richter pharma ag

Adresse / address:
Rictler Pharma AG

RICHTER PHARMA s.r.1.
Calea Serban Voda, Nr. 195 Feidgasse 19
Bucuresti, Sector 4 A-4600 Weis
ROMANIA
Progukt / Product BUTOMIDOR inj.for animats 10mi
Crargesine, / batch no,: 0B15215AC Herstelidatum / marutacturiing date 31.03.2015
Merige [ Quantty 360 Ablaufdatum | expiry date 022018
Prifungen / Tests Sperifikation /| Specifications Ist-Werte /
Results
Genaral characteristics:
Agpesrance Chair, COIGUTiEsS O Bimost colourites Solution comples
Clarity: clear con
Colour: net more thas B8 B85
[ H 30-%5 34
Density [g/com3]: 1.0055 - 1.0085 1.0073
Butorphanol: Princigee pesk in the sampie and standad
chromatog rm must Oorrespong N relantion time
ompies
Benzethonium Peak in the sample Chromatogram must
correspond m reiative retention time to the peak
in the standard chromsliogram Complins
Sodium: Atsorption at 58%nm occurs LTS
Chiorida: 2 drops G IN sliver nitrale added, & white to
off-wivte precipitate occurs camphes
Tatrate: 4 Durphe coloue B produced comolies
Cantent:
as base: 10 g/l
mE— (9.5 = 10.5 moJoi) #.5 mg/mi
B “th chionid 100 mog/rmd .
(90.0 - 110.0 mcg/mi) 91.9 mog/mi
Impurities: *
Single unknown impurity: - 0 50% < Lo
Total impurities: % 1.0% < LOD
Sterility: stenile sturie
* Reporting Limit 0.3%
acording te
CVMP /VICH 838/ 99-Final

“I haretyy certty hat the adbove information is authentic ang accurate. Thes batch of product has been
manufactured, INJOding BackagIng nd gualiTy control &t the adove mantianed Ste(s) n fhuli comphance
with the GMP requiraments of the local Regulatory Anorty and with the specifications in the Marketing
Authorisst:on of the snportyiy Country The DAICH SrOCOPMDE—GaeQIng and analviis recortds were
revewed and found to be in compliance with GMP~

Fresgabedatum / date of release 12.05.2015
Sachiundige Person / Qualified Person: Dr Plaffencelier




