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Product Name
Efift.ñErü.
Levocarnitine

W+
Batch/Lot No. D0l7-1312233

ffiÉ
Batch Size 400kg @,*.f{,ffi

Pack Size
2sksl+ñ
25kgldrum

EFBffi
MFG. Date 2013-12-31 €&EH

Retest Date 2015-12-30

ffiÉHffi
Report Date 2014-tt-21 #.E*ffi5

Report ID G140733-r

&eftffi
Sta nda rd Q/CDJ3.09 (68) -2013 ( Current USp&Ep)

&&rn H
TESTING ITEM

&&tÍ)E
SPECIFICATION

,d^ffifr]É,
METHOD

&w#x
RESULT

,tfi
Appearance

AÉ,#FanNln'Hfáx
White Crystalline hygroscopic powder Visual r+á

Conform

wh+É.
Solubility

DñI]K, i§-f-#\zú+ o6y),
/L+4iwT-ñEit

Freely soluble in water, soluble in warm ethanol
(96%), practically insoluble in acetone

Visual r+á
Conform

4§Eü
Identification

€ r'J ffi Fo V'12t4. K i* * sI
Conform to IR absorption spectrum of

reference standard
EP(z.2.24) tr+é

Conform

,ñtN*ü
Appearance of solution

WÉT,&,
Clear and colorless

EP (2.2.1),
(2.2.2)

r+á
Conform

bltftÉ.
Specific rotation -29.0- -32.0' EP (2.2.7) -31.2',

pH 6.5 - 8.s EP (2.2.3) 7.4

7K+
Water < 1.0% EP (2.s.12) 0.04%

Éñ,Mhh
Sulphated ash <0.1% EP (2.4.14) 0.02%

4"|N,+rJ
Chlorides <0.02% EP (2.4.4) <0.02Yo

ffimH
Sulphates <0.03% EP (2.4.t3\ <0.03Yo

Éátr
Heavy metals <0.001% EP (2.4.8)

MethodA
<0.001%

HX+rtffi.
Related

substances

*.!fr. ¡
ImpurityA <0.1%

EP (2.2.29)

0_04s%

*fnÉtÉ-,,*tfr.
Any other
individual impuritv

<0.0s% 0.04%

,É.+E
Total impurities <0.4% 0.13%
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tr.tftñ6F¡"
Levocarnitine

D0t1-1312233

@,*f[t#
Pack Size

2015-12-30HPHH
MFG. Date 2013-12-31

E&8ffi
Retest Date

2014-11-21
WÉffi+
Report ID G140733-1ffiÉHH

Report Date

&&ftffi
Standard Q/CDJ3.09 (68) -2013 ( Current USP&EP)

&&ü H
TESTING ITEM

&&+,iG
SPECIFICATION

,¡."frnn]É,
METHOI)

&e#+
RESULT

AÉ. Qi.1i7K+tJit)
Assay (by anhydrous)

98.0 %- 102.0% Titration 99.7%

,tffiwñtj ( ¿H)
Residual solvent ( ethanol )

<0.s% usP<467> 0.03%

F"|tW
Cyanide

Tl+tñH ( ( lppm)
Non detectable (( lppm)

Ch.PAppendix
VIil F

MethodA
N.D

= FEi
Trimethylamine

(100ppm In-house(GC) 2ppm

Énftñffit"
D-carnitine <0.1% In-house(HPLC) 0.02%

'1w.H+rJ

Microbial
limits

ffiffi,É,w.
Total bacteria count

(to3crulg
EP(2.6.12)

.<10CFU/g

EHf[H+EÉ#
Yeasts and molds

(to2crulg < 10CFU/g

4 h, tr+á usP fl EPtnl¡l,¡fr
Conclusion: Comply with Current USP&EP iáffii
& r,i,
Remarks:

Prepared by/Date Approved by/Date

F++fLl* .aty, rt.>l------t---.--+

QA
W,4'4

Reviewed by/Date

@t ,u1
QCJ
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