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mAER: MEBAXEE (1 2) | #£2:. AA0214 aittS: 130401426A
Product Name:Amikacin Sulfate(1:2) | Code No.: Batch No.:
BEE: 167.24KGA £=HE1: 2013.04.29 BUHAZE: 2017.04.28
Total Weight: Manufacturing Date: Expiry Date:
MWIOFRE: Q-AA0214A IR S: 130513211 k& BHR: 2013.05.13
Basis: COA No.: Reporting Date;
R gk R
Analytical Results
ITEMS (IE) SPECIFICATIONS (47:#E) RESULTS (4£5)
Characters White or off- white powder White powder
(RO (HBZEAEHRRD (HERA)
A.IR: corresponds to that of the RS Meets the requirements
CRF dh BT A1 685 B 5 % 8 ot 40 4P i — ) (FFEHE)
Identification B.TLC: corresponds to that of the RS Meets the requirements
CEHD R SV S5 0 A S 9 B A — B0 (FFEHE)
C.It gives reaction of sulphates Positive
(BIRE R R : NEIERMN) (BIERMN)D
pH 2.0—4.0 3.8
Optical rotation o o o
CHBERD) +76°- +84 +80
Sulphate 0/ Ac o0 o
CGRFBER) 23.3%—25.8% 24.4%
Loss on drying
< 0
Heavy metals
<20ppm <20ppm
(E&R) PP PP
Assay(on dried basis)
o 96.5%—102.0% 99.2%
HED) WUF &R ’ ° °
Bacterial endotoxin
N <0. <0,
(BN EE) 0 ZOEU/T%- - 0.20EU/mg
o The total aerobic mlgr(?( ¢h’, t Ocfu/g <10cfu/
Mlcrob}ologxcal (7 'fl, % 0"c g
€xamination The toral ined d 0 Y
& G2 e total combine y mojds coupt’= R00cfu/g <10cfi
Gt i 5
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AR MEEFAEE (1: 2) | KRES: AA0214 RS 130401426A
Product Name:Amikacin Sulfate(1:2) | Code No.: Batch No.:
BEE: 167.24KGA 7 HE: 2013.04.29 BRHZE: 2017.04.28
Total Weight: Manufacturing Date: Expiry Date:
HWIGHRAE: Q-AA0214A LIEIER S 130513211 & BH: 2013.05.13
Basis: COA No.: Reporting Date:
Krie 45 3%
Analytical Results
ITEMS (TiH) SPECIFICATIONS C(hr#) RESULTS (455)
Methanol<<3000ppm
o 36ppm
( F . <3000ppm )
Ethanol<5000ppm
. 77Tppm
Residual solvents ZEE<5000ppm
(AR ED Acetonitrile<<410ppm
<1.9ppm
ZJFE<410ppm
Acetone<2000ppm
3ppm
I <2000ppm
Impurity A<0.5% 0
(Z R A<0.5%) <0.1%
Impurity B<0.5% 0
(%% B<0.5%) <0.1%
Impurity F<0.5% 0
2%
(45 F<0.5%) 02%
Related substances ImpurityH<<0.5% 04%
CHRPFD (e H<0.5%) e
Impurity [<0.5%
_ <0.1%
(AR 1<0.5%) 0.1%
Any other impurity <<0.5% 0.4%
GFEA—IFE<0.5%) e
Total impurities <<1.5%
P . 12%
( /El\;.KES 1 .5%
Pyrogens Meets the requir ’?&« “hid {"?/‘ \ Meets the requirements
% N
(BB R G} L)

Conclusion: This product conforms to the specificatio mmrdi P.h,_E'-E[JI% and in- house requirements
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