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AGENDA 24X

(FTCFIEMREEEICNE) (125<) & (Mt=UIEMNREEEICIERE) (X
BWiE) BT
Brief Introduction of “Measures for Environmental Management Registration
of New Chemical Substances” (MEE Order No.12) and the Guidance (draft for
public consultation)

(FEDBHUEIRER) BN
 Inventory of Existing Chemical Substances in China ) (IECSC)
Supplementation Update

WEMEEMEXPSTHMESERSEN (WTOERRS) — RS

Environmental Risk Assessment and Control Regulation for Chemlcal L
Substances (WTO Notification Version) SRR

BEEFNZEIY (Summary and Recommendations)
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= AP Product Stewardship Director, Johnson & Johnson China Ltd. I KX EHS&SFm R E SN, B84 (FE) BEATE

= Education A= BS, MS & PhD in Chemistry {(F &+
= Past experience T{E&[H
— Working in J&J since 2013 F2013EEN0 NGRS
— >20 yearsin Chemical Industry-Worked in Rohm and Haas Company (acquired by Dow Chemical) and Dow Chemical \d
R TiTI TERBId 205 (B INGERFN BBECILE) =3

Different functions: R&D, Toxicology/Ecotoxicology, Regulatory Affairs and Product Stewardship, R&D Site
Management, China Country Management (Rohm and Haas), and AP EHS & Sustainability (Rohm and Haas, Dow and
J&J)

o

NESHWTIFEERES. SE/ASSE. FES/RLE. MEPLSE, tEREZE (B A & ““gzh;g Dong
TAREHSHIES AR (BIIAH. M FEE) ERE

>15 years in China/Asia Pacific region and 10 years in the U.S. fE3EE T{E 7 104, EFE/I KX T{/F@Bid155F

= Contact information BRER T T.: |dong20@its.inj.com; +86-21-33379452
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China New Chemical Substances Management Regulation (“China REACH")
Development Timeline HEEFEMRENFE—R

4

2003.6.30 2015.6.25
(PEIRBLEY 2003.10.15 Revised Guidelines (Draft
BREF) "Nﬁ SEPA Order. 17 became effective for comment) was published
(IECSC 2003 Version) IR 724N e COMENS =V =YL
® o @ o
1994: started to build 2010.10.15 2016.3.8
the inventory for the MEP Order No.7 Draft revised guidelines
existing chemical . .
substances came into force submitted to WTO for review
= N T =42y
Regulation of First R TSSHET HHREI=RBIRWTO
Import
19945818, E 2017.8.31
N 2020.2.17 "o
RIRRIFR - 8 2020.8.17 _ _
. Guid dat t
XBENMXINA S Draft guidance for MEE Order NO.12 Passed the review by “" ance data requirements
PaN
é,I]”('r[':«EH* Ei?ﬁ issued for public consultation the Council of Ministers adJustmentbe:'nr;o:ncement
¢ i = Wy publishe
OB 2 (b2 o MEE 1251834 PSR 1B AT R R A B T
:E:/— 4, S iy = S B
Hj a % ﬂ@ HTEDY (IEREWR) &
2020.4.29 2019.7.9
MEE Order No.12 issued, The revised draft measures was released for
effectiveonJan. 1, 2021 consultation and submitted to the WTO for review on
HASHIEE (MEE) 1284 September 2nd of the same year
K, 202141 R 153K INAETIERENR A,

2019479 H2H@IRWTO
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. S 2| S A Good News for the Pharm Industry : APIs will be exempted!
SCOPE AdJUStment ’ 1H = However, Excipients have not been exempted (still being advocated).

Substance Scope ¥I[RSGE
1. Chemical substances that have been listed in the “Inventory of Existing Chemical Substances in China (IECSC)” and are subject to environmental
management for new uses, when they are used for industrial purposes other than permitted uses” should be registered, “"BEFIN (FEINEHLZFY)

FRER) ASSEMBEMEERNUEYR, BTAITFRELSMIEMTIAER" i, NS0EEIC,

2. MEE Order 12 does not apply to the following chemical substances or products: FIELZEMIFREE = mAER (IME) . AFEENIENEFYR
WEEEEIC :

(1) Pharmaceuticals (including active pharmaceutical ingredients (APIs), pesticides (including pesticide active ingredients), veterinary drugs,
cosmetics, food, food additives, feed, feed additives, fertilizers and other products;
ED (BRED)  RA(BRARA) 285 Wm - Bm - BEmailfl - @Rl mebAmAl - B~

(2) Radioactive materials. BT £ -

However, if it is changed to other industrial use and contains new chemical substance, it shall be registered.

B2, BB hEM T ASBR TR, NS7EEC.

3. "Products or formulations with specific functions, such as adhesion promoters, chelating agents, flocculants, surface treatment agents, etc., chemical
substances produced by chemical reactions to achieve their specific functions”, registration can be exempted. "EB4FEIREAV - hekEcElfn, LS

e, BEH., Rggtl. REWENE, ALMERSENREMAENERMERNFIR" | BRET.

4. One of the anhydrous form of chemical substance and its hydrate has been listed in the “IECSC’, another can be exempted registration.%ﬂ(ﬁ?ﬁ[ﬂ'ﬂ%?

YIBRAIEDKEY), BEE—EJIA (BFR) RITHREC.

Refer to the Guidelines for details £F (iEf) TREMEIARE)
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Scope Adjustment 3 [F 15 E

Region Scope tBlakiEEl
1. Engage in research, production, import, processing and use of new chemical substances within the
territory of the People’s Republic of China (except HK, Macao, Taiwan).
P AREERANSFTCEYIRAR. £r-. #OMINIERE. (BRSERIM)
2. Except for imported new chemical substances that are stored in the special customs supervision area
and have not undergone any processing (such as sub-packaging, selection, etc.) (Including 6 types of
special areas within the bonded zone and export processing zone)
HOSESXITHFRERATHERZIHIINT (k. HhikF) BIEIBHORFT YR
BRob.  (BFRMXFAHONNTIXZ RRIOFHTIAXE)

Registration certificate holder (for foreign export type)

BiCIEHFBA (RWFIRIMEOSEE) Foreign exporter can use an agent in China to do
registration and be the registration certificate

Only Representative (Chinese Agency) holder N
E—RE (FERE) C'lf_”g‘?s to ZCUHFBA (RN OEEIEAZED)
MEP Order No.7 MEE Order No.12
724 125$
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Registration Types H 3

o
H.
<

of
I
IS

N
¥

15 2&

Series Joint
registration registration
RIEIC BREEIC

Regular Regular Registration
Notification - ez

EAERTR

Simplified Registration

BIZEIC

Simplified
Notification o
R R

Record Filing

MEP Order No.7 785
&&¢1 ¢l ON 49pJO FIN

Scientific

Research . Less than 1t/y /NF10/5E
Record Filing 2. Polymers with new monomer or reactant concentration

Rl less than 2% E2&4rhar B iRal sz R/ NF2%
3. PLC (Polymer with Low Concern) {E&FE25%)
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Registration Type and Material Requirements of MEE Order No.12
128 S BICKA B ER

Registration Type =g

Substance Scope

Registration material requirements

* 'J K~1 + s
=& YIREE BEHHER
Regular Registration New chemical substances with an annual | Regular registration application form, application form attachments (including legal person
BIEC output or imported quantity of above 10 [certificate or business license, agency contract or agreement, authorization letter, test report or

tons per year FrtFYIREEF=TE
HOE10mLL

information, environmental risk assessment report, social-economic benefit analysis report

(belonging to high-hazard new chemical substances), etc.)

EIEICHIEER., BERME (815 ZALEENE, RIEBEEEMY. BRE

%jﬂ_ﬂai’gﬁiﬂ%ﬁﬂ MENETHEIRES. LN matiks (BTeeEHME
bl ‘) —.r)

Simplified Registration
EZEIC

New chemical substances with an annual
output or an imported quantity between

1 to 10 ton per year FT{XFEHIRELEF"
sEEH O 1L EARZ 100

Simplified registration application form, attachments to the application form (including legal
person certificate or business license, agency contract or agreement, power of attorney, test
report or information, determination conclusion and basis for persistence, bioaccumulation
and toxicity of the applied substance, etc.)

BHEICHIBER. BHIERMNME (BEEZANERSEWINE, KEEREEMY. BN
B, WEREHERR. RBEURNEFAE. EMERENSHNHIES SRR

=)

Record Filing

&

At

New chemical substances with an annual
output or an imported quantity of less

than 1 ton per year Fr{t Y RELET
EEEHO EAE1ME

Filing form, attachments to filing form (including legal person certificate or business license,
agency contract or agreement, authorization letter, etc.)

BEXR. XN (8EZALEBHEAR, KBRS, BB, F)

Polymers with new monomer or reactant
concentration less than 2% or PLC (no
tonnage limit) S EYIREATE R
NAESERNEL2 %HNREWHEE TR
KiEREW (FToMEzPRE)

In addition to the above filing materials, also submit: List of monomers/reactants, molecular
weight distribution diagram, polymerization reaction mechanism process, explanation materials
for discriminating that the applied substance does not belong to the exclusion of polymer filing,
etc.

PR EARERERSL, BRIRR

BIN/REAFIR. DFESHE. RERMTIEIRE.
BV R TR S =HR BRI AR

PSCI

VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020
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Registration Workflow & i)/t (BY/8)3K )

Reistration Type Regular Registration Simplified Registration Record Filing
Eioxn WAMBIT (WD=Working &5 &2 e
Day; M=Month) SCC= MEE's Solid

SCC Review 5WD 5WD Random Check Waste and Chemical
ﬂ;; —t N7 = S/I\Iﬂ; H 5/I\I1’F =] BJE*J-HEIE Management Center

dal = BB S 5
Technical Review by 60D 30D / %’*’EEE'ZT:P'IL: (&)
expert committee 60H 308 R BEETRL)
BRI
Correction (If required) 6M (one submission) 6M(one submission) Not Specified
ANE(ARA) 6 ™A (—RI%) 6 ™A (—RIM%) RiNE
MEE Approval 20+10WD 20+10WD /
MEE 25 # 20+10 ™ LEH 20+10 ™ LLEHB
Public Consultation at least 3WD at least 3WD /
NG E031 IR E/31IER
Public Notice 20WD 20WD Make Public Notice Periodically
NI 20 L1EH 20 IT{EH EHEALNTF
Timeline 4-12M 3-10M Can start the activity after
S A EA 4-121T AR 3-10 A submission (record filing)

IR EIR[ TR IE T
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Data Requirement-MEE Order No.12
HIREKXR-1255

Registration Data

FRBEE
[

Minimum required
data

RIRERETE
]

Other data (Only for
regular registration)

Hith#dE (NERFENEIC)

Physico-chemical Toxicology and Ecotoxicology

Properties Properties

B RERSES. £T5ESF

Basic Data Special request data (Only for P and B substance)

BEAREIE RAEREE ((NERESHEAN. EMERMYIR)
J
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Data Requirement-Physical and Chemical Properties

BIEER-EIL

EE. Br/EER. BE. KPaEE. [EFE/KD iR Wiz Bilasid
RURSEMEAIRERE RIS, FEEE. SRR

Spectrum, Melting/Freezing Point, Density, Solubility in Water, n-Octanol/ Water

BAEIC

Regular
Registration

partition coefficient (log Kow) , Particle Size, Stability in Organic Solvents and

Degradation Product Characteristics, Dissociation Constant, Henry’s Constant

VTl — FoA N
B 210
EhE. 1Am/EER. BE. KPAEE. EXE//KoEES
Simplified Spectrum, Melting point/freezing point, density, solubility in water, log Kow

Registration

Solid Substance

S, Ea/RBlR. R BE, FSE KPERE. R/ /KD
& pHIE. REKD. BIEHIPRRESEAIEE IS, BSE

Ao T 2%
BAEI0 | o ke

Regu|ar Spectrum, Melting/Freezing Point, Boiling Point, Density, Vapor Pressure,
. . Solubility in Water, log Kow, pH, Surface Tension, Stability in Organic Solvents
;ﬁ,{zﬁ%ﬁ Reglstratlon and Degradation Product Characteristics, Dissociation Constant, Henry’s
Constant
g B SR/BES BA BE BUE KPARE. EE/KORRY,
pH{E

LIQUId Substance SlmpllfIEd Spectrum, Melting/Freezing Point, Boiling Point, Density, Vapor Pressure, Solubility in
REg|Strat|0n Water, log Kow, pH

PSClI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 @PSClnitiative
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Data Requirement-Toxicity properties

sl == :': N
HIEER-EREERN
Toxicity (Regular Registration) {#FESEE (F#MEiC)
(Refer to Table 2 Minimum Required Data for Toxicology

AP R BESEFRIEEREE)

HARHH EARE || SRR
Basic data requirement data
v v
v v
v v
v v
v v
/3) /1)
Eliﬁf ﬁm Reproductive +/5) o
/developmental Tox
M Toxicokinetics?) 7
.\/
v v

PSCI @PSClInitiative 12



Data Requirement-Ecotoxicity properties
BIEER-ESHIEEH

Ecotoxicity (Simplified

Registration)
Srbe . -
DeiEy (H%E

HEBRFAM (P) BEMERE (B)
If being P or B

Inhibitory toxicity on alga growth
BRI _ _
Reproduction testing
on large daphnia

REUEETE

Acute toxicity on daphnia

HAKIE S
Basic TR
Acute toxicity on fish or short-term SpeC|aI Data

toxicity testing on fish embryo-yolk sac at absorption stage6) Reauirement
B ERIRD PR B TERS

: Chronic fish toxicity
Degradation P54 IS
Bioaccumulation AE4 SR “FEf# "k Degradation: 1 SEHEAC RIS AE VPR MR IG B, 12 N R S BB S A LR

WP e . POl AP B G 45 RO AN R PUEAEDIREARK, It DI gtk b st o
WU AE VR A0 . A AR RS KR OSSR, DL R B R RE AR, 7
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Data Requirement-Ecotoxicity properties

BIER-ESSEEMT

Ecotoxicity
(Regular Registration)
Eluﬂﬂ$
(FE#MEic)

EEARFAMN (P) B FUE (B)

BRRERME ST If being P or B
BRSMUEM
f,s% Mo K PRRS - SR B o o
W ERSSHE S I Seed germination and root elongation testing or
terrestrial plant growth testing
Aespiratory inhibitory toxicity in activated M ERFSRERIRSMEEEMH KNG
sludge /& 1475 e I #D 31 55 4 . .
AR . . Acute tezxrltcrialgf;tmg on .%yﬂigikiﬁﬁ
kBasic Data Adsorption/desorption I Bff /% 1 B 4 4 3] 3252 48] BT Special Requ"edj
Bee e
Acute toxicity testing on earthworm 8 #5| 24 &4  Chronictoxicity on benthos

Reproduction testing on large
daphnia X B R R 255

EHRRAMY

Chronic fish toxicity & X8 St

PSClI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 @PSClnitiative 14



Highly Hazardous Chemicals & &L ¥5E

Persistence
FAME P

Bioaccumulation

=14 B

Toxicity

ST

=AM VP
—{

== vB

IR

=eE

L
©
-
S
)
<
O
(2]
S
o
ge,
| .
©
N
©
<
>
<
2
I

Hith

WSS IR vT
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PBT and vPvB chemical substance screening standards
PBT. VPVBUEHRIFIEINE

P |- If the chemical substance can be rapidly biodegraded, it can be screened and judged as not P and vP;

. If the degradation rate of 302B 7d is 270% or the degradation rate of 302C 14d is 270%, , it can be screened and judged as not p;
. If the chemical substance can be hydrolyzed or photolyzed, it can be screened and judged as non-P;

o | BUEYIREERIEENIIERR, BIiREEHIEIFPFOVP;

« | FOECD 302B 7dp&fiEZR>70%a0ECD 302C 14df&i#Z=>70%, AFH%HIEIEp;

o | EBWEYREEKIEEO AR, BITEIEFIEIEP;

B . If the chemical substance’s log Kow<4.5, , it can be screened and judged as not B and vB;
. If the chemical substance’s log Kow>4.5, , it can be screened and judged as potential B;

. BCF>2000, it can be judged as B; BCF= Bio-Concentration Factor

. BCF>5000, it can be judged as vB;

- | BWFWIElog Kow<4.5, BIfEEHIEIEBFIIEVB;

- | BUEHIRKlIog Kow>4.5, Bl fEEHIEBED;

. | EYMEERTF >2000, TTHEREB;

- | EYEERF >5000, FJHIERVB;

T | Acute aquatic toxicity EC50 or LC50 <0.1mg/ L, it can be screened and judged aspotential T; (SR)
. Acute aquatic toxicity EC50 or LC50 <0.01mg/ L, it can be screened and judged as T; (SR)

. Chronicaquatic toxicity NOEC or EC10<0.01mg/ L, can be judgedas T; (RR)

. Carcinogenic 1A or 1B, can be determined as T; (RR)

. Mutagenic 1A or 1B, can be judgedto be T; (RR)

. Reproductive toxic substances with 1A 1B or category 2, can be judgedto be T; (RR)

. Specifictarget organ toxicity (repeated exposure) category 1 or 2, can be judged as T. (RR)
« | SMKESMECS08LC50<0.1mg/L, BITFEFIERET, (BZEIC)

o | AMKESMEC505LC50 < 0.01mg/L, AITREHIERT; (F82H0)

o | 1BMKESMENOECEKEC10<0.01mg/L, STHIERT; (EMEHE)

- | BUEYD1A1BR, THIERT, (FMEIC)

© | BERTASIBE, FJHIERT, (BMEIC)

o | EESHIA. 1BE2R, ATHIERT, (BFMEC)

- | BFRMERESY (REEM) XA15E5502, THERT, (EREIC)

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020
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Data Exemption 1B &

1. Delete the exemption clauses for Auto-ignition temperature, Flash point, Oxidation, Flammability, and
Explosive endpoints; fIFREMARE. NMR. SO, AN, IBEMEEERRE;
2. FE: Newly added:

Endpoint Exemption Condition
HIETR AR
Dissociation constant RS &1 Unstable in water (hydrolysis half-life less than 12h) or easily
oxidized in water fEIKFRATRE (ZKEEFZ=HAI/NTF12h) 3EK
hZWE
Sediment-water chironomid toxicity With low adsorption (eg: logKoc<3)
test JIRIAEYNEMS Y I BAEARMEE (20 logKoc<3)

3. The chronic toxicity test can be exempted if it is only used for intermediate purposes (newly added) ; [E{4ES4E201E
FARFMHENN—IL, BIE{NAIERIEREERI R A EaRIZIuNE,

4. Deleted “Fish 14-day extended toxicity test”; flfR“& E14RIEKFH TN ERK ;

5. Forthe toxicity of terrestrial organisms, it is clear that the long-term toxicity test of earthworms is the "Enchytraeid
reproduction test OECD 220 "or " Earthworm reproduction test OECD 222", and delete "Soil microbial influence test"; XJFfif
SEYISM, R HKEIS RIS oSt ZEil e s ts | Z2EiH5e, MR T IERSE RIS,

6. Deleted the exemption condition of "Earthworm acute toxicity test", which is water solubility>1mg/L or log Koc<3.5.

MBS IBKPIABRE AT 1 mg/LaklogKoc/\VF3. 5886115 St SN I AISER.

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 ¥ @PSClInitiative
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Qualification Requirements of Testing Laboratory

Mzl A4 25 o1 225K

China Domestic Laboratory 1ZPRMERA44

_______________________________________________________________________________________________________________________________________________________

1.Qualification accreditation of inspection and testing should be obtained according to law for Physical and chemical testing institutions. i
2. Health toxicology testing institutions should also comply with good laboratory practice standards (notified by one of several different Chinese i
Authorities) |
3. Ecotoxicology testing institutions should also comply with good laboratory practice standards and Relevant requirements from MEE. i
1. YEEZMBNHAL S N B ORISR IR N ZFRIAE ; i
2. BEESEFNZNWBEIEREmAmhEERERRAYSFIRKRMRRAZEEIEANE (GLP) ANIEE BN, K9P EERIMFIIZESIP !
DREEZEBRINEZ@BUHETENY - RURNTASHRAEIC HBEN BEFEERANLDATEEERZRSENRHFIN i
=G (GLP) AR - |
3. AXEENHNLTE REFLNEESEASE(GLP) A SHMEI EFZ mNNH VW EIRBREK

Non-Domestic Laboratory IEZEAMNILHA A

1. Physical and chemical testing institutions should comply with ISO17025 standard or good laboratory practice standards.
2. Health toxicology and ecotoxicology testing institutions should meet internationally accepted requirements for good laboratory Practice.
(GLP)

1. YEEEMERNNEA M N B/ 51501702540 N T 3 R iF SR = E IR S K -
2, BRBEZ, £5FEFNINMN ST ERETHRESRNESEEK

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 ¥ @PSClInitiative
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Environmental Risk Assessment Report

15 X B 1S i

New requirement under MEE Order No.12

For Regular Registration >10t/a only; {NEMEC > 1001/ FE

" Can be exempted if new chemical<100 t/a without eco-toxicity and toxicity classification according to the)

hazard assessment, and it is non P or B ; BEIHLEBRIBYETLESINEFIA N EERESSE,
BEXREEFAN. £MERME, FEITRiEE/VF100 By, oJE#5m,

J

assessment report, affix an official seal, and implement credit management. Critics notified, three-year
ban. RHHARRATERESIFNIMEXGITGIRSEIBENSE NENE, LEEAEE. WBRiTE, =8
. R IEERIR,

Both human health and ecological environment adopt (semi) quantitative assessment; Add special

instructions for exposure scenarios of consumer use and waste disposal; PBT/vPvB special substances

- focus on the identification of discharge and exposure characteristics and all possible exposure pathways.
AMEERAESINGIIRA (F) EETHE, EINEEEFERNENGCESZEZ RS,
PBT/VvPVBREFHFMRE R EHEAE BIFERAINTE N RERRER.

PSClI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 Y @PSClnitiative



Adjustment of Confidentiality Time Period
I3 Z2 IR HABR

MEP Order No.7 MEE Order No.12
HWREf 752 5 HNIRE 1252

————>

* The period of confidentiality of identification information such as the name of the substance shall not
exceed five years from the date of registration or record filling. The extension application shall not
exceed another five years ¥R BMRFRRER (RFRREEICHE TR HEABILE, &
HIRRIE RS A EE LT,

* Substances that have been listed in the confidential section of "Inventory of Existing Chemical
Substances in China" before the implementation of MEE Order No. 12, the confidential period of the

identification information is up to December 31, 2025. 12E5<HBTRIESIN (FEMREHWEYIE
Z5R) HLIEYIRBMRFRREEEPN, R EERAERFERRIKE2025512H31HLE,

PSClI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 ¥ @PSClnitiative
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rcumstances Requiring Re-registration

BEF7IIESICHIER

C

3

Regular Registration FE#l&EHc

Manufacture or Importation volume is over registered volume

LEF&%&D%&%M&EEEH%EEEE’\J

Change of use for new chemical substances

Fr IR E RIS IS

Type of activity shifted from importation to

Manufacture JE&IZERIRH 4 4~

Change in environmental risk control
A 2 o At

Other circumstances cause the increase of

environmental risk SEEMEX GG AHEMIER

The registration certificate is changed according to the simplified registration procedure, and there is no review by the expert
committee (except for the change of substance identification info)

SO EREAZEICIEFIE, TERZRSWHERT WRIRREREERIN

PSClI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 ¥ @PSClnitiative 21



Simplified Procedures for Entering the Inventory

A (&xR) =FEH

/ \ MEE Order No.12

e Typical Notification

ESIHRER 2SS

Hazardous-category) * Regular Registration
e Five years from the date of first
o« BN ERIR registration
~EBREHHEE * EAEIC
s . - BIREICZ HEwhF

MEP Order No.7

IMRER7TSS 77

For chemical substances that have been produced, sold, processed/used, or imported within the territory of the People's Republic of China
before October 15, 2003, relevant enterprises may apply for additional inclusion in the IECSC.

12)20.?% ’?T'; é E;S HREIEETREARENESRRE. HE. NLERSERHONKEIR, BXEWATHBEHIIN (FEIE
FHRAR) .

PSClI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 ¥ @PSClnitiative
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Activity Reporting Requirements ;& &1k & 25K

* Typical Notification

* Within 30 days from the
date of first production or
import and transfer to the
process user

© ERER

« BREFEEFOFEM
TEAERBZHiE=1

=]
V
V
e Before Feb 1st ever year v

*  Simplified notification

* Typical notification
(Hazardous category)

- BEF281HH

- ERHIR

- EHER (BkX)

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020

First activity report
BREHR S
Every activity report
BIXEHR S
Annual activity report
FREIHRS
Five-year report on actual
activities HFSCRREBNIE
=

Regular Registration
Simplified Registration
Within 60 days from the
date of first production
or import and transfer to
the processing user
BERIEIC
BHEIC
BEREFEEFHOF ML
EREERZRE N THRA

Before April 30th every
year

Regular Registration
(whetherit is required to
submit is up to the
information on registration
certificate)
GFAH30HA

BAEIC (BiCuELME

REFRER)

@PSClInitiative

23



New Use Management 1R EE

> Application materials and registration procedures for new use registration

> HISHAREICHBM N EICIER

Application form

Exposure Assessment Report

Follow Regular

Registration
Risk Control Measures Procedures

Social Economic Benefit Analysis Report
(highly hazardous chemical substances

PSClI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020 ¥ @PSClnitiative
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Regisgration Certificate Contents

Z10UERE

MEE Order No.12

£SMIRE 12850

o

* Registration Type ECUFZEEY

« Register and Agent info BRI AFCIE ARZFR

* |[dentification info like CN/EN names or category name
A FHRP R BFREER B FIMREE

* Application purpose ERIEFHIR

* Registration volume BRI EICE

o Activity Type ;E&DZEHEY

Simplified or Regular
> Registration Certificate

BZECEIEICIE

e Environmental risk control measures IMNEX| EIEFHIFEHE )

e Limiting new chemical emissions or emission B

concentrations REFT I RHEME S EHRE
e Requirements for implementing new-use
environmental management when listed in IECSC
FIN (BR) B AGRINEEIEAE K

e Annual Report requirement TEEREEK

e Other environmental management requirements

HP M EIEER

Highly hazardous/PB/PT/BT substances
Regular registration certificate
Additional specification of one or more of

> these

=fes/PB/PT/BTZIER HEAIEICIE 31
HMEr AR P —IRE 2 I

PSClI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020
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(38m@) : EHATEEYIFRMMREIRHI BRI EEMRIBHNIA ()
Guidance: IECSC Supplementation after Jan. 1, 2020

(J\) EEMERIIA (BF)
1. KRR EZMBRIREEFI R ERZYRIEHIIA (B FR)

IKIE (7995) BEEATE 2003 % 10 B 15 AMEAHE ARAMEHNES « HE  MTEMAAEHOOLENE - 18 2ePpFEes 30 MTEMAe TS
BN (BR)

5 ARDEN W IR A5 S ERAARIEEN #, AXEBRHNEECEIRNEHEE  HHORAS 7 WS  (CTFS - SBHINROX
P, ATFHUIRILR EARETESZ (b2 MR 2003 4 10 B 15 BRIEAREARS MEERERS < 8 - NTEEE DKM -

KREZNABBEMRATEERN - AFBH4 - FEEAERMEEYR - EESHIREBUFMIGHIT AR

VIIl. Chemical Substances Listed in the Inventory

1. Chemical substances, before the implementation of the new environmental control system for chemical substances, supplemented and listed in the
Inventory

According to Article 3 of the Measures, for chemical substances that have been produced, sold, processed, used or imported within the territory of the
People’s Republic of China before October 15, 2003, enterprises engaged in the production, import, processing and use of the relevant chemical substances
may apply to be added to the Inventory.

The Applicant shall submit the supplementary application form and relevant supporting materials through the online registration system. Relevant
supporting materials include sales invoice of chemical substances, import and export declaration forms, industry statistical materials, chemical yearbook,
documents issued by administrative departments, public publications and other materials that can prove that the chemical substances have been
produced, sold, processed and used or imported within the territory of the People’s Republic of China before October 15, 2003.
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(FEREUFIRER) 1BHMER -201985
|IECSC Supplementation Status since 2019

18%NEE: 2003F10A15HRIBAEFREARENESRNGZEFSEHOBERIIAN (B8F) BIEYR e Bigk: tEE,
FYIRERFMAER, AR ERR:. ZEAR. HHORRKE, 1T FEitset. (WIFE, BESPIENAN . AT HRIF
FREENLEHER: 20198F9H30H

China’s Ministry of Ecology and Environment (MEE) has reopened the supplementation of IECSC (Inventory of Existing Chemical
Substances in China).

EH

Scope: Only substances manufactured in or imported into China before Oct. 15, 2003 would be eligible.
Documents required: Application form, Enterprise information, Chemical substance information and use/application

Supporting Documents: Distribution invoices, import and export declaration forms, industry statistics, chemical industrial yearbooks,
government documents, publications and other legal documents.

Deadline: Sept. 30, 2019

@ RR R NE T #lEE2019F10A15H, MEER UL EI317R AT (Bx) BHIBR15627TYEBHIIA (BFR) . MEERR SHRATR
HARESERWIEEMRHAAZR, BRIMEER F2020F586H &K /£ —#156MEEMFAA LR, BEEHLEINE2020F9A3BH
PRI ZIEHNBEHAATEEK,

Based on MEE’s update as of Oct. 15, 2019, there were 1562 chemical substances nominated from 317 enterprises(trade associations).

MEE SCC will release approved chemical substances in different batches. So far MEE only announced 1 batch on May 6, 2020 with a
total of 156 chemical substances approved and included into IECSC, including some Pharmaceutical APIs and intermediates.

Based on MEE SCC at the training workshop held on Sept. 3, 2020, many nominations do not meet the requirements/criteria(incorrect
nomenclature, missing CAS number, etc.).
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MEE Order No. 12 (Fit=E=WYRHAIBEEFICTIE)

Punishment 13554031

« Order correction
+ A fine between 10000 to 30000 RMB
« Joint punishment for dishonesty

« New applications will not be accepted within three years
. EOME

«  A—BLA E=ATLA RIS

- KEREER

© =FRABZENHE

Sept. 2019 “Regulations on

Environmental Risk Assessment and

Control of Chemical Substances (WTO

Notification version)”

The fines would be between
0.5 million to 2 million RMB;
if a crime is constituted, and
criminal responsibility shall
be investigated.

201999 (HEYIFEIMEXIEG
THESERESRA) (WTORIRR)

~ R=20057Ti0EK MRIESEAY,
BRMEHE.

\
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Attention!! Y RMEN T LR SEERS (WTOERE ) 5%
Environmental Risk Assessment and Control Regulation for Chemical Substances (WTO
Notification Version) —Article 2

This is a higher level of regulation than MEE Order No. 12.
FE2 =BG VEAL 945 P 2R

R The WTO Notification (tHFRHLFEHRTE ) madein Sept.

2019.
Changes made from its initial version issued for public
consultation (fE3R & W #5) in Jan. 2019, incorporating some
F—% [2208)] HFEREBLENFRFAAR, R industrial feedbacks
EATE, REAXRRE, RALSFERERZE, KIE (FEAR
R EFFRPED), FlELREH,
% [ERRB) HLEHRREREDTRIENALE T

F-E 2 0M

Article 2: The management of pharmaceuticals, pesticides,
veterinary medicines, cosmetics, food, food additives, feed, feed
additives, fertilizers, and radioactive materials, etc. shall be

5. LTHFERLEZNES, EATFLEH. governed by other relevant laws and regulations. However, the
E#h K. B A%E. AL, ASFEMA. A8, A8 environmental management of the above-mentioned substances
oAl A MR S E TS A AL, BE kAR that are to be used for other industrial purposes, as well as that of

activities related to chemical substances as raw materials and
| intermediates of the above products is also governed by this
FAEH, regulation.

A - b WA oo Y N L 210 ML L. e Ll vy e T A AN L. e L& o\ s

AT Flakey, DARAMEN B P & YRR o o B4k 89 1L 3 4 i iE A
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Attention!!! YRR X I L SEERA (WTO@EHRTE ) E_T/35%
Environmental Risk Assessment and Control Regulation for Chemical Substances (WTO
Notification) — Article 26

BNE FMUFMRMEERREMIFMERGER

BotaF [HhFHEY HLFHR, 2557 (FE
AR UFWR AT HUFEDF .

(PEAFACFMRLT) CFEELERFTUFINRAREER
LHEEFEARKMERNES, WITHERA. HEKFADHL
FHR, UERBHFUFHFIFEEER XA NN UFH .

EH4GEeSHELTERNATER A L0A (FEILANHF
MR AT, FHEEH.

Fotfk [—BAR]Y FHEEATHUFEYFIFHEEEED
#lE .

FUFEHRARZEER LY HE BT, FAELHEZ.

e O FAFI AR, MY A S 0 E
GFRAESHELTEN IHTR LKA P EEE., RPFEFICULSRH
ADBEEROF TR, FibEF, #ofop TEA,

FUFHRAZEEBCHACA LIS RAESHAREZEN
IFE. AEFUFAAFEREICU SR EFF XA ZHH
BFiLH#.

e w3 M B &7 S EFadmEaa it o0F |

PSCI Test title

Article 26 [General Provisions] The state shall implement the
environmental management and registration system for new chemical
substances.

The environmental management registration of new chemical substances

is divided into simplified registration, regular registration and record filing.

An entity producing or importing new chemical substances shall register
or file with the ecology and environment administrative department
(MEE) of the state council before producing or importing them. The
production, import, processing and use of new chemical substances
without registration certificate or record filing shall be prohibited.

The specific provisions on the environmental management registration of
new chemical substances shall be formulated by the ecology and
environment department (MEE) of the State Council. The registration fee
shall be paid in accordance with the relevant national provisions when
handling the environmental management registration of new chemical
substances.

W @PSClnitiative
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Attention!!

LY EMEX TS SEZERS (WTOEKRTE ) E=T715%

(Environmental Risk Assessment and Control Regulation for Chemical Substances
(WTO Notification version) — Article 39

FEZTAE BUAERE

MiEARLE,

F=t+hd [Rakaiie (D] &7 RIEASE#0
CEGENECFEUTEET A, DLaREN TR LaF
NEBRFEAFEZEHEARAUNE, LE25ETY, 28
ETEAEER, ALUAS, 2EAUIY, s EmELE BF
FEy, REEHEVNARBEF#AETSF L. <@, FEER
NFREEBLER,

(—) SRFT748E, REBFLENR
i, ¥ALEF, RIRAIFHERFLFHRS;

(Z) SEE_TAFHE, REERIEFHEIREFE
iZ, BA&F. I EASFHFLFH R,

(Z) BEE-+4FEZTZ44Z, REFLHELEHR
HT#EEEH,

EHFAEFHZ 0, RETFRUL—FFRUTATE;
ERFEERN, A—BFRULZTFRUTHIA.

Botd& [HEadaise (D)) SE2TrS52T08, 2F

1

FHEEEE]

it

PSCI VIRTUAL SUPPLIER CONFERENCE SEP-OCT 2020

Article 39 Legal Liability (and Fines)

Article 39 If units that produce, process, use, and import new chemical substances
commit the following illegal acts, the department of ecology and environment at or
above the district level will order the units to make corrections within a time limit,
and make public announcement of their violation, record their misconduct and
impose fines; if it is not corrected within the time specified, it shall be ordered to
suspend production for rectification; if the circumstances are serious, it shall be
reported to the people's government for approval to stop their production and shut
down the unit, and carry out joint punishment for their misconduct according to
laws and regulations.

1. Violating the provisions of Article 26, failing to obtain a new chemical
substance environmental management registration certificate, illegally
producing, processing, or importing new chemical substances;

2. Violating Article 29, failing to re-register new chemical substances as required,
illegally producing, processing or importing new chemical substances

3. Inviolation of Articles 20 and 33, chemical substances were used for new
purposes without registration.

Any unit committing one of the acts mentioned above shall be fined from 500,000
yuan to 1 million yuan (CNY); if it has caused serious consequences, a fine from 1

million yuan to 2 million yuan shall be imposed. W @PSCinitiative 31



(715) HEEER. BIcRAENVRIEX - BicENIRFEESHEAT S2HEL] -

(f5/) X (73%) ;ﬁikaL T FAME - BREE FSERRAAI - B 13 l FIoRE - BickER -
BFICRIBEMNELK - BEYEANENMAERHEEREIC - EMEIC « FiCIERE - HESHEEHEM
EBICERREES HEW@ °

RIBAESE 500 BIRATIRIBA HEEBEERNS -
AR EAREE . EMRHEAVETASE  BEEPEESES -

The Measures have been comprehensively revised in terms of key points of management and control,
registration type and data/material requirements, and follow-up management after registration.

The Guidelines detail the relevant provisions of the Measures and clarify the implementing rules, including the
scope of registration, type of registration, registration procedures, requirements for registration application
materials, special provisions for polymers and registration of environmental management for new uses, re-
registration, change of registration certificate, withdrawal and revocation, and follow-up management after
registration.

Choice of agent: The overseas applicant and the agent shall bear joint responsibilities and obligations.
Responsibility of enterprises: more highlight on the responsibility of enterprises and the government will
strengthen in-event and afterwards supervision.
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#1Y (Recommendations)

1. anREWHE2003 F 10 A 15 BRIEAEFERRE - 15E - MLEAZZHEAONEEDRERIBIIA (BFR) . BREREXRPIFIZI
A (&%)

= Nominate any chemical substances manufactured or imported (not in IESCS yet) prior to Oct. 15, 2003 to MEE SCC with
supporting documents so they can be supplemented to IECSC

2. FFERBERENSAIR (f8m) & (BR) IEH, KT REZRMNUCEYIRIVEEER

= Track regulatory changes, updated guidance and the inventory (IECSC) update, and understand regulatory requirements for
chemical substances management

4. T I REMCEYIRERERE, MEERIMER (R0~ GR) #HTERAFE
= Establish an internal chemical inventory/database and review their requlatory compliance status

5. E?M%G%‘—:{'fgﬁ)ﬂuﬂ’ﬂéﬂ, IV SEFRBERAN ST TR S ERT L, FIRESINFUEIR R, SAGIE, BHiTE
B2 (R0 EER)

= Focus on the compliance with the applicable chemical substance regulations and develop a compliance management plan
based on the current status and future business plan; Confirm compliance before manufacturing or import activities (and
processing and use), especially for any new chemical substances introduced

6. TR ERRE X SEEENRBRICR/RE. EREBEIERATT. BRRE. E4R30SZRIMFRZE.

= Fulfill required obligations after obtaining the registration certificate including activities record/report, information
communicating to the downstream users, record retention, and annual report by April 30 if applicable.
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Thank you for your attention!

515
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CONTACT

[} > “ in

pscinitiative.org info@pscinitiative.org Annabel Buchan: PSCI
+55(11) 94486 6315

For more information about the PSCI please contact:

PSCl Secretariat
Carnstone Partners Ltd

Durham House About the Secretariat

Durham House Street Carnstone Partners Ltd is an independent management consultancy,
London specialising in corporate responsibility and sustainability, with a long
WC2N 6HG track record in running industry groups.

info@pscinitiative.org

carnstone

+55(11) 944866315

L

@PSClnitiative

WeChat

i 25 (3 R §E4H 4R pscl
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