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In 2020-2021, many countries are continuously updating their laws and regulations. More new
laws and regulations are expected to be issued in the future which may affect many enterprises in
every aspect, including the implementation of EU REACH evaluation, Brexit, nanomaterials

regulations, etc.

PRIZEVERNAL, A — LR A VAR, A AERE T ORIY 1-2 fESkht, 7SR MIRK
Kk PURNE XX Syt A T8 — 4
In addition to these regulations, enterprises also need give prominence to some special regulations

which will be implemented in the next 1-2 years. We will analyze these regulations one by one in

the following sections.
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1. REACH AR BB i3 8 DA & KA R
Updating development of REACH and nanomaterials regulation

YER REACH VEMLI B ZE2H B 7 E (Evaluation) [ 7Eid 2 — iR ZI52 0 2 | 2 K33 M
Al AR ¥ ECHA B U7 524k 2019 F M PAL HdfE , 80% LA _EZISRAMAAAM A HH - #iL4 CIRS 2019
S FE WSO BR B2 VE T Draft Decision(DD)H, A4 24 100-1000 W/4E, A 24 e 4 LA 75 ZE AN
78 OECD 408 f1 OECD 414 & — Mkl JEMEAL Y 1000+0E/4F, AH = ) L9 75 22 %h 78 OECD
414 5 AR LK OECD 443. Jh3L /% OECD 443, 54N 0 = AN 8 H A 100 J5 RRIGHHT, B
e, JE M A B R B 1] 20-30 JIRKTT LA L, 3 RRARL TS F1 RO SR BCE R DA
RBEE BTN 5 177
Evaluation, as an important part of REACH Regulation, has deeply influenced many registered
enterprises in the last year. In accordance with the evaluation data provided by ECHA in 2019,
more than 80% of the substances require supplemental data. According to the draft decision (DD)
of EU registration received by CIRS in 2019, a considerable proportion of substances in volumes of
100-1000 t/y need to supplement the data of OECD 408 and OECD 414 with first species; a
considerable proportion of substances in volumes of 1000+ t/y need to supplement the data of the

second species of OECD 414 and OECD 443. It is noteworthy that the quotation on OECD 443 is
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usually around 1 million euros. Even after cost sharing, each registrant (enterprise) need to bear
more than 200,000-300,000 euros. As a result, enterprises can’t bear the cost of dossier or

substance evaluation, and finally have to revoke the registration number.

FE bR X B it N G R B, K AN A B B S R D SR T AR g 2 e dn
read-across, QSAR B — S8 AN FFSCHR B, (HERLZ A0 . XA/ R B B L EE A
BRI LN SIS ECHA 2 A B , oA AT 52 GLP I i Hi i i EEAIAAN & 30% /24
R R 50 AL R G SRARE AR B 11, 78 J5 S0Pl R SR kb 78 s 1 T g Al
K, MIZ A G 2 R A, X CE T BGEN AL S, £ NERBAHE.

In the registration dossiers of above mentioned substances, most of the data are not compliant
due to the adoption of non-test methods such as read-across, QSAR. For  public literatures,
relevant details are not provided. According to the data published by ECHA, in terms of the
reproductive and developmental toxicity and repeated dose toxicity, the proportion of data with
reliable GLP test reports only accounts for about 30%, which means that most of the high tonnage
registered dossiers are not completed enough and may be required for supplemental data in the
subsequent evaluation process. However, the expensive test cost of those endpoints is a huge

burden for the enterprises that have completed the registration.

2018 4F 12 H, WAZ B2 T (EV) 2018/1881 S0, FRZ NGUKFBRNER, %1%
FUHE 2020 41 H 1 HEIERSL. FEEZE 0T REACH 1R EE 2R AT T 58T,
BOR BA YKL B A 78 B 2 590K BRI S IE B .

The European Commission released Regulation (EU) No. 2018 / 1881 in December, 2018, which is
also known as the nanomaterial regulation. It comes into force since January 1, 2020. The
regulation mainly updates the data requirements of REACH regulation, requiring products with

nanoforms to supplement more information related to nanomaterials.

H 2020 £ 1 A 1 HiE, Qs mECEE R R, e ATE e ERNE NG R
ININAIGURM BT R IE B JR, J7RE Mo X FIEd & 322275 305¢ /% REACH M4l 1
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T H AT N RO ok ERMUCVEN A LR (5T, H A BT S SR g AR
A REVIBTRBE R . Al ] BLS e 2 ki il B 2R 5 ] sE B A A K

https://euon.echa.europa.eu/search-for-nanomaterials

From January 1, 2020, before exporting nanomaterials to the EU, the companies must update the
registration dossier in advance and add information related to nanomaterials. For enterprises that
complete REACH registration via joint submission, their main responsibility is to timely update the
substance identification information related to nanomaterials. Enterprises can also check whether

their products may have nanoforms on the website in advance:

https://euon.echa.europa.eu/search-for-nanomaterials

B 1 DA R MG o5 RS R P BRGNS 240, X 9K R P 5 £ B
FARRILE A a4 hn:

1. WS KIE S BERBA R A0 KR 45 20 K 42 PR B AR BR 1R 44

2. EETHENRE DG, FamSH7E 1 nm - 100 nmo 5 A 2 BOURE 4 9 A

3. RIMThREALBUAL PRIk LK B AL BT AR IR, B35 IUPAC A4 FRAN CAS B EC 55
TR, KOO SRAE: &5aE, AE40EE, flinssRagmeha=4il (i

RIEHD;

5. R (AFRLLRIAR, BRI, BmEHA):

6 A/ HE B A AT 5 R EUE S SCRR T

In addition to the general substance identification information already included in the previous
registration dossier, the specific provisions for substance identification information of

nanomaterials are added as follows:

1. Names or other identifiers of the nanoforms or sets of similar nanoforms of the substance;

2. Number based particle size distribution with indication of the number fraction of constituent
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particles in the size range within 1 nm — 100 nm;

3. Description of surface functionalisation or treatment and identification of each agent including

IUPAC name and CAS or EC number;

4. Shape, aspect ratio and other morphological characterisation: crystallinity, information on

assembly structure including e.g. shell like structures or hollow structures, if appropriate;
5. Surface area (specific surface area by volume, specific surface area by mass or both);

6. Description of the analytical methods or the appropriate bibliographical references for the

information elements in this sub-section.

T

2. BiEE1TJE# K-REACH ¥:51
The revised K-REACH Regulation

K-REACH fEIThT- 2019 4 1 H 1 HIESLHt, BT /5 MEEK, Bl i 75 2E E
77 B T S B BRI (I PEC B BB EAR S B DI 1w/
TR TR B SR, FIRT SN T S MALET . A PEC IS FE ) 510 MM 52 5
Wi, AT IR E e ROERGE M S, A Be A V2 E 5 [ 5 A A = Bt 1

The Korean K-REACH amendment was officially implemented on January 1, 2019. The revised

regulation requires that new chemicals should be registered or notified before production or
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import; existing chemicals (non-PEC substances) need to be registered when the production or
import volume exceeds 1 t/y. The registration of 510 substances in the original PEC list will not be
affected. It is still necessary to complete the registration before they can be legally produced or

imported in South Korea.

BTG ) K-REACH VARSI T T MALS], EORPrAEL 1 B/AER A (3E
PEC I W) DAZ0AE 2019 4F 1 A 1 HZ 2019 4F 6 A 30 H IH 7€ S A ASR A AR I ) 2%
M. FEZEMIPY, Ak AT DS P Y-S At FR R AR g R A o S AT I 52 5
2019 4F 6 1 30 HZJa, %1 2016 424 AN 56 H H BTk, w7 LU 78 Bl T3 i L3R
AR G2 . TR T R S B R A A

1. AP/ O /OR 15 5
2. MRER:

E Y

4. R DAL R 3

5. WAz (5 5

O& e OIE > 1t/afHB IR
OtRERERIIEEHRERNAYEME R , fE20305F 2RISR RIEEM

2019.1.1-2019.7.1 2021.12.31 2024.12.31 2027.12.31 2030.12.31

P 2 s >1000tpa 100-1000tpa 10-100tpa  1-10tpa

N
EZHME 2 1tpa,CMR(364) = |
The revised regulation also introduces pre-registration, requiring that all existing chemicals
(non-PEC substances) manufactured or imported over 1 t/y must be pre-registered between

January 1, 2019 to June 30, 2019 to obtain the corresponding grace period. During the grace

period, enterprises can conduct normal and legal trade with South Korea on the notified purpose
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and tonnage. After June 30, 2019, new enterprises that have not exported to South Korea since
2016 can completer late pre-registration to obtain the corresponding grace period. The

information required for pre-registration and corresponding grace period are as follows:

1. Information of the manufacturer / importer / OR;
2. ldentification information of the substance;

3. Classification and labelling;

4. Information of importers and the uses;

5. Information of the tonnage of the substance

s+ Existing chemical substances with production or importation volume = 1t/a;

+ 5et corresponding grace period according to gquantities and harmfulness, and
complete registration by stage before 2030.

2015.1.1-2018.71 214231 20241231 20274231 2030123
- 21000tps 100-1000tps 10-100tps  1-10tps & |
Grace period 2 1tpa CMNISGA] I

HobE BN E, WEM e T KR 16,000 M, 238 T £ 170,000 A5 5% . EIFE
B, MRS FEN T 2 5 E— 57 ki% . S IBLE 5, Al i I R3S
XFEEAT IR AR 5, R R ol /R AU AT 22 58 R S .

So far, about 16,000 substances have been pre-registered and about 170,000 dossiers have been
submitted. However, the pre-registration number are not valid forever. After the end of the grace
period, enterprises must use the registration number to conduct normal and legal trade with

South Korea, which means that enterprises need to complete the registration in time before the

deadline.
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K-REACH "NELA LAY i SR MR TR a5 20 AT . BB SR, 4
MR e NS AN R 4 B2 ) CICO  (Chemical substance Information Communicative
Organization, BcEVEMPMA). IIA CICO Z )5, A RIAIERIEM ) CICo /i 7 m] Al i 2%
FEEr=4E LR (Lead Registrant, S=kyEM) , HadyEMBcEk, $FETBAEM.

Existing substances under K-REACH Regulation are registered in the form of joint registration. To
join the joint submission, enterprises shall join the corresponding Chemical substance Information
Communicative Organization (CICO) first. Then the CICO members who intend to do registration

can vote for a Lead Registrant (LR) who is responsible for the consortium or the joint submission.

H B K 2 35e IE MR Ay, #ANN T CICO. i B2 3 {7 2 1000+ Mk, A
R 2021 4F 12 A 31 Hilmis W IEE, KRZHCELITE 7 IERIEMMRIE. B2Y5 R 2
e, JFEHEEMER SR .

At present, most enterprises that have completed pre-registration have joined CICO, especially
those whose tonnage exceeding 1000 t/y. Due to the deadline of December 31, 2021, most of
them have started the registration process. Many LRs of the substances already have been

selected and the consortium are undergoing the process of establishing.

R IER A A, E A Y R B2 (KCMA, Korea Chemicals Management
Association) 1R & — LA AV A E NBUR SCREUE « B KCMA 45878 & LR A B SR
Vo R A AR, SIS A PR, T BRI A MV A E M AR . 2019 £EJEE KCMA AT T
81 MR NCFFIH ,  Ja 247 8 2B 48 2 S .

In order to relieve the burden of enterprises, the Korean Chemicals Management Association
(KCMA) plans to select some existing chemical substances as government support projects. KCMA
will appoint the consulting agency to manage the registered consortium of the supported
substances and control the management fee of the consortium, so as to reduce the registration

cost of enterprises. At the end of 2019, KCMA announced 81 substances as support projects, and it

is expected that more substances will be designated in the future.
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3. UK-REACH (Brexit)

= i e N B R P B = T = W Y P = = N/ T @ N B Y B S S 5 7 P
AR E, XOTREEA 11 AN F BRI
On 31 January 2020, UK formally left EU. The two sides have yet to reach any substantive

agreements on the key issues (trade, safety), and will seek a new UK-EU trade agreement in the

remaining 11 months of this year.
SIRH AT E AT R B A E, HH TR B RO, SR IH DLRR AR
NE, FrARNEESRIRIE, FHRHNE ORI T
1) P AT BiRKATREM, AL, 7 RS R AL
2) BRKHH REACH i MUK S HI JE [ ;
3) PrATEMEE AL A R ANAS, S 2 W] 7 B4R SR ) ECHA SEAZTE M
4) FeFERA ] A IR HEVERET RTE M, S 702K
Although UK is not a member state of EU any more, the UK-EU trade, should continue on the same

terms before the end of the transition period, which means the EU regulations still apply during

the transition period. Relevant requirements are as follows:
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1. The registration, authorization, and classification completed before UK left the EU will still be
valid;
2. The EU REACH regulation will still apply to UK;

3. The process for substances registration remains the same, UK enterprises are still required to

submit applications for registration to ECHA;

4. UK will recognize all new registrations, authorizations, as well as classifications granted by EU.

H 202141 H 1 H&E, SEBHRRE SR E PR, B UK REACH, 1141
W T A AT o LRI AR b 22T I AN B o 2 [ RO H 138 AR AT 52, E 2020 4F 12 H 31
HAT, %A RIEC L REACH VRIS RO o [ AR RI AT . Tk JE 15 2020 4 12 H 31
HoA Ik, 38 ERRR B 4k SRRk A OB P, i, AROGIIFa R SO 4k i 7, Al
A PSEREPS ERSSITIR

UK is expected to adopt its own chemicals regulation (UK REACH) from January 1, 2021. As the
detailed regulations have not yet been released, enterprises have no need to worry about the
impact of brexit on exports. Before December 31, 2020, enterprises can still comply with the
existing EU regulations. As the transition period ends on December 31, 2020, the UK and the EU
will continue to negotiate and reach a new agreement, and relevant guidance documents are also

expected to be updated continuously. Enterprises only need to pay close attention to the follow-up

progress in that time.
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4 :
IZRES ‘l'f.- *

- 4 P YN
\6-“000 - h

4. 2 EH KKDIK 353
Turkish KKDIK Regulation

- HH KKDIK v, &7 2017 4F 12 H 23 HIEZSEE, KKDIK B - H H 35 1) REACH iE M
H-BE, 1 REACH VAR —#¢, R HILZRPTA (£ L H I O e A i A 1w /aE )4k
BTN .

The KKDIK regulation came into force on December 23, 2017. "KKDIK" are the first letters of REACH
written in Turkish. Like EU REACH regulation, the KKDIK regulation requires companies to register

all substances manufactured in Turkey or imported into Turkey with volume above 1t/y before a

given deadline.

BRI b, KKDIK 250 42 4 BRE R P bR /b B SR J T A 92, Fir Wl B it 1
Wl /4 A A P2 T /33 T R LR AE 2020 4F 12 F 31 HRTse SIyE M, 3 B H A #38& vl AZRHE
ME—fXR (OR) K5 RAH I Tl Mt A%

In addition, KKDIK regulation is also a less global regulation requiring pre-registration. All

manufacturers or importers with tonnage exceeding 1 ton/year are required to complete
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pre-registration by December 31, 2020. Non-Turkish manufacturers can entrust the only

representative (OR) to complete the pre-registration.
FEFRIEM G, A 3 fEG I T 78 i KKDIK IEZEM, VEN R 1-10 BE/4E,

10-100 Mfi/4F, 100-1000 Mii/4E DL K2 1000+ /4F PYANIEAT, s 25k DL A XS PE45 5 REACH A
L, AEAS[E ) A2 B A R Az g v A A e H BRI 2 2023 52 12 H 31 H.

After completing the pre-registration, enterprises will have a three-year grace period to complete
the formal KKDIK registration. The registered tonnage is divided into four tonnages: 1-10
tonnage/year, 10-100 tonnage/year, 100-1000 tonnage/year and 1000+tonnage/year. Data
requirements and risk assessment are similar to EU REACH, but the difference is that the

registration deadline for all tonnages is December 31, 2023.

KKDIK F4 %4 Joi «

1D JEE AR S

2) UHE, fEREYEED SRR E B, REAEMAETE, U208 1l ne#E s
1l IR A T PR ASE X B RS B 2 o 5

3) Aoy E A

4) LABREg, Ak, W, e, ieBERsi T R e R AR S

5) KW

6) [l 7 A s 3 E AR S .

KKDIK exempted substances:

1. Radioactive substances and mixtures;
2. Goods, mixtures or articles in transit and goods in free-zone for re-export;
3. Non-isolated intermediates;

4. Transport of dangerous substances and mixtures by various modes;

5. Wastes;
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6. Substances or mixtures manufactured or imported for defense purpose;

LR W5 o] 3 G

1 A e & B2 5

2) &AL

3) Mt 4 F1 5 (KKDIK);

4) FEHEEC ) C 58 B KKDIK E M 5405 5IR &4
5) [ 258 g KKDIK VES 14 5

6) B&

7) PPP LR AYE T i AN EC & 77 BA S BPR VAR A )

The following substances are exempt from registration:

1. Medicinal and veterinary products;

2. Food and feeds;

3. Annexes 4 and 5 (KKDIK)

4. Re-imported substances or mixtures which have been registered under KKDIK.
5. Recovered substances which have been registered under KKDIK.

6. Polymers.

7. Active substances and complexes in PPP regulation and active substances in BPR regulation.

b SRR oA 55

1. $2EFF G GHS ArdEM S 16 IUY SDS, 1B 5 4 - H H1E:
2. WURVIBAINIAE 14 $BOH R, A7 /3 10 06 2058 AR AL
3. WRYIBEAINMAE 17 BRI F, 62005 A 5 R K

Other industry's Obligations:
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1. Provide SDS with 16 items in accordance with GHS standard. The language must be Turkish.
2. Substances on Annex XIV Authorization List must be authorized before production/import.

3. Substances on Annex XVII Restricted Substance List must comply with restriction conditions.

S HONTRR 1) 775 BRI R 50 BN BR 3 FR 2R ABL

Authorization List and Restricted Substance List are REACH-LIKE.

5. % B RHx

Inventory Nomination in Russia

WY B AV A FT 2019 4F 11 AFBEERE, BAENMRITLHFEYE (EAEU) (th2ehh2e 4
FiARZA51) (TR EAEU 041/2017)FAE e £, 1% H S8 N B ST RO 25 BE B AL 224 5 AR,
E WA R

Russian Inventory of Existing Chemical Substance was opened for submission in November 2019 to
prepare for the entry into force of the "Technical Regulation of Eurasian Economic Union on Safety
of chemical products (TR EAEU 041/2017)", which will serve as the basis for the registration of

chemical substances and mixtures in the Eurasian Economic Union.
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JUFE EAEU 55 A JHE IR TS 0.1% (w/w)RIE =5, #ENAE 2020 4F 5 H 1 HAT A J5 62
MR B USINBE YR 454 . 7F TR EAEU 041/2017 4305, A RIINL S
J5EAE WY, S DX B AL B 9 B 05T, AE R TR AR & A A SR VD L A 2 i, 25T 3
A I B ARFE T o

Any chemical substance with a concentration of more than 0.1% (w/w) circulating in EAEU shall
submit relevant information to the official before May 1, 2020 to be listed into the existing
substance inventory. After TR EAEU 041/2017 comes into effect, all chemical substances not listed
in the inventory will be regarded as "new" substances in Eurasia tariff area. Notification procedures
for the new substances must be carried out before releasing any chemicals containing such new

substances.

I U IR B ATEL A MRS LIRS . BIHERISE) RvHRAclic . X TR Wt
APl FTLGER IR 1 A A BT RB WHR 408 (NR) HRICAB TRV R

At present, only legal entities (importers, manufacturers, etc.) in Russia are allowed to submit for
nomination. Production enterprises outside Russia can submit relevant information through their
Russian subsidiaries or by entrusting Russian nominated representatives (NR).
W 4 e ER ot -

- FHHE®

o REAAIERT Y BIR

o B EE

o FAKEAR

o LB AR SR B A S

o TR ZEVEPRASINGATE RN K SR

o WA TP RS (ERERRE T, B, AR EYIRD

o AT RN B AL T 5 B

o BT M HrIBFR A KO B Y Y A A S
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Substances exempted from the Russian Inventory:
» for scientific research
* mineral resources without chemical modification
* medical and veterinary products
* perfumes and cosmetics
* chemical products that constitute the source of ionizing radiation
* food additives, bioactive additives, nutritional additives and animal feed
* products included in finished products (under certain conditions, for example, no
hazardous substances will be released)
* Disposable wastes generated in the production and consumption of chemical products
* chemicals within the scope of customs transit procedures through the territory of the

Russian Federation

H MR AL B B -
1. RS 4

* CAS S
c ECH
* RTECS &

* TN VED EEU %if CifFoR4mAS)
2. WEEM AR

* IUPAC #ZH% (HfiF)

* IUPAC 7K (il

© AR

o HARALE AR

 HE (HRAD
3. ol (i)
4. g5 (A
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5. Hig& (fERWH)
6. RO E () - PRI 3 AN HITERFETHE
7. 4% - 3R GOST 32419 F1 GOST 32424

Information required for Inventory Nomination:

1. Identification parameters of the substance:

CAS number

EC number

RTECS number

TN VED EEU code (customs code)
2. Name of the substance

* |UPAC name (in Russian)

* IUPAC name (in English)

* English name

* Other chemical names

* abbreviations (if any)

3. Molecular formula

4. Structural formula

5. Uses (instruction for use)

6. Annual production / import (tons) - calculated as the average of the last three years

7. Classification - according to GOST 32419 and GOST 32424

W PR R SRR S R

1. YBHANE S (IUPAC 4 FR, CAS 5, Z%ifE B4
2. T &

3. AL BRI 7710 LA R R BT B B 4 4 e

4. SyHraE
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6. FRHEAIA ST A
7.t RS

Information required for the notification of new chemical substance:

1. Identification information of the substance (including IUPAC name, CAS number, information
about the impurities, etc.)

2. Intended use

3. Handling and transportation methods and risk prevention and elimination measures

4. Analysis report

5. Physical and chemical properties

6. Toxicology and ecotoxicology data

7. Chemical safety report
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6. H EF L E RIS E B I E

2019 7 H 9 H, BB KA G FM s E H Ik BITIERE WAD) (&
R (IEITHY), RS ATFIERE L. 2019 49 H 2 H, tHAHHHL (WTO) RHE TBT
e IER K R g B INE CERARD) CERR CaERAE)), AFFm & iR
B, #BuEHRER kS 60 K. CEiRFE) 5 (BITHY NE—3. 202042 A 17 H,
ARSI TR B R AT RSB U, RO FENGEE BT 8 Corib =5
WL INED.

On July 9, 2019, MEE released the "Provisions on Environmental Administration of New Chemical
Substances (Revised Draft)" (hereinafter referred to as the "Revised Draft") for public consultation.
On September 2, 2019, the World Trade Organization (WTO) officially issued the "Provisions on
Environmental Administration of New Chemical Substances (Circular)" (hereinafter referred to as
the "Circular") in accordance with the TBT agreement, and solicited opinions from the members,
with a deadline of 60 days after the issuance of the circular. The contents of the "Revised Draft"

and "Circular" are the same. On February 17, 2020, Li Ganjie, Minister of MEE, reviewed and
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approved the revised "Provisions on Environmental Administration of New Chemical Substances"

(hereinafter referred to as the "Provisions") in principle at the ministerial meeting.
BITH) (INED) FRATFH CEITHRD M GERARD)) ZOBN

The revised "Provisions" (refer to the "Revised Draft" and "Circular") has been significantly changed

in the following aspects:

1. b3y B S FR e R A Al 3 PTG « 1 e 52 5 X AN R oA i S Rr PR AR IX s A
G b A HABEE IS BB R, B AERL s IR O el R A L B A A A
it UA 503 FH i g FLAth Tl T3 B & BT B (IMi&D .

1. The geographical scope and exemption categories have been changed. " Free trade zone" and
"other special customs supervision zone" are added in the applicable area. "Fertilizer" will be
added to the finished products under other laws and regulations in the exemption category. The
revised "Provisions" is also applicable to the finished products that have been regulated by other
laws and regulations and are intended to be used for other industrial purposes.

2. FE R B AR R BRI AL . (1) DABFFCN E R, HARA = BEcE 0 E
T 100 TR, AHERBITH (rk). (20 55 Rk &%, 8 5%%
25 AR S BT F i3, BRI SRR 2 . (3) JRUH L — 2k, BN 5
BFid, B BER IR, RIRAS GG E A Ok 0D B LI B B DRk, (R fi
WECREE, BN ERZASTEEAT . (O FER R B, HEOAEREL,
PEEORA A b B A, R RERG NP EE TR, LREH R aHMEERN

DL H R oK .
BEE AR | R ER, /AT 0.1 M/ ANTE A T2
1. HFlafk, /T 1 /A
2. AV T, AT 1 /A 1. /NF 1 /4R,
8] 2 AREFIRTS | 3+ BEEWEFL, 0.1-1 Mi/4F; e 2. SHT R B B R N A
i 4 o AR B S AR AT 2% K EVER
AN 2% BEA DK OC KIEREM;
ERED;
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5. LM RIT A, H

A PR E RS HE D B AN 10

i, ANHE A
4] 7 EF';E%ZI% N 1 4
TR — 2% 1-10 Mfi/4E fai % Bl 1-10 I /4E
TR R 2% 10-100 i /4F
R R = 2% 100-1000 i /4F WRUED 10 M /4E L) I
I ER R DY 2% 1000 Mfi/4E DL E

2. The application type settings and data submission requirements are more optimized. (1).
Substances currently subject to scientific research record in volumes less than 100 kg/y are
exempted from the requirements under the revised "Provisions"; (2). Substances currently subject
to simplified notification will be subject to record under the revised "Provisions"; Enterprises can
carry out business activities once they submit the completed record materials; (3). Substances
currently subject to first level of typical notification (in volumes between 1-10t/y) will be subject to
simplified registration under the revised "Provisions"; the data requirements as well as the
registration process for simplified registration will be reduced under the revised "Provisions"; the
review process of Expert Committee will be cancelled; (4). Under the revised "Provisions",
substances currently subject to second, third or fourth level of typical notification (in volumes
more than 10t/a) will be subject to regular registration; data requirements for substances subject
to regular registration substance will be variable depending on the environmental risk and

exposure.

Current "Provisions" Revised "Provisions"

Scientific For scientific research; less

Research Record than 0.1t/y Exempted
Simplified 1. Intermediates, less than 1. Less than 1t/y;
Notification 1t/y; Record 2. Polymers containing less
Specific 2. For export only, less than than 2%w/w new
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Condition 1t/y; substances of monomers or
3. Scientific research, 0.1-1t/y reactants; or polymers of
4. Polymers containing less low concern;
than 2%w/w new substances
of monomers or reactants; or
polymers of low concern;
5. For research and
development of processes
and products, and the annual
production or import volume
is less than 10 tons; no more
than two years.
Simplified
Notification Less than 1t/y
Basic Condition
Typical o
Notification First 1-10t/y Simplified 1-10t/y
Registration
Level
Typical
Notification 10-100t/y
Second Level
Typical
Notification 100-1000 t/y Rc.agula'r More than 10t/y
) Registration
Third Level
Typical
Notification Over 1000t/y
Fourth Level

3. BN (HEIAH R A F) (VTR (a3 KRR EN. BiTE, K
NBUH EUEPEREAG, B E SIS HEW LS, MR AS, HHIIN (43D,

3. Procedures for supplementation of Inventory of Existing Chemical Substances in China (known
as IECSC) are optimized. Under the revised "Provisions", new substances will be added into IECSC

and be regulated as existing substances five years after the date they are first registered.

4, PRUE BRI RE N IRAHEE . BITH GOk BUE HE AT DUE S0 80 % AR P iR
HE B OREHIE, IR0 H T 7 MR 3 B SRR DR ) 0 B S IR ), (B o 44 PR S5
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ARG BORT IR B B0 8E % R HEABE 5. T (IR X Or e i BR T B L
JE o

4. Confidentiality has been adjusted. Under the revised "Provisions", if enterprises need to apply
for protection of CBI, they must submit documents demonstrating the necessity. The period for the
CBI protection is limited to 5 years at most from the date of registration or record. Currently, there

is no expiration date for CBI protection.

5. FIN (43%) 1 PB. PT 81 BT KA K i fa FHL AW s it B @ B . AN (443K)
(¥ PB. PT B BT 24622 0)5t, A T RVFHE SN AR T IR, BrA sl AR 2 ) 5
MTHAEHHE S AN (Bx) WEFELsE, Brid A TR AR, BF
B @ EId.

5. Substances that are persistent and bio-accumulative (PB), persistent and toxic (PT),
bio-accumulative and toxic (BT) or highly hazardous (listed in the IECSC) will be managed as new
use rule  (NUR) . In terms of substances (listed in the IECSC) that are considered PB, PT or BT, the
applicant shall apply for the new registration to the authority for the uses other than the approved
uses. In terms of highly toxic substances, all uses of these substances are under management. That

is to say, enterprises need to apply for new use registrations for any use of these substances.

6. i EHTPEE BT . 2T ONE) MifTIE, SERE IS IL e
Yolsi, HEnAs - e ot D BCR & L RS, BT (INED) R, R gl ek
R EIC B RN, A REHIE AR A, PR R E RSB e
i, iR R I E N EF . R SCARREE CAS SEbniR(E BA &5

6. The scope in need of re-registration has been expanded. After the implementation of the
revised "Provisions"”, the new chemical substances that have completed the regular registration
shall carry out regular registration again for the tonnage increase. Under the current "Provisions",

only new chemical substances whose increase of production or import quantity exceeds the

registration level shall carry out re-registration. In addition, situations such as the change of
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activity type from import to production, the change of identification information (including

Chinese and English names or CAS, etc.) are also required for re-registration.

7. EEREHIE AL BITH) (MK BOE 7 ERIOE SR S A IS SR R, AR
B UOE sk s MR AR S R, O HR S IR R R B EOR IR RS . AN,
FEAR A SEAZ I B i REAE 2 A 1 H TR BSR4 A 30 Hl.

7. The report system has been simplified. The revised "Provisions" cancels the requirements of
each activity report and five-year activity report, only keeps the first activity report and annual
report system, and the need of annual report will be indicated in the regular registration certificate.

In addition, the annual submission time is adjusted from February 1st to April 30th per year.

8. M FARTERM . IPEHA AV PG IC B & B0, P N TR R I SR A v e U
il A S R MR 1o AR TN S A ERE NS F S H

a. 2020 %E 2 A 17 H A FFAESIREE SRS, BE BOFFENGER TEITH G295
S EHZCINEY, EE MR IFREEBITH (IMNE) XRER, WRIBERMN T, B
A AR B TARA 42 BT (IME) H#E47 .

b BT HICIMEMMES T TR 161 5 B AR AR 15 72 7 PPORD 157, J& PPORD 5 7 1] LA £ 28 (Q<1)
a i) 55 B0 (1=<Q<10).

o BT CINE) T EEE ZOR AN ] i B0 E, 1 R G 35 28 R 1 DL H A 22
Ko o, X EATFEAMEEE LY RAUE AT RE R, A4 BRI KR M a1k
S T B BB

dv P IYE TS T R AT 2 s ARSI (IMED RS CRrib 2t F i s
TR E ) WARIERAELT, i =P BB ACTR T ) B RE BT HY (IME) St i) F AR89

8. The main responsibility of enterprises are strengthened. When carrying out registration or
record of new chemical substances, the applicant shall provide a letter of commitment to

implement risk control measures and environmental management requirements. The letter of
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commitment shall be signed or sealed by the legal representative.
Note:

a. Although the revised "Provisions on Environmental Administration of New Chemical Substances"
was reviewed and approved in principle at the ministerial meeting, relevant news release didn't
disclose the contents of the revised "Provisions" or mention the implementation time. The

registration of new substances are carried out according to present measures.

b. The revised "Provisions" deletes the PPORD situation in the original simplified notification of
special circumstances. Under the revised "Provisions", the PPORD situation can carry out record

(Q<1) or simplified registration (1=<Q<10).

c. Under the revised "Provisions", data requirements for substances subject to regular registration
substance will be variable depending on the environmental risk and exposure of these substances.
If the new substances are considered persistent or bio-accumulative with exposure risk, then

enterprises shall also submit long-term chronic toxicity test reports etc.

d. It is expected that the "Guidance for New Chemical Substance Notification", the supporting
document of the revised "Provisions" for standardizing and guiding applicants to notify and

register new chemical substances, will also be revised in the near future, in which will stipulate the

specific details of the implementation of the revised "Provisions".
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7. B HIX TCSCA ¥
Taiwan TCSCA Regulation

EIEFMEAL Y E Y (Toxic Chem. Subs. Control Act, TCSCA) ZE 3R 4= p= i3k 1 &3 4F 1A
—EHERIBEA A, AL E IR ) rp g LR RS St AR B U e Y R
Rl 3E B A 90 H F Ay o R FE NS TS & A F A Bk, A e T 2014 4 12 A
11 HtiA7.

The "Toxic Chemical Substances Control Act" (TCSCA), implemented on December 11, 2014,
existing chemicals produced or imported up to a certain amount each year shall be registered with
the central competent authority within the prescribed time limit; those who produce or import
new chemicals should examine and verify the registered chemical materials with the central

competent authority within 90 days after manufacture or import.

2019 4 3 H 11 H, SEBHIXIARE IEAAT 7 CHrib A5 R ATt A4 i B b8 %
INEY BIER (BURNRIRR (FNED). G HIX AR5 12 ot i i A RIS, ik th XU
R S AT M . BIE, £E1% (IMED) BERINTHEIN] T 106 FiE=2W R D95 —Htda
SENRHES SRR E IR, 1% 106 MERAILARS 2018 52 3 H, CHrfe=2¥m LB 1k
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PR GRVERINE) BIERERAR . (INE) TRAZHENT, B8 HEAHs
YOI bR A gt ], BRA Y ss i E S IE SO R S )08 2020 £ 1 H 1 H.

On March 11, 2019, Taiwan Environmental Protection Administration released the "Amended
Regulation of New and Existing Chemical Substances Registration" (hereinafter referred to as
"Regulation"). The "Regulation" will screen out substances with high risks for priority registration.
Appendix 6 of the "Regulation" lists 106 substances as the first batch of existing substances subject
to standard registration, which is the same as the contents in the draft issued in March 2018. The
"Regulation" takes effect as of the date of issue, yet it will grant an appropriate grace period to first
batch of existing substances subject to registration — the standard registration for existing

substances formally starts from January 1, 2020.

(INE) BB E:

1. BEAAEYI A &, Bt OELE 100 kg LA TR, Al BT B BUg s CZHTA
HED.
2. faH NRE ARG SRS EA . LA - R 2O 10 AR R
RfeF RS CZATN 1000 AMELAE), 258 M BACR G O A B fE 5
NG E DR LA HF K, FFRNEFH IR RE AR, RIS A MR
ik o
3. X 2%REVINEAT T A EMIUE R FE R GYINBET VB, W IR R &Y+
P IR AN 2%/ BIHGET R &Y, WO R e n T I B Vb R RS
Yos&sgrlse, JF Bt AT 7 s (B mmiil, AR/ SOV AR R A T 2% LA e AL 15 2
T RS VBT LA 2 8 SR BTN 58 2 S 8 5 355

B (IRE) BUE 2o TR A=Y RS NG R B 0 2 W2 a7, Bl R 5 5
EVREAYI, ERREGYIEA EHEAT 2% LA AR/ SRR AR R AR B BEN R S K IH AT
MABEAT P R 34T 6 S o

WARIFE RGN, B OfiT Ui g (S0, WL RSV
fitl EHEAT 29 VAN S/ B BRSO3 JE O B ST LI AR 1) SR BRMIRREWE I
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THRER CEEILREAE B/ O EER G REHR BT, WFHEFER: 2) B E A
— M RO G (BRI,

4, SEE TORE RSN R B MIUE I BOE ST BB R E, REIA 5 4, &Kl 10
By AR REM D EEFORE IRy 5 7, 555 03

5. N T RHER B EK . 2020 SR G R ANTAERFER 4 J 1 HE 9 [ 30 HX AT KA
Jii b — R R A PR R A O A R WU TR A

6. BLA YIRS s A E A IR -

£ 2019 4 12 H 31 HATE RIAG 5 —Br BO&E S0 i Al

ELE PR e AR
>100t 2021 4£ 12 F 31 H#l
£ 2020 4 1 1 HJG B KBS 26— B BOG s i 4l :
>100t L H 1 HE, 2 FR5%EK
BRSSP BOS RSN, B8 s )i B AN ECE AT 1 W) ARl
7 2019 4 12 H 31 HATIAH] 1t LA R 2022 412 H 31 Hil
7£2020 £ 1 H 1 HIFIAH] 1t LL B KL H 1R, 3FENTER

Major Amendments:
1. Enterprises may carry out Phase | registration for chemical substances in tonnages less than
100kg/y (not available before amendments);

2. Information required for hazard and exposure assessment is adjusted: (a.) Chemical substances
in tonnage of 10t or over shall submit hazard assessment report (the tonnage was 1000t or over

before amendments); (b.) If the registered substances are harmful to human health and the

environment, registrants also need to submit the exposure assessment as well (the full risk
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assessment report).

3. Requirements for polymer registration is amended. The old regulation stipulates that if the
original polymer is an existing substance, then the new polymer for which 2% rule is also
applicable can be considered as an existing substance; if the original polymer is a new substance,
and has completed new chemical substance registration (or exemption confirmation), then the
new polymer for which 2% rule is applicable can be considered as a new chemical substance and

can be exempted from registration.

In accordance with the requirements of the amended "Regulation", polymers, for which 2% rule is
applicable and are listed on the existing substances lists, can be considered as existing substances

as well and are exempted from registration.

However, if the original polymer is a new chemical substance, and this substance has completed
new chemical substance registration (or exemption confirmation), polymers for which 2% rule is
applicable: (a.) calculated the tonnage together with the original polymer (if the tonnage band
changes, registration shall be updated); (b.) considered as a new polymer and shall complete

registration (or exemption confirmation).

4. Information concerning the application of confidentiality is improved: enterprises may apply for
confidentiality for existing substances Phase | registration and the confidentiality period is 5 years
(10 years at most); the confidentiality period for PLC small quantity registration is 5 years
(consistent with the validity period of the registration code)

5. Annual report is required. From 2020, registrants need to report the annual
manufacturing/importing tonnage of the last year to the competent authority between 1 Apr. and
30 Sep. each year.

6. Existing substance standard registration deadline:

Enterprises obtaining Phase | registration code for the first time before 31 Dec. 2019:

Tonnage per year Standard registration deadline
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1~100t Before 31 Dec. 2022

>100t Before 31 Dec. 2021

Enterprises obtaining the Phase | registration code for the first time after 1 Jan. 2020:

Tonnage per year Standard registration deadline

1~100t Within 3 years from 1 Jan. of the following year

(the second year of registration)

>100t Within 2 years from 1 Jan. of the following year

(the second year of registration)

Enterprises whose manufacturing/ importing tonnage is less than 1t when obtaining the Phase |

registration code for the first time:

Tonnage per year Standard registration deadline

The tonnage reaches 1t before 31 Dec. 2019 Before 31 Dec. 2022

The tonnage reaches 1t after 1 Jan. 2020 Within 3 years from 1 Jan. of the following year

(the second year of registration)

PS.

a.  (IRE) A T 106 NEEA YN — MR EHATIEE RIBEE Y, J5 8 CHR ]
A REIL 2 A AT TR E AR S S BRI 4 B, OAE SIS BT R Y 58 KR R AR
WAETFRIE

The "Regulation" published a list of 106 substances as the first batch of existing chemicals subject

to standard registration. Related authority may release the second batch of existing substances

subject to standard registration in the future.

b. HATEGEHIX, 35 EREATHEH Fag4k, Pt th D28 1 100kg w7 EREAT 28
—BBUE SR, ARUEE SRS AN RIME 2 1% 106 DU R BT SR B BoE R,
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HFNKIH 75 BRSSP s .

Currently in Taiwan, related enterprises must complete Phase | registration if the import/export
volume exceeds 100kg; besides, the implantation of standard registration does not mean
enterprises do not need to complete Phase | registration for the 106 substances. Actually, related

enterprises still have to obtain the Phase | registration code.

c. AMBIEFNBEITES (INE) THEDFERBIUENSS, 2019 F 9 H, ki1 (n
SR 2 B TE BB A L A AR HE B s AR 5] (50)) (— RIAR (3851 Tt & EEN
FILHPRE R ATIE R (5 51), b IT R b P st bm i 5 S SR PR 48 3 55 0

c. To assist the registrant to comply with the obligations of chemicals registration specified in the
"Regulation"”, EPA released the "Guidance for Standard Registration of Designated Chemical
Substances by stages (draft)" (hereinafter referred to as the "Guidance") in September 2019. It is
expected that Taiwan's competent authority will issue the formal version in the near future to
provide detailed guidance for enterprises to carry out the standard registration of designated

chemicals.

BT B R BGOSR AR S RN B AT RAE5E =5 LK TPR #E4T,
SR 5 R R . GHAN A SR AN E R ANZTE TPR T8, HulhBI &5 At
FURHEAT G o, AR ORE BOR ELIRARIR S TPRANRA 4> S5 HE R, B IEFER— 1 TPR,
BEAT I %

Manufacturers or importers in Taiwan can register directly as registrants or appoint a third party
TPR to complete the registration, at which time a letter of appointment is required. Foreign traders

cannot register as registrants or appoint TPR either. However, they can assist importers in Taiwan

to register by transmitting confidential information directly to TPR.



https://www.tracker-software.com/product/pdf-xchange-editor
https://www.tracker-software.com/product/pdf-xchange-editor

2020-2021 4EBEAL3 E AR 2
Prospects of Chemical Regulations for 2020-2021

8. WEMEA R G SEERB  (ERE L)

Regulations on Environmental Risk Assessment and Control of

Chemical Substances (Draft)

2019 1 A 8 H, ARG KA T (b G RS 5 B340 (R &
WY , S AT ER = L. 201949 H 2 H, AR SHL (WTO) RE TBT hiE
BRIk CGRBI1Y GEIRFRD, AT RAERE W, Bk vk s 60 Ko

On January 8, 2019, Ministry of Ecology and Environment issued the "Regulations on
Environmental Risk Assessment and Control of Chemical Substances" (Draft) and referred to the
general public for comments. On September 2, 2019, the World Trade Organization (WTO) officially
released the "Regulations" (Circular) in accordance with the TBT agreement, and solicited opinions

from the members, with a deadline of 60 days after the issuance of the circular.

ER RIS BN T E R BT WA T T 1 B R
FOR, BUREREEN. EAFREEEOE 1 (5D BLEARTE 10 Wi, RN S B F
A et F R 10 () AR, 7B AR B T A T SE R AT ER
%ﬁéﬁﬁ@,Hiﬁ%ﬁﬁD%ﬂwmﬁ%%m$%ﬁ%%%%%$%ﬁﬁﬁﬁ%%om
AWy, SINT BETE R FREERIALE T S, @A, s R
S RS AL TR, R b BE T B BOR SCfF AR X A 2 S BEAT DU S PPl SRR sk
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Ko ATEORADAR AR SCHEE . AT )E, XY RA ARSI (IRSeizhitb 24
), PR IRFML IR A ), (BRI R A ) 45k, KIEARB A, ol
TSR B . AL s R CMR, PBT SR RFPEL AR & 75 5 A AR S iz L 22 ) i 44 5%
i B FE AN JE X Ak R

The draft puts forward management and control requirements for both new and existing
substances. In terms of new substances, the previous abbreviated notification requirements are
simplified to filing forms. Substances in volumes between 1-10t/y will be subject to simplified
registration according to the draft, and substances in volumes more than 10t/y shall carry out
regular registration before production or import. New chemical substances in volumes less than
100 kg/y for scientific research or as reference standard will be exempted from registration or
record. For existing substances, the current international mainstream priority substance
assessment scheme is introduced. Priority substances risk assessment plan will be conducted by
screening, formulating and issuing. These substance will be evaluated by technical support units
with professional competence. If the data is incomplete, enterprises can be asked to provide
relevant data. After assessment, these substances may be listed in the "Category of Priority
Environmental Management Chemical Substances", "Category of strictly restricted Chemical
Substances", "Category of Prohibited or Restricted Chemical Substances", etc. Then they will be
managed separately according to different categories. If the enterprise's product has the
characteristics of CMR, PBT, etc., it will be easily listed in the "Category of Priority Environmental

Management Chemical Substances". In case of that, enterprises shall consider the effect of listing

in the category.
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9. (ERBYERERMZEEHINEY IEXLH
"Measures for the Administration of Road Transportation Safety of

Dangerous Goods" comes into force

(B T s s i 22 A8 A ) CGCBIg ik 4 2019 4£58 29 5 ) (AR &IFR (/M)
Mg i@isis . T A E R AZEs. AR, MABEHE. tig 888 R R
G, BT 20204 1 A 1 Bl E 47 .

The "Measures for the Administration of Road Transportation Safety of Dangerous Goods
(Exposure Draft)" (hereinafter referred to as the "Exposure Draft") was issued on February 15,
2019. Nine months later, on November 25, 2019, the Ministry of Transport, in conjunction with the
Ministry of Industry and Information Technology, Ministry of Public Security, Ministry of Ecology
and Environment, Ministry of Emergency Management and State Administration for Market
Regulation, released the formal edition "Measures for the Administration of Road Transportation
Safety of Dangerous Goods" (Order No.29 [2019] of the Ministry of Transport) (hereinafter referred

to as "Measures"), which will come into force on January 1, 2020.

% CIMEY 1R 2018 5F 9 AAZ B R A (T/T 617 Gl i sas iy i b
ik, SNIT/T 617 "l TeWiE s fm In ik . A%, REAE 2 7 i B4t 7Rk
i, % CIRE) 1 IE STt R 2R JT/T 617 708 B 12 Hr 4 9l o il AT
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The "Measures", as ministerial rules with higher legal effect of the "Regulations Concerning Road
Transportation of Dangerous Goods" (JT/T617) issued by the Ministry of Transport in September
2018, provided detailed legal basis to the transportation, packaging, handling and other problems
faced by road transport of dangerous goods. The formal implementation of the "Measures" will

mean the better enforcement of the "JT/T617 Standard" in road transport.

2 CINE) MECT (ESREWAR) RSN A EIFRcA KRR, tshid e #E 13
B, 4T EIMEE. E (pik) ERSLHEE, FRE NKRIEE 2 15T, WL JT/T 617
KA. fatihnd, FIEEREERNER. BIIMGE. AREERR YN aR. IF
ity AR, R RS TR AT A AR OGR4k, WA BRACE R S AR A IS
) fes Bt EE G BR A fa B IS B AR A U PSS R, AT — SRR ST I8 . e T

i B PR A R il A 4 7 s i, (A T B — e R, A IR BT R (A )
AN 8000Kg, MR TR A S E AN 1000 . XM SAIE AT,
AR, NS TR, RS ARSAERBT IR R £ .

Compared with the "Exposure Draft", the "Measures" haven't changed much in the essential
contents. However, it gives out more standard expression and more detailed penalty provisions.
After the formal implementation of the "Measures", consignors will bear much more
responsibilities in the road transportation. Consignors shall inform carriers of the classification,
labeling, consignment list of dangerous goods mentioned in the "JT/T617 Standard". The packaging,
labeling, package testing, maximum quantity and other related contents of dangerous goods which
can apply exceptional quantity / limited quantity, shall also meet relevant requirements. In
addition, dangerous goods that meet the transport conditions of exceptional quantity or limited
guantity are expected to be exempted (i.e. allowed to be transported as a kind of special ordinary
good) from the requirements related to road transport of dangerous goods, such as the
qualification of dangerous goods transport vehicles. In addition, requirements related to road

transport of dangerous goods can be exempted only when meet one of the following conditions:

(a). when consigning dangerous goods in exceptional quantities and the exceptional quantity of
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dangerous goods packages transported by each transport vehicle no more than 1000; (b). when
consigning dangerous goods in limited quantities and the total quality of dangerous goods
(including packaging) transported by each transport vehicle no more than 8 tons. This kind of
low-cost transportation compliance mode has a lot of benefits for reagent enterprises, and

enterprises related to small packaging chemicals and consumer goods.

Ak, OB fE RS A S dh R R R s s T e, RPN (Jes S iE i is far
WY QT/T617) Rl = dh ANE 2 E AN, WS 7 ANER — SR s .

Furthermore, the "Present Measures" clarifies some ambiguous conceptions in the previous
regulations, and also specifies what kinds of hazardous chemicals shall be transported by
corresponding special vehicles. The "Present Measures" is not applicable to the hazardous
chemicals not listed in the "Regulations Concerning Road Transportation of Dangerous Goods (JT/T

617)".

Bk, A AR R AT R T RECE AN B SN ECR A G HE R, i, Ak R AR 5CHE
g, ADA AT EA7 BRECE A SO A L VAT 8R4, S 2 B EEK

In addition, the Ministry of transport will also issue relevant guidelines on limited quantities and

excepted quantities in the future. Enterprises shall pay attention to that and carry out compliance

transport of goods in limited and excepted quantities in accordance with relevant requirements.
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10. Z B ERAERIERERME GERERF

"Measures for the Public Security Management of Hazardous

Chemicals Liable to Produce Explosives" (Draft)

2019 4E 1 H 20 H, A%H (SR GERAL S MG ZE B IME (ERE WA, 1ERE LA
1Ry 2019 2 H 20 H.

On January 20, 2019, Ministry of Public Security issued the "Measures for the Public Security
Management of Hazardous Chemicals Liable to Produce Explosives" (Draft) and referred to the

general public for comments. The deadline for soliciting comments was February 20, 2019.

FEZATREIVE BHESE T, Gl et dh 1 202 591 5481 (faufafbs il 24
LG AT, WA AE SRR B AL S f R AR ), B R DA, BHG
PERJEOR, g AV RTE, WSKVERT, SO ORAE, I8HAEE 7 ARSI .

Under the previous regulations, the administration of hazardous chemicals liable to produce
explosives were mainly referred to the "Regulation on the Safety Management of Dangerous
Goods" (Order No.591 of the State Council), in which stipulated requirements of the quantity and
whereabouts of hazardous chemicals liable to produce explosives produced/stored, establishment
of security organs, special warehouses, application of business enterprises, license purchasing,

document preservation, transportation, etc.

BRUCORAT BB BRIMEAE R E AR, A LA 591 5 & A HUE Udife, S Wi
T InAT AT o AN AR A PR, 2T 591 5 UNHLE & G, JE i E BRI et
FER I BLAME T L A 2 AT B ZR, W, B, B, NS FoRE
T AT L#EAE I B IR .

This draft can be regarded as a refinement of the relevant provisions in Order No.591. Take storage

sites as an example. Order No.591 only provides for technical precautions of special warehouses,

while the new draft sets a maximum storage limit for special storage sites for teaching, scientific
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research, medical treatment, testing and other purposes.

BEXT LT, ARRFRIAE 1 50 R S B A 2 it MOl B AN A LA X 3t L AR ) IR IR 1
P55 Hh KAt 5 i B Sa e AL 22 A5 8 BN SR B, 28RS NAE TR KA 5 i 1 S

WS E e G REAE AEPRIE I, A AF T S A A LE TR A PR 5 S
e B B I TR 5 L, {148 T T M A AR T BRI R . MRS 5 S
ftf

In terms of e-commerce, the draft stipulates that enterprises producing hazardous chemicals liable
to produce explosives shall not publish relevant information and establish relevant links in Internet
application services other than their own websites. It is forbidden for individuals to publish
information on the production, operation, storage and use of hazardous chemicals liable to
produce explosives; it is forbidden for any unit or individual to publish information on the methods
of manufacturing explosives by using hazardous chemicals liable to produce explosives on the
Internet; it is also forbidden for any unit or individual to use the Internet to smuggle or sell

hazardous chemicals liable to produce explosives.

FXEA G il e A 2 mh ) & s IS N, 25 a A S 255 AR TR A, B AR, B,
W3k, fEA7, (TR, @B AZARINEERE, PATIZ LR 1 H AL
The production, sale, purchase, storage, use, transport and disposal of food additives,

pharmaceuticals and veterinary drugs containing hazardous chemicals liable to produce explosives

are not governed by the draft, and shall comply with corresponding regulations.

BTS2, EBIMRR IR 5 R e B, bR EAE 591 5 &3kl
P ) IPSER EFSY S RE VAR

In a word, the draft will strengthen the administration of hazardous chemicals liable to produce

explosives. Enterprises shall pay more attention to the application of information technology

means on the basis of Order No. 591.
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11.CLP article 45 K 5Cji

The implementation of CLP article 45

Wi B B P ER (The Poison Centres Notification, fai#K PCN) J&3& T (KR )5 VR
EYIR . PRV IEY (BREE CLP vEHE) 28 45 LA FIHE vin i) — I X 5%, 7EdFE
IS, AU g8 — R I G SR PR A FF R ) 5, A DR R SR T R T .

The Poison Centres Notification (PCN) is an obligation based on Article 45 and Annex VIII of the "EU
Regulation on Classification, Labeling and Packaging of Substances and Mixtures" (CLP Regulation).
After a specific deadline, enterprises must submit unified format notification files. Only after

successful notification can products be put into the EU market.

B EE
Who shall do notification

K S S VR PSS RK L T B P SR 45 A Y T R R 9 FE P (Al o ) o 3 e S -
AT B, ARRRE SRR A BB B N SRR A
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Importers and downstream users placing hazardous mixtures on the EU market have direct
responsibility to submit Poison centre notifications (PCN). Distributors who distribute hazardous
mixtures only in the same MS as the supplier do not need to submit notifications. Non-EU

suppliers cannot replace responsible holders in EU.

ERZEH
Appointed bodies

W B B LB R ] B B E AN (R L)

The PCN portal and the appointed bodies of relevant EU countries (or the Poison Centres)

HHRXTR

Which substances shall be notified
[ N A2 =S B 227 i AT AR -
1. REY)
2. GHS 73 R A W B fa 3 sl R f 5
3. BIAT R0

Chemical products meeting all three conditions must be notified:

1. Mixtures;

2. Classified as hazardous on the basis of their health or physical effects;
3. Placing on the EU market.

1

LAEWD R KGR S A ORGP 7 it & T I S5 L

Attention: Biocide products and plant protection products fall into this category.

2.k
Y VR AR GRS V)i (TR A48 BEUA M BN R ot IR G I 6, ) nme S5 4T Bl
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— VS INEERIA) T, AR A YRR SR dh (RZ 5T TR S R ) i R A
IR IY), AT EEER (P10 it b R, R T AR A, e R Y R R R
e

2. Article:

Combination of articles and substances/mixtures: As a combination of articles (as containers or
carrier materials) and substances/mixtures, such as ink-jet printer cartridges, candles, wet tissue,
desiccant bags, the mixture contained shall be subject to notification. Single articles such as plastic
spoons are exempted from notification. Articles with integral substance/mixtures (i.e. the
substance/mixture forms an integral part of the articles) are exempted from notification (e.g.

electrolyte in the battery, liquid in the thermometer, adhesive in the tape for fixing carpet).

R SIE IR

© SN E RS
© JBUHTEIR G

© RBREERREY;

© HTREETT SO R RR G
o RIS

o ALK

© BRIV

© AR

© OISR &Y
< BV

Mixtures exempt from PCN:

*  Mixtures with environmental hazards only;

* Radio-active substances and mixtures;

*  Mixtures subject to customs supervision;
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*  Mixtures for R&D use;

* Medicinal and veterinary products;

*  Cosmetics;

* Maedical devices;

* Food and feed;

*  Mixtures only classified with gases under pressure;

*  Explosives.

B EEHR

Notification on a voluntary basis
XA R A G H 7 RHR GV E#E T H KRR EY), A rT#HT B R EK .

For hazardous mixtures which are not subject to submission obligations (i.e. mixtures with

environmental hazards only), submission may be done on a voluntary basis.

A ARV IR 7 AR R B R FHAEA MIM (Mixture in mixture)  DAAC B BCHAR TR G4,
HziREV AA@FGEERYEAE, W E A3 Bl 0/ 5 fh B ks 2,
Blan b 5 B o VAT R P AR O 1 UF (E— B AR IRAT, — 8 16 T4 AI%S
SEIAS) o

If an enterprise's product is used as a MIM (Mixture in mixture) by downstream users to configure
it into other mixtures with health or physical hazards, voluntary notification can help the
enterprise protect confidential business information of its products, such as component
information. Enterprises only need to provide UFI (Unique Formula Identifier, a unique

16-character code) to customers.

g —# B EFIHAT B I

Date of unified format notification of enforcement
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HEEMSE: 2021041 A1 H

Mixture for consumer use: January 1, 2021
Tl #E: 2021 4£1 H 1 H

Mixture for professional use: January 1, 2021
ToHE: 202441 H1H

Mixture for industrial use: January 1, 2024

FEIXEE F 2 A, IR S8 IR AR 32 il 03 [ [ X BUA R SR I L A

Prior to these dates, mixture notifications still are subject to the existing regulatory requirements

of member States.

XFF E gl IR T BN A dh el A T, @k A 2025 F 1 A 1 HZ ATk
FARG B R AR (GIINREYIRY, BRI ™ AR RAT 20D 075 2 AT
g — A% AT B .

A grace period is available for products that have been notified and placed on the market, and
those notifications will remain valid until January 1, 2025. If the product changes (e.g., changes in
the composition of the mixture, toxicological properties or product identifiers), a new unified

format is required for notification.

BHRPRE
1 BE T BB T
2. WP R IE IR wh A A SR DR s AR I R SR A5 R ER

F& O B VLR P R i, al U Al ] U2 20, B DU A B (1 JE 3
T H .
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3. K3 CLP PR vin, W ERGE A% AUIE R FT EOR I A DGR ﬁni‘a“%‘{mw TREYIR
grs R MREER. BEEER, RAR. Kl B

4, HRrEIME—TE T ARIREF (UFD LG BRAE hrss . A dEhRiR
5. HEEIRE

6. IR IEHEAT, MR R Rl O R e i R R R O [ SRR A RSB ECHA B .0 il i
7] (PCN portal) #H4T42%C;

7. PEAE BRAERS, A SSS R B R
Notification steps:
1. Inquire whether the product has been notified and determine the market for the product;

2. Define the type of product to be notified to determine the deadline and related information
requirements. The uses include the direct use and the uses of downstream users. They’re used to

determine the starting date of notification.

3. According to Annex VIII of CLP, collect the relevant information of products required by unified
format notification, such as the identification of submitter; the composition, hazard classification,
label elements, available toxicological information of mixtures; packaging, category, color of

products; etc.

4. Generate Unique Formula Identifier (UFI) for information submission, labeling and packaging

identification;
5. Make notification files;

6. Submit notification files through the submission system of EU member countries or the PCN

portal of ECHA in accordance with the regulations of each member country;

7. When the product information changes, the enterprise has the obligation to update the

notification in time.
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12. WAF| I AlCIS BT
Updating of Australia AICIS

WORHME TR T AICIS V2 EREZE K B AXZ BT H NICNAS, Bt HVERUHEZE T T 2020 4R 4=
o MEFFNEMAESE T, FEERT NP5 UL R A AT B . 1] 32 7 B 3 1 P A
SINAL 5 T RGeS VR T, R, X S8 5] NP B AR 43 S A 3] SR HOCAS (3] 1)
EIE . AL, AICIS HESE N IER LRI TV A i 445 (ANC), RIE T HFE Bl sk
AR 55

Australia plans to replace the previous NICNAS with "Australian Industrial Chemicals Introduction
Scheme" (AICIS), which is a new scheme expected to come into effect in 2020 for regulating the
introduction (manufacture or import) of industrial chemicals in Australia. AICIS defines an
industrial chemical and requires manufacturers or importers of industrial chemicals to register
their businesses before introduction. Introductions must also comply with the requirements of a
category of introduction, which are based on the level of risk to human health and the

environment from the introduction. In addition, AICIS establishes Australian Inventory of Industrial
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Chemicals (AlIC) and specifies certain record keeping and reporting obligations.

PLF IS A5 AICIS I 5
a) AT B B &,
b) HTEIT:

c) FHT &

d) HTrakl.

The following uses are not governed by AICIS regulations:

(a.) use as an agricultural chemical product or veterinary chemical product;
(b.) use as a therapeutic good;

(c.) use as food;

(d.) use as feed.

LR Wt n] AT G 3R ABAT DP A 5
a) RIRRAEM;

b) AR & IR

c) BRI

d) ¥l AR BRI -

The following chemical substances are excluded from authorization and assessment.
(a.) a naturally-occurring chemical;

(b.) a non-isolated intermediate;

(c.) an incidentally-introduced chemical;

(d.) an industrial chemical that was released from an article that was not designed to release it;

AR A 22 J5 0 N A RRANEA 52 ) XUz AR B i 38 5 70 K B R LS SN TN
oI WA I SN B S L EARRETE L T 5.

AICIS sets out the categories of the introduction of industrial chemicals based on the level of
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risk to human health and the environment from the introduction: listed introductions, exempted
introductions, reported introductions, assessed introductions, commercial evaluation introductions

and exceptional circumstances introductions.

FINZFGIN: RERMG, PRBIN ANC, 7B 2 44 b 1 2k Dl

HARTIN: PIRARAG, 75 B ORAEHRA S T (K S A

WEGIN: DIRAR, T E R ACTHG A

PGS RS B, AET BRI, —RBF BTN, HEREFS IR,

BRGNP, USRS A R A, FHRE TR, &R
B

EHETEOGIN: FERIL NI, TERIGIEFRHOIL N 5 AR

Listed introductions: at very low risk level; listed in Chemical substances already listed in the

Inventory (AlIC); need to comply with the terms in Inventory listings.
Exempted introductions: at very low risk level; record keeping needed to justify exemptions.
Reported introductions: at low risk level; need to submit pre-introduction reports.

Assessed introductions: at medium to high risk level; if an introduction of an industrial chemical
does not fall within the definition of a listed introduction or an exempted or reported introduction,

it is generally an assessed introduction; need to apply for assessment certificate.

Commercial evaluation introductions: at medium risk level; the chemical is not sold to the general
public and its release and exposure is controlled; need to apply for commercial evaluation

authorization.

Exceptional circumstances introductions: for exceptional circumstances; need to apply for

exceptional circumstances authorization.

BN, FrH DAY 44 5 ANC K B AR BT AICS 445k, FIN TR 53 7T DA E AT v
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AT G LRSI

A new inventory called Australian Inventory of Industrial Chemicals (AlIC) will be established. It will
replace current AICS. Industrial chemicals that are listed on the AIIC can be introduced by any

registered introducers.

WAL THRI 2020 4 7 F1 1 HkE 58 e 28 1 -4t it 2 0 A S o (03 iR s sk
ERAE 2 g vty £ 2020 7 F 1 HZ G, BASBER Stk 2 PP, 51
EORME S

AICIS plans to implement a national ban on the use of new animal test data to support the
introduction of chemicals used exclusively as cosmetic ingredients. This will mean that animal test
data produced after 1 July 2020 cannot be used to meet the information requirements for

categorization or assessment of unlisted chemical introductions, where the only end use is

cosmetics.
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13. EIEALZ R 2B LM 20xx (EER)

Chemicals (Management & Safety) Rules, 20xx

BN R AR IR R A7 i 22 4 BRI RS 58, AR IX N RROAS I RE 5, A [ 22 AT ¥ K-REACH
EEPAW e S i

The "Draft Chemicals (Management & Safety) Rules" (hereinafter referred to as "Draft") in India is

similar to the K-REACH Regulation of South Korea.

LI T 8 (notification) i, BEIRSEALT EU REACH FHITIENMN, E45 %€ I A /iy
FirA BRSO IIE e, 3E 1 R G AR (Authorised Representative) i 220 A BT
Vs A s AT E R, RN B EAREIRA AR, WRPGIER, Mg, DLEEA(E R
o MIRGERUE, AHRRIEIRNICIGRAZFEE M T, TR BN BALE

The "Draft" introduces notification, which is similar to pre-registration under EU REACH. A
manufacturer or importer (or authorised representative acting on behalf of a foreign manufacturer)
shall notify the Chemical Regulatory Division of all existing substances and new substances that
they have placed in Indian territory within the initial notification period. The notification shall

include information relating to the notifier, identity of the substance, its uses, the quantity of the
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substance that will be placed in Indian territory, etc. After the completion of the notification, the
notifier shall also submit an annual report, mainly focusing on the tonnage information in Indian

territory.

WRYIFE 72N CMR 1,2 25803 STOT SE 1,2 2% 8k# STOT RE 1,2 258k ¥ /& PBT, vPvB
A, BOE R T HAR WA E A, XS TR R R IR . R T RS,
T, 30 R B B 3 B T 1 /4 R SE M R ATV, Y R A W]
4 1000+{i/4F, 100-1000 Mii/4F, 1-100 Mi/4E, RIS ANFEREMZ . R, Bra s
Fan R JE TR, XL e W T A6 SE 5l NEDEESE N 30 RETSEIEN . BT A 78 BE
HIvoT, GERT, B s AR FIAE R Z RS FEMRE R, — AR T HPIELR R 30
INLE

“Priority substance” under the "Draft" refers to any substance which belongs to carcinogenicity
and/or germ-cell mutagenicity and/or reproductive toxicity and categorised as Category 1 or 2, or
specific target organ toxicity (repeated exposure or single exposure) Category 1 or 2; or any
substance which fulfill the criteria of persistent, bio-accumulative and toxic or very persistent or
very bio-accumulative; or any other substances as may be notified by the Chemical Regulatory
Division from time to time. In addition to the notification, a manufacturer or importer (or
authorised representative in case of a foreign manufacturer) shall also be required to register any
priority substance that they have placed or are intending to place in Indian territory in a quantity
greater than 1 t/y. The registration can be carried out on the basis of the quantity placed in Indian
territory which will correspond to different grace periods: 1000+ t/y, 100-1000 t/y and 1-100 t/y. In
addition, a manufacturer or importer (or authorised representative in case of a foreign
manufacturer) shall register all new substances which are also priority substances at least 30 days
prior to the date on which such priority substance will be placed in Indian territory. All
manufacturers, importers or authorised representatives who have registered a priority substance

shall update the information in the registration annually, not later than 30 days after the end of

such calendar year.
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HAr, WA RMAEEPEIEER, M52 e Chemical Safety Report 18 HCKE
5 EE REACH VAR B RAR B2, FLl¥s #2300 H A7 REACH JEM i oK, =5 BEE MR
B S KA JE A = B

Currently, no specific data requirements have been issued. According to the format of chemical
safety report, it is very similar to the requirements of EU REACH Regulation, which may be close to
the data requirements of the current REACH registration. However, specific requirements will only

be clear after the release of relevant guidance documents.

BARKRE, HERIACSE MU B B EVE IR, i TR AR AR R A, il
THE SRR IR IZ G BAR RSN B TE IR g, (EE SRR T (1 ZERAR K AT R & BB,
A Ml 3T 3 7 B O I AR Ja Sk R Al

To sum up, the "Draft Chemicals (Management & Safety) Rules" in India is similar to the K-REACH
Regulation of South Korea. Although the "Draft" is expected to be revised in the future, and the
specific implementation time cannot be determined, the requirements for notification and

registration are likely to be retained. Enterprises need to pay attention to the follow-up progress of

this "Draft" in the near future.
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