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AUANEMYIANIZUBIEN
Fropofol 10 mg/ml injection 20 ml
1. %arﬂa‘fzgmam (Generic name) : Propofol 1% (10 mg/nd)
2, guenifanaly .
A D j =t a ot 2 M . ‘g ) ar A 3 & o,
UL : Bfatuito@esfuduinisfeuyd iiaeinae diiuiaimanesaena)
dnnlszney : Usznovdaudandiiny Ao Propofol 10 Hafindy Tu 1 mi wazawnlsznauves
av @ o i By = B e N
auawﬁ' aﬂtﬂu‘lﬂluu‘ljuﬂ Medium chain triglycerides tia2 Long chain triglycerides
Y3rinssam 20 ml de 1 prwuzDITy
myugussy ussynegluntiusraeaudala dsirnie
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P ef - Y -
nan1sas193ins1zigan1mili 1o a1 Finished Product Specification 112 Drug Substance

- o _ o

Specification g 19801 F¥d1TmReIT Foldvanzidoudedninnunuznssumsemisiazon

NIENTNATIUGY B s evermasers Gecesnsnsserissseeriessss faciie
3.1 Finished Product Speg:’iﬁcation : Propofol-Liputo 1% R /‘% o e

*1’]’@ Test [tems - ZUm,"lj;;)iz;'vfol—Lipuro 1% e

1 Identification | Meets s z%'gi{fﬁ:éﬁ{éﬁ{.s ““““““ e

2 Assay 9_5-[0@@{3 ................................ rerneressns TREIH
3 Limit of free Faity acids <.2.5 minol/

4 Limit of Propofol Related C_ompo_un,d A -

5 Liinit of Propofo! Related Compound B -

6 Sterility test Sterile

7 Bacterial endotoxins Not more than 3.3 1.U/ml

8 | pH 6.0-8.5

9 Glabule size distribution in Lipitl injectable | Meets the fequirements

emulsion




3.2 Drug Substance Specification : Propofol

Wn Test Items Propofol-Lipure 1%
1 Identification Meets the requirements

2 Assay 98%-102%

3 Impurities Total impurities NMT 0.03%

4 Limit of Propofol Related Compound A NMT 0.05%

3 Limit of Propofol Related Compound B NMT 0.05%

6 Refractive Index at 20°C 1.5125-1.5145
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