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FEEETR: WMERMXFE (1: 20 | £S: AA214 EamiltS: 130401626A
Product Name:Amikacin Sulfate(1:2) | Code No.: Batch No.:
BEE: 181.54KGA £FHE: 2013.04.30 BEBHAZE: 2017.04.29
Total Weight: Manufacturing Date: Expiry Date:
WIRAE: Q-AA0214A LRIERS: 130513213 & HH: 2013.05.13
Basis: COA No.: Reporting Date:
Analytical Results
ITEMS (I E)> SPECIFICATIONS (F5#E) RESULTS (£%3)
Characters White or off- white powder White powder
CPEIRD (ABEEH AR (HEB K
A.IR: corresponds to that of the RS Meets the requirements
CRE i LD AM i B 5 0 A A AP — B ) (FFEHL5E)
Identification B.TLC: corresponds to that of the RS Meets the requirements
CEAD CRE S PEBUN S5 0T R S 3 A — B0 FFEHE)
C.It gives reaction of sulphates Positive
(BRBRER SN R B2 IER M) (B IERMN)
pH 2.0—4.0 3.7
Optical rotation o o o
CHLRERD) +76°- +84 +80
Sulphate o o
(L) 23.3%—25.8% 24.3%
Loss on drying
=] = < o - o
(FH ok E) =13.0% 10.8%
Heavy metals
<20 <20ppm
(EgR) ~<vppm PP
Assay(on dried basis)
. 96.5%—102.0% 99.9%
(B (UF i) ’ ; g
Bacterial endotoxin <0.20EU/mg <0.20EU/mg
(AR -
et
The total aerobic microbjat’gon Fﬂ‘ g
i i i 1 2 NN <10cfu/g
Mlcrob}ologlcal (S m ) %?;I:&
e The total combined yeastgandol t<388ckw
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Analytical Results

ITEMS (TiH) SPECIFICATIONS (F5#) RESULTS (%5
Methanol <3000
- ppm 32ppm
( FHEE<3000ppm)
Ethanol <5000ppm
. . 798ppm
Residual solvents ZEE<5000ppm
(IR ED Acetonitrile<<410ppm
4 <1.9ppm
ZHE<410ppm
Acetone<2000ppm
- 3ppm
P <2000ppm
Impurity A<<0.5% 0
(Jeff A<0.5%) <0.1%
Impurity B<0.5% <01%
(ZJ B<0.5%) e
Impurity F<0.5% 0
(R F<0.5%) 02%
Related substances ImpurityH<<0.5% 0.3%
CH XA (AR H<0.5%) e
Impurity [<0.5% <0.1%
(B 1<0.5%) e
Any other impurity<<0.5% 0.4%
GFHEFE-RA<0.5%) s
Total impurities< 1.5% 11%
(BAJRASLS%) e
Pyrogens Meets the requirem s; i&ﬁ r'&'/f/;‘;\ Meets the requirements
AR SERr LA AN L)
Conclusion: This product conforms to the specificationd a in h. Eﬁé nd in-house requirements
(GHi8): A MILERM 2L 7.6 %ﬁ 46 R EER
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