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+!2Q! L4%E97.9?NEQ-A68!&3Q0+=!"(9;-I#,.U,D!71J0 Amphotericin-B (Ampho.B) V>?"
N ;TLL4FA +A"&(=(96!-P%,2)0"D!+N ;-I).*  

6!-7AW !P%,2DAGH/+!K93 Amphotericin-B )-,?(3Q$+6!-.3%0"2A:"2X!-AF.9?(92A$
+! Amphotericin-B 50 mg , Sodium desoxycholate (SDC) 41 mg 

,  Water for injection (WFI) 10 ml 53+NEQ Dimethylacetamide 

(DMA), Dimethylsulfoxide (DMSO),M%I#=$ P#(@0" DMA:DMSO 

.9?0A2-!#=$  70:30, 50:50, 30:70 N ;-,(!G 1.0, 1.5, 2.0, 2.5,M%I 3.0 ml 

7F$=! DMSO N ;-,(!G 2.0 ml/10 ml );< 2A$.X!%I%!+.9?39.9?#43 6!-NEQ04G'DB(, 
40

o
 C  !  10  !.9 Order of mixing M%I Tween 80 ;-,(!G 0.2 M%I 0.5 

%w/v  &(=(9P%2=06!-%I%!+@0" Ampho.B L!66!-*>68! Solubility-phase 

analysis F="F06O>"6!-)6,3#!-;-I60F)E,"VQ0 -I'$=!" Ampho.B M%I SDC M%I
E=$+)7,?(@936!-%I%!+@0"2A$+!N  :X!  

L!6 A: )2-9+(#!-%I%!+@0" Ampho.B M%I N  DMSO 2.0 ml  M%I X!&;
.X!N'QM'Q"53+NEQ)1-J?0"6%A? %31$!(3A .9?NEQ oil bath &3Q#!-.9?(9%A68GI);< )L%#9 :X!2!%3X! 
V>?")6,3L!66!-)#J?0(#%!+2A$@0" Ampho.B M%I)(J?0 X!&;.X!N'QM'Q"53+NEQ)1-J?0" 
laboratory-scale freeze dryer 7F$=!&(=#!(!-O.X!N'QM'Q"&3Q 0+=!"&-6S2!()(J?0)2,( 

WFI ;-,(!G 2.0-10.0 ml  N #B2-2X!-AF3A"6%=!$ 7F$=!#!(!-O.X!N'QM'Q"&3Q#!-%A68GI 
glassy M%I)(J?0 X!(!%I%!+ :X!7F$=!2X!-AF.9?(9 WFI  Q0+LIN'Q#!-%I%!+.9?N#6$=! L!6 A: 
*>68!'!E ,3@0"#!-E=$+N 2X!-AF)7J?0NEQ);<  bulking agent 53+NEQ Mannitol , 

Sorbitol , M%I PEG ;-,(!G1$!()@Q(@Q 2=!"Y M%I)2-9+(P"M'Q"@0"+!K93 53+NEQ 
pilot-scale freeze dryer 7F$=!2X!-AF.9?(914G#(FA2,39.A:".!")1(9 M%I6!+D!7 N'Q
#!-%I%!+.9?N#'%A" X!(!%I%!+ WFI M%I(91$!(1"2A$39 (45

o 
C/ 75% RH, 1 wk)  

(9#=$ ;-I60F3A" 9:1J0 Ampho.B 50 mg, SDC 41 mg, Mannitol 30 mg, 

DMSO 2.0 ml N  WFI 4.0 ml  

 

 

 

 

 

 

 

Abstract 
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          Disseminated systemic fungal infections in AIDS, cancer 

and organ-transplanted patients have recently been the health 

problem in Thailand. Highly effective drug of choice is 

Amphotericin-B (Ampho.B), the product of which is to be 

imported and cannot be manufactured in this country. 

          The product development of Ampho.B injection has been 

carried out with formulations containing Ampho.B 50 mg, 

Sodium desoxycholate (Sod.desoxy.) 41 mg, Water for Injection 

(WFI) 10 ml, and 1.0, 1.5, 2.0, 2.5, or 3.0 ml of various 

solvents, i.e., Dimethylacetamide (DMA), Dimethylsulfoxide 

(DMSO), and DMA:DMSO mixtures in the ratios of 70:30, 

50:50, and 30:70. It was found that the optimum solvent was 2.0 

ml DMSO. Heat at 40 
o
C for 10 minutes, order of mixing, and 

Tween 80 at concentrations of 0.2 and 0.5% w/v imposed no 

effect on solubility of Ampho.B. The results from solubility-

phase analysis indicated the complexation of Ampho.B and 

Sod.desoxy. which would increase the solubility of Ampho.B. 

          The residue of Ampho.B solution in DMSO 2.0 ml dried 

by the reduced-pressure evaporator with oil bath was black-

brownish gel, suggesting the drug decomposition. It was also 

unable to dry this Ampho.B solution with the Laboratory-scale 

freeze dryer. However, having been added 2.0-10.0 ml of WFI, 

this solution could readily be dried resulting a glassy product. 

Such product with less amount of WFI added became more 

clear solution after being reconstituted with WFI. The inclution 

of bulking agents such as mannitol, sorbitol and polyethylene 

glycol (PEG) at various concentrations in the formulations were 

subsequently tried by the use of Pilot-scale freeze dryer. It may 

be concluded that the formulation with satisfactory physico-

chemical properties, possessing clear reconstituted solution, and 

being stable under 45 
o
C/75 % RH for 1 week, was composed of 

Ampho.B 50 mg, Sod.desoxy. 41 mg, mannitol 30 mg, and 

DMSO 2.0 ml in WFI 4.0 ml. 

 
 

 




