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Registration of New/Existing Chemicals in Taiwan 

  

– New Guidance Documents and Strategic Remarks 
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Brief Introduction and Overview of the New/Existing Chemical 

Registration Scheme  
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CHEMIST 3.1 
Official Name 

Regulation of New and Existing Chemical 

Substances Registration(TCSCA  Regulation of 

Registration) 

Authorized by TCSCA Article 7-6 

Applicable Scope 
New Chemical Substance  

Existing Chemical Substance 

Competent 

Authority 

EPA’s Department of Environmental Sanitation and 

Toxic Substance Control 

Official Name 
Regulations on New Chemical Substances 

Registration(OSHA Regulation of Registration) 

Authorized by OSHA Article 13 

Applicable Scope New Chemical Substance 

Competent 

Authority 
MOL/OSHA 

Brief Introduction of Basic Concepts, Registration Scheme and Procedure  

http://law.moj.gov.tw/ENG/news/news_detail.aspx?SearchRange=G&id=8269&k1=existing
http://law.moj.gov.tw/ENG/news/news_detail.aspx?SearchRange=G&id=8269&k1=existing
http://law.moj.gov.tw/ENG/news/news_detail.aspx?SearchRange=G&id=8269&k1=existing
http://law.moj.gov.tw/ENG/news/news_detail.aspx?SearchRange=G&id=8269&k1=existing
http://law.moj.gov.tw/ENG/news/news_detail.aspx?SearchRange=G&id=8269&k1=existing
http://law.moj.gov.tw/ENG/news/news_detail.aspx?SearchRange=G&id=8269&k1=existing
http://law.moj.gov.tw/ENG/news/news_result.aspx?SearchRange=G&l=1&k1=new chemical
http://law.moj.gov.tw/ENG/news/news_result.aspx?SearchRange=G&l=1&k1=new chemical
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Critical Noteworthy Point 1 

 

2% polymer principle 
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ABS resin ABSE resin Modification Process 

Further Interpretation and Clarification on 2% Polymer Principle 

Registration strategy for ABSE resin? 
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Critical Noteworthy Point 2 

 

Identification information 

requirements 
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MT/yr 

Polymer of  

Low 

Concern 

Substance 

for SRD1 

On-site Isolated 

Intermediate; 

Polymer; Substance for 

PPORD2 

Regular New Chemical 

Substance 
CMR3 

0 

Prior Evaluation Small Quantity Registration 

Small Quantity 

Registration Standard Registration  

(Level I) 
0.1 Simplified Registration 

1 

Small 

Quantity 

Registration 

Simplified Registration 
Standard Registration 

(Level I) 

Standard Registration 

(Level II) ++4 

10 

Standard Registration 

(Level I) 

Standard Registration 

(Level II) ++4 

Standard Registration 

(Level III) ++4 

100 
Standard Registration 

(Level III) ++4 Standard Registration 

(Level IV) ++4 
1000 

Standard Registration 

(Level IV) ++4 

1 SRD: Scientific Research and Development. 
2 PPORD: Product and Process Orientated Research and Development. 
3 CMR: Substance of Carcinogenic, Mutagenic or Toxic to Reproduction. 
4 ++: plus Hazard Assessment and Exposure Assessment. 

Determination of Registration Type and Keynote Points  

on New Data Requirements  
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Small Quantity 

Registration 

Simplified 

Registration 

 Basic registrant & 

substance 

identification 

information 

 Substance 

manufacture & use 

information 

 

 Basic registrant & 

substance identification 

information 

 Substance manufacture 

& use & exposure 

information 

 Hazard classification  & 

labeling element 

 Safe use information 

 Physicochemical 

properties 

 Basic registrant & 

substance identification 

information 

 Substance 

manufacture & use & 

exposure information 

 Hazard classification  & 

labeling element 

 Safe use information 

 Physicochemical 

properties 

 Toxicological properties 

 Eco-toxicological 

properties 

 Hazard assessment  

 Exposure assessment 

Standard 

Registration 
General Introduction on the  

Data Requirements 
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General Requirements for Spectrum(general new chemical, non-polymer) 

Small Quantity Registration Simplified Registration Standard Registration 

 

Structure/ 

Chemical Group 

No specific spectrum requirements, 

but provided spectrum should be 

sufficient for typical structure/chemical 

group identification 

IR, UV-Vis and (NMR/MS) IR, UV-Vis and (NMR/MS) 

Specific spectrum will be required by authority if necessary  

Purity HPLC/GC 

General Requirements for Spectrum(general new chemical, polymer) 

Prior Evaluation of PLC Small Quantity Registration 

 

Simplified Registration/ 

Standard Registration 

PLC GPC GPC and (IR/NMR) 

General New Polymer GPC and (IR/NMR) GPC, IR and NMR 

Recommended spectrum for the 

identification of   

inorganic chemical substances 

Further Interpretation and Clarification on Requirements for  

Spectrum, PC, Health and Environmental Data 
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Critical Noteworthy Point 3 

 

Practical experiences sharing 

for certain endpoints 



14 

  
Physicochemical Properties 

Simplified 

Registration 

Standard Registration  

Band 1 Band 2 Band 3 Band 4 

1 Physical state ○ ○ ○ ○ ○ 

2 Melting/freezing point ○ ○ ○ ○ ○ 

3 Boiling point ○ ○ ○ ○ ○ 

4 Density ○ ○ ○ ○ ○ 

5 Partition coefficient:  

n-octanol/water 
○ ○ ○ ○ ○ 

6 Water solubility ○ ○ ○ ○ ○ 

7 Vapor pressure   ○ ○ ○ ○ 

8 Flash point   ○ ○ ○ ○ 

9 Flammability   ○ ○ ○ ○ 

10 Explosiveness   ○ ○ ○ ○ 

11 Oxidation properties   ○ ○ ○ ○ 

12 pH value   ○ ○ ○ ○ 

13 Auto-ignition temperature   ○ ○ ○ ○ 

14 Viscosity       ○ ○ 

15 Corrosiveness to metals       ○ ○ 



  Toxicological Properties 
Simplified 

Registration 

Standard Registration 

Band 1 Band 2 Band 3 Band 4 

1 Acute toxicity   ○ ○ ○ ○ 

2 Skin corrosion/irritation   ○ ○ ○ ○ 

3 Eye irritation   ○ ○ ○ ○ 

4 Skin sensitization   ○ ○ ○ ○ 

5 Gene toxicity   ○ ○ ○ ○ 

6 Basic toxicokinetics     ● ● ● 

7 
Repeated dose toxicity: oral, 

inhalation, dermal 
    ○ ○ ○ 

8 
Reproductive/developmental 

toxicity 
    ○ ○ ○ 

9 Carcinogenicity         ● 

Note: “●” means that testing proposal can be submitted instead of the complete test report 



  Eco-toxicological Properties 
Simplified 

Registration 

Standard Registration 

Band 1 Band 2 Band 3 Band 4 

1 Short-term toxicity to invertebrate (daphnia)    ○ ○ ○ ○ 

2 Toxicity to aquatic algae and cyanobacteria   ○ ○ ○ ○ 

3 Biodegradation in water: screening tests   ○ ○ ○ ○ 

4 Short-term fish toxicity      ○ ○ ○ 

5 Hydrolysis     ○ ○ ○ 

6 Toxicity to microorganisms     ● ● ● 

7 Adsorption/desorption     ● ● ● 

8 Long-term toxicity to invertebrate (daphnia)       ● ● 

9 Long-term fish toxicity       ● ● 

10 Toxicity to soil macroorganisms except arthropods         ● 

11 Toxicity to terrestrial plants         ● 

12 Toxicity to soil microorganisms         ● 

13 
Biodegradation in water and sediment: simulation 

tests 
        ● 

14 Biodegradation in soil         ● 

15 Bioaccumulation: aquatic/sediment         ● 

16 Sediment toxicity         ● 



Negative Result (-) Positive Result (+) 
Results of In-vitro 

Studies for 

Skin/Eye Irritation Further In vivo animal test  

will be required by authority  

Make definite classifications 

on skin/eye irritation 

 Testing 

Proposal 

Expected timeline 

Study design 

Testing guideline 

Keynotes for testing proposal and alternative studies   
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Critical Noteworthy Point 4 

 

Qualified labs 
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Authorized Testing Facility for Chemical Substance Registration   

 

 

 

 

PC properties/Spectrum 

 

Toxicological 

 

 

Eco-toxicological 

 

 

 

 

 

 

 

 

 

 

 

 



Further Interpretation and Clarification on “Qualified” Labs 
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Critical Noteworthy Point 5 

 

Hazard assessment and 

exposure assessment  
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  Hazard Assessment 
Simplified 

Registration 

Standard Registration 

Band 1 Band 2 Band 3 Band 4 

1 
HUMAN HEALTH  HAZARD 

ASSESSMENT 
  ○ ● ● ● 

2 

HUMAN HEALTH HAZARD 

ASSESSMENT OF PHYSICO-

CHEMICAL PROPERTIES 

  ○ ● ● ● 

3 
ENVIRONMENTAL HAZARD 

ASSESSMENT 
  ○ ● ● ● 

4 PBT AND vPvB ASSESSMENT   ○ ● ● ● 

  Exposure Assessment 
Simplified 

Registration 

Standard Registration 

Band 1 Band 2 Band 3 Band 4 

1 Exposure scenario   ○ ● ● ● 

2 Exposure estimation   ○ ● ● ● 

3 RISK CHARACTERISATION   ○ ● ● ● 

New Requirements on Hazard Assessment and Exposure Assessment  
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No designated physical 

hazards  

No designated health hazard 

classifications 

No designated environmental 

hazard classifications  

Not PBT or vPvB 

 

Scenarios under 

 which exposure 

assessment can be 

exempted 

Supporting 
material for  

hazard 
assessment & 

exposure 
assessment 

Under preparation 

Draft version available 
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Critical Noteworthy Point 6 

 

Re-definition of “official review 

time” 



A 
Current 

B 
Upcoming 

Glance at review time required by authority 

Standard Registration: 45WD 

Simplified Registration: 14WD 

Small Quantity Registration: 7WD 

Glance at supplementary time limited to registrant 

The registratant is required to complete supplementary within 

30WD, the application shall be rejected if the registrant fails to 

make supplementation within the allotted time. 

 

Glance at review time required by authority 

Standard Registration: 45WD(new chemicals); 90WD(PECs) 

Simplified Registration: 14WD 

Small Quantity Registration: 7WD 

The authority will reclock the review time after the applicant 

make their supplementation. 

Glance at supplementary time limited to registrant 

The registratant is required to complete supplementary within 

30WD, if the registrant is not able to make supplementation 

within the allotted time, they shall issue document to authority 

and ask for a longer correction time. 

 

Comparison on the Review Timeline for Authority 
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Critical Noteworthy Point 

 

CBI protection 
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Following four items could be 

protected as CBI: 

Detail of the data for publication if 

with no CBI application: 

Brief Introduction on the Information Dissemination Platform 
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Registration Types Current  Upcoming 

Standard Registration 5  

(extension applicable, no more than 15 years) 

5  

(extension applicable, no more than 15 years) 

PLC SQR 2  

(extension applicable, no more than 15 years) 

5  

(extension applicable, no more than 15 years) 

General SQR 2  

(extension applicable, no more than 15 years) 

2  

(extension applicable, no more than 15 years) 

Simplified Registration 2  

(extension applicable, no more than 15 years) 

2  

(extension applicable, no more than 15 years) 

Substance include into TCSI 5  

(extension applicable, no more than 15 

years(EPA), 10years(MOL)) 

5  

(extension applicable, no more than 10 

years(EPA), 10years(MOL)) 

Validity of confidentiality for Different Registration Types 
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Critical Noteworthy Point 7 

 

Post-obligations 
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Listed into 

TCSI 

For chemical applied for PLC SQR  

and standard registration, after  

5 years, it will be listed into TCSI  

automatically 

For chemical applied for PLC SQR 

and standard registration with 

exposure assessment, registrant can 

apply for TCSI include immediately 

after the obtain of certificate!   

Applied to both new and existing chemical 

substances; 

Open for acceptance of annual reporting periods 

from Mar. 1st to June 30th each year 

Annual reporting 

Supporting tool and materials will be available 

from Jan. 1st , 2019  

Supporting tool and guidance 

Post Obligations for Chemicals Completed the Registration 
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Critical Noteworthy Point 8 

 

Progress of PECs registration  
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Existing Chemical Substances 

Nomination 

Late Pre-registration 

Pre-registration 

01 02 

03 

Phase-in Standard Registration for  

Designated Substance 

Now we are here! 04 

delayed until  

2019.1.1 

Registration Scheme of Existing Chemical Substance 
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Large Production Volume 

High Hazard Concerns 

Substance Lack of Data 

Designated Substance 

Existing Chemical Substances 

Listed in TCSI  Criteria for Designated Substance and  

the Latest Progress of PECs list 



1st draft list of PECs 

2nd draft list of PECs 

Pilot project 

Opinions solicit  

and communication 

Issued in June 9, 2017 

Including 122 chemicals 

Detail prioritization cirteria 

Plan for regulation scheme of PECs 

Knoell communicate with on 

behalf of enterprise intrest 

Issued in Mar. 27, 2018 

Including 106 chemicals 

Criteria for Designated Substance and the Latest Progress of PECs list 
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2019 2022 2025 2028 2021 2024 2027 

Time Axis for PECs Registration 

Release/ Canvass of PECs list 

Deadline for PECs with 

“high volume”  

Deadline for PECs with 

“high volume”  

Deadline for PECs with 

“high volume”  

Deadline for General PECs 

Deadline for General PECs 

Deadline for General PECs 

Batch 1 

Batch 2 

Batch 3 

Phase-in Registration Scheme for PECs 
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Critical Noteworthy Point 9 

 

Schedule and strategy of 

interagency supervision 
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New Chemical Substance 

Existing Chemical Substance 

Penalties 
• Fine: NT$30,000 to NT$300,000; ·  

• Repeated infringement: business 

suspension or returned export 

• Fine: NT$200,000 to NT$2,000,000;  

• Repeated infringement: business 

suspension or returned export. 

Now we are here! 

 
Currently, CCIP is 

voluntary, but it will serve 

as a basis for post-

market inspection.  

The inspection of Taiwan 

EPA will focus on those 

who didn’t provide 

information on CCIP 

platform. 

Supervision System 
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GHS Implementation in Taiwan 

  

–In Comparison with Hazards Management in  

Other Asia Countries/regions 



Hazard communication 

Hazard classification 

 

 
CNS15030: Chemical classification and Labelling 

---general principles 

CNS15030-1~27: 27categories of classification 

(11 of which are in consistent with GHS 4th revised 

version) 

Regulation of Labelling and 

Hazard Communication of 

Hazardous Chemicals 

Brief Introduction of the GHS Implementation in Taiwan 



Classification 

28 Hazard Classes 

GB 30000.2~30000.29-2013 

(UN GHS rev 4) 

From Nov. 1, 2014 

Inventory of Hazardous Chemicals (2015) 

- new version, 2828 substances 

Guidance of the Inventory (C&L) 

Issued Aug 19, 2015 

 

     SDS 

SDS Guidance 

GB/T 17519-2013 

From Jan. 1, 2014 

     Label/Packaging 

Label:  

GB 15258-2009 

Packaging:  

GB 190-2009  

C
h

in
a G

H
S

 

Hazard communication Hazard classification 

GHS-Related Regulations/Measures in China 

 Hazard Identification 

& Classification 

Implementation Guidance of the Inventory 

Physical Hazard Identification and Classification (SAWS Order 60) 

Registration HazChem Registration (SAWS Order 53);  New Chemical Substance Registration (MEP Order 7) 

  Administrative Licensing 
• Safe Manufacturing Permit (SAWS Order 41); 

• Safe Operation Permit (SAWS Order 55); 

• Safe Use Permit  (SAWS Order 57) 

 Entry-Exit Inspection 

& Quarantine 
Statutory Check: Declaration of conformity, inhibitor/ stabilizer info, GHS labels and SDSs in Chinese, etc. (AQSIQ Announcement 30 of 2012) 

Brief Introduction of the GHS Implementation in Mainland China 

https://chemlinked.com/regulatory-database/guidance-implementation-china-2015-inventory-hazardous-chemicals-trial
https://chemlinked.com/regulatory-database/saws-order-60-measures-management-physical-hazard-identification-and-classification-chemicals
https://chemlinked.com/regulatory-database/saws-order-53-measures-administration-hazardous-chemicals-registration-2012
https://chemlinked.com/regulatory-database/saws-order-41-measures-administration-hazardous-chemicals-safe-production-permit
https://chemlinked.com/regulatory-database/saws-order-55-measures-administration-hazardous-chemicals-operation-permit-2012
https://chemlinked.com/regulatory-database/saws-order-57-measures-administration-hazardous-chemicals-safe-use-permit-2012
https://chemlinked.com/regulatory-database/aqsiq-announcement-30-2012-specifications-inspection-and-supervision-over-entry


2009: JIS Z7252-2009 (consistent with GHS 3id 

revised version); 

2014.3.25: JIS Z7252-2014 (consistent with GHS 

4th revised version) 

Hazard classification 

Hazard communication 

GHS-related 

regulation 

Applicable scope SDS Label 

ISHL 640 substances (Critical value)  Compulsory(risk evaluation)    compulsory  

 

10 hazardous substances  Not compulsory  

 

Not compulsory  

 

PRTR First phase: Specific chemical substances(462) 

Second phase: Specific chemical substances(100) 

compulsory Substances: from 01/6/2012; 

Mixtures: from 01/4/2015.  

PDSCL Poisonous substances (110)  

Deleterious substances (373) 

compulsory 

 

compulsory 

Brief Introduction of the GHS Implementation in Japan 



GHS-related 

regulation 

Competent authority Classification Transitional period 

K-REACH and CCA    MOE  Compulsory 

http://ncis.nier.go.kr/ghs/hcs/en/search/search_en_01.jsp 

  

Substance: 2011.7.1 

Mixture: 2013.7.1 

New Substance: 2008.7.1  

ISHA MOL Voluntary 

http://msds.kosha.or.kr/kcic/english/msdssearch.do  

Substance: 2010.7.1 

Mixture: 2013.7.1  

Classification, label, SDS guideline 

MOEL Public Notice No. 2016-69 

(consistent with GHS 4th revised version)  

Hazard 

classification 

Hazard 

communication 

Brief Introduction of the GHS Implementation in South Korea 

http://ncis.nier.go.kr/ghs/hcs/en/search/search_en_01.jsp
http://msds.kosha.or.kr/kcic/english/msdssearch.do


Classification, label, SDS guideline 

Hazard 

classification 

Hazard 

communication 

System of Hazard Classification and Communication of 

Hazardous Substances 

(consistent with GHS 3id revised version) 

 

Department 

DIW, DLPW, MOT, DOA, FDA 

GHS related laws and regulations 

Hazardous Substance Act B.E. 2535 (1992) , revised twice: B.E. 2544(2001)and B.E. 2551(2008)。 

BE 2555 (2012) Based on 3rdrevised version of GHS 

Period of execution 

Phase 1: (substance) one year after release of regulation (13/03/2013) 

Phase 2: (mixture) five years after release of regulation (13/03/2017) 

 

Brief Introduction of the GHS Implementation in Thailand 
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Regions Classification SDS Label 

Taiwan 
CNS 15030 series 

(bases on UN GHS Rev. 2&4) 

Regulation of Labelling and Hazard Communication of 

Hazardous Chemicals 

China Mainland 
GB 30000 series 

(bases on UN GHS Rev. 4) 

GB/T 16483-2008 

GB/T 17519-2013 

GB/T 15258-2009 

 

South Korea MOEL Public Notice 2016-69 (bases on UN GHS Rev. 4) 

Japan 
JIS Z 7252-2014 

(bases on UN GHS Rev. 4) 
JIS Z 7253-2012 

Thailand B.E. 2555 (2012) (bases on UN GHS Rev. 3) 

Supporting materials for hazard classifications and hazard communications  

in different Asia regions 
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Comparison on the classification in different Asia regions--- 

Building block principle 
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Regions Official Classification guideline/inventory 

Taiwan OSHA GHS 

China Mainland 
Inventory of Hazardous Chemicals (2015)  

Guidance of the Inventory (C&L) 

South Korea MOE Classification List 

MOEL Classification List 

Japan NITE-CHRIP 

Thailand DIW Classification List 

Comparison on the classification in different Asia regions--- 

Official Classification guideline/inventory 
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Comparison on the classification in different Asia regions--- 

Take Formaldehyde as example 
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Regions Language Format 

Taiwan Traditional Chinese 16-GHS 

China Mainland Simplified Chinese 16-GHS 

South Korea Korean  16-GHS 

Japan Japanese 16-GHS 

Thailand Thai 16-GHS 

Elements of SDS and Noteworthy Points 



A Section1: 

Chemical Product & Company 

Information 

B Section 3: 

Composition/Information on 

ingredients 

Eemergency Phone 

Taiwan: Required 

Mainland: Required with specified 

requirements 

South Korea: Required 

Japan: Required 

Thailand: Required (Indicate the limited 

time) 

 

Claim confidentiality for  

GHS-classified ingredients 

Taiwan: Not available for ingredients 

with certain GHS-classifications 

Mainland: Available 

South Korea: Available 

Japan: Available 

Thailand: Available (however detailed 

information of ingredients up to 100% 

has to reported to the Customs) 

Elements of SDS and Noteworthy Points 



Label 

Chemical 

identification 

Pictogram 

Signal word 

Hazard 

   statement  

Precautionary 

   statement  

Supplier 

identification 

Emergency 

number 

Reference tips 

Elements of Label and Noteworthy Points 



Elements of Label and Noteworthy Points 
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ANY QUESTIONS? 



THANK YOU FOR ATTENTION ! 
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