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Column 1 2 3 4 5 6 7 

Group 

no. 

Coating  State of 

balloon 

during 

coating  

Water 

content of 

coating 

solution 

(v/v%)* 

Auxiliary 

substance 

(iopromide)  

% by weight of 

paclitaxel 

Paclitaxel 

on the 

balloon 

[µg] 

Ptx  

transferred 

into the arterial 

tissue 

% of (5) 

Ptx  

remaining 

on used 

balloon 

% of (5) 

A experimental inflated 1.3 % 0 625 ± 111 16.0 ± 11.8 23.1 ± 10.2 

        

B experimental inflated 1.4 % 10 680 ± 326 19.1 ± 11.1 21.0 ± 14.7 

C experimental inflated 10.0 % 50 745 ± 31 29.9 ± 13.5 15.0 ± 10.0 

D 

experimental 

paccocath 

coating 

inflated 1.3 % 50 765 ± 66 25.9 ± 11.7 16.8 ± 4.7 

Circ. 

2004 
paccocath folded  50 550 8.7±4.9 7.9±2.6 
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Line Column no. 1 2 3 4 5 

1 dose group Paclitaxel on 

one balloon  

Ptx transfer into 

arterial wall 

Ptx transfer into 

arterial wall 

Ptx transfer into 

arterial wall 

Ptx 

remaining 

on used 

balloon 

 

2 
 

 total concentration in 

tissue 

proportion of 

dose 

proportion of 

dose 

3 
 

[µg/mm²] [µg] [µg/g] [% of column 1] 
[% of 

column 1] 

 
 

     

4 n  8 8 8 8 

 
 

     

5 standard 

dose 

3 µg/mm² 

3.06 ± 0.09 379 ± 265 787 ± 738 15.5 ± 10.3 9.5 ± 2.4 
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6 2 balloons, 

each with 3 

µg/mm²  

3.06 ± 0.09 694 ± 492 1287 ± 619 14.6 ± 10.9 9.8 ± 3.1* 

       

7 1 balloon, 

6 µg/mm² 
5.88 ± 0.20 796 ± 564 1957 ± 1472 16.9 ± 11.5 5.5 ± 1.2 
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No. Catheter  PTCA balloon catheter from MitrAssist Lifesciences Limited; 

Nylon/ Pebax balloon membrane 

PTCA balloon catheter (Kossel 

Medtech, Suzhou City, China) Nylon/ 

Pebax balloon membrane 

1 Internal experiment 

no. 

IMTR 20180917 IMTR20181021, IMTR20190304 

2 Balloon membrane Nylon PEBAX n PEBAX/  n Nylon PEBAX  n 

3 Formulation, active 

substance, auxiliary 

substance 

D10d; Ptx, NDGA D10d; Ptx, 

NDGA 

 MA– PG2; Ptx, 

propyl gallate 

 Sirolimus, BHT   

4 Total active 

substance on 

balloon, µg/mm² 

1.98 1.98 2 3.09±0.09 4 4.8±0.5 4.8±0.3 3 

5 Active substance 

loss in haemostatic 

valve, % of dose 

(line 4) 

10.3 ±6.5 4.4±5.4 4 16.8±2.6 3 3.7±4.0 0.7±2.2 3 
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6 Transfer into pig 

arterial wall, 

coronary, % of 

dose (line 4) 

6.0±3.4 26.2±8.0 6 35.4±8.0 9 19.0±7.923 23.6±12.9 6 

7 µg/g of arterial 

tissue 

116±55 497±191 6 834±305 9 673±339 815±467 6 

8 Remainder on 

balloon, % of dose 

(line 4) 

30.1±6.5 26.0±2.5 6 4.2±0.5 9 16.6±4.8 16.5±4.7 6 
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