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L FHEE 5 C02-20230510
|Product Name Carbidopa Batch No. he
EFRM 2023-05-10 24 AN 2026-05-09
Manufacturing Date Retest Date |
Eﬁzﬁ.ﬁ/ﬂ% 251.50kg/25kg/drum & B 2023-06-01
|Quantities/Spec. Report Date
R USP43
|Specifications
|5 H 4 gR
Items Specifications Results
Sh3R HEBEZEIHENK, TRIJLFER AHEMR, LR
Appearance White to creamy white powder, odorless or practically odorless Creamy white powder,odorless
s WIETK, HET3I NGB, WETHE, LFTETZE. W
= . . Ef5. ZB. e
ECharacters %ﬁ@f,&. Slightly soluble in water; freely soluble in 3 N hydrochloric acid; I\\/jlh g )Lh :
el Slighty soluble in methanol; practically insoluble in alcohol, in i e o
; | acetone,in chloroform, and in ether. o .
1 A, hh PR LA R i PR R 5 o R PR — 3 _x }
3 A ’R The spectrum of sample complies with the spectrum obtained with Corlics
1% 1 i standard I
Identification ;@%‘ﬁﬂ&!ﬂ%ﬁ? 3 U B B[] 5 R o 8 — 3 —3
Corresponds to the peak obtained with the standard Complies
By Assay:RT
ik | 98.0%~102.0% 99.8%
Assay
TRIFRE F53120.1% 0.02%
Residue on ignition Not more than 0.1% i
FEzE 17120.5% 0.25%
Methyldopa Not more than 0.5% i
FHEEMXLEDA FEi$0.5% KA ih -
|Carbidopa related compound A Not more than 0.5% Not detected
KERAR TA0.10% 0.04% N
Any other impurity Not more than 0.10% L
BARR AMRiL1.0% l0.39%
| Total impurities Not more than 1.0% i
I3 33 . . PAESE AR
‘Specific rotation b i et
| iR E ey i
LLoss coinyling 6.9%~7.9% 7.5% i
| HE FEiE3000ppm BRI !
’ 'Methanol Not more than 3000ppm o e ~ |BelowLOD ’
1 SRR A33£5000ppm KEMFRELTF s
| 2-Propanol Not more than 5000ppm Below LOD
{ﬁ%ﬁﬁu =ZHEF 75i360ppm BWRULT
Residual Chloroform Not more than 60ppm Below LOD |
solvents #* A 18id2ppm MR AT ‘
| Benzene Not more than 2ppm Below LOD
% A15id890ppm KRR LR o
Toluene Not more than 890ppm o Below LOD al |
EZNEA ] A83320ppm | K& PR AR g NG
|Cyclohexanone | Not more than 20ppm m |Below LOD ]
% i F= i $5 4 USP 43 k. @g\\)\‘ i @?Aﬁ'ﬁ/ﬁ} Cy
\Conclusion The batch complies with the USP 43 Spfciti '&%s.a 3 Il i
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