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WE CLAIM: 

1. A pharmaceutical dosage form for oral administration having a breaking strength of at least 

300 N and comprising (i) a pharmacologically active ingredient; (ii) an opioid antagonist and/or 

an aversive agent; (iii) a polyalkylene oxide having an average molecular weight of at least 

200,000 g/mol; and (iv) an anionic polymer; wherein said aversive agent imparts an unpleasant 

(aversive) sensation to an abuser when the dosage form is tampered with so that tampering for 

the purpose of abusing the phamacologically active ingredient that is contained in the dosage 

form can be avoided or at least substantially impeded and wherein said aversive agent is selected 

from the group consisting of (a) substances which irritate the nasal passages and/or pharynx, (b) 

viscosity-increasing agents and/or gelling agents; (c) emetics; (d) dyes; (e) bitter substances; and 

(f) surfactants. 

2. The pharmaceutical dosage form according to claim 1, wherein the anionic polymer 

comprises anionic functional groups selected from carboxyl groups, sulfonyl groups, sulfate 

groups, and phosphoryl groups. 

3. The pharmaceutical dosage form according to claim 1 or 2, wherein the anionic polymer is 

derived from a monomer selected from acrylic acid, alkyl acrylates and alkyl alkacrylates, or a 

combination thereof. 

4. The pharmaceutical dosage form according to any one of the preceding claims, wherein in 

accordance with Ph. Eur. the in vitro release profile of the pharmacologically active ingredient 

opioid agonist essentially corresponds to the in vitro release profile of the opioid antagonist 

and/or the aversive agent. 

5. The pharmaceutical dosage form according to any one of the preceding claims, wherein the 

pharmacologically active ingredient opioid agonist and the opioid antagonist and/or the aversive 

agent are homogeneously distributed over the pharmaceutical dosage form or, when the 

pharmaceutical dosage form comprises a film coating, over the coated core of the pharmaceutical 

dosage form. 

6. The pharmaceutical dosage form according to any one of the preceding claims, wherein the 

pharmacologically active ingredient opioid agonist and the opioid antagonist and/or the aversive 

agent are embedded in a prolonged release matrix comprising the polyalkylene oxide and the 

anionic polymer. 
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7. The pharmaceutical dosage form according to any one of the preceding claims, which is 

configured for administration once daily or twice daily.  

8. The pharmaceutical dosage form according to any one of the preceding claims, which is 

monolithic. 

9. The pharmaceutical dosage form according to any one of the preceding claims, wherein the 

content of the polyalkylene oxide is at least 30 wt.-%, and/or the content of anionic polymer is 

within the range of 5.0±4.5 wt.-%, in each case based on the total weight of the pharmaceutical 

dosage form. 

10. The pharmaceutical dosage form according to any one of the preceding claims, which is 

thermoformed. 

11. The pharmaceutical dosage form according to claim 10, which is hot-melt extruded. 

12. The pharmaceutical dosage form according to any one of the preceding claims, which is 

tamper-resistant. 

13. The pharmaceutical dosage form according to any one of the preceding claims, wherein the 

pharmacologically active ingredient is oxycodone or a physiologically acceptable salt thereof. 

14.  The pharmaceutical dosage form according to any one of the preceding claims, wherein the 

opioid antagonist is selected from the group consisting of naltrexone, naloxone, nalmefene, 

cyclazacine, levallorphan, pharmaceutically acceptable salts thereof and mixtures thereof. 

15. The pharmaceutical dosage form according to any one of the preceding claims, which 

contains a plasticizer and/or an antioxidant. 
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