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Substance FS-1 is a complex (adduct) containing 

triiodide, molecular iodine and a positively charged ion, 

magnesium (+2) and lithium (+1). In the calculations, 

dextrin is replaced by ethanol, and peptide by amide.  

 

The resulting calculations of interatomic distance  

indicate that that iodine atoms, magnesium and lithium 

are located within the dextrin helix. Molecular iodine 

coordinates peptide located outside of dextrin helix. The 

peptide may also be externally coordinated by 

magnesium ion 

 O, N, C, I, Li, Mg 

NEW DRUG APPLICATION – FS-1 

[{(Ln(MeI3)
 +) y[Me(Lm)I]+

x} (CI-)y+x+k]   



Averaged PK curve of FS-1 (dose 15 mg/kg) 
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Concentration (ng/ml) of FS-1 in blood plasma of healthy volunteers 

after single administration of 15 mg/kg administration 

Время 

 (час) 
И668 И646 И681 И627 И679 И686 И234 И322 SD CV % 

1 2 3 4 5 6 7 8 9 10 11 12 

0 45 66 51 38 52 44 65 51 51,5 9,8 19,05 

0,08 51 60 54 46 56 40 58 55 52,5 6,6 12,63 

0,17 66 55 60 44 - 50 70 77 60,3 11,6 19,22 

0,33 65 43 76 56 61 55 62 60 59,8 9,4 15,69 

0,5 135 95 106 89 65 84 73 87 91,8 21,5 23,45 

1 124 102 112 96 101 112 98 108 106,6 9,3 8,70 

2 94 109 126 90 135 106 112 97 108,6 15,6 14,40 

3 91 112 96 88 122 114 99 103 103,1 11,9 11,57 

4 87 79 86 80 102 98 88 91 88,9 8,0 9,01 

1 2 3 4 5 6 7 8 9 10 11 12 

6 88 76 70 82 92 79 86 83 82,0 7,0 8,52 

12 80 70 66 68 70 76 80 71 72,6 5,4 7,39 

24 50 72 64 44 56 60 60 56 57,8 8,5 14,74 

36 60 66 55 50 60 56 52 60 57,4 5,2 8,98 

48 52 68 56 48 56 50 61 54 55,6 6,4 11,53 

x



PARMACOKINETIC PARAMETERS (PK) OF FS-1* 

PK** Dose of FS-1 (mg/kg) 

5 10 15 

AUC (ng*h/ml ) 340 402 619 

Cmax (ng/ml) 29.6 41.0 54.4 

Clirence  (ml*h/kg) 13.4 25.8 24.3 

Tmax (h) 2.6 1.6 1.4 

Vβ (ml/kg) 338 586 536 

T1/2 (h) 16 17 14 

Kβ (h) 0.04 0.03 0.06 

Three groups (n 27) volunteers were administered single oral dose of FS-1  

* non binding with proteins of blood (freedom fraction) 

** non-compartment model  



Relationship AUC0-24 from dose of FS-1 

r = 0.98  



CONCLUSION 

FS-1 PK parameters were consistent with preclinical studies.  

Character of the relationship between the dose of the FS-1 and the 

AUC, as well as the constancy of FS-1 invariant PK parameters 

indicate that the dynamics of ADME of the drug is subject to the basic 

principles of linear pharmacokinetics.  

Values microconstants adsorption rate, interchange tissue and blood 

and elimination found modeling methods indicate that the ratio 

between their values subject to the condition: ka> k10 ≥ k12, k21, 

suggests that the FS-1 does not tend to accumulate in tissues and 

organs.  

It also indicates a middle volume of distribution values and the 

relationship between drug half-life drugs and the average time it 

retention. 



Thank you! 





PK FS-1 observed by non-modal (МСМ) and modal 

methods for dose 5 mg/kg 





PK FS-1 observed by non-modal (МСМ) and modal 

methods for dose 10 mg/kg 





PK FS-1 observed by non-modal (МСМ) and modal 

methods for dose 15 mg/kg 


