
Cerlificote of Anolysis

Producl

Arlicle number

Lol number

Dole of Mqnufoclure

Dote of Reiest

Dqle of Releose

Anolysis number

Releose number

Specificolions

Quoniity

Sloroge Condilions

Tesls

Descriplion
Visuol inspection
ldentificotion
I R spectromelry (2.2.2a)
Specific oplicol rotolion (2.2.7)
Purity
Appeoronce of solution (2.2.1, 2.2.2 lll
Specific opticol rolotion 12.2.71
Heovy mefols (2.4.8)
Loss on drying 12.2.32)
Sulfoled osh (2.4.14)
Hydrozine (2.2.27)
Residuol solvents (2.4.24)

Ethonol
Toluene

Reloled subslonces by HPLC (2.2.29)
Specified impurities

Meihyldopo
3-o-Meihylcorbidopo
Corbidopomethylesler
Corbidopoethylester
Unknown impuriiy

Unspecified impurilies
Unknown impurity

Toiol impurites
Assoy
Potentiometric tilrotion (2.2.20)
HPLC <ó2I>

CARBIDOPA
4037809

t-l 6l 0-r 0l -r 93/5000159

Jonuory, 201 I

Jonuory, 201 ó

Morch 
,l0, 

201I

73980

12472

Conform to cunenl USP ond Eur. Ph. specificotions

25 kg to METAPHARMACEUTICALS

Room temperoture

Specificotions Resulls

Complies

Complies
-23.6"

Complies
-23.6"
NMT 10 ppm
1aú

0.04%
NMT 20 ppm

34 ppm
<lPpm

0.35%
Nol delected
0.09%
Not detected
Noi detected

0.09%
0.6%

100.2%
99.2%

BNCHENT

WW'

Bochem SA

Succursole Vionnoz
Route du Simplon 22
CH-l895 Vionnoz
Switzerlond
Iel +41 24 482 44 44
Fox +41 24 482 44 45
www.bochem.com
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Whiie 1o creomy white powder

Complies wilh reference
-22.5o lo -2ó.5" (dried bosis)

Cleor ond NMT BY¿or B¿

-22.5" lo -2ó.5" (dried bosis)
NMT 10 ppm
6.9 1o-7.9%
NMT O.I%
NMI20 ppm

NMT 5000 ppm
NMT 890 ppm

NMT 0.5%
NMT 0.5%
NMT 0.15%
NMT 0.15%
NMT 0.10%

NMT 0.10%
NMT r.0%

98.5 to 101.0% (dried bosis)
98.0 to 102.0%

I hereby cerlify thot the obove informotion is outhentic ond occurote. This botch of produci hos
been monufoctured, including pockoging ond quolily control ol Bochem SA in Vionnoz / Swilzer-
lond in full complionce wilh the GMP requirements of the locol Regulotory Authority ond occord-
ing to the ICH QZ Guideline for APls. The botch processing, pockoging ond onolysis records were
reviewed ond found to be in complionce with GMP.

Dqie: Morch 21,2012
Bochem SA

á1t!§
Corine Arlettaz
QC Assistqnt QA Monoger

Ph.D.


