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Product Name

tr"ift ñofr,
Levocarnitine

tuÉ
Batch/Lot No. D017-1401001

trÉ
Batch Size 500kg @ #flfir

Pack Size
2skgltÉ
25kg/drum

HPHffi
MFG. Date 2014-01-01 E&HH

Retest Date 2015-12-31

ffifr8ffi
Report Date 2014-09-22 w.É ffi+

Report ID G140676
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Standa rd Q/CDJ3.09 (68) -2013 ( Current USP&EP)
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TESTING ITEM

&e+ñffi
SPECIFICATION

,|ffifr]É,
METHOD

ñ§&4R
RESULT

fixn
Appearance

Ae,#FanNlfr'l+frl*
White Crystalline hygroscopic powder Visual r+á

Conform

wfr+É.
Solubility

DWTtK, i6Tffi¿B+ o60/0),
/tsTñ+ñH{

Freely soluble in water, soluble in warm ethanol
(96%\. oracticallv insoluble in acetone

Visual r+á
Conform

*§nü
Identification

5rüHR Fnill2trlN1É-$
Conform to IR absorption spectrum of

reference standard
EP(2.2.24) r+á

Conform

Yñi&,FI[,
Appearance of solution

WÉ)ÉÉ,
Clear and colorless

EP (2.2.1),
(2.2.2)

r§á
Conform

b?tftÉ.
Specific rotation

-29.0- -32.0' EP (2.2.7) -31.30

pH 6.5 - 8.5 EP (2.2.3) 7.5

TKtl
Water

<1.0% EP (2.s.12) 0.07%

ffMl-Nll
Sulphated ash

<0.1% EP (2.4.14) 0.04%

F"|L*h
Chlorides <0.02% EP (2.4.4) <0.020/0

É/ñmá
Sulphates <0.03% EP (2.4.13) <0.03Yo

Éátr
Heavy metals <0.001% EP (2.4.8)

MethodA
<0.001%

HX+,J¡fr,
Related

substances

,*ffi. ¡
ImpurityA <0.1%

EP (2.2.2e)

0.040%

^ffExÉ-r*ffiAny other
individual impuritv

<0.0s% 0.04Yo

,É.+E
Total impurities <0.4% 0.14%
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A ,C,Atr.fr
Product Name

tr tftñofr,
Levocarnitine

ffiÉ
Batch/Lot No. D0r7-1401001

ilÉ
Batch Size 500kg @,*.fI,ffi

Pack Size
2sks/ffi
25kg/drum

4PBH
MFG. Date 2074-01-01 ETTEH

Retest Date 2015-12-31

ffifrEH
Report Date 2014-09-22 ffi.#ffi+

Report ID G140676

&eft#
Stan da rd Q/CDJ3.09 (68) -2013 ( Current USP&EP)

TT&IF E
TESTING ITEM

&&+6re
SPECIFICATION

b+nfr]*,
METHOD

&e4x
RESULT

áÉ (&ñrK+h1.t)
Assay (by anhydrous) 98.0 %-102.0% Titration 999%

,k?ñir\ ( ¿H)
Residual solvent (ethanol) <0.s% usP<467> 0.0s%

a"k+rJ
Cyanide ^l+t0ü 

((lppm)
Non detectable ({lppm)

Ch.PAppendix
VII F

MethodA
N.D

= F¡i
Trimethylamine

(100ppm In-house(GC) l3ppm

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

'twH+h

Microbial
limits

frffi,ü,w.
Total bacteria count <l03CFU/g

EP(2.6.12)

<10CFU/g

trÉfns+eÉry
Yeasts and molds

(to2cru/g <lOCFU/g

4 it f+á USp Í¡ EpflLl=¡ffi
Conclusion: Comply with Current USP&EP
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Remarks:

Prepared bv/Date
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QC. I

Reviewed bv/Date

-@>uyJ,.¿
ADDRESS: NO.5 HENGSHAN ROAD, UNITED DEVELOPMENT ZONE ,JIASHAN,ZHEJIANGCHINA
TEL: +86 573 84183630 FAX:+86 573 B4tB59o2 EMAIL:ADMIN@CHENGDAPHARM.CoM

Apprgved by/Date


