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Humidifierdisinfectant case

Need to strengthen the biocides management in order to
prevent humidifier disinfectant case

« Status of humidifier disinfectantincident{un. ‘17)

- 5,652 applied for proving health damage
- 280 admitted to receive government support (Of those, 117 died)

* Cause of the incident

- Products of risk concern were distributed thoughtlessly in the market without its hazard evaluation
> PHMG(registered as carpet antibacterial) was used as humidifier disinfectant
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Biocides status

Checked18,000 products out of 23,000 consumer chemical
products, which revealed 733 kinds of biocides* (in 2016)

» detergent(497 kinds), air freshener(374 kinds), deodorant (344 kinds)

- Of those, only 180 biocides have inhalation toxicity
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Problemsin managing chemical products

Substance information Product management

No toxiclty data and safety -No consideration on risk concern

prior to product release
-Lack of labelling standard on use
’5 A and volume
New product \ System

Release of new type of -Lack of information-delivering

product that are not controlled system

by regulation -Penalty for business violation
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Regulation composition and system .

7 chapters
m General provision (Articlel ~Article 5) & 59 clauses

Consumer Chemlcal Products(Article 6~ Article 10)

[ Kd;:EB Blocldes approval and permission (Article 11~ Atticle 32) ‘

e part1 - Approval of Actlve Substance (article11~18)
e part2 - Approval of bloclde products(article 19~26)
- safe management of Treated Articles(article 27)

e part 3 - data protection and sharing (article 28 ~ 32) /

Post management on household products and biocideaxmdss -39)

Establish bases on safe management of
Household products and biocide(Article 40~47)

Supplement (Article 48 ~ 54)

SR
TNy Penalty (Article 55 ~ 59)
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General

To protect human health and the environment

By establishing standards on consumer chemical products risk assessment,

active substance and biocide productapproval, and treated articles

<Purposeof EU BPR>

Biocide is nhecessary to suppress activity of organisms that have harmful effect of

human and the environment, but the property and manner of use of biocide itself

can be harmful to human and the environment.

Therefore, to ensure human, animal health and the environment, distribute only

biocide products that are permitted by the regulation
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General

Definition(Clause2)

Consumer Chemicals that are widely used in daily lives at home, in office, public
Chemical facility and can be exposed to human and the environment
Products Ex) Washer liquid-antifreeze, air freshener for restroom and etc.

Consumer Among Consumer products(detergent, air freshener, synthetic
Chemical detergents, deodorant, bleaching agent and fabric softener), MOE
Products hotifies safety standard-labelling standards based on risk concerns

Safety

" Products of risk concerns'(18 types) transferred from ARECs

Government agency performs compliance test
oh safety standard:-labelling standards about risk
cohcerns once in every three years

Safety
Confirm
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Biocide Definition

Active Substance : Chemicals, natural substances or organisms that have
ability to make hazard substance harmless, suppressed, remove or control

(ex) PHMG, PGH, CMIT/MIT, Lavender Oil
Biocide Product: Product that mainly removed hazard organisms

(ex) insecticide, germicide, antiseptic, PHMG solution packaging product
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Treated Article: Product that biocides are intentionally used for
collateral purposes such as hazard organism removal

(ex) OIT-treated antibacterial filter, antibacterial keyboard, preserved furniture
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General

Principles (Clause 4)

Protect
Consider risk in advance* /

/ Information disclosure
vulnerable soclal group

* Even hazards that can not predict in advance consideration to current knowledge and science, technology.

Relations to other act(Clause3)
C Exceptions )

e Bio pesticide, technical concentrate, pest control equipment in accordance with Pesticide Control Act

e Food additives in accordance with Food Sanitation Act

e Supplementary feed in accordance with Control of Livestock and Fish Feed Act
e Drug and quasi-drug in accordance with Pharmaceutical Affairs Act

e Cosmetics and its materials in accordance with Cosmetics Act

e Treatment in accordance with Ballast Water Management Act

e Water treatment chemical in accordance with Drinking Water Management Act

% This act is applied when raw material is hot manufactured, imported, sold as the use required by each act.
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CH2 | Consumer chemical products

Status Investigation(Ch6)

Identlificatlon of status and Investigation to collect data

for deslgnating subject to household product safety conflrm

- type , number, purpose of use, Ingredlent, formulatlon percentage, hazard Informatlon, ect

|

Risk Assessment (Ch7)

4

Products surveyed and concerns are ralsed at home and abroad
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Safety Standards (Ch8)

After subjectingto Consumer Chemical products safety conflrm,
notlfy safety and labelllng standards by Item

% Contents of chomical substanees In hausehold praduets, amount of elution, designation of prohibited substances, ect i Al
Safety Confirm (Ch9~Ch10) @ Trf

Request of test and Investligation to agency for conflrming safety and labelllng standards sultabllity

= Conferring check number, when safety check
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CH2 | Consumer products safe mahagement

Items subject to management

= Products with high exposure to chemicals (detergent, synthetic detergent,
bleach, deodorant, candle, paint, varnish, etc.)

Safety standard(detergent)

= Designation of prohibited chemicals : 9 chemicalsincluding PHMG,
PGH, Vinyl chloride
= Chemical content |limitation: 9 chemicals including
Benzene(30mg/kg), Formaldehyde(40mg/kg)
= List of available biocides: 26 chemicals including ethanol, acetone

Labelling standard(detergent)

» Toxicchemicalsand carcinogens are requiredto be
labeled with their names and toxicity
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Biocide Safe Management

1 Approval of Active Substances

7 When approving biocide products, chemical registration is exempt by ARECs

® Actlve Substances not approved by the Minlster of Environment are prohlblted from use In blocldal products

-exception: for scientific experiment, analysis and research, and test products which is recognized that the risk is low,
announced by Minister of Environment

e Anyone who manufactures or imports biocidal materials for use in biocidal products

should get approval from Minister of Environment.

;% approval criteria : effectsefficacy, negative impacts to people, animals and the environment, carcinogenic substance, etc.

e Notification & Grace period for approval of active substances on the market

Approval grace period Submission of
Report bloclde Proceeding approval process
(max 10 years) approval application plan

within grace perlod
after grace perlod

In market clrculation

(~’19.6.30) announcement)
v17

:'.".




REDAIOLREHEEE

1 EEYME DKR

REEPUERZOEAEDHEE. ARECICKAILENEADEEZE N RIESI S,

e BRI KEIZL > TERBIhTLWEVWVEEMEOREYMER S P OERATEIL

— BN BV XOTHEACEPERKRECL > TARIATOH LA RORZEMEER. 217, ALK VHER

o REVMRNRICERAT AREVEVEORETFRAAZT ST RTOERZ. B

BREMERBEZTEITIIEGLEL,

X AT A L . IRINEE. ATV LSVICREADBRE., EVAEMERE

o tTHEMMADNAKRIZEY S BME o UITHFHM

R T M
(B X104F)

ZRRATHOTIERE
REDH OBE

KRB EEE DM

(8 B &1 1L A)

("201|9-6-30) (~ 2019.12.31)
S ..- -

BT YR
RDFRELET



Biocide Safe Management

1 Approval of active substance

- — T T T T T T Ll i i e Pt

Approval application materials

. Hedefiay ! Informaton Use |
| eposue tpeof ! | Ageement | Basic information on biocidal materials
. podudyouuse ' (appoved |
| toddty et 1 | substnas) | (Name, molecular formula,
__________ ~ -SRI
Appiication for Applation £ a composition, etc.)
approval tedvicl equisknce C .
(Noﬁﬂcatioclof e etart of assessment Hazards, Risk information
luation wjthin 30 d
—_ 29 y Purpose and Exposure Information
Evaluation Evaluation
o (30-day reading opportunity)
Minister of y
Approval criteria
Environment Approval Approval oF
(Committee (Cc')mmlt'tee
deliberation) deliberation) There should be no negatlve Influence
* Decision and notice
within 30-day of blocldal substances on human body,

(10 years, highly toxic biocide is 7 years)

anlmals and environment.
Effective should be sufficlent

There should be no resistance
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Biocides Safe Management

2 Biocidal products approval

e Prohlblt manufacture, Importorsale on not approved Blocldal products

e A personwho intends to manufacture, import or sale Biocide chemicals
forbiocide productsshould get approval from Minister of Environment

Approval criteria

Approval status, efficacy,
Cause of resistance, hegative impact and etc.

Biocide products labelling

Name and contentsof included biocide chemicals,
reverse effect, safe disposal method and etc.
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Biocide Safe Management

2 Biocide products approval

Prepare data Materials of application for approval
" Hed iy epre | | Imformation Use | +Confirmation of |
| ingedent densly foddy 11 Agreement(appr | ' teweof low- ; = Basicinformation on biochemic
| ECEIn SEGE 1 oved substances | ' risk substances |
| Agemetpoed |0 +licersed | ' whichae | products
1 313931;5) 11 : 1 . 1 . .
o 38 3-=---- ; L___Q@%LFLSL___ L——:—rpt;’ﬁ—ed————' (containing substances, conteni
Appiication for Apyplation for Exception of
approval appov ofsmir product purpose of use of substances)
o S o of bioccle —“‘?ﬂl— - Harmfulness and risk informatic
A 4 y
Evaluation Evaluation Evaluation - Purpose of use and exposure
(Notification| of the start of information
|V TS (= e ) i evaluation wlithin 30 days) . ] .
Environment Appr:) — (cApproval (CAppmval - Effectand efficacy
ommittee ommittee . : e

(Ct.)mmit.tee deliberation) deliberation) How to use it whenitis used
deliberation) to biocidaktreated products
* Decision and notice
within 30-day

(ten years, 5 years with alternative
candidate biocidal substances)

Sales/distribution

of approved
products
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Biocide safe management

3 Treated articles safe management

Safety standard

Use of approved biocide chemicals
Biocide products should be used for approved issue

Labelling standard

All of active substances’ name and function
Risk and caution indication

X limited to cases when notifying hazard organism removal effect

Information offering
Any person who purchase treated articles
can be provided with or can ask manufacturer

biocide chemicals information
¢ Those permitted access to the information should not use it for

any unfair purpose
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Distribution management

Restriction on advertisement

Use of phrase that can cause
misunderstanding such as
non-toxlc, eco-frlendly

iy

Prohlbltlon of sales,
Intermedlatlon and purchase
of goads for lllegal products

| @
.J"I

.
-_—

Safety container packaging etc.

Product abuse, Child safety
Accident prevention measures

~e

Newly discovered Risk
& otherside effects
Mandatory Reporting

Safetyinvestigation,
Collection order etc.

Market surveillance function

.':+

Can impose penalty
Equivalenttosales amount
when manufacture or import
againstthe regulation
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Supplementary Provision

! Enforcement Date: January 1, 2019

After Enforcement

consumer If the self-Inspection Is carrled out In accordance with the
Chemical provisions of the previous law before the enforcement of

Products this Act, It Is recognlzed as having recelved safety confirmation
7% Reapply after 3 years

When this law is enacted, it is recognized that the products
RIOHOEWMGL RG] manufacturing, importing and selling are approved

(Existing biocide chemical approval grace period+2year)

2 depending on whether or not existing biocidal substances are notified and approved

When the law is enacted, products under manufacturing
importand sales distribution are excluded from safety standard

(Existing biocide products approval: grace period+1year)

> Depending on whether or not existing biocidal substances are notified and approved

Treated

Articles
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< Household Products Management System >

I -
i
i
| I
| |
" i
- Status Investigation =
+ I
. ]
Risk assessment 1
Low risk | . _ i
{ High risk Subject to existing New system
* management (product approval
(products risk concern) permission)

> Biocide  Treated
biocide product  Articles

Designation of subject to

<

management

|

Risk Prepare classification
concerned And safety standard

|
W

Confirm adequacy

Standard met | - . Standard not met
Safety

investigation

Standard met Standard violation, confirm adequacy non compliance
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How to utilize substance and product data that is assessed

Utilization of

by EU and US, without violation against data ownership
(e.g.) EUrisk assessment report, US EPA RED report, etc.

Existing Data

Biocidal Product Quantitative, qualitative criteria and guidance for
Family grouping biocidal product family and same biocidal product

Preservative Method and criterla for substance and product assessment
& Authorlzatlon requirements for preservative PT

Scope of treated article management,
Treated Article Market monltoring method,
Management of Imported treated articles

(D Measures to ensure safety and less burden of the industry

@ Basis for deciding substance equivalence criteria

(@ Assessment method for other ingredient (coloring, dye, fragrance)
@ Test and assessment method of microbiocides
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Thank you
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