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Finished product specification
@. ldentification MTIUAN Finished product specification
. Assay
- Dobutamine «o - @@0% of LA
- Sodium Metabisulfite o.bo& - o.leb
. pH b.& - &.&
Relative Density 0.8®O — .00
&. Particulate matter
- Size > @0 Pm NMT ,000 particles/vial
- Size = b& pm NMT oo particles/vial
o. Visible Particles MIIUUMN Finished product specification
o. Extractable Volume wo.0 - bo.D
. Related Substances
- Each unknown impurity NMT o.0%
- Total Impurity NMT @.0%
«. Microbiological test
- Bacterial Endotoxin NMT lv.oz EU/mg of Dobutamine
- Sterility R3AHUAY Finished product specification
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Way/13e drug substance specification
. 1NA1TFUTBWINTFIUNTTHAALN
Anandoafiionarsfusesuinsgrunisedneiniundninueinazisnisialunisndnen (Good
Manufacturing Practices) (GMP) lumnailiigadeafuingiumenddguazeniiauous @iuagamusey
nsnsalaedeegluriauiainissuses) Usenausie
b.o 1BNA1T3UTBININTFIUNNTHEABIMINNE NN UsuaEITsAATun AR TRafAU (Active
Pharmaceutical ingredient) Vllﬂii)iaamummgm WHO-GMP wisaifisuvindueenstes
oo LONANTTUTBBNATTIUMSHANE VAN USTa TN R UM SHEREEIFagU (Finished
Product) fil#§UseaMLAATEIU GMP-PIC/s vdaifisuinduatnatos
- {udn erdusagu (Manufacturer)
- futiaussquansnet (Packaging) lannznsdiiuanendiaguuasuisussqndniasirisdouasiieg
o.o dumdadennsgiuninfivinwnagnsenesmundninusiuagisnsnalunsfivinwnas

N3¥281 (Good storage Practice/Good Distribution Practice; GSP/GDP)
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.« LONENTUANINANNTANBIAIINAI (Stability data) 91U e JUNSHERUTENBUGIY
- HAN13ANY long term stability data maeatisengesefitunsdeulifudinnunnenssunis
BIMNIUATYINTENTINEATI TG
- HANSANBIAINAIAITUAN1IZLSY Accelerated stability data
- HANNIANYIAIIUAIRITEEEETY On-going stability data Ua1am 311U o JUNITNER
. LBNATHANIANYIANNAIIINEINTTaEANEILaL/vSoRaLUFYIaraTesie ATUTULATABAAREY
fulenansfiiue
oo ULENAITLANITIBUNANITUTEIUASANEN Risk assessment of elemental impurities Adulumy
ICH guideline QeD, USP wag EP
. A181981
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