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1. Introduction

1.1 General  Kol li coat SR 30 D is a poly vi nyl ace tate dis per sion sta bi lized with pov i done 
and  sodium lau ryl sul fate. The dis per sion is suit able for the man u fac ture of pH-
inde pen dent sus tained- release for mu la tions. The dis per sion can also be used 
for taste mask ing. 

1.2 Chemical structure  

1.3 Triv ial name Poly (Vinyl Acetate) Dispersion 30 per cent 

2. Specifications and properties

2.1 Descrip tion  The dis per sion con sists of about 27% poly vi nyl ace tate, 2.7% pov i done and 0.3% 
 sodium lau ryl sul fate. The low viscosity product has a weak characteristic odor 
and a milky white or slightly yellowish appearance. 

2.2  Phys i cal and chem i cal properties 

Sol u bil ity  Kol li coat SR 30 D is mis cible with water in any ratio while retain ing its milky-white 
appear ance. Mix ing the prod uct with eth a nol or iso propyl alco hol in a 1 : 5 ratio 
pro duces a  slightly tur bid and some what vis cous solu tion; a solu tion in ace tone 
is more tur bid. When organic solvents are added, the polymer precipitates at first, 
but then dissolves when further solvent is added. 
Kol li coat SR 30 D is insol u ble in  dilute alka line or  acidic solu tions.  

Specification See separate document: “Standard Specification (not for regulatory purposes)“ 
available via BASF’s WorldAccount: https://worldaccount.basf.com (registered 
access). 

2.3 Regulatory status Meets current Poly (Vinyl Acetate) Dispersion 30 Per Cent Ph. Eur monograph. 

2.4 Mar ket ing author iza tion  Poly vi nyl ace tate is  described, with ref er ence to oral admin is tra tion, in Jap a nese 
Phar ma ceu ti cal Exci pients (JPE) 1993. Poly vi nyl ace tate is used in a  variety of 
medic i nal prod ucts for oral admin is tra tion in numer ous coun tries includ ing Ger many, 
 France and the USA. 
Poly vi nyl ace tate is also used in the food indus try, for exam ple as a chew ing gum 
base or for coat ing  fruits and veg e ta bles. It is  listed, for exam ple, in Ger many in 
the Reg u la tions for Mar ket ing Author iza tion of Food Addi tives for Tech no log i cal 
Pur poses, in the USA in the Code of Fed eral Reg u la tions, Sec tion 172.615, in 
South Korea in the Pub lic Code on Food Addi tives 1995 and in Japan in the  
Jap a nese Stan dard for Food Addi tives, March 1997.
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3. Appli ca tion and Pro cess ing

3.1 Appli ca tion Sus tained- release  coated for mu la tions 
 Kol li coat SR 30 D is used  mainly for the man u fac ture of sus tained- release dos age 
forms. Very effec tive con trol of drug  release is  achieved by coat ing pel lets, gran ules 
and crys tals. 
 
Pro tec tive coats 
Applied in small quan tities or with hydro philic addi tives, Kol li coat SR 30 D pro vides 
good pro tec tion  against odour or taste. It can also be used, for exam ple as a 
sub coat ing, for iso lat ing  active ingre dients to pre vent inter ac tions. 
 
Sus tained- release  matrix for mu la tions 
Matrix tab lets can be pro duced by gran u lat ing  active ingre dients, for exam ple in 
the fluid ized bed pro cess, fol lowed by com pres sion. 

3.2 Pro cess ing infor ma tion  The dis per sion is not par tic u larly vul ner able to exter nal influ ences.  
Nev er the less, the fol low ing fac tors could  result in coag u late for ma tion  
that pre cludes fur ther use of the dis per sion: 
•  addi tion of  finely dis persed pig ments 
•  high shear gra dients in stir rers and mills 
•  addi tion of emul si fi ers, sta bi liz ers or wet ting  agents 
•  pH  changes 
•  organic sol vents 
•  foam ing 
 
The min i mum film-form ing tem per a ture (MFT) of the pure dis per sion is 18°C. 
It can be low ered by add ing plas ti ciz ers. 
 
 The dis per sion can theo ret i cally also be used with out plas ti ciz ers, but these addi tives 
 enhance film for ma tion and the flex ibil ity of the films. 
 
The fol low ing are suit able as plas ti ciz ers or gloss enhanc ers: 
•  1,2-pro py lene gly col 
•  tri ethyl cit rate 
•  poly eth y lene gly cols and  
•  tri ac e tin 
 
The rec om mended plas ti cizer con tent is 0-10% with ref er ence to the dried poly mer 
sub stance 
 
1,2-Pro py lene gly col  offers advan tages for pro cess ing the dis per sion and for film 
prop er ties.

Plas ti cizer sup ple ment MFT
2.5% pro py lene gly col 18°C

5% pro py lene gly col 16°C
10% pro py lene gly col 14°C
15% pro py lene gly col 12°C
2.5% tri ethyl cit rate 10°C

5% tri ethyl cit rate 8°C
10% tri ethyl cit rate 1°C
15% tri ethyl cit rate < 0°C 

 Tri ethyl cit rate low ers the MFT more than pro py lene gly col. 
Kol li coat SR 30 D films with out plas ti cizer are rel a tively brit tle in the dry state; 
when wet, how ever, they are very flex ible (elon ga tion at break >100%). 
A small plas ti cizer sup ple ment also  increases the flex ibil ity of the poly mer in the 
dry state. Elon ga tion at break val ues of more than 250% can be  achieved using 
5% tri ethyl cit rate or 10% pro py lene gly col. Crack for ma tion in coats, due for 
exam ple to pro nounced swell ing of the core, is  thereby pre vented.
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Correlation of elongation at break of isolated films and plasticizer content

  The perme abil ity of the water-insol u ble but swell able films can be var ied by: 
 
•  the layer thick ness of the coat 
•   the use of pore form ers (Kol li don® VA 64, Kol li don 30, HPMC, Avi cel® PH 105). 

The  required con tent  depends on the  desired  release pro file. 

  The layer thick ness  should not be less than 1.5 mg/cm2 (= about 15 µm) since 
oth er wise film  defects and burst  effects are to be  expected. 
Kol li coat SR 30 D can be  applied using  either a top spray or bot tom spray in the 
fluid ized-bed  coater. 
 
Kol li coat SR 30 D has no  charged or ioniz able  groups and con se quently  results 
in pH-inde pen dent film coats. 
 
Using talc in the spray for mu la tions  reduces the stick ing ten dency  thereby pre vent ing 
agglom er a tion of small par ti cles in the fluid ized bed as well as adhe sion  effects.  
Mix ing the  coated par ti cles with 0.1-0.5% Aero sil® 200 pre vents cohe sion dur ing 
stor age even at ele vated tem per a tures. 

3.3 Cleaning recommendation As polyvinyl acetate is insoluble in water, acid and alkali, residues cannot simply 
be removed with aqueous solutions. However, they can be soaked in hot water 
until they swell and then reomoved with high pressure or hot water cleaners or 
mechanically with brushes and conventional cleansers. 
 
As polyvinyl acetate is soluble in ethanol and 2-propanol, these alcohols can also 
be used. This is of particular interest for the cleaning of smaller apparatus parts 
such as nozzles and tubes.
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4. For mu la tion exam ples

4.1  Theo phyl line sus tained-  
release pel lets

Com po si tion of spray  
sus pen sion

The for mu la tion is  designed for 500 g pel lets (diam e ter 0.8-1.3 mm)
Parts by weight 

[g]
Co mposition 

[%]

Poly mer  su spen sion

Kol li coat SR 30 D 223.67 50.0

Pro py len e gly col 6.71 1.5

Water 149.86 33.5

Pig ment s uspen sion

Kol li don 30 2.24 0.5

Titan ium dio xide 2.24 0.5

Sico vit® Red 30 2.24 0.5

Tal c 15.66 3.5

Water 44.73 10.0

447.35 100.0

Prep ar a tion of spray sus pen sion Poly mer sus pen sion: 
Pro py lene gly col fol lowed by Kol li coat SR 30 D are added to the  stated quan tity 
of water with stir ring. 
 
Pig ment sus pen sion: 
Kol li don 30 is dis solved in the  stated quan tity of water.  Sicovit Red 30, tita nium 
diox ide and talc are added with vig or ous stir ring and the mix ture is homog e nized 
with a corun dum disk mill. 
 
Spray sus pen sion: 
The pig ment sus pen sion is incor po rated into the poly mer sus pen sion  
with stir ring. The sus pen sion must be  stirred dur ing the spray pro cess to pre vent 
set tling.

 Machine param e ters Machine Aero matic Strea-1 fluid ized bed gran u la tor

Batch size 500 g

Inlet air tem per a ture 60°C

Out let air tem per a ture 37°C

Prod uct tem per a ture 38°C

Air flow 80 m3/h

Spray ing pres sure 1 bar

Spray ing rate 11.5 g/min

Spray ing time 39 min

Sec on dary dry ing 45°C/5 min

Coat ing level 2 mg film for mer/cm2 
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  The spray sus pen sion is  sprayed con tin u ously onto the fluid ized, pre- heated pel lets 
by the top spray  method. 
 
The coat ing level of 2 mg film for mer/cm2  stated here was estab lished for the pel lets 
by sur face area deter mi na tion. Since the par ti cle size dis tri bu tion and sur face 
struc ture influ ence the  required poly mer quan tity, cal cu lat ing the sur face area is 
rec om mended as a means of esti mat ing the  required coat ing level in each spe cific 
case. 

 

 Dissolution of Theophylline sustained-release pellets

4.2  Caffeine sus tained-  
release pel lets

Com po si tion of pel lets:  10% caf feine, 43.75% Avi cel PH 101, 43.75% lac tose,  
2.5% Kol li don VA 64 

Com po si tion of spray sus pen sion The for mu la tion is  designed for 500 g pel lets (diam e ter 0.7-1.4 mm)
Parts by weight 

[g]
Composition 

[%]

Poly mer  su spen sion

Kol li coat SR 30 D 269.44 49.3

Pro py len e gly col 8.09 1.5

Water 188.61 34.5

Pig ment s uspen sion

Kol li don 30 2.7 0.5

Titanium  dio xide 2.7 0.5

Sico vit Red 30 2.7 0.5

Tal c 18.87 3.4

Water 53.89 9.8

547.99 100.0
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Prep ar a tion of spray sus pen sion See Work ing Pro ce dure 4.1  

 Machine param e ters  Machine Aero matic Strea-1 fluid ized bed gran u la tor

Batch size 500 g

Inlet air tem per a ture 60°C

Out let air tem per a ture 36°C

Prod uct tem per a ture 37°C

Air flow 80 m3/h

Spray pres sure 1 bar

Spray ing rate 12 g/min

Spray ing time 45 min

Sec on dary dry ing 45°C/5 min

Coat ing level 3 mg film for mer/cm2 
 

  The spray sus pen sion is  sprayed con tin u ously onto the fluid ized, pre- heated pel lets 
by the top spray  method. 
 
The coat ing level of 3 mg film for mer/cm2  stated here was estab lished for the 
pel lets by sur face area deter mi na tion. Since the par ti cle size dis tri bu tion and 
sur face struc ture influ ence the  required poly mer quan tity, cal cu lat ing the sur face 
area is rec om mended as a means of esti mat ing the  required coat ing level in each 
spe cific case.

 

 
 Dissolution rate of Caffeine sustained-release pellets at different coating levels 
 
 

EMP 030727e-05 June 2008 Page 8 of 12 Kollicoat SR 30 D



 Cur ing (Ther mal post coat ing treat ment) of the pel lets is not nec es sary.

 

��

 
 Dissolution rate of Caffeine sustained-release pellets with and without curing

 

 
  Dissolution rate of Caffeine sustained-release pellets in different media 
 
The  release of caf feine pel lets is pH inde pen dent. 
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4.3  Propranolol sus tained-  
release pel lets

Com po si tion of pel lets:  20.0% pro pran o lol, 51.66% Avi cel PH 101, 25.84% lac tose, 2.5% Kol li don VA 64 

Com po si tion of spray sus pen sion The for mu la tion is  designed for 500 g pel lets (diam e ter 0.4-1.5 mm)

Parts by weight  
[g]

Composition  
[%]

Poly mer  su spen sion
Kol li coat SR 30 D 249.41 49.2
Pro py lene  gly col 7.49 1.5
Water 174.59 34.5

Talc su spen sion
Tal c 29.94 5.9
Water 44.91 8.9

506.34 100.0

Prep ar a tion of spray sus pen sion See Work ing Pro ce dure 4.1. 

 Machine param e ters  Machine Aero matic Strea-1 fluid ized bed gran u la tor
Batch size 500 g
Inlet air tem per a ture 60°C
Out let air tem per a ture 35°C
Prod uct tem per a ture 36°C
Air flow 80 m3/h
Spray ing pres sure 1 bar
Spray ing rate 13 g/min
Spray ing time 39 min
Sec on dary dry ing 45°C/5 min
Coat ing level 3 mg film for mer/cm2 

 

 

 
 Dissolution rate of Propranolol sustained-release pellets
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4.4  Taste- masked  
ace tam i no phen

Ace tam i no phen granules. (Knoll AG) 
 
Smaller quan tities have to be  applied for taste mask ing since oth er wise drug 
 release char ac ter is tics would be exces sively  altered. 
 
Crys tal line ace tam i no phen is  coated with 4% Kol li coat SR 30 D.
 
The for mu la tion is  designed for 500 g pow der.

Parts by weight  
[g]

Composition  
[%]

Poly mer  su spen sion

Kol li coat SR 30 D 73.33 100.0 

 Machine param e ters  Machine Aero matic Strea-1 fluid ized bed gran u la tor

Batch size 500 g

Inlet air tem per a ture 60°C

Out let air tem per a ture 40°C

Prod uct tem per a ture 41°C

Air flow 80 m3/h

Spray ing pres sure 1 bar

Spray ing rate 9 g/min

Spray ing time 9 min

Sec on dary dry ing 45°C/5 min

Coat ing level 4% 

Taste mask ing No bit ter taste

 

 
Dissolution rate of taste-masked acetaminophen
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5. Stor age Pro tect from frost and store below 25°C

6. Stabil ity  At least 18  months in the  unopened orig i nal con tainer. On expo sure to heat and 
frost and if foam ing  occurs, aque ous dis per sions may form coag u lates that pre-
clude fur ther use of the prod uct.

7. PBG-No.  10201076

8. PRD-No.  30067541

9. Pack ag ing  25-l poly eth y lene con tainer. The prod uct can also be  filled into  larger con tain ers.

Note This document, or any answers or information provided herein by BASF, does not 
constitute a legally binding obligation of BASF. While the descriptions, designs, data 
and information contained herein are presented in good faith and believed to be 
accurate, it is provided for your guidance only. Because many factors may affect 
processing or application/use, we recommend that you make tests to determine 
the suitability of a product for your particular purpose prior to use. It does not relieve 
our customers from the obligation to perform a full inspection of the products upon 
delivery or any other obligation. NO WARRANTIES OF ANY KIND, EITHER EXPRESS 
OR IMPLIED, INCLUDING WARRANTIES OF MERCHANTABILITY OR FITNESS 
FOR A PARTICULAR PURPOSE, ARE MADE REGARDING PRODUCTS DESCRIBED 
OR DESIGNS, DATA OR INFORMATION SET FORTH, OR THAT THE PRODUCTS, 
DESIGNS, DATA OR INFORMATION MAY BE USED WITHOUT INFRINGING THE 
INTELLECTUAL PROPERTY RIGHTS OF OTHERS. IN NO CASE SHALL THE 
DESCRIPTIONS, INFORMATION, DATA OR DESIGNS PROVIDED BE CONSIDERED 
A PART OF OUR TERMS AND CONDITIONS OF SALE. 
 
June 2008
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