mn Road, Gsishan Town, Cangaha
Reguisnen
Sigred for and on behalf of:
N, furctron, aignstare;
@ veby

europa.eu

04

CE Marking

PPE

25
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_SG,S_ Personal Protective Equipment

M Directive 89/686/EEC & Regulation (EU)
2016/425

“Any device or appliance

by an individual for
protection against one or
more safety hazards”

designed to be worn or held

SGS == He He 2aT

m Specifically for armed forces, polices etc (= At, X[ 2tE J| 1)
m Self defence e.g. personal deterrent weapons (S 4! = & HJ)
h

B Domestic use against adverse weather, damp, water and heat e.g.
overcoats, boots, umbrellas, oven gloves (0| &J|=E 25 )

B Protection or rescue of people on vessels or aircraft not worn all the time

e.g. aircraft lifejackets (&2 & =20 2)
Motorcycle helmets and visors (2 E AHO| 2 £)
Samples not intended for use (&1 =)

Sold and used exclusively outside the EC

Second-hand PPE not remanufactured

27
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28



—S—GS— PPE Directive (Timescales)

Regulation Regulation Regulation Can CE mark Old EC-Type

adopted listed in OJ Applies to old PPED Certificates to

12 Feb 16 PPED invalid

Apr 2016 Apr 2018 Apr 2019

EC-Type Certificate issued to new PPER

Regulation

published EC-Type Certificates to old PPE Directive can still be issued

Seven Years: After 2023 EC-Type Certificates issued to old PPED will be invalid

Copyright @ 2016 BSL. All rights reserved.

—S—GS— PPE Directive (Timescales)

= PPE Directive 89/686/EEC 2 20185 42 21 O|F 2
S PON

= PPE Regulation (EU) 2016/425 2 20183 4& 21
JEERE=

= 20195 4= 21€ Jt Xl = PPE Directive 89/686/EEC2|
MarkingS AIE S = US

= Directive 89/686/EEC J|&2| EC type-examination
certificates2 202335 42 217X K& &

29
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Category 2(=
Category 1, 3 0|2

o O
v
n
il
0
1L
0
>
o

89/686/EEC

esuperficial mechanical action
*minor impacts and lesions
scontact with hot surfaces
<50°C

eatmospheric conditions that
are not exceptional

*sunlight (sunglasses)

Regulation (EU)
2016/425

« superficial mechanical injury
econtact with hot surfaces
<50°C

eatmospheric conditions that
are not of an extreme nature
eexposure to sunlight (not
observing the sun)

econtact with cleaning
materials weak action or
prolonged contact with water

a) o &, d=004, L

A=, o/ &M P2 EF

=
S

31
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89/686/EEC

Category Il includes risks
other than those listed in
Categories | and Il

Regulation (EU)
2016/425

Category Il includes risks
other than those listed in
Categories | and Il

?&H MS (Category ll)

SG o =2 o
ITIT O T

89/686/EEC

«filtering respiratory devices
erespiratory protective devices
*PPE for chemical attack or
jonizing radiation

*high—temp environments >100
°C

*low—temp environments <-50
°C

*Fall arrest

*PPE against electrical risks

Regulation (EU) 2016/425

&4 HE (Category lll)

esubstances & mixtures hazardous to
health

*oxygen deficient atmospheres
*harmful biological agents

*jonising radiation

*high— air temp environments >100°C

elow—air temp environments <-50°C
«falling from a height

electric shock and live working
edrowning

ecuts by hand-held chain—saws
*high—pressure jets

*bullet wounds or knife stabs
*harmful noise

O ESYN, 58 25 MIIHYS, S8SEEE P

33
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—SﬁS— Category Il - Respiratory

B Solids & liquid aerosols, dangerous, toxic or radiotoxic
e.g. respiratory including filtering devices & breathing or diving
apparatus

_S_G_S__Category lll - Clothing

W Dangerous chemicals & ionizing radiation
e.g. gloves, disposable clothing, gas-tight suits, x-ray aprons

35

-028 -
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_SGS_Category lll - Clothing

B High-temperature environments the

effects of which are comparable to -

those of an air temperature of 2100°C

and which may or may not be

characterized by the presence of
infra-red radiation, flames or the

projection of large amounts of molten

material
e.g. firemen's clothing, foundry boots
and gloves

)
7

e

g,

_SGS_Category lll - Clothing

®m Cold equivalent to air temperature =-50°C e.g. clothing

37

-29 -
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_SGS__Category lll - Clothing

B Electrical risks and high voltages
e.g. insulating gloves and footwear

—

A 15
s 2
[ L

-

_SGS__Category lll - Falls

B Falls from height
e.g. harnesses, descenders, fall-arrest systems

39
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SGS Flow chart for Assessment conformity

EUA & & *W(DOC)OH ~| oH Hggs

Category II - Category 11} IOl HAIE Xl 22 =010
ol & PPE= QIS D201l 2let EUSEAAlE = &gt
EUNEdHIE &

=2

& 9| & PPE=
& X Mod. C22t Mod. D&
o

—

Category III — Annex [ 2| A E
EUSAAIE U & )RS B &
L0 et Aot ) EUA

o o

0x 0|>|

St
o)

Technical File Type of
Manufacturer > (Annex Ill) > Product

41

SGS Flow Chart - Category |

Simple Manufacturer’s
Cate %r | » EU Declaration
i of Conformity

Product marking

~ (€

0lo

® Notified Body2| Bt 2 &0 2R &t

® Manufacturer requires (Ml =Xt 2+ A
e Testing (AI&)
e Technical file OI=& M)

B EU Declaration of Conformity 0l 2|8t XtJ| & A
B Module A (Annex IV) Manufacturers self declaration

00

)

42
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SGS| Flow Chart - Category Il

Intermediate
Category Il

® Manufacturer requires (Ml =Xt 2 7 At

Article 19

Certification

e Testing (AI&)
o Technical file Ol=2 M)

B Article 19 certification from Notified Body

® Initial Product approval (= =

ol

)

0

NE==gtll

B Module B (Annex V) EU Type Examination

>

Manufacturer’s
EU Declaration
of Conformity

b
g

SGS| Flow Chart - Category lli

Complex
Category llI

Article 19
Certification

Annex VIl or
= VIl

Certification

-

Manufacturer’s
EU Declaration
of Conformity

v

Notified Body Number c €

B Manufacturer requires (Kl =Xt 2 AL
e Testing (AI&)
o Technical file (V1=Z M)

B Module C2 (Annex VII) certification from Notified Body

¢ On-going surveillance through testing
B Module D (Annex VIII) certification from Notified Body

« On-going surveillance through factory auditing (S & & At)

¢ Annual audits

— 0120

43
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SGS| PPE modules

Module B — EU Type Examination (Annex V)

EU  type-examination = NB J| &S S¢&t Agrd &t
A=, PPES] Bl 25 5= Sot0 R+ Arg il

110
ph
N
()]
n
N
30
fol

EU Type examination

Notified Body(NB)= CIS A E S 582t J|==2A S

The manufacturer(Hl = XH= JI=S M EPPE MM S &
1082 2&
State-of-the-art 0 & H| Upadted
SGS| PPE modules

Module C2 — (Annex VII)
NB= d4te| 228 S HSol)| #Iet M3 &0l
NZ &ol2 2 A HEINEZ = A 190 &

Module D — (Annex VIII)
MZZXt= NBOIA S22 AIAE L AIEES 2010k &
NZEX=E &AFE 2ol AME, HEEALS S2 E2S
olEol) ERZIZ ot= = ME M3oH0F &
NB= S& 22| AlIAE0| S Aot HEot=Al 202l 6|

Flol S Al &= Jts

-33-
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—S—GS_ PPE modules

Category I Category II Category 111
Simple Complex

Deiign l Design

| Technical File

l o !

EU Type Examination (Mod. B, Annex V)

Internal A4 \ 4
Production control Internal EU Quality Control System. Quality assurance of
Producti trol Product checks at Y A
(Mod. A, Annex 1V) roduction contro random interval the production System
(Mod. C, Annex VI) (Mod. C2, Annex VII) (Mod. D, Annex VIII)

' v ' '
‘ EU Declaration of Conformity

\

\ v
| C€ CE€ oo

SGS PPE Regulation (EU ) 2016/425
FQ A AIE

* The manufacturer shall either provide the EU declaration of
conformity with the PPE or include in the products user
instructions and information or web link as to where EU
declaration of conformity can be accessed

= PPE Regulation (EU) 2016/425 £ &

= distributors and importers Jt F=I}&

= Module name 81 &

(Article 10, 11A & 11B > Module B, C2 & D)

= K= category B1& : life jacket & hearing to Category III

= 2F JIS2 DoC (or Web link) & JtsoliOF &

= 2018 43 0| = 532t EU Type Examination Certificates

S8

-34 -




S! ;S Directives, Guidance & Harmonized Standards

GROWTH

http://ec.europa.eu/growth/single-market/ce-marking/index_en.htm

SGS.

europa.eu

05

SGS CE &

-35 -




SGS| - Product Testing

B Category LILIII product testing

¢ In house testing — based mainly in Far East footwear,
gloves, clothing, helmets, sunglasses

e Sub contracted to other ISO 17025 / Notified Body labs
e Contact Stephanie.Mackenzie@sgs.com

B Some SGS companies do offer a Technical File writing
service as well as testing

SGS _ Contacts

B General PPE enquiries and certification
sgsprodcert@sgs.com
Kelvin Shepherd Tel. +44 (0)1934 529254
Peter Downs Tel. +44 (0)1934 529263

B Testing

Stephanie.Mackenzie@sgs.com
Units 41 & 43,The Listerhills Park of Science and Commerce,
UKCampus Road, Bradford BD7 1HR, UK

Tel. +44(0)1274 367987

51
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