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Where can Rapamycin,  
the Rapamycin-Ethanol-Solution be ordered?

Accounting, logistics and  
quality control are managed by: 

Cfm Oskar Tropitzsch e.K. 
Waldershofer Str. 51 
D-95615 Marktredwitz  
Germany

Phone.: 	 +49 (0) 9231 96 19 24 
Fax: 	 +49 (0) 9231 96 19 60 
Email: 	 info@cfmot.de 
Website: 	 www.cfmot.de

Person in charge: Mr. Schaeffler

The manufacturer of the  
Rapamycin-Ethanol Solution is:  

Marien-Pharmacy  
Kolpingstraße 2  
D-95615 Marktredwitz 
Germany 

Phone.: 	 +49 (0) 9231 51 60 
Fax.: 	 +49 (0) 9231 636 40 
Email: 	 info@ma-m.de 
Website: 	 www.ma-m.de

Person in charge: Mr. Bauer, Pharmacist
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Detailed raw material pathway

Which Certificates are available Cfm Oskar Tropitzsch: 

Supply of Active Pharmaceutical Ingredients acc. §67 
AMG. Supervision confirmation according to §64 ff. 
AMG by the government of Upper Franconia, Bavaria, 
Germany
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Marien-Pharmacy: 

DIN-EN ISO 9001:2008
DIN-EN ISO 14001:2005
All other necessary certificates for a pharmacy.
Example Certificates are enclosed.

6

TEL +49 (0) 9231-9619-0  /  FAX +49 (0) 9231-9619-60 � WEB WWW. CFMOT.DE  /  MAIL INFO@CFMOT.DE

Oskar Tropitzsch



7Facts on Rapamycin – Rapamycin-Ethanol-Solution

Oskar Tropitzsch

TEL +49 (0) 9231-9619-0  /  FAX +49 (0) 9231-9619-60 � WEB WWW. CFMOT.DE  /  MAIL INFO@CFMOT.DE



Rapamycin-Ethanol-Solution order procedure

Detailed order process

1.	 Original-prescription with number of vials, volume, concentrati-
on and application is necessary and has to be send in original 
to Cfm Oskar Tropitzsch e.K. Example enclosed.

2.	 For EU: maximal 100 vials can be ordered at once.

3.	 For customers outside EU: no limitation

4.	 Price list is available, please contact Cfm Oskar Tropitzsch e.K.




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Quality Control

Each Rapamycin raw material batch is analysed at an 
independent laboratory. Only after approval this raw 
material is used for the production of the Rapamycin-
Ethanol-Solution.

Each Rapamycin-Ethanol-Batch is going to be sent  
to an external laboratory for a sterility test.

Frequently, Limulus-, Endotoxin- und Assay-Tests  
are performed at an independent laboratory.

The solution is produced based on a validated  
manufacturing process.  
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Example of a Steril-test certificate 
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Example of an Endotoxin-test certificate
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Certificate of Analysis

Product: Rapamycin (Sirolimus)

Code-Number: 53123-88-9/

CAS-Number: 53123-88-9

Formula: C51H79NO13

Formula weight: 914,19 g/mol

Manufacturing Date: ...

Expiry Date: …

Storage +2/+8°C

Test Specifications Results

Batch .......

Appearance white to off-white powder White powder

Identification
   HPLC Retention time   
   FT-IR

Corresponds to the standard

Complies with the reference standard

Conforms

Conforms

Specific rotation -140° to -160° on anhydrous basis -151°

Water (K.F.) NMT 1.0% 0.2%

Residue on Ignition NMT 0.2% 0.16%

Heavy metal NMT 20ppm NMT 20ppm

Chromatographic purity
   Individual specified impurity
      IP A (RRT = 0.7)
      IP B (RRT = 0.8)
      IP C (RRT = 0.9)
      IP D (RRT = 1.16)
      IP E (RRT = 1.2)
      IP F (RRT = 1.3)
   Individual unspecified impurity
   Total impurities

NMT 0.30% (Area%)

NMT 0.10% /Area%)
NMT 2.0% (Area%)

0.27%
0.08%
0.13%
0.01%
0.06%
0.08%
Not detected
0.62%

Assay (W/W, anhydrous basis) 98.0%-101% 99.3%

Residual solvents
   Methanol
   Ethyl acetate
   Acetone
   N-Hexane
   Isopropyl ether

NMT 3000 ppm
NMT 5000 ppm
NMT 5000 ppm
NMT 290 ppm
NMT 4000 ppm

LT 100 ppm
LT 100 ppm
LT 100 ppm
LT 100 ppm
531 ppm

Data as received from supplier			            HPLC chart is available on request 

Example



Rapamycin additional information

Sirolimus is a relatively new immunosuppressant drug 
used to prevent rejection in organ transplantation, and 
is especially useful in kidney transplants. It is also 
known as rapamycin. Sirolimus is a macrolide antibiotic 
(„-mycin“) first discovered as a product of the bacterium 
Streptomyces hygroscopicus in a soil sample from an 
island called Rapa Nui, better known as Easter Island. It 
is marketed as Rapamune® by Wyeth.

Interestingly, rapamycin originally was developed as an 
antifungal agent. However, this was abandoned when it 
was discovered that rapamycin had potent immunosup-
pressive and antiproliferative properties.

Mechanism of action
Despite its similar name, it is not a calcineurin inhibitor 
like tacrolimus or ciclosporin. However, it has a similar 
suppressive effect on the immune system. Sirolimus in-
hibits the response to IL-2 and thereby blocks activation 
of T- and B-cells. In contrast, tacrolimus and cyclospo-
rine inhibit the production of IL-2.

The mode of action of sirolimus is that it binds to the 
cytosolic protein FK-binding protein 12 (FKBP12), 
in a similar way to tacrolimus. However, unlike the 
tacrolimus-FKBP12 complex which inhibits calcineu-
rin (PP2B), the sirolimus-FKBP12 complex inhibits 
the mammalian target of rapamycin (mTOR) pathway 
through derepression of PP2A, resulting in inhibition of 
lymphocyte proliferation.

Anti-proliferative effects
The anti-proliferative effect of sirolimus has also been 
used in conjunction with coronary stents to prevent 
restenosis in coronary arteries following balloon 
angioplasty. The sirolimus is formulated in a polymer-
free coating that affords controlled release through the 
healing period following coronary intervention. Several 
large clinical studies have demonstrated lower reste-
nosis rates in patients treated with sirolimus eluting 
stents when compared to bare metal stents, resulting in 
fewer repeat procedures. 
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Packaging Details
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Abbreviations and Common Terms

Abbreviation Definition

API Active Pharmaceutical Ingredient

ASMF Active Substance Master File

Assay Content (Purity)

BfArM Federal Institute for Drugs and Medical Devices (Germany)

cGMP Current Good Manufacturing Practice

C of A - CoA Certificate of Analysis

DMF Drug Master File (old name – Now ASMF)

E.U. Endotoxin Unit (related to the limulus test)

FDA Food and Drug Administration (USA)

FT-IR Fourier Transform Infrared Spectroscopy

HPLC High Performance Liquid Chromatography (Analysis Method)

IP Impurity (derivatives or not classified compounds)

ISO International Standards Organisation

Limulus test Is also named Endotoxin test

M.P. Melting Point

NMT Not More Than (Maximum value)

Ph. EUR European Pharmacopoeia

PPM Parts Per Million

Residue on Ignition Ash content

UV VIS Ultraviolet-Visible Spectroscopy (Quantitative analysis method)

Water (K.F.) Water content according to Karl Fisher (Method of Analysis)

Vial In our case a brown glass vial
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Cfm Oskar Tropitzsch e.K. 
Waldershofer Str. 49-51  
95615 Marktredwitz 
Germany

 
Phone 	 +49 (0) 92 31 96 19-0 
Fax 	 +49 (0) 92 31 96 19-60 
EMail 	 info@cfmot.de 
Website 	 www.cfmot.de

 
Trade register: Amtsgericht Hof HRA 2646 
Tax number: 258/281/70123 
VAT-Id-Nr. DE 134208061 
Holder Dipl-Kfm. Oskar Tropitzsch

Oskar Tropitzsch

220years
 Chemicals for Mankind

Sin
Ce

 1
78

8 
- 

fr
oM

 AlCheMy to life SCien
C

e


