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RYNew rules of classifying and labelling (CLP)  

and changes in safety data sheets of substances  

and mixtures

!NDRZEJ฀+2:%i,!+�฀-ARCELA฀0!,#:%73+!
45,)®3+!�฀-ARZENA฀7).)!23+!฀s฀2%!#(฀AND฀
#,0฀#ENTRE฀AT฀THE฀)NDUSTRIAL฀#HEMISTRY฀2ESEARCH฀)NSTITUTE฀�)#2)	�฀2%!#(฀#ONSULTANCY฀0OINT฀
OF฀AT฀THE฀-INISTRY฀OF฀%CONOMY฀AND฀THE฀0OLISH฀#HAMBER฀OF฀#HEMICAL฀)NDUSTRY�฀7ARSAW

0LEASE฀CITED฀AS�฀#(%-)+฀�����฀ ฀��฀���
���

)NTRODUCTION
2EGULATION฀OF฀THE฀%UROPEAN฀0ARLIAMENT฀AND฀OF฀THE฀#OUNCIL฀�%#	฀.O�฀

���������฀OF฀��฀$ECEMBER฀����฀ON฀CLASSIFICATION�฀LABELLING฀AND฀PACKAG

ING฀ OF฀ SUBSTANCES฀ AND฀ MIXTURES�฀ AMENDING฀ AND฀ REPEALING฀ $IRECTIVES฀
�������%%#฀�$3$฀
฀$ANGEROUS฀3UBSTANCES฀$IRECTIVE	฀AND฀��������%#฀
�$0$฀
฀$ANGEROUS฀0REPARATIONS฀$IRECTIVE	฀AND฀AMENDING฀2EGULATION฀
�%#	฀.O�฀���������฀WAS฀PUBLISHED฀IN฀THE฀/FFICIAL฀*OURNAL฀OF฀THE฀%URO

PEAN฀5NION฀,���฀ON฀����������฀AND฀ENTERED฀INTO฀FORCE฀ON฀THE฀��TH฀
DAY฀FOLLOWING฀ITS฀PUBLICATION�฀I�E�฀ON฀��฀*ANUARY฀�����฀4HE฀OBLIGATION฀TO฀
COMPLY฀WITH฀THE฀PROVISIONS฀OF฀THE฀2EGULATION฀IS฀SPREAD฀OVER฀A฀PERIOD฀
OF฀TIME�฀WHICH฀SHOULD฀ENABLE฀ALL฀INTERESTED฀PARTIES฀TO฀MAKE฀APPROPRIATE฀
PREPARATIONS฀IN฀DUE฀TIME�฀

4HE฀2EGULATION฀HAS฀����฀PAGES฀AND�฀IN฀ADDITION฀TO฀THE฀MAIN฀BODY฀
OF฀TEXT�฀IT฀INCLUDES฀THE฀FOLLOWING฀ANNEXES�
!..%8฀)฀฀ #LASSIFICATION฀AND฀LABELLING฀REQUIREMENTS฀FOR฀HAZ฀
฀ ARDOUS฀SUBSTANCES฀AND฀MIXTURES
!..%8฀))฀฀ 3PECIAL฀RULES฀FOR฀LABELLING฀AND฀PACKAGING฀OF฀CERTAIN฀฀
฀ SUBSTANCES฀AND฀MIXTURES
!..%8฀)))฀ ,IST฀OF฀HAZARD฀STATEMENTS�฀SUPPLEMENTAL฀HAZARD฀฀
฀ INFORMATION฀AND฀SUPPLEMENTAL฀LABEL฀ELEMENTS
!..%8฀)6฀ ,IST฀OF฀PRECAUTIONARY฀STATEMENTS
!..%8฀6฀฀ (AZARD฀PICTOGRAMS
!..%8฀6)฀฀ (ARMONISED฀CLASSIFICATION฀AND฀LABELLING฀FOR฀CERTAIN฀฀
฀ HAZARDOUS฀SUBSTANCES
!..%8฀6))฀฀ 4RANSLATION฀TABLE฀FROM฀CLASSIFICATION฀UNDER฀$IRECTIVE฀฀
฀ �������%%#฀�$3$	฀TO฀CLASSIFICATION฀UNDER฀THIS฀2EGULATION

4HIS฀REGULATION฀IS฀ANOTHER฀LEGAL฀ACT฀ISSUED฀BY฀THE฀%UROPEAN฀5NION฀
WHICH�฀SHORTLY฀AFTER฀THE฀IMPLEMENTATION฀OF฀THE฀2%!#(฀REGULATION�฀IM

POSES฀NEW฀DUTIES฀ON฀THE฀MANUFACTURERS�฀IMPORTERS฀AND฀USERS฀OF฀CHEMI

CALS�฀)N฀COMPARISON฀TO฀THE฀2%!#(฀REGULATION�฀ITS฀SCOPE฀IS฀MUCH฀WIDER�฀
AS฀IT฀APPLIES฀TO฀ALL฀CHEMICALS�฀IRRESPECTIVE฀OF฀THE฀TONNAGE฀�A฀REMINDER�฀
2%!#(฀APPLIES฀TO฀SUBSTANCES฀MANUFACTURED฀OR฀IMPORTED฀FROM฀OUTSIDE฀
THE฀%5฀IN฀AN฀ANNUAL฀AMOUNT฀OF฀�฀TONNE฀OR฀MORE	�

4HE฀���������฀2EGULATION฀IS฀A฀SYSTEM฀IMPLEMENTATION฀CONSISTING฀
IN฀THE฀ INCLUSION฀OF฀SELECTED฀'(3�฀ ฀CRITERIA฀ IN฀THE฀#OMMUNITY฀ LAW�฀ IN฀
ACCORDANCE฀ WITH฀ THE฀ PROVISION฀ THAT฀p-EMBER฀ 3TATES฀ ARE฀ FREE฀ TO฀
DETERMINE฀WHICH฀OF฀THE฀MODULES฀WILL฀BE฀APPLIED฀WITHIN฀THE฀DIF

FERENT฀PARTS฀OF฀THEIR฀SYSTEMSq�

4HE฀'(3฀SYSTEM฀�'LOBALLY฀(ARMONISED฀3YSTEM฀OF฀#LASSIFICATION฀
AND฀ ,ABELLING฀ OF฀ #HEMICALS	฀ EMERGED฀ AS฀ AN฀ AFTERMATH฀ OF฀ THE฀ ����฀
p%ARTH฀3UMMITq฀#ONFERENCE฀IN฀2IO฀DE฀*ANEIRO฀AND฀IT฀HAS฀FORMED฀BASIS฀
FOR฀ A฀ NEW�฀UNIFIED฀HAZARD฀ CLASSIFICATION฀ AND฀ INFORMATION฀ON฀ CHEMICAL฀
PRODUCTS฀AT฀VARIOUS฀STAGES฀OF฀THEIR฀LIFE฀CYCLE�฀FROM฀RAW฀MATERIAL฀TO฀RE

CYCLING฀AND฀DISPOSAL�฀4HE฀MAIN฀ADDRESSEES฀OF฀ THE฀GLOBAL฀HARMONISED฀
SYSTEM฀UNDER฀DESIGN฀ARE฀CHEMICAL฀MANUFACTURERS�฀PEOPLE฀RESPONSIBLE฀
FOR฀OPERATION฀AND฀RESCUE฀PLANS�฀PEOPLE฀ENGAGED฀IN฀THE฀TRANSPORTATION฀OF฀
CHEMICALS�฀4HE฀7ORLD฀3UMMIT฀ON฀3USTAINABLE฀$EVELOPMENT฀IN฀*OHAN

NESBURG฀�3OUTH฀!FRICA	฀IN฀����฀CALLED฀ON฀ALL฀COUNTRIES฀OF฀THE฀WORLD฀TO฀
IMPLEMENT฀'(3฀AND฀TO฀MAKE฀IT฀FULLY฀OPERATIONAL฀BY฀�����฀0ROGRESS฀IN฀

THIS฀AREA฀IS฀CLOSELY฀FOLLOWED฀BY฀THE฀5NITED฀.ATIONS�฀WHICH฀SUPERVISE฀THE฀
PROCESS฀AND฀CO
ORDINATE฀ALL฀ACTIONS฀RELATED฀THERETO�

!IMS฀AND฀BENEFITS
!IMS
4HE฀2EGULATION฀AIMS฀TO฀ENSURE�

r฀ A฀HIGH฀LEVEL฀OF฀PROTECTION฀OF฀HUMAN฀HEALTH฀AND฀THE฀ENVIRONMENT
r฀ FREE฀MOVEMENT฀OF฀CHEMICAL฀SUBSTANCES�฀MIXTURES฀AND฀CERTAIN฀SPE


CIFIC฀ARTICLES�฀WHILE฀ENHANCING฀COMPETITIVENESS฀AND฀INNOVATION
r฀ EFFICIENT฀FUNCTIONING฀OF฀THE฀INTERNAL฀MARKET฀FOR฀SUBSTANCES฀AND฀MIXTURES
r฀ ACHIEVING฀SUSTAINABLE฀DEVELOPMENT฀IN฀THE฀PROCESS฀OF฀APPROXIMATION฀

OF฀LEGISLATION฀ON฀CLASSIFICATION�฀LABELLING฀AND฀PACKAGING฀OF฀SUBSTANCES฀
AND฀MIXTURES

r฀ HARMONISATION฀OF฀THE฀PROVISIONS฀AND฀CRITERIA฀FOR฀THE฀CLASSIFICATION�฀
LABELLING฀AND฀PACKAGING฀OF฀SUBSTANCES�฀MIXTURES฀AND฀CERTAIN฀SPECIFIC฀
ARTICLES฀WITHIN฀THE฀#OMMUNITY�

s฀ IMPOSE฀ ON฀ THE฀ MANUFACTURERS�฀ IMPORTERS฀ AND฀ DOWNSTREAM฀
USERS฀AN฀OBLIGATION฀TO฀CLASSIFY฀SUBSTANCES฀AND฀MIXTURES฀PLACED฀ON฀
THE฀MARKET

s
฀ IMPOSE฀ON฀THE฀MANUFACTURERS�฀PRODUCERS฀OF฀ARTICLES฀AND฀IM

PORTERS฀AN฀OBLIGATION฀TO฀CLASSIFY฀SUBSTANCES฀THAT฀ARE฀NOT฀PLACED฀ON฀
THE฀MARKET�฀BUT฀ARE฀SUBJECT฀ TO฀REGISTRATION฀OR฀NOTIFICATION฀UNDER฀
2EGULATION฀.O�฀���������

s฀ IMPOSE฀ON฀THE฀SUPPLIERS฀AN฀OBLIGATION฀TO฀LABEL฀AND฀PACKAGE฀SUB

STANCES฀AND฀MIXTURES฀PLACED฀ON฀THE฀MARKET

s฀ IMPOSE฀ON฀THE฀MANUFACTURERS฀AND฀IMPORTERS฀OF฀SUBSTANCES฀AN฀
OBLIGATION฀TO฀NOTIFY฀THE฀!GENCY฀OF฀SUCH฀CLASSIFICATIONS฀AND฀LABEL฀ELE

MENTS฀IF฀THESE฀HAVE฀NOT฀BEEN฀SUBMITTED฀TO฀THE฀!GENCY฀AS฀PART฀OF฀A฀
REGISTRATION฀UNDER฀2EGULATION฀�%#	฀.O�฀���������

s฀ ESTABLISH฀IN฀0ART฀�฀OF฀!NNEX฀6)฀OF฀THE฀2EGULATION฀A฀LIST฀OF฀SUB

STANCES฀ WITH฀ THEIR฀ HARMONISED฀ CLASSIFICATIONS฀ AND฀ LABELLING฀ ELE

MENTS฀AT฀#OMMUNITY฀LEVEL

s฀ ESTABLISH฀A฀CLASSIFICATION฀AND฀ LABELLING฀ INVENTORY฀OF฀SUBSTAN

CES�฀WHICH฀IS฀MADE฀UP฀OF฀ALL฀NOTIFICATIONS�฀SUBMISSIONS�฀HARMONISED฀
CLASSIFICATIONS฀AND฀LABELLING฀ELEMENTS

s฀ DETERMINE฀WHICH฀PROPERTIES฀OF฀ SUBSTANCES฀AND฀MIXTURES฀ SHOULD฀
LEAD฀TO฀A฀CLASSIFICATION฀AS฀HAZARDOUS�฀ IN฀ORDER฀FOR฀THE฀HAZARDS฀OF฀
SUBSTANCES฀AND฀MIXTURES฀ TO฀BE฀PROPERLY฀ IDENTIFIED฀AND฀COMMU

NICATED�฀3UCH฀PROPERTIES฀SHOULD฀INCLUDE฀PHYSICAL฀HAZARDS฀AS฀WELL฀
AS฀ HAZARDS฀ TO฀ HUMAN฀ HEALTH฀ AND฀ TO฀ THE฀ ENVIRONMENT฀ �INCLUDING฀
HAZARDS฀TO฀THE฀OZONE฀LAYER	�
"ENEFITS
4HE฀#,0฀2EGULATION฀SHOULD�

r฀ CONTRIBUTE฀ TO฀ THE฀ FULFILMENT฀ OF฀ THE฀ 3TRATEGIC฀ !PPROACH฀ TO฀ )NTER

NATIONAL฀#HEMICAL฀-ANAGEMENT฀�3!)#-	฀ADOPTED฀ON฀�฀&EBRUARY฀
����฀IN฀$UBAI

r฀ CONTRIBUTE฀TO฀FACILITATING฀WORLD
WIDE฀TRADE฀DUE฀TO฀GLOBAL฀HARMONI

SATION฀OF฀RULES฀FOR฀CLASSIFICATION฀AND฀LABELLING฀AND฀CONSISTENCY฀BE

TWEEN฀THESE฀RULES฀AND฀TRANSPORT฀RULES�
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RY 3COPE฀OF฀APPLICATION

4HE฀ 2EGULATION฀ SHOULD฀ REPLACE฀ #OUNCIL฀ $IRECTIVE฀ �������%%#฀
�$3$	฀OF฀��฀*UNE฀����฀ON฀THE฀APPROXIMATION฀OF฀THE฀LAWS�฀REGULATIONS฀
AND฀ ADMINISTRATIVE฀ PROVISIONS฀ RELATING฀ TO฀ THE฀ CLASSIFICATION�฀ PACKAG

ING฀AND฀ LABELLING฀OF฀DANGEROUS฀SUBSTANCES฀AND฀$IRECTIVE฀��������%#฀
�$0$	฀OF฀THE฀%UROPEAN฀0ARLIAMENT฀AND฀OF฀THE฀#OUNCIL฀OF฀��฀-AY฀����฀
CONCERNING฀ THE฀ APPROXIMATION฀OF฀ THE฀ LAWS�฀ REGULATIONS฀ AND฀ ADMINIS

TRATIVE฀PROVISIONS฀OF฀THE฀-EMBER฀3TATES฀RELATING฀TO฀THE฀CLASSIFICATION�฀
PACKAGING฀AND฀LABELLING฀OF฀DANGEROUS฀PREPARATIONS�฀4HE฀FINAL฀DATE฀FOR฀
REPEALING฀THE฀DIRECTIVES฀CURRENTLY฀IN฀FORCE฀AND฀REPLACING฀THEM฀WITH฀THE฀
#,0฀2EGULATION฀IS฀�฀*UNE฀�����

4HE฀REGULATIONS฀ON฀CLASSIFICATION฀OF฀MIXTURES฀SHOULD฀BE฀APPLIED฀ONLY฀
AFTER฀ RECLASSIFICATION฀ OF฀ ALL฀ SUBSTANCES�฀ WHICH฀ IS฀ TO฀ BE฀ COMPLETED฀ BY฀฀
�฀$ECEMBER฀�����

/PERATORS฀ SHOULD฀ BE฀ ALLOWED฀ TO฀ APPLY฀ THE฀ CLASSIFICATION฀ CRITERIA฀
CONTAINED฀ IN฀ THE฀#,0฀2EGULATION฀EARLIER฀ON฀A฀VOLUNTARY฀BASIS�฀BUT฀ IN฀
THAT฀CASE฀TO฀AVOID฀CONFUSION฀THE฀LABELLING฀AND฀PACKAGING฀SHOULD฀COM

PLY฀WITH฀ THIS฀2EGULATION฀ INSTEAD฀OF฀$IRECTIVES฀�������%%#฀ �$3$	฀OR฀
��������%#฀�$0$	�

3UBSTANCES฀ AND฀ MIXTURES฀ WHICH฀ ARE฀ ALREADY฀ IN฀ THE฀ SUPPLY฀ CHAIN฀
WHEN฀THE฀LABELLING฀PROVISIONS฀OF฀THIS฀2EGULATION฀BECOME฀APPLICABLE฀TO฀
THEM฀MAY฀CONTINUE฀TO฀BE฀PLACED฀ON฀THE฀MARKET฀WITHOUT฀RELABELING฀FOR฀
A฀PERIOD฀OF฀�฀YEARS฀�IN฀ORDER฀TO฀AVOID฀UNNECESSARY฀BURDEN฀ON฀ENTER

PRISES	�฀THAT฀IS฀UNTIL฀�฀$ECEMBER฀����฀IN฀THE฀CASE฀OF฀SUBSTANCES฀AND฀
UNTIL฀�฀*UNE฀����฀IN฀THE฀CASE฀OF฀MIXTURES�

3UBJECT฀TO฀DEVELOPMENTS฀AT฀5.฀LEVEL�฀THE฀CLASSIFICATION฀AND฀LABEL

LING฀OF฀0ERSISTENT�฀"IO฀ACCUMULATIVE฀AND฀4OXIC฀�0"4	฀AND฀VERY฀0ERSIS

TENT฀AND฀VERY฀"IO฀ACCUMULATIVE฀�V0V"	฀SUBSTANCES฀SHOULD฀BE฀INCLUDED฀
IN฀THIS฀2EGULATION฀AT฀A฀LATER฀STAGE�

4HIS฀2EGULATION฀SHOULD฀APPLY฀TO฀ALL฀SUBSTANCES฀AND฀MIXTURES฀SUP

PLIED฀ IN฀THE฀#OMMUNITY�฀EXCEPT฀WHERE฀OTHER฀#OMMUNITY฀ LEGISLATION฀
LAYS฀DOWN฀MORE฀SPECIFIC฀RULES฀ON฀CLASSIFICATION฀AND฀LABELLING�

%XEMPTIONS
4HE฀PROVISIONS฀OF฀THE฀2EGULATION฀SHALL฀NOT฀APPLY฀TO฀SUBSTANCES฀AND฀

MIXTURES฀IN฀THE฀CASE฀OF฀THEIR฀APPLICATION฀IN฀FINISHED฀PRODUCTS฀INTEND

ED฀FOR฀THE฀FINAL฀USER�฀SUCH฀AS�

COSMETIC฀PRODUCTS฀AS฀DEFINED฀IN฀$IRECTIVE฀�������%%#฀OF฀��฀*ULY฀
�����฀/*฀,฀����฀����������฀P�฀���
r฀ CERTAIN฀PRODUCTS฀USED฀ IN฀ ANIMAL฀NUTRITION฀ WITHIN฀ THE฀ SCOPE฀

OF฀ #OUNCIL฀ $IRECTIVE฀ �������%%#฀ OF฀ ��฀ *UNE฀ �����฀ /*฀ ,฀ ����฀
����������฀P�฀�

r฀ FLAVOURINGS฀ FOR฀ USE฀ IN฀ FOODSTUFFS฀ AND฀ SOURCE฀ MATERIALS฀ FOR฀ THEIR฀
PRODUCTION฀WITHIN฀THE฀SCOPE฀OF฀#OUNCIL฀$IRECTIVE฀�������%%#฀OF฀
��฀*UNE฀�����฀/*฀,฀����฀����������฀P�฀��

r฀ FOOD฀ADDITIVES฀AUTHORISED฀FOR฀USE฀IN฀FOODSTUFFS฀INTENDED฀FOR฀HU

MAN฀CONSUMPTION฀WITHIN฀THE฀SCOPE฀OF฀#OUNCIL฀$IRECTIVE฀�������
%%#฀OF฀��฀$ECEMBER฀�����฀/*฀,฀���฀����������฀P�฀��

r฀ ACTIVE฀IMPLANTABLE฀MEDICAL฀DEVICES฀WITHIN฀THE฀SCOPE฀OF฀#OUNCIL฀
$IRECTIVE฀�������%%#฀OF฀��฀*UNE฀�����฀/*฀,฀����฀����������฀P�฀��

r฀ MEDICAL฀DEVICES฀WITHIN฀THE฀SCOPE฀OF฀#OUNCIL฀$IRECTIVE฀������%%#฀
OF฀��฀*UNE฀�����฀/*฀,฀����฀����������฀P�฀�

r฀ IN฀VITRO฀DIAGNOSTIC฀MEDICAL฀DEVICES฀WITHIN฀THE฀SCOPE฀OF฀$IREC

TIVE฀������%#฀OF฀THE฀%UROPEAN฀0ARLIAMENT฀AND฀OF฀THE฀#OUNCIL฀OF฀��฀
/CTOBER฀�����฀/*฀,฀����฀����������฀P�฀�

r฀ FLAVOURING฀SUBSTANCES฀USED฀IN฀OR฀ON฀FOODSTUFFS฀WITHIN฀THE฀SCOPE฀
OF฀#OMMISSION฀$ECISION฀���������%#฀OF฀��฀&EBRUARY฀�����฀/*฀,฀
���฀����������฀P�฀�

r฀ VETERINARY฀ MEDICINAL฀ PRODUCTS฀ WITHIN฀ THE฀ SCOPE฀ OF฀ $IRECTIVE฀
��������%#฀OF฀THE฀%UROPEAN฀0ARLIAMENT฀AND฀OF฀THE฀#OUNCIL฀OF฀�฀
.OVEMBER฀�����฀/*฀,฀����฀�����������฀P�฀�

r฀ MEDICINAL฀PRODUCTS฀FOR฀HUMAN฀USE฀WITHIN฀THE฀SCOPE฀OF฀$IREC

TIVE฀��������%#฀OF฀THE฀%UROPEAN฀0ARLIAMENT฀AND฀OF฀THE฀#OUNCIL฀OF฀
�฀.OVEMBER฀�����฀/*฀,฀����฀�����������฀P�฀��

r฀ ADDITIVES฀FOR฀USE฀IN฀ANIMAL฀NUTRITION฀WITHIN฀THE฀SCOPE฀OF฀2EGU


LATION฀�%#	฀.O฀���������฀OF฀THE฀%UROPEAN฀0ARLIAMENT฀AND฀OF฀THE฀
#OUNCIL฀OF฀��฀3EPTEMBER฀�����฀/*฀,฀����฀�����������฀P�฀��

r฀ THE฀PROVISIONS฀OF฀THE฀2EGULATION฀ALSO฀DO฀NOT฀APPLY฀TO฀ISSUES฀THAT฀ARE฀
WITHIN฀THE฀SCOPE฀OF฀2EGULATION฀�%#	฀.O�฀��������฀OF฀THE฀%UROPEAN฀
0ARLIAMENT฀AND฀OF฀THE฀#OUNCIL฀OF฀��฀*ANUARY฀����฀LAYING฀DOWN฀THE฀
GENERAL฀PRINCIPLES฀AND฀REQUIREMENTS฀OF฀FOOD฀LAW�฀ESTABLISHING฀
THE฀%UROPEAN฀&OOD฀3AFETY฀!UTHORITY฀AND฀LAYING฀DOWN฀PROCEDURES฀
IN฀MATTERS฀OF฀FOOD฀SAFETY�฀/*฀,฀���฀���������฀P�฀�

r฀ WITH฀THE฀EXCEPTION฀OF฀INSTANCES฀WHERE฀!RT�฀��
฀APPLIES�฀THE฀2EGU

LATION฀DOES฀NOT฀APPLY฀TO฀THE฀TRANSPORT฀OF฀DANGEROUS฀GOODS฀BY฀
AIR�฀SEA�฀ROAD�฀RAIL฀OR฀INLAND฀WATERWAYS�

4HE฀PROVISIONS฀OF฀THE฀2EGULATION฀DO฀NOT฀APPLY฀TO�
r฀ RADIOACTIVE฀ SUBSTANCES฀ AND฀ MIXTURES฀ WITHIN฀ THE฀ SCOPE฀ OF฀

#OUNCIL฀$IRECTIVE฀������%URATOM฀OF฀��฀-AY฀����฀LAYING฀DOWN฀BA

SIC฀SAFETY฀STANDARDS฀FOR฀THE฀PROTECTION฀OF฀THE฀HEALTH฀OF฀WORKERS฀AND฀
THE฀GENERAL฀PUBLIC฀AGAINST฀THE฀DANGER฀ARISING฀FROM฀IONISING฀RADIATION�฀
/*฀,฀����฀����������฀P�฀�

r฀ SUBSTANCES฀AND฀MIXTURES฀WHICH฀ARE฀SUBJECT฀TO฀CUSTOMS฀SU

PERVISION�฀PROVIDED฀THAT฀THEY฀DO฀NOT฀UNDERGO฀ANY฀TREATMENT฀OR฀
PROCESSING�฀AND฀WHICH฀ARE฀IN฀TEMPORARY฀STORAGE�฀OR฀IN฀A฀FREE฀ZONE฀
OR฀FREE฀WAREHOUSE฀WITH฀A฀VIEW฀TO฀RE
EXPORTATION�฀OR฀IN฀TRANSIT฀

r฀ NON
ISOLATED฀INTERMEDIATES
r฀ SUBSTANCES฀AND฀MIXTURES฀FOR฀SCIENTIFIC฀RESEARCH฀AND฀DEVEL


OPMENT�฀WHICH฀ARE฀NOT฀PLACED฀ON฀THE฀MARKET�฀PROVIDED฀THEY฀ARE฀
USED฀UNDER฀CONTROLLED฀CONDITIONS฀IN฀ACCORDANCE฀WITH฀#OMMUNITY฀
WORKPLACE฀AND฀ENVIRONMENTAL฀LEGISLATION

r฀ WASTE�
7ASTE฀AS฀DEFINED฀IN฀$IRECTIVE฀��������%#฀OF฀THE฀%UROPEAN฀0ARLIA


MENT฀AND฀OF฀THE฀#OUNCIL฀OF฀�฀!PRIL฀����฀ON฀WASTE฀�/*฀,฀����฀����������฀
P�฀�	฀IS฀NOT฀A฀SUBSTANCE�฀MIXTURE฀OR฀ARTICLE฀WITHIN฀THE฀MEANING฀OF฀!RT�฀
�฀OF฀THIS฀2EGULATION�

-EMBER฀3TATES฀MAY฀APPLY฀FOR฀EXEMPTIONS฀FROM฀THIS฀2EGULATION฀IN฀
SPECIFIC฀CASES฀FOR฀CERTAIN฀SUBSTANCES฀OR฀MIXTURES�฀WHERE฀THAT฀IS฀NECES

SARY฀IN฀THE฀INTERESTS฀OF฀DEFENCE�

4IME฀SCHEDULE฀FOR฀ENFORCEMENT฀OF฀THE฀PROVISIONS฀OF฀THE฀2EGULATION
��฀ /N฀THE฀DATE฀OF฀THIS฀2EGULATION฀TAKING฀EFFECT�฀THE฀!NNEX฀)฀TO฀$IREC


TIVE฀�������%%#฀�$3$	฀BECOMES฀INEFFECTIVE฀�IN฀0OLAND�฀!NNEX฀TO฀
THE฀/RDINANCE฀OF฀ THE฀-INISTER฀OF฀(EALTH฀OF฀��฀3EPTEMBER฀����฀
ON฀THE฀ LIST฀OF฀HAZARDOUS฀SUBSTANCES฀AND฀ON฀THE฀CLASSIFICATION฀AND฀
LABELLING฀THEREOF฀�$Z�฀5�฀.O�฀����฀ITEM฀����฀OF฀��฀/CTOBER฀����		�฀
INSTEAD฀4ABLE฀���฀OF฀!NNEX฀6)฀TO฀THE฀#,0฀2EGULATION฀IS฀IN฀FORCE฀�UN

FORTUNATELY฀THE฀NAMES฀OF฀SUBSTANCES฀IN฀THE฀TABLE฀MENTIONED฀ARE฀IN฀
%NGLISH฀ONLY�฀THEREFORE฀THE฀ANNEX฀TO฀THE฀/RDINANCE฀OF฀THE฀-INISTER฀
OF฀(EALTH฀MENTIONED฀ABOVE฀MAY฀BE฀USEFUL฀WITH฀REGARD฀TO฀THE฀0OLISH฀
NOMENCLATURE฀OF฀SUBSTANCES	�฀

��฀ 5NTIL฀�฀$ECEMBER฀����฀SUBSTANCES฀SHOULD฀BE฀CLASSIFIED�฀LABELLED฀
AND฀PACKAGED฀ IN฀ ACCORDANCE฀WITH฀ THE฀ CURRENT฀ REGULATIONS฀ �USING฀
!NNEX฀6)฀TO฀THE฀#,0฀2EGULATION฀ INSTEAD฀OF฀!NNEX฀)฀TO฀$IRECTIVE฀
�������%%#฀�$3$	�฀IN฀0OLAND฀s฀IN฀ACCORDANCE฀WITH฀THE฀/RDINANCE฀
OF฀THE฀-INISTER฀OF฀(EALTH฀OF฀�฀3EPTEMBER฀����฀ON฀THE฀CRITERIA฀AND฀
MANNER฀OF฀CLASSIFYING฀CHEMICAL฀SUBSTANCES฀AND฀PREPARATIONS฀�$Z�฀5�฀
.O�฀����฀ITEM฀�����฀�����฀AS฀AMENDED	฀AND฀WITH฀THE฀/RDINANCE฀OF฀
THE฀-INISTER฀OF฀(EALTH฀OF฀�฀-ARCH฀����฀ON฀THE฀LABELLING฀OF฀PACKAG

ING฀ OF฀ HAZARDOUS฀ SUBSTANCES฀ AND฀ HAZARDOUS฀ PREPARATIONS฀ AND฀ OF฀
CERTAIN฀CHEMICAL฀PREPARATIONS฀�$Z�฀5�฀.O�฀���฀ITEM฀����฀����		�
(OWEVER�฀THE฀#,0฀2EGULATION฀ALLOWS฀FOR฀THE฀CLASSIFICATION�฀LABELLING฀

AND฀PACKAGING฀OF฀SUBSTANCES฀IN฀ACCORDANCE฀WITH฀ITS฀PROVISIONS฀BEFORE฀
�฀$ECEMBER฀�����฀)N฀SUCH฀CASE฀THE฀PROVISIONS฀ON฀LABELLING฀AND฀PACKA

GING฀OF฀$IRECTIVES฀�������%%#฀�$3$	฀AND฀��������%#฀�$0$	฀ARE฀NOT฀
APPLIED�฀)N฀VIEW฀OF฀THIS�฀
r฀ THE฀SAFETY฀DATA฀SHEET฀OF฀THE฀SUBSTANCE฀SHOULD฀INCLUDE฀BOTH฀CLAS


SIFICATIONS�฀ACCORDING฀TO฀THE฀OLD฀AND฀THE฀NEW฀REGULATIONS฀
r฀ THE฀PACKAGING฀OF฀THE฀SUBSTANCE฀SHOULD฀BE฀LABELLED฀IN฀ACCORDANCE฀

WITH฀THE฀#,0฀2EGULATION฀
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RYr฀ PACKAGING฀PROVISIONS฀OF฀THE฀#,0฀2EGULATION฀SHOULD฀BE฀COMPLIED฀WITH�฀

��฀ &ROM฀�฀$ECEMBER฀����฀UNTIL฀�฀*UNE฀�����฀SUBSTANCES฀ARE฀CLASSIFIED฀
ACCORDING฀TO฀BOTH฀THE฀#,0฀2EGULATION฀AND฀$IRECTIVE฀�������%%#฀
�$3$	฀�TWO฀CLASSIFICATIONS฀IN฀THE฀SAFETY฀DATA฀SHEET	�฀,ABELLING฀AND฀
PACKAGING฀IS฀DONE฀IN฀ACCORDANCE฀WITH฀THE฀#,0฀2EGULATION฀ONLY�฀

��฀ 5NTIL฀�฀*UNE฀����฀MIXTURES฀SHOULD฀BE฀CLASSIFIED�฀LABELLED฀AND฀PACK

AGED฀IN฀ACCORDANCE฀WITH฀THE฀CURRENT฀REGULATIONS฀�USING฀!NNEX฀6)฀
TO฀THE฀#,0฀2EGULATION	�฀(OWEVER�฀THE฀#,0฀2EGULATION฀ALLOWS฀FOR฀
THE฀CLASSIFICATION�฀LABELLING฀AND฀PACKAGING฀OF฀MIXTURES฀IN฀ACCORDANCE฀
WITH฀ITS฀PROVISIONS฀BEFORE฀�฀*UNE฀�����฀)N฀SUCH฀CASE฀THE฀PROVISIONS฀
ON฀ LABELLING฀ AND฀PACKAGING฀OF฀$IRECTIVES฀�������%%#฀ �$3$	฀AND฀
��������%#฀�$0$	฀ARE฀NOT฀APPLIED�฀)N฀VIEW฀OF฀THIS�

r฀ THE฀SAFETY฀DATA฀SHEET฀OF฀THE฀MIXTURE฀SHOULD฀INCLUDE฀BOTH฀CLAS

SIFICATIONS�฀ACCORDING฀TO฀THE฀OLD฀AND฀THE฀NEW฀REGULATIONS฀

r฀ THE฀PACKAGING฀OF฀THE฀MIXTURE฀SHOULD฀BE฀LABELLED฀IN฀ACCORDANCE฀
WITH฀THE฀#,0฀2EGULATION฀

r฀ PACKAGING฀PROVISIONS฀OF฀THE฀#,0฀2EGULATION฀SHOULD฀BE฀COMPLIED฀
WITH�฀

��฀ &ROM฀�฀*UNE฀����฀ONLY฀THE฀PROVISIONS฀OF฀THE฀#,0฀2EGULATION฀WILL฀
BE฀APPLIED฀WITH฀REGARD฀TO฀BOTH฀SUBSTANCES฀AND฀MIXTURES�
)MPORTANT฀IMMEDIATE฀ISSUES฀AND฀RECOMMENDATIONS
4HE฀ 2EGULATION฀ IMPOSES฀ ON฀ THE฀ MANUFACTURERS�฀ IMPORTERS฀ AND฀

DOWNSTREAM฀ USERS฀ THE฀ OBLIGATION฀ TO฀ CLASSIFY฀ SUBSTANCES฀ OR฀ MIXTURES฀฀
PRIOR฀TO฀PLACING฀THEM฀ON฀THE฀MARKET฀�SUBJECT฀TO฀TRANSITIONAL฀PROVISIONS	�

4HE฀OBLIGATION฀TO฀CLASSIFY฀IN฀SOME฀CASES฀ALSO฀RESTS฀ON฀MANUFACTURERS฀
AND฀ IMPORTERS฀ OF฀ ARTICLES฀ �SUBSTANCES฀ INTENDED฀ TO฀ BE฀ RELEASED�฀ SUB

STANCES฀OF฀VERY฀HIGH฀CONCERN	�

4HE฀OBLIGATION฀TO฀CLASSIFY฀APPLIES฀TO฀SUBSTANCES฀IRRESPECTIVE฀OF฀THEIR฀
TONNAGE฀AND฀WHETHER฀THESE฀ARE฀PHASE
IN฀SUBSTANCES฀OR฀NOT�฀THEREFORE�฀
FROM฀�฀$ECEMBER฀����฀SUBJECT฀TO฀CLASSIFICATION฀ARE฀ALL฀SUBSTANCES฀THAT฀
POSE฀A฀RISK�฀AND฀NOT฀ONLY฀THOSE฀WHICH฀ACCORDING฀TO฀2%!#(฀MUST฀BE฀
REGISTERED฀UNTIL฀THAT฀DATE�฀

)F฀A฀SUBSTANCE฀OR฀MIXTURE฀WILL฀BE฀�OR฀IS	฀CLASSIFIED฀AS฀HAZARDOUS฀s฀THE฀
SUPPLIER฀MUST฀ENSURE฀THAT฀IT฀IS฀LABELLED฀AND฀PACKAGED฀IN฀ACCORDANCE฀WITH฀
THE฀REQUIREMENTS฀OF฀THE฀#,0฀2EGULATION฀PRIOR฀TO฀BEING฀PLACED฀ON฀THE฀
MARKET฀�SUBJECT฀TO฀TRANSITIONAL฀PROVISIONS	�

%VERY฀MANUFACTURER฀OR฀IMPORTER�฀OR฀GROUP฀OF฀MANUFACTURERS฀
OR฀IMPORTERS�฀WHO฀PLACES฀ON฀THE฀MARKET฀A฀HAZARDOUS฀SUBSTANCE�฀EI

THER฀ON฀ITS฀OWN฀OR฀IN฀A฀MIXTURE�฀IS฀OBLIGED฀TO฀NOTIFY฀THE฀!GENCY�฀WHICH฀
MAINTAINS฀A฀CLASSIFICATION฀AND฀LABELLING฀INVENTORY฀�IN฀THE฀FORM฀OF฀A฀DATA

BASE	�฀)NFORMATION฀SUBMITTED฀AS฀PART฀OF฀REGISTRATIONS฀UNDER฀2%!#(฀WILL฀
BE฀INCLUDED฀IN฀THE฀INVENTORY�

)NFORMATION฀IN฀THE฀INVENTORY฀IS฀PUBLICLY฀ACCESSIBLE�
$ISTRIBUTORS฀CAN฀USE฀THE฀CLASSIFICATION฀OF฀A฀SUBSTANCE฀OR฀MIXTURE฀

DETERMINED฀BY฀ONE฀OF฀THE฀ACTORS฀IN฀THE฀SUPPLY฀CHAIN�
$OWNSTREAM฀USERS฀CAN฀ALSO฀USE฀THE฀CLASSIFICATION฀OF฀A฀SUBSTANCE฀

OR฀MIXTURE฀DETERMINED฀BY฀ONE฀OF฀THE฀ACTORS฀IN฀THE฀SUPPLY฀CHAIN�฀PRO

VIDED฀THAT฀THEY฀DO฀NOT฀CHANGE฀ITS฀CHEMICAL฀COMPOSITION�

4HIS฀WILL฀HAVE฀A฀STRONG฀IMPACT฀NOT฀ONLY฀ON฀MANUFACTURERS฀OF฀SMALL฀
QUANTITIES฀OF฀SUBSTANCES฀AND฀ON฀IMPORTERS฀OF฀SUBSTANCES฀AND฀MIXTURES�฀
BUT฀ALSO฀ON฀LARGE฀COMPANIES�฀WHICH฀ARE฀AT฀PRESENT฀FOCUSED฀ON฀PREPARA

TORY฀WORK฀FOR฀FULL฀REGISTRATION�฀

)MPORTERS฀OF฀MIXTURES฀ARE฀LIKELY฀TO฀FACE฀THE฀MOST฀SERIOUS฀PROBLEMS�฀
4HEY฀ FREQUENTLY฀HAVE฀ INSUFFICIENT฀ INFORMATION฀ON฀ THE฀COMPOSITION฀OF฀
ARTICLES฀IMPORTED฀INTO฀THE฀%UROPEAN฀5NION�฀)F฀SUCH฀INFORMATION฀CANNOT฀
BE฀OBTAINED�฀THE฀ONLY฀SOLUTION฀IS฀TO฀CARRY฀OUT฀ANALYSIS฀OR฀TO฀RELY฀ON฀THE฀
MANUFACTURERoS฀DECLARATION�

4HERE฀ARE฀CASES฀WHEN฀THE฀HARMONISED฀CLASSIFICATION฀AND฀LABELLING฀
SPECIFIED฀IN฀!NNEX฀6)฀TO฀THE฀#,0฀2EGULATION฀ARE฀NOT฀CONSISTENT฀WITH฀
THOSE฀ APPLIED฀ UP฀ TO฀ DATE�฀ )N฀ THESE฀ CASES฀ THE฀ SAFETY฀ DATA฀ SHEETS฀ AND฀
LABELS฀FOR฀SUBSTANCES฀AND฀MIXTURES฀HAVE฀TO฀BE฀AMENDED฀APPROPRIATELY฀
TAKING฀ INTO฀ACCOUNT฀ THE฀CHANGES�฀ )T฀ IS฀NOT฀ALLOWED฀TO฀ FOLLOW฀NATIONAL฀
REGULATIONS฀WHICH฀WERE฀REPEALED฀WHEN฀THE฀2EGULATION฀OF฀THE฀%UROPEAN฀
0ARLIAMENT฀AND฀OF฀THE฀#OUNCIL฀�%#	฀.O�฀���������฀OF฀��฀$ECEMBER฀

����฀ON฀CLASSIFICATION�฀LABELLING฀AND฀PACKAGING฀OF฀SUBSTANCES฀AND฀MIX

TURES฀ �#,0	�฀ AMENDING฀ AND฀ REPEALING฀ $IRECTIVES฀ �������%%#฀ �$3$	฀
AND฀��������%#฀�$0$	฀AND฀AMENDING฀2EGULATION฀�%#	฀.O�฀���������฀
�2%!#(	฀CAME฀INTO฀FORCE�

!NNEX฀6)฀TO฀THE฀2EGULATION฀AND฀4ABLES฀���฀AND฀���฀THEREOF฀DO฀NOT฀
INCLUDE฀CHANGES฀INTRODUCED฀BY฀THE฀��TH฀AND฀��ST฀!DAPTATIONS฀TO฀4ECH

NICAL฀0ROGRESS฀�!40S	�฀!฀#OMMISSION฀2EGULATION฀�%#	฀.O�฀��������฀
OF฀ ��฀ !UGUST฀ ����฀ AMENDING�฀ FOR฀ THE฀ PURPOSES฀ OF฀ ITS฀ ADAPTATION฀ TO฀
TECHNICAL฀ AND฀ SCIENTIFIC฀ PROGRESS�฀2EGULATION฀ �%#	฀.O�฀���������฀OF฀
THE฀%UROPEAN฀0ARLIAMENT฀AND฀OF฀THE฀#OUNCIL฀ON฀CLASSIFICATION�฀LABELLING฀
AND฀PACKAGING฀OF฀ SUBSTANCES฀ AND฀MIXTURES฀HAS฀BEEN฀PUBLISHED�฀4HIS฀
2EGULATION฀WILL฀REMAIN฀IN฀FORCE฀UNTIL฀�฀$ECEMBER฀����฀AS฀THE฀�ST฀!40฀
TO฀THE฀#,0฀2EGULATION�฀

4HE฀ FIGURES฀ SHOW฀HAZARD฀PICTOGRAMS฀USED฀ IN฀ ACCORDANCE฀WITH฀ THE฀
LEGISLATION฀BASED฀ON฀$3$฀AND฀$0$฀$IRECTIVES�฀FOLLOWED฀BY฀HAZARD฀PICTO

GRAMS฀COMPLIANT฀WITH฀THE฀NEW฀SYSTEM฀PROVIDED฀BY฀THE฀#,0฀2EGULATION�

-�3C�฀�%NG	฀-ARZENA฀7).)!23+!฀WORKS฀AT฀THE฀2%!#(฀�฀#,0฀#ENTRE�฀
WHICH฀IS฀2%!#(฀#ONSULTANCY฀0OINT฀ON฀BEHALF฀OF฀THE฀0OLISH฀-INISTRY฀OF฀%CO

NOMY฀�)#2)	�฀4HE฀MAIN฀TASK฀OF฀THE฀0OINT฀IS฀CONDUCTING฀TRAINING�฀ADVISORY฀AND฀
CONSULTING฀ACTIVITY฀FOR฀THE฀COMPANIES฀INTERESTED฀IN฀THE฀2%!#(฀�฀#,0฀PROVI

SIONSo฀IMPLEMENTATION�

-�3C�฀ �%NG	฀ !NDRZEJ฀ +2:%i,!+฀ WORKS฀ AT฀ THE฀ 2%!#(฀ �฀ #,0฀ #ENTRE�฀
WHICH฀IS฀2%!#(฀#ONSULTANCY฀0OINT฀ON฀BEHALF฀OF฀THE฀0OLISH฀-INISTRY฀OF฀%CON

OMY฀�)#2)	�฀4HE฀MAIN฀TASK฀OF฀ THE฀0OINT฀ IS฀CONDUCTING฀TRAINING�฀ADVISORY฀AND฀
CONSULTING฀ACTIVITY฀FOR฀THE฀COMPANIES฀INTERESTED฀IN฀THE฀2%!#(฀�฀#,0฀PROVI

SIONSo฀IMPLEMENTATION�

-�3C�฀ -ARCELA฀ 0!,#:%73+!
45,)®3+!฀ IS฀ HEAD฀ OF฀ THE฀ 'ROUP฀ IN฀ THE฀
$EPARTMENT฀FOR฀3EPARATION฀0ROCESSES฀AND฀THE฀3UBSTANCES฀0URIFICATION฀�)#2)	�฀
WORKING฀OUT฀THE฀SAFETY฀DATA฀SHEETS�฀3HE฀CONDUCTS฀TRAINING฀�฀ADVISORY฀ACTIVITY฀
FOR฀THE฀COMPANIES฀IMPLEMENTING฀THE฀2%!#(฀�฀#,0฀PROVISIONS฀฀AT฀THE฀STRUC

TURE฀OF฀THE฀#ONSULTANCY฀0OINT�


