
 

 

 

Oxaliplatin Injection, USP 

71288-171-11 and 71288-172-21 

 

 

 

Oxaliplatin Injection, USP 

71288-101-10 and 71288-101-20 
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WRXKIH�LM�THMHVQS�LIIYZQJKLMQS�[\TKHMH]LMRKJKLMU�̂LV�UQ̂H�UJLVQTH_KMISYRKMT�QM\�KMIL̀ ZQJKaKSKJKHU bcdefgh�ijefkefg�cfi�lmnkefg�lonpqi�rs�tjnoeredsi�ef�cjscl�uosjs�doel�mcdsjecq�el�ocfiqsihldnjsi�cfi�tjnvsllsiw��xnjksjl�lonpqi�uclo�ocfil�cfi�ycvs�rsynjs�scdefgh�ijefkefg�cfi�lmnkefgw��zsmn{s�vnfdcmefcdsi�vqndoefg�cfi�tjndsvde{s�s|petmsfd�rsynjs�sfdsjefg�scdefg�cjsclw��}ss�cqln�}svdenf�~�ynj�ciiedenfcq�efynjmcdenf�nf�o�gesfs�msclpjslw}dnjs�rsdussf�dos�ynqqnuefg�dsmtsjcdpjsl�����dn����������dn�~����w��}dnjs�ef�cvvnjicfvs�uedo�qnvcq�jsgpqcdenflw��}dnjs�ef�njegefcq�vnfdcefsj�tjndsvdsi�yjnm�iejsvd�lpfqegod�ef�c�ij�hvnnq�cfi�usqq�{sfdeqcdsi�cjsch�cuc��yjnm�efvnmtcderqs�mcdsjecql��lss�}svdenf�����cfi�ynni�cfi�ijefkw��}dnjs�qnvksi�ptw���sst�vnfdcefsj�degodq��vqnlsi�cfi�lscqsi�pfdeq�jsci��ynj�plsw���nfdcefsjl�docd�oc{s�rssf�ntsfsi�mpld�rs�vcjsypqq��jslscqsi�cfi�kstd�ptjegod�dn�tjs{sfd�qsckcgsw���n�fnd�ldnjs�ef�pfqcrsqsi�vnfdcefsjlw���ls�cttjntjecds�vnfdcefmsfd�dn�c{nei�sf{ejnfmsfdcq�vnfdcmefcdenfw��}ss�}svdenf����ynj�efvnmtcderqs�mcdsjecql�rsynjs�ocfiqefg�nj�plsw

��
�VLJHIJKXH�̀HQUYVHU �pd�nf�cttjntjecds�tsjlnfcq�tjndsvde{s�s|petmsfd��lss�}svdenf�~�w���{nei�s�tnlpjs��nrdcef�ltsvecq�efldjpvdenfl�rsynjs�plsw���n�fnd�ocfiqs�pfdeq�cqq�lcysd��tjsvcpdenfl�oc{s�rssf�jsci�cfi�pfisjldnniw���n�fnd�gsd�ef�s�sl�nj�nf�lkef�nj�vqndoefgw���n�fnd�efgsldw�{nei�rjscdoefg�{ctnj�nj�meldw���y�ipjefg�fnjmcq�pls�dos�mcdsjecq�tjslsfdl�c�jsltejcdnj��oc�cjih�pls�nfq��uedo�cis|pcds�{sfdeqcdenf�nj�uscj�cttjntjecds�jsltejcdnjw���sst�ef�dos�njegefcq�vnfdcefsj�nj�cf�cttjn{si�cqdsjfcde{s�mcis�yjnm�c�vnmtcderqs�mcdsjecqh�kstd�degodq��vqnlsi�uosf�fnd�ef�plsw��bmtd��vnfdcefsjl�jsdcef�tjnipvd�jsleips�cfi�vcf�rs�oc�cjinplw���n�fnd�jspls�vnfdcefsjw��VHIQYJKLMU�̂LV�UQ̂H�[QMRSKMT

xcdsj �nfswn�cqetqcdef �nfswGHIJKLM��O���ZLUYVH�ILMJVLSU�ZHVULMQS�ZVLJHIJKLM�MTVHRKHMJ�MQ̀ H ��ZLUYVH�SK̀KJU
�MXKVLM̀ HMJQS�H�ZLUYVH�ILMJVLSU �bmellenfl�yjnm�{sfdeqcdenf�nj�unjk�tjnvsll�s|petmsfd�lonpqi�rs�vosvksi�dn�sflpjs�dos��vnmtq��uedo�dos�js|pejsmsfdl�ny�sf{ejnfmsfdcq�tjndsvdenf�qsgelqcdenfw���f�lnms�vclslhypms�lvjprrsjlh�yeqdsjl�nj�sfgefssjefg�mnieyevcdenfl�dn�dos�tjnvsll�s|petmsfd�ueqq�rs�fsvsllcj��dn�jsipvs�smellenfl�dn�cvvstdcrqs�qs{sqlwWZZVLZVKQJH�HMTKMHHVKMT�ILMJVLSU ��y�plsj�ntsjcdenfl�gsfsjcds�ipldh�ypmslh�gclh�{ctnj�nj�meldh�pls�tjnvsll�sfvqnlpjslhqnvcq�s�ocpld�{sfdeqcdenf�nj�ndosj�sfgefssjefg�vnfdjnql�dn�ksst�unjksj�s�tnlpjs�dn�cejrnjfs�vnfdcmefcfdl�rsqnu�cf��jsvnmmsfisi�nj�ldcdpdnj��qemedlw
]LMJVLS�ZQVQ̀ HJHVU
�MRKXKRYQS�ZVLJHIJKLM�̀HQUYVHU
�IIYZQJKLMQS�H�ZLUYVH�SK̀KJU�KLSLTKIQS�H�ZLUYVH�KMRKIHU�nfs�kfnufw
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YXMZ�RULJHIJKLM

[\]̂_�̀a�bĉ�c\d\e_�\a_�f̀b̂abg\h�ìe�̂jf̀]kêl�]̂ĥmb�\�ê]fge\b̀e�bc\b�n^̂b]�bĉ�\ffèfeg\b̂�]b\a_\e_�̀e�m̂ebgigm\bg̀ao��p̂ ]fge\b̀e]�nk]b�q̂�k]̂_�\mm̀e_gar�b̀�\�ê]fge\b̀es�fèb̂mbg̀a�fère\n�b̀�̂a]kê�fèf̂e�igbbgarl�be\gagarl�\a_�̀bĉe�gnf̀eb\ab�\]f̂mb]�̀i�k]̂o
tĉngm\huê]g]b\abl�gnf̂evg̀k]�rh̀v̂]�m̀nfhsgar�wgbc�\a�\ffèv̂_�]b\a_\e_�]c̀kh_�q̂�ẁ ea�\b�\hh�bgn ]̂�wĉa�c\a_hgar�mĉngm\h�fè_kmb]�gi�\�eg]x�\]]̂]]n âb�ga_gm\b̂]�bcg]�g]�âm̂]]\eso��t̀ a]g_̂egar�bĉ�f\e\n b̂̂e]�]f̂mgiĝ_�qs�bĉ�rh̀v̂�n\aki\mbkêel�mĉmx�_kegar�k]̂�bc\b�bĉ�rh̀v̂]�\ê�]bghh�êb\gagar�bĉge�fèb̂mbgv̂�fèf̂ebĝ]o��yb�]c̀kh_�q̂�àb̂_�bc\b�bĉ�bgn �̂b̀�qê\xbcèkrc�ìe�\as�rh̀v̂�n\b̂eg\h�n\s�q̂�_giîêab�ìe�_giîêab�rh̀v̂�n\aki\mbkêe]o��ya�bĉ�m\]̂�̀i�ngjbkê]l�m̀a]g]bgar�̀i�]̂v̂e\h�]kq]b\am̂]l�bĉ�fèb̂mbg̀a�bgn �̂̀i�bĉ�rh̀v̂]�m\aàb�q̂�\mmke\b̂hs�̂]bgn\b̂_o
z\îbs�̂ŝŵ \e�m̀nfhsgar�wgbc�\a�\ffèv̂_�]b\a_\e_�]c̀kh_�q̂�k]̂_�wĉa�\�eg]x�\]]̂]]n âb�ga_gm\b̂]�bcg]�g]�âm̂]]\es�b̀�\v̀g_�̂jf̀]kê�b̀�hg{kg_�]fh\]ĉ]l�ng]b]l�r\]̂]�è�_k]b]o��yi�m̀ab\mb�g]�f̀]]gqĥl�bĉ�ìhh̀wgar�fèb̂mbg̀a�]c̀kh_�q̂�ẁ eal�kaĥ]]�bĉ�\]]̂]]n âb�ga_gm\b̂]�\�cgrĉe�_̂rê �̂̀i�fèb̂mbg̀a|��]\îbs�rh\]]̂]�wgbc�]g_̂u]cĝh_]oP}HW~XIH�RULJHIJKLM

�HSRKUXJLU}�RULJHIJKLM �
���LZ}�RULJHIJKLM �̂e]̀a\h�fèb̂mbgv̂�̂{kgfn âb�ìe�bĉ�q̀_s�]c̀kh_�q̂�]̂ĥmb̂_�q\]̂_�̀a�bĉ�b\]x�q̂gar�f̂eìen _̂�\a_�bĉ�eg]x]�gav̀hv̂_�\a_�]c̀kh_�q̂�\ffèv̂_�qs�\�]f̂mg\hg]b�q̂ìê�c\a_hgar�bcg]�fè_kmbo�
�\]c�c\a_]l�ìê\en]�\a_�i\m̂�bc̀èkrchs�\ib̂e�c\a_hgar�mĉngm\h�fè_kmb]l�q̂ìê�\̂bgarl�]n x̀gar�\a_�k]gar�bĉ�h\v\b̀es�\a_�\b�bĉ�̂a_�̀i�bĉ�ẁ exgar�f̂eg̀_o���ffèfeg\b̂�b̂mcag{k̂]�]c̀kh_�q̂�k]̂_�b̀�ên v̀̂�f̀b̂abg\hhs�m̀ab\nga\b̂_�mh̀bcgaro���\]c�m̀ab\nga\b̂_�mh̀bcgar�q̂ìê�êk]garo���a]kê�bc\b�̂ŝw\]c�]b\bg̀a]�\a_�]\îbs�]c̀ŵ e]�\ê�mh̀]̂�b̀�bĉ�ẁ ex]b\bg̀a�h̀m\bg̀aoY}�KHMH��HXSTUHS �

G�KM�RULJHIJKLM
�J�HU�S�KM�RULJHIJKLM ��ffèfeg\b̂�ì̀ bŵ \e�\a_�\as�\__gbg̀a\h�]xga�fèb̂mbg̀a�n \̂]kê]�]c̀kh_�q̂�]̂ĥmb̂_�q\]̂_�̀a�bĉ�b\]x�q̂gar�f̂eìen _̂�\a_�bĉ�eg]x]�gav̀hv̂_�\a_�]c̀kh_�q̂�\ffèv̂_�qs�\�]f̂mg\hg]b�q̂ìê�c\a_hgar�bcg]�fè_kmboGHIJKLM��O���}SKIXV�XMZ�I�H�KIXV�RULRHUJKHS��}SKIXV�SJXJH�HVJKM��RLKMJ �g{kg_o��tĥ\eo��̀ b�\v\gh\qĥo�_̀eĥ]]o�ZLURY t̀ h̀eĥ]]o�LVLU ��b̀���̀ b�\v\gh\qĥo�ZLU�J�UHS�LVZ �������RRHXUXMIH�ĉ�m̀a_gbg̀a]�̀i�n \̂]kên âb�̀i�\hh�fèf̂ebĝ]�\ê�\b�]b\a_\e_�b̂nf̂e\bkê�\a_�fê]]kê�kaĥ]]�̀bĉewg]̂�ga_gm\b̂_o

�LKVKM��RLKMJ�LU�KMKJKXV��LKVKM��RLKMJ�XMZ��LKVKM��UXM�H ��̀ b�\v\gh\qĥo�VXS��RLKMJ �̀ b�\v\gh\qĥo�P�XRLUXJKLM�UXJH �̀ b�\v\gh\qĥo��VX��X�KVKJ} ��̀ b�\v\gh\qĥo�D-.��(A$�">'�A(>'&->.�=)(=)-"'&)*�->,()�&'-(>4��?'��$.'�>('��"�)"=)(�$A"��()��-.A%(."��'(�('D").��-'D($'�=)-()��)-''">�&==)( &%4���D"�$.")�-.�)".=(>.-�%"�,()�AD"A¡->#�'D"�A$))">'�",,"A'- "��&'"��",()"�$.->#�'D-.��(A$�">'4
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�!"#$%&'()*�+,,&-). /&#"�0�(,�12345676855559:;<&%-=%&'->�?>@"A'-(>B�C6/�6&,"'*�7&'&�6D""' E&*�3FB�353GHIJKLMN�OP�QRSTLJUV�UNW�JRIXLJUV�YZMYIZKLIT[UYMZ�YZITT\ZI ]M̂_IZ�UNW�\YYIZ�ÌYVMTLMN�VLXLKabVUXXUcLVLKS�VLXLK ]def�ghgijgkjlmnNoZIWLINK�NUXI [UYMZ�QZITT\ZI�UK�pqrs [UYMZ�YZITT\ZI�UK�tqrsXX�uovQU wIKRMW XX�uo vQU wIKRMWxgfly z{m| }m~ �}m}|� z}m~�IVUKL�I�WINTLKS def�ghgijgkjlm]
H��� def�ghgijgkjlm]�IJMXYMTLKLMN�KIXYIZUK\ZI ]def�ghgijgkjlm[LTJMTLKS ���g�i���yee��fl��lygf�yl���def�ghgijgkjlm�i�l�gfi���yee��fl��lygf�yl���def�ghgijgkjlm�i�l�gfi���������z��������def�ghgijgkjlm]
�INTLKS �m����fe�zm�}�������]�IVUKL�I��UYMZ�WINTLKS def�ghgijgkjlm]
�\KM�LoNLKLMN�KIXYIZUK\ZI def�ghgijgkjlmdef�g��ji�gkjlmQUZKLKLMN�JMIbbLJLINK]�N�MJKUNMVa_UKIZ ]]wLTJLcVI�_LKR�_UKIZ ]�l�m
QUZKLJVI�JRUZUJKIZLTKLJTwIWLUN�YUZKLJVI�TL�I ]def�g��ji�gkjlm�KRIZ�LNbMZXUKLMN
HMV\cLVLKS�LIT  ] wIWLU �IT\VK¡gfly ¢ej�kjl
QRSTLJUVaJRIXLJUV�YZMYIZKLIT�JMXXINKT ]de�g££ifie�gj�i�¤ey�gfie�mHIJKLMN�¥qP�HKUcLVLKS�UNW�ZIUJKL�LKS
sMNWLKLMNT�KM�U�MLW de���l�i¤i��£gfgm¦§l��ye£��f�i���fgkjlmsRIXLJUV�TKUcLVLKS ]]QMTTLcLVLKS�Mb�RU�UZWM\T�ZIUJKLMNT ] �̈£ly��ey�gj��e�£ifie���e¤��feyg�l�g�£���l©�§gªgy£e���ylg�fie���¡ijj��ef�e���ym�IUJKL�LKS ]de���l�i¤i��fl�f�£gfg�yljgfl£�fe�ylg�fihif��ghgijgkjl�¤ey�f§i���ye£��f�ey�if��i��yl£il�f�m�̈£ly��ey�gj��e�£ifie���e¤��feyg�l�g�£���l©�§gªgy£e����ej��lyiªgfie��¡ijj��ef�e���ym
«D-.�¬(A$­">'�A(>'&->.�=)(=)-"'&)*�->,()­&'-(>4��?'�­$.'�>('�®"�)"=)(¬$A"¬�()�¬-.A%(."¬�'(�('D").�̄-'D($'�=)-()�̄)-''">�&==)(°&%4��«D"�$.")�-.�)".=(>.-®%"�,()�AD"A±->#�'D"�A$))">'�",,"A'-°"�¬&'"�®",()"�$.->#�'D-.�¬(A$­">'4
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�!"#$%&'()*�+,,&-). /&#"�0�(,�12345676855559:;<&%-=%&'->�?>@"A'-(>B�C6/�6&,"'*�7&'&�6D""' E&*�30B�353FGHIJKLM�NOP�GJQRKSKJT�QMU�VHQIJKWKJTXQYQVULZ[�UHIL\]L[KJKLM�]VLUZIJ[ _̂̀ab�_cbdef�gc_̀hihc_j�ck�jicbela�e_̀�mjan�oepeb̀cmj�̀agcdqcjhihc_�qbc̀mgij�jocmf̀�_ci�ra�qbc̀mgàstuMIL\]QJKRSH�\QJHVKQS[ tvaegihwa�cb�h_gcdqeihrfa�xhio�ioa�kcffcxh_l�deiabhefjy�czh̀hph_l�deiabhefjn�egh̀j�e_̀�ef{efhjsGHIJKLM�NNP�|L}KILSL~KIQS�KM�LV\QJKLM�IZJH�JL}KIKJTuM�LV\QJKLM�LM�JL}KILSL~KIQS�H��HIJ[�LMISZ[KLM�GZ\\QVT���VLUZIJ� t�ci�ewehferfasG�KM�ILVVL[KLM�KVVKJQJKLM�LMISZ[KLM�GZ\\QVT���VLUZIJ� t�ci�ewehferfas�ci�ewehferfas�LMISZ[KLM�GZ\\QVT���VLUZIJ�GHVKLZ[�HTH�UQ\Q~H�HTH�KVVKJQJKLM tt�ci�ewehferfas�LMISZ[KLM�GZ\\QVT���VLUZIJ��H[]KVQJLVT�ILVVL[KLM�KVVKJQJKLM�H[]KVQJLVT�LV�[�KM�[HM[KJKYQJKLMG�KM t�ci�ewehferfas�H[]KVQJLVT t�ci�ewehferfas�LMISZ[KLM�GZ\\QVT���VLUZIJ��LMISZ[KLM�GZ\\QVT���VLUZIJ��HV\�IHSS�\ZJQ~HMKIKJT t�ci�ewehferfas�LMISZ[KLM�GZ\\QVT���VLUZIJ��QVIKML~HMKIKJT�D-.��(A$�">'�A(>'&->.�=)(=)-"'&)*�->,()�&'-(>4��?'��$.'�>('��"�)"=)(�$A"��()��-.A%(."��'(�('D").��-'D($'�=)-()��)-''">�&==)(�&%4���D"�$.")�-.�)".=(>.-�%"�,()�AD"A�->#�'D"�A$))">'�",,"A'-�"��&'"��",()"�$.->#�'D-.��(A$�">'4
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XMYTRTJKLM Z[\�]̂\_̂ �̀ab̂acadêf�gccgdf̀�\h�dhafadei�jekehl̀m[\�]̂\_̂ �̀ab̂acadêf�gccgdf̀�\h�dhafadei�jekehl̀mZXMSHnJKLMGoKM�ILMJTIJ Z[\�]̂\_̂ �̀ab̂acadêf�gccgdf̀�\h�dhafadei�jekehl̀m[\�]̂\_̂ �̀ab̂acadêf�gccgdf̀�\h�dhafadei�jekehl̀mZpqH�ILMJTIJGqWrJLWn�VHRTJHs�JL�JYH�rYqnKITRt�IYHWKITR�TMs�JLQKILRLSKITR�IYTVTIJHVKnJKInGoKM�ILMJTIJXMSHnJKLMXMYTRTJKLM [\�̀ugdacad�lefem[\�̀ugdacad�lefem[\�̀ugdacad�lefemZZZpqH�ILMJTIJ Z[\�̀ugdacad�lefemvHRTqHs�TMs�KWWHsKTJH�HUUHIJn�TMs�TRnL�IYVLMKI�HUUHIJn�UVLW�nYLVJ�TMs�RLMS�JHVW�HQrLnwVH
xLJHMJKTR�TIwJH�YHTRJY�HUUHIJn
xLJHMJKTR�KWWHsKTJH�HUUHIJn Z[\f�eyeaiezigmGYLVJ�JHVW�HQrLnwVHxLJHMJKTR�sHRTqHs�HUUHIJn Z[\f�eyeaiezigm{LMS�JHVW�HQrLnwVH

Z[\f�eyeaiezigm|LMIRwnKLM}GwWWTVq�~xVLswIJ��HrVLswIJK�H�JLQKIKJq Z[\f�eyeaiezigm|LMIRwnKLM}GwWWTVq�~xVLswIJ�GrHIKUKI�JTVSHJ�LVSTM�JLQKIKJq��nKMSRH�HQrLnwVH�GrHIKUKI�JTVSHJ�LVSTM�JLQKIKJq��VHrHTJHs�HQrLnwVH�\�eiauiefâ ��������������������[�������������[���������������g̀uahef\h��fhedf�ahhafefa\̂�����efgb\h���xVLswIJ}KMSVHsKHMJ�MTWH �HnwRJ[\f�eyeaiezigm�nrKVTJKLM�YT�TVs[\f�eyeaiezigmXMULVWTJKLM�LM�JYH�RKoHRq�VLwJHn�LU�HQrLnwVH�\�fg̀�\c�ĝfh��êfadauefgl���hei���gh�ei���̂jeiefa\̂����g̀m
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XY�Z[Y\[�]̂_[̂̀ âb[c�d̀d̀ac]�Ye�aêĉabf�gbhbei]jkHMHVTR lmbn�abo]d�ab[adej��p̂]Z�Ỳ�ab[ade�idqd[i]�Y[�ioebĉY[�b[i�fdrdf�Ỳ�dsqY]oedjtTVIKMLSHMKIKJu lmbn�abo]d�_d[dĉa�id̀dac]jvwJTSHMKIKJu lXY�Z[Y\[�]̂_[̂̀ âb[c�d̀d̀ac]�Ye�aêĉabf�gbhbei]jxHyVLzwIJK{H�JLQKIKJu l|wWHVKITR�WHT}wVH}�LU�JLQKIKJu~IwJH�JLQKIKJu�H}JKWTJH}

�LJHMJKTR�KWWHzKTJH�HUUHIJ} lXYc�brb̂fb�fdj�LJHMJKTR�zHRTuHz�HUUHIJ} lXYc�brb̂fb�fdj
�VLzwIJ�KMSVHzKHMJ�MTWHYsbf̂qfbĉ[ ��� ��� X�� � X���VTR��WS��S� �HVWTR��WS��S� �M�TRTJKLM��ST}H}��yyW� �M�TRTJKLM��{TyLV}��WS�R� �M�TRTJKLM��zw}J}�TMz�WK}J}��WS�R�
�LJHMJKTR�I�VLMKI��HTRJ��HUUHIJ}tLMIRw}KLM�GwWWTVu���VLzwIJ� lXYc�brb̂fb�fdj
GHIJKLM�N�O��ILRLSKITR�KMULVWTJKLMPLQKIKJu

�LS�L� �t� �LJHMJKTR�KLTIIwWwRTJK{H�yLJHMJKTR�VLzwIJ�KMSVHzKHMJ�MTWH�bcde ��j�� � �Y\Ysbf̂qfbĉ[ ��j�� � �Y\
�HV}K}JHMIH�TMz�zHSVTzT�KRKJuYsbf̂qfbĉ[ ~IwJH����t���f_bd��� edd[�bf_bd���¡¢£¤¥¦££§�̈©£ª§¥«¬����cY�­���qq®�̄°­�gYoe]± ²̀ d̀ac³�́YqofbĉY[�VLzwIJ�KMSVHzKHMJ�MTWH xH}wRJlXYc�brb̂fb�fdjtLMIRw}KLM�GwWWTVu���VLzwIJ� lXYc�brb̂fb�fdjtLMIRw}KLM�GwWWTVu���VLzwIJ�
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szK\rL\TR�WHJYLZ\GHIJKLM�N�P��VTM\rLVJ�KMULVWTJKLM��� ��� �]̂ h�jid|kghino��

]̂ h�jid|kghino ]̂ h�jid|kghinozX���RT\\KUKITJKLM �vz� �������M�WwHV���rVLrHV�\YKrrKMS�MTWH�VTM\rLVJ�YT�TVZ�IRT\\�H\��TI�KMS�SVL�rQM[KVLMWHMJTR�YT�TVZ\GrHIKTR�rVHIT�JKLM\�ULV��\HV]̂ o ]̂ o ]̂ o�VTM\rLVJ��KJYKM��\HV�\�rVHWK\H\s�gkag�b�hjg̀b~̂jh�c̀�fk̂bin�f̂ h̀gc̀ijb�hlgh�gji�|~jcdlh�g̀n�bif|jio��̀b|ji�hlgh�~ijb̂ b̀�hjg̀b~̂jhc̀d�hli�~ĵn|fh�_̀ â�algh�ĥ�n̂�c̀�hli�itìh�̂e�g̀�gffcnìh�̂j�b~ckkgdios�ZZKJKLMTR�KMULVWTJKLM�C-.��(@$�"='�@(='&-=.�<)(<)-"'&)*�-=,()�&'-(=3��>'��$.'�=('��"�)"<)(�$@"��()��-.@%(."��'(�('C").��-'C($'�<)-()��)-''"=�&<<)(�&%3���C"�$.")�-.�)".<(=.-�%"�,()�@C"@ -=#�'C"�@$))"='�",,"@'-�"��&'"��",()"�$.-=#�'C-.��(@$�"='3
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Gqmq�rNr

sZHSM�qKR�qIJ�GHIJKLM�tuv�sZSTT�̂�GYXTJSMIHT abcd�hgwdjxsZHSM�qKR�qIJ�GHIJKLM�tuv�sZSTT�̂̂�GYXTJSMIHT abcd�hgwdjxyzq�{KTJ�̂�s|HWKISZT�}~RHIYRTLR�s|HWKISZT� abcd�hgwdjxyzq�{KTJ�̂̂�s|HWKISZT�}zTTHMJKSZ�s|HWKISZT� abcd�hgwdjxGqmq�ruv�ruOGqmq�ruO�m� abcd�e��hg�eihjkbc���cx��dw��j�j��c��xksLWULTKJKLM�KMVLRWSJKLM�LM�KM]RH\KHMJTGqmq�rNN�rNvsZSTTKVKISJKLM a����������������b���������edj�c���������b���b���������edj�c�����c�ehg�hedg� ��k������ �����������������������edj�c������������������� c�eh¡����edj�c���¢��������������� xj�£eh¡����edj�c���¢��������������� g�¤ehedgc�¡����edj�c���¢�¥�b����������b����edj�c���¦�������������b����edj�c���¦�����������������b���������edj�c����§�����b���b���������edj�c������̈ ���©��������������b���������� ��b������̈ �����¡ �jw�g�edc���d�e�d�g��gdedgc�¡����edj�c���¢
ªSWH « sZSTTKVKISJKLMsLWULTKJKLM�KMVLRWSJKLM�LM�KM]RH\KHMJT

QGsq�¬}S��sym�z­HWUJ�~SRJKSZ�H­HWUJKLM®�bcd�xjdj�£g�jxoMKJH\�GJSJHT�KM̄HMJLRn�}QGsq�¬X�®��hh��c£�c�j�dw�e�j�e�dgfj�c��j�j£�djxksZHSM�qKR�qIJ��GHIJKLM�NNv}X��°S±SR\LYT�qKR�~LZZYJSMJT�}°q~T� abcd�hgwdjxbcd�e��hg�eihjkQGsq�Nv}X��²�s|HWKISZ�H­ULRJ�MLJKVKISJKLM
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zNKIWNVKLMNVU�WISTUVKLMNm
[\̀�fddhibf{ĥk
|aie�dg\j}b̀�j\̂e�]\̀�ĝ~}iĝ�f��f_̂��fg{\g��fg]i]��}]ĵg��fhi_\g]if��g\dk���kpnIZLJVU��IVrMN�pMNyINKLMN��LmK�HJnI�TUIm�z��zz���zzz�pnIZLJVUmlMNKWIVU�qWMKMJMU[\̀�hiè̂ jkHKMJwnMUZ�pMNyINKLMN�MN�qIWmLmKINK��WSVNLJ�qMUUTKVNKm[\̀�hiè̂ jkRMKKIW�VZ�pMNyINKLMN�MN�qWLMW�zNYMWZI��pMNmINK��qzp�[\̀�hiè̂ jk

�t�p���VWnTm�qWMKMJMU�MN�q�qm�VN���IVyX�lIKVUm[\̀�hiè̂ jk[\̀�hiè̂ jkHIJKLMN�OsQ��KnIW�LNYMWZVKLMN�V�VW�MTm�lVKIWLVU�zNYMWZVKLMN�HXmKIZ���QHQ�Q�
tVKLMNVU��LWI�qWMKIJKLMN��mmMJLVKLMN���QHQ�Q�
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gVJH�LT�mSHjKLhX�KXXhH ||||
}HTHSHMIHX |~�Z����Z������~_�_̂���̀ ��bed�_cd̀e�Zc_e�_̂���ec]̂e_cd̀e_a�ĉ_ef[̀ ĉ�̂]�ba_cd̀ef
�HY�JL�VooSHjKVJKLMX |�����������������������

���WHVsJR �MXJVoKsKJYi}HVIJKjKJYwsVUUVoKsKJYGmHIKVs�RVyVSnX

�MnKIVJHX�KMTLSUVJKLM�JRVJ�RVX�IRVMtHn�TSLU�mSHjKLhXsY�KXXhHn�jHSXKLMP

lSLIHnhSH�hXHn�JL�nHSKjH�JRH�IsVXXKTKIVJKLM�sVXXKTKIVJKLM �hXJKTKIVJKLM��������������������� ����_c]�̀ ¡̂�� �_a�ba_cd̀e��]c\̀�������¢������� ����_c]�̀ ¡̂��� �_a�ba_cd̀e��]c\̀�
����£���bc]��̀¤d�dc¡��fcd�_c]¥�¦�£�¥d̀�̀e�]eĉ_cd̀e�¦_�c̀̂�~Z�£��à§_aa¡�~_̂� èd�]��Z¡fc]��̀̈��a_ffd̈d�_cd̀e�_e���_§]aade��̀̈��\]�d�_af�����£��ec]̂e_cd̀e_a��d̂��̂_ef[̀ ĉ��ff̀�d_cd̀e�¥��£��ec]̂�]�d_c]�¥ba©��̀ ec_de]̂��ª��£��ec]̂e_cd̀e_a��_̂dcd�]�ª_e�]̂ b̀f��̀ �̀f��¢�£��ec]̂e_cd̀e_a��_̂dcd�]�¢̂�_ed�_cd̀e�̀�«̀¬�£�à�_̂dc\��̀̈�c\]�̀�c_èa�¬_c]̂�[_̂cdcd̀e��̀]̈d̈�d]ec���«¢��£��ec]̂e_cd̀e_a��̀ e­]ecd̀e�̈̀ �̂c\]�«̂]­]ecd̀e�̀̈�«̀aabcd̀e�¦̂ �̀�Z\d[f®��̄°��_f�� �̀d̈d]��§¡�c\]�«̂ c̀̀�̀a�̀̈��̄°����±�_̂[̀a±�£��_̂de]�[̀aabcd̀e�����£��̀ c�_­_da_§a]Z���£�Z]�̂]�_cd̀e��̂ b̀[�ª��£��̂_ef[̀ ĉ_cd̀e�̀̈�ª_e�]̂ b̀f��̀ �̀f���£��edc]���_cd̀ef
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Oxaliplatin Injection

Not available.

Liquid.

GHS product identifier

Other means of identification

Product type

Section 1. Identification
:

:

:

Relevant identified uses of the substance or mixture and uses advised against

Product use : Pharmaceuticals. (For intended use only.)
Observe technical data sheet/instructions for use.
Specific Treatments: Antineoplastic agents.

Area of application : Professional applications.

844-824-8426 (Monday - Friday, 08:00 - 18:00 CST)Emergency telephone 
number (with hours of 
operation)

:

Supplier's details : Meitheal Pharmaceuticals, Inc.
8700 W. Bryn Mawr, Suite 600S
Chicago, IL 60631

Telephone: 224-443-4617
www.meithealpharma.com

e-mail address of person 
responsible for this SDS

: info@meithealpharma.com

Meitheal Pharmaceuticals, Inc. Safety Data Sheet

SDS Title:

Function:

SDS Number:

Effective Date:

Page Number:

Version number:

Regulatory Affairs

Page 1 of 15

6.0
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July 23, 2026

Section 2. Hazards identification

Classification of the 
substance or mixture

:

Signal word : Warning

Hazard statements : H317 - May cause an allergic skin reaction.
H351 - Suspected of causing cancer.

Hazard pictograms :

Precautionary statements

GHS label elements

OSHA/HCS status : This material is considered hazardous by the OSHA Hazard Communication Standard 
(29 CFR 1910.1200).

H317 SKIN SENSITIZATION - Category 1
H351 CARCINOGENICITY - Category 2

This document contains proprietary information.  It must not be reproduced or disclosed to others without prior written approval.  The 
user is responsible for checking the current effective date before using this document.
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Section 2. Hazards identification
Prevention : P201 - Obtain special instructions before use.

P202 - Do not handle until all safety precautions have been read and understood.
P280 - Wear protective gloves, protective clothing and eye or face protection.
P261 - Avoid breathing vapor.
P272 - Contaminated work clothing must not be allowed out of the workplace.

Response : P308 + P313 - IF exposed or concerned: Get medical advice or attention.
P302 + P352 - IF ON SKIN: Wash with plenty of water.
P333 + P313 - If skin irritation or rash occurs: Get medical advice or attention.
P362 + P364 - Take off contaminated clothing and wash it before reuse.

Storage : P405 - Store locked up.

Disposal : P501 - Dispose of contents and container in accordance with all local, regional, national 
and international regulations.

Hazards not otherwise 
classified

: None known.

Hazards identified when 
used

: No known significant effects or critical hazards.

Section 3. Composition/information on ingredients

Water - ≥80 CAS: 7732-18-5
oxaliplatin - ≥0.1 - ≤1 CAS: 61825-94-3

Ingredient name Identifiers%

Other means of 
identification

: Not available.

Substance/mixture : Mixture

Any concentration shown as a range is to protect confidentiality or is due to batch variation.

Synonyms

There are no additional ingredients present which, within the current knowledge of the supplier and in the 
concentrations applicable, are classified and hence require reporting in this section.

Immediately flush eyes with plenty of water, occasionally lifting the upper and lower 
eyelids.  Check for and remove any contact lenses.  Continue to rinse for at least 10 
minutes.  Get medical attention.

Remove victim to fresh air and keep at rest in a position comfortable for breathing.  If not 
breathing, if breathing is irregular or if respiratory arrest occurs, provide artificial 
respiration or oxygen by trained personnel.  It may be dangerous to the person providing 
aid to give mouth-to-mouth resuscitation.  Get medical attention.  If unconscious, place in 
recovery position and get medical attention immediately.  Maintain an open airway.
Loosen tight clothing such as a collar, tie, belt or waistband.  In case of inhalation of 
decomposition products in a fire, symptoms may be delayed.  The exposed person may 
need to be kept under medical surveillance for 48 hours.

Section 4. First aid measures

Eye contact

Inhalation :

:

Description of necessary first aid measures
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Section 4. First aid measures

Wash out mouth with water.  Remove dentures if any.  If material has been swallowed 
and the exposed person is conscious, give small quantities of water to drink.  Stop if the 
exposed person feels sick as vomiting may be dangerous.  Do not induce vomiting unless 
directed to do so by medical personnel.  If vomiting occurs, the head should be kept low 
so that vomit does not enter the lungs.  Get medical attention.  Never give anything by 
mouth to an unconscious person.  If unconscious, place in recovery position and get 
medical attention immediately.  Maintain an open airway.  Loosen tight clothing such as a 
collar, tie, belt or waistband.

Wash with plenty of soap and water.  Remove contaminated clothing and shoes.  Wash 
contaminated clothing thoroughly with water before removing it, or wear gloves.
Continue to rinse for at least 10 minutes.  Get medical attention.  In the event of any 
complaints or symptoms, avoid further exposure.  Wash clothing before reuse.  Clean 
shoes thoroughly before reuse.

Skin contact

Ingestion :

:

Protection of first-aiders : No action shall be taken involving any personal risk or without suitable training.  It may be 
dangerous to the person providing aid to give mouth-to-mouth resuscitation.  Wash 
contaminated clothing thoroughly with water before removing it, or wear gloves.

Notes to physician : In case of inhalation of decomposition products in a fire, symptoms may be delayed.  The 
exposed person may need to be kept under medical surveillance for 48 hours.

Specific treatments : No specific treatment.

Most important symptoms/effects, acute and delayed

Inhalation : No known significant effects or critical hazards.

No known significant effects or critical hazards.:Ingestion

Skin contact : May cause an allergic skin reaction.

No known significant effects or critical hazards.:Eye contact

Over-exposure signs/symptoms

Skin contact

Ingestion

Inhalation No specific data.

No specific data.

Adverse symptoms may include the following:
irritation
redness

:

:

:

Eye contact : No specific data.

Potential acute health effects

See toxicological information (Section 11)

Indication of immediate medical attention and special treatment needed, if necessary
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Section 5. Fire-fighting measures

Promptly isolate the scene by removing all persons from the vicinity of the incident if there 
is a fire.  No action shall be taken involving any personal risk or without suitable training.

Hazardous thermal 
decomposition products

Specific hazards arising 
from the chemical

Decomposition products may include the following materials:
carbon dioxide
carbon monoxide
nitrogen oxides

In a fire or if heated, a pressure increase will occur and the container may burst.

Fire-fighters should wear appropriate protective equipment and self-contained breathing 
apparatus (SCBA) with a full face-piece operated in positive pressure mode.

Special protective 
equipment for fire-fighters

Extinguishing media

:

:

:

Do not use water jet.

Suitable extinguishing 
media

:

Unsuitable extinguishing 
media

:

Special protective actions 
for fire-fighters

:

Use dry chemical, CO₂, alcohol-resistant foam or water spray (fog).

liberation of toxic gas

Section 6. Accidental release measures

Environmental precautions

Personal precautions, protective equipment and emergency procedures

:

: No action shall be taken involving any personal risk or without suitable training.  Evacuate 
surrounding areas.  Keep unnecessary and unprotected personnel from entering.  Do not 
touch or walk through spilled material.  Avoid breathing vapor.  Put on appropriate 
personal protective equipment.

Avoid dispersal of spilled material and runoff and contact with soil, waterways, drains and 
sewers.  Inform the relevant authorities if the product has caused environmental pollution 
(sewers, waterways, soil or air).

Stop leak if without risk.  Move containers from spill area.  Absorb with an inert material 
and place in an appropriate waste disposal container.  Dispose of via a licensed waste 
disposal contractor.

Small spill :

Methods and materials for containment and cleaning up

For non-emergency 
personnel

For emergency responders : If specialized clothing is required to deal with the spillage, take note of any information in 
Section 8 on suitable and unsuitable materials.  See also the information in "For non-
emergency personnel".
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Section 6. Accidental release measures
Stop leak if without risk.  Move containers from spill area.  Approach release from upwind.
Prevent entry into sewers, water courses, basements or confined areas.  Wash spillages 
into an effluent treatment plant or proceed as follows.  Dispose of via a licensed waste 
disposal contractor.  Contaminated absorbent material may pose the same hazard as the 
spilled product.  Contain and collect spillage with non-combustible, absorbent material e.
g. sand, earth, vermiculite or diatomaceous earth and place in container for disposal 
according to local regulations.

Large spill :

Section 7. Handling and storage

Advice on general 
occupational hygiene

Conditions for safe storage,
including any 
incompatibilities

Eating, drinking and smoking should be prohibited in areas where this material is handled,
stored and processed.  Workers should wash hands and face before eating, drinking and 
smoking.  Remove contaminated clothing and protective equipment before entering 
eating areas.  See also Section 8 for additional information on hygiene measures.

Do not store above the following temperature: 25°C (77°F).  Store in accordance with 
local regulations.  Store in original container protected from direct sunlight in a dry, cool 
and well-ventilated area, away from incompatible materials (see Section 10) and food 
and drink.  Store locked up.  Keep container tightly closed and sealed until ready for use.
Containers that have been opened must be carefully resealed and kept upright to 
prevent leakage.  Do not store in unlabeled containers.  Use appropriate containment to 
avoid environmental contamination.  See Section 10 for incompatible materials before 
handling or use.

:

:

Protective measures Put on appropriate personal protective equipment (see Section 8).  Persons with a history 
of skin sensitization problems should not be employed in any process in which this 
product is used.  Avoid exposure - obtain special instructions before use.  Do not handle 
until all safety precautions have been read and understood.  Do not get in eyes or on skin 
or clothing.  Do not ingest.  Avoid breathing vapor or mist.  If during normal use the 
material presents a respiratory hazard, use only with adequate ventilation or wear 
appropriate respirator.  Keep in the original container or an approved alternative made 
from a compatible material, kept tightly closed when not in use.  Empty containers retain 
product residue and can be hazardous.  Do not reuse container.

:

Precautions for safe handling

Water None.
oxaliplatin None.

Section 8. Exposure controls/personal protection

Ingredient name Exposure limits

Control parameters

Occupational exposure limits

Biological exposure indices

None known.
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Section 8. Exposure controls/personal protection

Hand protection

Based on the hazard and potential for exposure, select a respirator that meets the 
appropriate standard or certification.  Respirators must be used according to a respiratory 
protection program to ensure proper fitting, training, and other important aspects of use.

Chemical-resistant, impervious gloves complying with an approved standard should be 
worn at all times when handling chemical products if a risk assessment indicates this is 
necessary.  Considering the parameters specified by the glove manufacturer, check 
during use that the gloves are still retaining their protective properties.  It should be noted 
that the time to breakthrough for any glove material may be different for different glove 
manufacturers.  In the case of mixtures, consisting of several substances, the protection 
time of the gloves cannot be accurately estimated.

Safety eyewear complying with an approved standard should be used when a risk 
assessment indicates this is necessary to avoid exposure to liquid splashes, mists, gases 
or dusts.  If contact is possible, the following protection should be worn, unless the 
assessment indicates a higher degree of protection:  safety glasses with side-shields.

Eye/face protection

Respiratory protection :

:

:

Body protection Personal protective equipment for the body should be selected based on the task being 
performed and the risks involved and should be approved by a specialist before handling 
this product.

:

Environmental exposure 
controls

: Emissions from ventilation or work process equipment should be checked to ensure they 
comply with the requirements of environmental protection legislation.  In some cases,
fume scrubbers, filters or engineering modifications to the process equipment will be 
necessary to reduce emissions to acceptable levels.

Appropriate engineering 
controls

: If user operations generate dust, fumes, gas, vapor or mist, use process enclosures,
local exhaust ventilation or other engineering controls to keep worker exposure to 
airborne contaminants below any recommended or statutory limits.

Wash hands, forearms and face thoroughly after handling chemical products, before 
eating, smoking and using the lavatory and at the end of the working period.  Appropriate 
techniques should be used to remove potentially contaminated clothing.  Contaminated 
work clothing should not be allowed out of the workplace.  Wash contaminated clothing 
before reusing.  Ensure that eyewash stations and safety showers are close to the 
workstation location.

Hygiene measures :

Individual protection measures

Skin protection

Other skin protection : Appropriate footwear and any additional skin protection measures should be selected 
based on the task being performed and the risks involved and should be approved by a 
specialist before handling this product.

Section 9. Physical and chemical properties

Physical state Liquid. [Clear.]

Odorless.Odor

Colorless.Color

:

:

:

Appearance

The conditions of measurement of all properties are at standard temperature and pressure unless otherwise indicated.
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Section 9. Physical and chemical properties

Melting point Not available.

pH 4 to 7

Not available.Odor threshold :

:

:

Boiling point or initial 
boiling point and boiling 
range

: 100°C (212°F)

Flash point Non-flammable.:
Evaporation rate Not available.:

Vapor pressure :

Flammability : Non-flammable.

Lower and upper explosion 
limit/flammability limit

: Not available.

Ingredient name

Vapor Pressure at 20˚C Vapor pressure at 50˚C

mm Hg kPa Method mm 
Hg

kPa Method

Water 17.5 2.3 92.258 12.3

Relative density Not applicable.:

SADT Not available.:

Decomposition temperature : Not available.

Solubility in water : 6 g/l

Viscosity Dynamic (room temperature): Not available.
Kinematic (room temperature): Not available.
Kinematic (40°C (104°F)): Not available.

:

Density Not available.:

Relative vapor density 1 [Air = 1]:

Auto-ignition temperature Not available.

1.67Partition coefficient: n-
octanol/water

:

:

Miscible with water : No.

Particle characteristics
Median particle size : Not applicable.

Other information

Solubility(ies) : Media Result

cold water Very slightly soluble
hot water Very slightly soluble
methanol Very slightly soluble
dehydrated alcohol Not soluble

Physical/chemical 
properties comments

: No additional information.
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Section 10. Stability and reactivity

Hazardous decomposition 
products

Conditions to avoid

Under normal conditions of storage and use, hazardous decomposition products should 
not be produced.

The product is stable.Chemical stability :

:

:

Incompatible materials :

Possibility of hazardous 
reactions

: Under normal conditions of storage and use, hazardous reactions will not occur.

Reactivity : No specific test data related to reactivity available for this product or its ingredients.

Under normal conditions of storage and use, hazardous polymerization will not occur.

Reactive or incompatible with the following materials: oxidizing materials, acids and 
alkalis.

Extremes of temperature and direct sunlight.

Section 11. Toxicological information

Acute toxicity

Information on toxicological effects

Conclusion/Summary [Product] : Not available.

Skin corrosion/irritation

Conclusion/Summary [Product] : Not available.

Not available.Conclusion/Summary [Product]

Serious eye damage/eye irritation

:

: Not available.Conclusion/Summary [Product]

Respiratory corrosion/irritation

Respiratory or skin sensitization

Skin
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Section 11. Toxicological information

Inhalation : No known significant effects or critical hazards.

No known significant effects or critical hazards.:Ingestion

Skin contact : May cause an allergic skin reaction.

No known significant effects or critical hazards.:Eye contact

Symptoms related to the physical, chemical and toxicological characteristics

Potential acute health effects

: Not available.

Respiratory
: Not available.

Conclusion/Summary [Product]

Conclusion/Summary [Product]

Germ cell mutagenicity

: Not available.Conclusion/Summary [Product]

Carcinogenicity

: Not available.Conclusion/Summary [Product]

Reproductive toxicity

: Not available.Conclusion/Summary [Product]

Specific target organ toxicity (single exposure)

Specific target organ toxicity (repeated exposure)

oxaliplatin SPECIFIC TARGET ORGAN TOXICITY (SINGLE EXPOSURE)
(Respiratory tract irritation) - Category 3

Product/ingredient name Result

Not available.

Aspiration hazard

Not available.

Information on the likely routes of exposure
Routes of entry anticipated: Oral, Dermal, Inhalation, Eyes.
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Section 11. Toxicological information

Once sensitized, a severe allergic reaction may occur when subsequently exposed to 
very low levels.

General :

Suspected of causing cancer.  Risk of cancer depends on duration and level of 
exposure.

Carcinogenicity :

No known significant effects or critical hazards.Mutagenicity :

No known significant effects or critical hazards.Reproductive toxicity :

Skin contact

Ingestion

Inhalation No specific data.

No specific data.

Adverse symptoms may include the following:
irritation
redness

:

:

:

Eye contact : No specific data.

Delayed and immediate effects and also chronic effects from short and long term exposure

Numerical measures of toxicity

Acute toxicity estimates

Potential immediate 
effects

: Not available.

Short term exposure

Potential delayed effects : Not available.

Potential immediate 
effects

: Not available.

Long term exposure

Potential delayed effects : Not available.

N/A

Potential chronic health effects

Conclusion/Summary [Product] : Not available.
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Section 12. Ecological information
Toxicity

LogPow BCF Potential

Bioaccumulative potential

Other adverse effects

No known significant effects or critical hazards.

Product/ingredient name

Oxaliplatin Injection 1.67 - Low
Water -1.38 - Low
oxaliplatin -1.65 - Low

Persistence and degradability

Soil/Water partition 
coefficient

: Not available.

Mobility in soil

oxaliplatin Acute - IC50
Algae - Green algae - Chlorella vulgaris
150 to 200 ppm [72 hours]

Effect: Population

Product/ingredient name Result

: Not available.Conclusion/Summary [Product]

: Not available.Conclusion/Summary [Product]

Section 13. Disposal considerations
The generation of waste should be avoided or minimized wherever possible.  Disposal of 
this product, solutions and any by-products should at all times comply with the 
requirements of environmental protection and waste disposal legislation and any regional 
local authority requirements.  Dispose of surplus and non-recyclable products via a 
licensed waste disposal contractor.  Waste should not be disposed of untreated to the 
sewer unless fully compliant with the requirements of all authorities with jurisdiction.
Waste packaging should be recycled.  Incineration or landfill should only be considered 
when recycling is not feasible.  This material and its container must be disposed of in a 
safe way.  Care should be taken when handling emptied containers that have not been 
cleaned or rinsed out.  Empty containers or liners may retain some product residues.
Avoid dispersal of spilled material and runoff and contact with soil, waterways, drains and 
sewers.

:Disposal methods
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Section 14. Transport information

-

-

-

-

-

-

-

Not regulated.

-

-

Not regulated. Not regulated.

DOT Classification IMDG IATA

UN number

UN proper 
shipping name

Transport 
hazard class(es)

Packing group

Environmental 
hazards

Special precautions for user

No. No. No.

Transport within user’s premises: always transport in closed containers that are 
upright and secure. Ensure that persons transporting the product know what to do in the 
event of an accident or spillage.

:

Additional information

Transport in bulk according 
to IMO instruments

: Not available.

Section 15. Regulatory information
U.S. Federal regulations :

Clean Air Act Section 602 
Class I Substances

: Not listed

Clean Air Act Section 602 
Class II Substances

: Not listed

DEA List I Chemicals 
(Precursor Chemicals)

: Not listed

DEA List II Chemicals 
(Essential Chemicals)

: Not listed

SARA 302/304

TSCA 8(a) CDR Exempt/Partial exemption: Not determined

United States inventory (TSCA 8b): All components are active or exempted.

Clean Air Act  Section 112
(b) Hazardous Air 
Pollutants (HAPs)

: Not listed

Not applicable.

TSCA 12(b) - Chemical export notification
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Section 15. Regulatory information

None of the components are listed.Massachusetts :

SARA 313

California Prop. 65

New York : None of the components are listed.

New Jersey : None of the components are listed.

Pennsylvania : None of the components are listed.

State regulations

SARA 304 RQ : Not applicable.

No products were found.

Composition/information on ingredients

International regulations

Not applicable.

SARA 311/312

Classification : SKIN SENSITIZATION - Category 1
CARCINOGENICITY - Category 2

oxaliplatin ≥0.1 - ≤1 SKIN IRRITATION - Category 2
EYE IRRITATION - Category 2A
SKIN SENSITIZATION - Category 1
CARCINOGENICITY - Category 2
SPECIFIC TARGET ORGAN TOXICITY (SINGLE EXPOSURE)
(Respiratory tract irritation) - Category 3

Name % Classification

Composition/information on ingredients

This product does not require a Safe Harbor warning under California Prop. 65.

Chemical Weapon Convention List Schedules I, II & III Chemicals

Montreal Protocol

Not listed.

Stockholm Convention on Persistent Organic Pollutants

Not listed.

Rotterdam Convention on Prior Informed Consent (PIC)

Not listed.

UNECE Aarhus Protocol on POPs and Heavy Metals

Not listed.

Not listed.
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Section 16. Other information

History

Sphera Solutions

Date of issue/Date of 
revision

Version

Prepared by

Date of previous issue

:

:

:

:

Key to abbreviations :

07/23/2026

07/25/2024

6.0

Hazardous Material Information System (U.S.A.)

0
0

0

National Fire Protection Association (U.S.A.)

Health Instability/Reactivity

Flammability

Health

Flammability

Physical hazards

Caution: HMIS® ratings are based on a 0-4 rating scale, with 0 representing minimal hazards or risks, and 4 
representing significant hazards or risks. Although HMIS® ratings and the associated label are not required on 
SDSs or products leaving a facility under 29 CFR 1910.1200, the preparer may choose to provide them. HMIS® 
ratings are to be used with a fully implemented HMIS® program. HMIS® is a registered trademark and service 
mark of the American Coatings Association, Inc.

The customer is responsible for determining the PPE code for this material. For more information on HMIS® 
Personal Protective Equipment (PPE) codes, consult the HMIS® Implementation Manual.

* 2

0

0

Special hazards

Procedure used to derive the classification

Classification Justification

SKIN SENSITIZATION - Category 1 Calculation method
CARCINOGENICITY - Category 2 Calculation method

ATE = Acute Toxicity Estimate
BCF = Bioconcentration Factor
GHS = Globally Harmonized System of Classification and Labelling of Chemicals
IATA = International Air Transport Association
IBC = Intermediate Bulk Container
IMDG = International Maritime Dangerous Goods
IMO = International Maritime Organization
LogPow = logarithm of the octanol/water partition coefficient
MARPOL = International Convention for the Prevention of Pollution From Ships, 1973 as 
modified by the Protocol of 1978. ("Marpol" = marine pollution)
N/A = Not available
SGG = Segregation Group
TDG = Transportation of Dangerous Goods
UN = United Nations
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Section 16. Other information

To the best of our knowledge, the information contained herein is accurate. However, neither the above-named 
supplier, nor any of its subsidiaries, assumes any liability whatsoever for the accuracy or completeness of the 
information contained herein.
Final determination of suitability of any material is the sole responsibility of the user. All materials may present 
unknown hazards and should be used with caution. Although certain hazards are described herein, we cannot 
guarantee that these are the only hazards that exist.

Notice to reader

References : HCS (U.S.A.)- Hazard Communication Standard 
International transport regulations

Indicates information that has changed from previously issued version.
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