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SERVICES TO HEALTH

Lot no. & product no.

Storage recommen-
dations

Fresh solutions prepared
from bulk to ensure the
content in ampoule

Chromatographic data
including analytical
conditions, spectra and
peak picking of the newly
released lot

Reference Standards
www.lipomed.com

Typical COA form: calibrated solution

Lipomed’s calibrated standard solutions are certified for purity, identity and
strength. Ampoules are overfilled to ensure target volume of 1 ml can be quan-
fitatively transferred.
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| Specifications and Certificate of Analysis I

Lipomed Document QG-CA-1252L1

Version: 001-20.May.2010 Supersedes: new -
— , Batch validity expressed as retest
Product name: 1ml HCI; HCI solution
(1 mg free base/1 ml methanol)
date
Lot Nr: 1252.1B1.1L1 Release date: 20.05.2010
Art. Nr.: MMC-1252-HC-1LM Retest date: May 2012

Bulk Product Information: 1252.181.1
Chemical formula: CyyHisNO Molwt: 177.24
Hydrochloride 213.70

o Batch number of bulk material
used to prepare the solution

TEST SPECIFICATIONS RESULTS
1. Appearance clear colorless solution conforms
2. Identity HPLC R, corresponds to R of R standard = 8.7 min

w<» Measured concentration based
5 Sotentpury (€0) o> 209 % on the free drug form and de-
““““““““““““““““““““““““““““““““““““““““““ termined by comparison to two
independently and freshly pre-

pared solutions

Storage conditions

Note:

QC - Officer: Deputy: Dr. L. Prévot Date sign: Ariesheim,

May 20, 2010
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Standard Solution Calibratian:

in mg/mi in mg/mi
Random samples are analyzed o
verify the consistency within the lot
Lot to Lot Consistency:
‘Standard solution | Lot Number Concentration

Newly manufactured products

are compared to a sample from
the previous lot to verify consis-
tfency between lots




