
 
 

 
 

 
 

 
 

 
 

 

 
 

 

 
 

 

 
 

 
 

 
 

 

 

 
 

 

 

 
 

 

 

 

 



 

 

 

 
 

 
 

 
 

 
 
 

     
     
 

 
   

 
 

   

 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 

 



 

 
 

  

 
 

 
 

 
 

 

 

 

 

 
 

 
 

 
 

 
 

 

 
 

 

 



 
 

 

Members of Health professionals are called to inform upon to suspected case of side effect the Federal 
Institute for Drugs and medical devices  
Pharmacovigilance Dept. 
Kurt-Georg-Kiesinger-Allee 3 
D-53175 Bonn 
Website: www.bfarm.de 

 

   
 
 

 
 

 
 

 
 

 
 

 

 

 
 

 

 
 

  

 
 

 

 
 

 

 
 

  

 
 

 

  

 
 

 

 
 

 

 

 

 

 

 

 

 

 

 



4.9 Overdose

Noo cases of overdose have been reported. In case of overdose, the reported side effects may occur 
(see section 4.8). Since Protirelin is fastly eliminated from the body, there is no need to take any measures 
in case of overdose. 

5. Pharmacological properties 
5.1 Pharmacodynamic properties Pharmacotherapeutic group: 
Thyroid function tests, Protirelin 
ATC code: V04C J02 

TRH, which is effective on the pituitary gland, is formed in the hypothalamus and passes through the portal 
vein circulation to the anterior pituitary gland. There it leads to the release of thyrotropin with a 
subsequent increase in serum thyrotropin levels and increased thyrotropin resynthesis. 
In healthy people, TRH leads at the same time as a prolactin secretion from the pituitary gland, in 
prolactinoma, this stimulation is attenuated or absent. In contrast, a TRH-induced release of growth 
hormone (STH, GH) is only evident in acromegaly. 
 

5.2 Pharmacokinetic properties: 
Maximum serum levels for Protirelin can be expected after 2  5 minutes after intravenous administration. 
Accordingly, the maximum thyrotropin levels are found after 20  30 minutes.  
The tripeptide protirelin is rapidly enzymatically degraded in serum and tissues. The serum half-life is 
approximately 3  6.5 minutes, with both native protirelin and metabolites excreted in the urine.  
 
5.3 Preclinical data on safety  
Acute toxicity 
Studies on the acute toxicity of protirelin are not available. 
 

Chronic toxicity 
Chronic toxicity studies of the protirelin are not present. 
 

Mutagenic and tumorogenic potential 
Protirelin has not been adequately studied regarding mutagenic effects. 
A bacterial test for gene mutation results negative. 
There are no long-term studies on animals of a potential tumor-generating 

 

 
 
Reproductive toxicity 

Protirelin crosses the placenta. Protirelin increased the number of resorptions in the rabbit at 1.5 times the 
human dose. No effects were observed in the rat at up to 6 times the human dose. 
Investigations on mice and rabbits found no evidence of a teratogenic potential of protirelin. Prenaal 
protirelin exposure accelerated, especially associated with glucocorticoids, the fetal lung maturation, the 
"alveolar air expansion index" is significantly increased and the survival time of premature infants after a 
single dose of Protirelin is higher than in control animals (lamb, rabbit). 
 



6.Pharmaceutical particulars

6. 1 List of excipients 
Sodium chloride, water for injections, hydrochloric acid 10 %. 

6. 2 Incompatibilities 
None. Since there are no compatibility studies this product must not be mixed with other medicinal 
products 
 
6. 3 Shelf life 
4 years 
 
6. 4 Special precautions for storage 
Do not store above 25°C. 
 

6. 5 Type and contents of the container 
TRH FERRING 0.2 mg/ml solution for injection is provided as a single 1 ml dose in colorless glass ampoules 
(type I). 
Surgery with 1 ampoule of 1 ml solution for injection 
Surgery with 5 ampoules, each containing 1 ml solution for injection 

6.6 Special precautions for disposal and other instructions for handling 

 
6. 6 Special precautions 
Any unused medicinal product or waste material must be classified in accordance with national 
requirements to be disposed 

 
7. Marketing authorisation holder 
 

FERRING GmbH 
Wittland 11 
D-24109 Kiel 
Co-distributors 
FERRING Arzneimittel GmbH 
Factory road 7 
D-24103 Kiel 
Tel. 0431-5852-0 
Tel. 0431-5852-74 

 
8. Approval number 
6079289. 00. 00 
9. Date of issue of marketing authorisation/ 
Renewal of marketing authorisation 
01. 09. 1998/04. 08. 2015 
10. State of information 
August 2015 
11. Sales demarcation 



Prescription-only If you have any further questions
Please contact us at the following e-mail address: 
info-service@ferring. de 

 


