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Product Name:Amikacin Sulfate(1:2) | Code No.: Batch No.:
BEE: 177.06KGA = HER: 2013.04.30 BHHAZE: 2017.04.29
Total Weight: Manufacturing Date: Expiry Date:
KISHRAE: Q-AA0214A EEES: 130513212 k& HEA: 2013.05.13
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Analytical Results
ITEMS (FH) SPECIFICATIONS (47#E) RESULTS (4%)
Characters White or off- white powder White powder
(RO eI SEEN TE ) (HEBRD
A.IR: corresponds to that of the RS Meets the requirements
CRE S B LS 63 B b5 %ot B A £ AP — B ) FFEHE)
Identification B.TLC: corresponds to that of the RS Meets the requirements
CERD CRE I 55 0 i S VAR B — B0 (FFEPE)
C.It gives reaction of sulphates Positive
(RBREER R 8 IER M) (BIERM)
pH 2.0—4.0 3.7
Optical rotation 60— 184° o
CELBERE) +76°-+8 +80
Sulphate 23.3%—25.8% 24.4%
(@ﬁ‘@%‘ ) . 0 5.8 0 . (V]
Loss on drying
o < .
(:FIXEEKE) ]3.0% 10 8%
Heavy metals <20 <20
(BE&B ~=Thpm ppm
Assay(on dried basis) 96.5%—102.0% 100.0%
(&) UT&D e e e
terial endotoxi
Bacterial endotoxin <0.20EU/mg <0.20EU/mg
(HEARFR) g
The total aerobic microbj t<t1000Nu/g
Microbiological (EE ﬁ)&?ﬁiyﬁf <10cfu/g
examination p— l . ﬁﬁd Y ” & ﬁ({
D) e total combined yeast %no s gount A8 e <10cfu/
(B R B A A< Oy ¢
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Analytical Results
ITEMS (IRE)D SPECIFICATIONS (F73#E) RESULTS (4%
Methanol<3000ppm
o 33ppm
( I #2<<3000ppm)
Ethanol<5000ppm
: 824ppm
Residual solvents ZEE<5000ppm
@ :5iilL54::p) Acetonitrile<<410ppm
- <1.9ppm
ZHE<410ppm
Acetone<<2000ppm
2ppm
PR <2000ppm
Impurity A<<0.5%
< 1Y)
(FR A<0.5%) 0.1%
Impurity B<0.5% <0.1%
(Z4J5 B<0.5%) e
Impurity F<0.5% 0
2%
(FJF F<0.5%) 0.2%
Related substances ImpurityH<0.5% 0.4%
CERH5) (F&J H<0.5%) o
Impurity 1<0.5%
<0.1¢
(28 1<50.5%) 0.1%
Any other impurity<<0.5% 0.4%
FEEE—RH<0.5%) e
Total impurities<<1.5%
1.2%
(BHE<1.5%) /L"\\
Pyrogens Meets the require Q‘s@ iy ,f'.j ,;’L Meets the requirements
CGAED (AL ) ) 4;%‘3\ (& HE)

»):

Conclusion: This product conforms to the specification
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