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CERTIFICATE OF ANALYSIS

Analytical Results

Etr-1, l/2

t&&4*

Fff€f,1, tnmpl#+e Cr, z>
ProduclName:Amikacin Sulfate ( l: 2)

{tE: AAO2la
Code No.:

FfrfttE' t+osozS2oe

-#.EE' l52.64KGA tFEffi: 2014.05,06 E&SIE, 20111lJs

ttgtffiE, q-enozr+crRm
Basis:

COANo.:
+EfrE#, 2ot4.os21

ITEMS (IA E ) SPECI FICATIONS (.hTiE ) RESUU|S (4iR)
Characters

;i., (,tt,l/i)
white or off- white powder

( HtrqE+He#i^)
White powder

( He#)*)ii

ldentification
(#rilJ)

A,lR: corrosponds to that of the RS
G+ ti, trl grrl.iEiB.E 5rf ffi ffi ArF *i* --ryr ^ )

Meets the requirements
(fsa*rE)

tr. t LL:: corresponds to that of the RS
( t+,ff Wifi ffi 5xi*{1,ft Wi& * SLH -s[ )

Meets the requirements
(ffi6*rE)

Lj.lt gives reaction of sulphates
(ffi&ftHntJrEE' EETEEffi)

Positive
(gtrEE)

pH 2.0-4.0

+76o- +84o

23..3o/o--2,5.9Yo

( t3.07o

(20ppm

96.5o/o-102.0o/o

3.7

Opticalrotation
( rrxfrE) +800

Sulphate
( fififfiH ) 24.2%

Loss on drying
(+,ffitrtr)

10.7o/o

Healy metals

(tr+tr) <20ppm
Assay(on dried basis)
(AE) (tj{Trffii.i) 99.zYo

Bacterial endotoxin
(rfiidlli,#.f;-) <0.2OEUimtr

J'tr L

..^+)$^fr lif?}r., <0.20EU/mg

M icrobiological exam ination_ (1ffil]r+rr>

I ne rorar aerobic microbial/q[frF l00Qcfu/g-9.jo
(+sr.Hffi<ro+ru) *,: -

]'"""'*iHEHffi'##f,W
( I 0cfir/g

( lOcfu/g

vA rnanager ^ _-qifrffi bq#, ffiH#il'f$&rms,z ria^ A+,
Reporter

+E#/\ tf#r
ld/ts il

+EI

I h,v. t. >l .4+J+l



,z

QA manager

QA ft-fr.A
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&e4R
Analytical Results

Residual solvents

( Hfi[r*H )

Related substances

G*WIfr>

?4fr-
)tP !' )'z

QC manager

QC ft=ffiA
Reporter

+RBA )tffi
I.

,t,,,.

I

ir

I

\
,|,

I

fr6* 2t2
FftEf,i'ffiffiffi
ProductName:Amikacin Srrlfate f t. ?)

'ftE: AAO2la
Code No.:

Fft*tLE, t+osOzs2oa
Batch No.:,Ei-E: t)Z.O4KLiA

TotalWeishr:
t++Aaal-la ^,

t.FEffi, zo14.osi6
Manufacturing Date:,,

EffiffE' 201s.11.05
Retest Period:.r.:rr!rrrrJ\/E ! v_AAUz r4ui R0-cEp 2010_309_Rev 00

Basis:
{t$ffiE+'8, 140521210
COANo.:

,Hfr E ffi: 2014.05.21
Reportins Dete:

ITEMS (]fr EI) SPECIFICATIONS (,IE}E)
RESULTS (*F'R.)

Methanol(3000ppm
( FBF{soooppm)
Ethanol(5000ppm

(ZEH{5000ppm)

Acetone(2000ppm

(HHi(zoooppmy

Acetonitrile(4l0ppm
(2fl#(+l0ppm1
ImpuriryA<0.5%
(/rl/fr- e(o.soz)

Impurity B<0.5%
(ir"ffi B<0.5%)
Impurity F<0.5%
(/:i.ffi F{0.s%)
ImpurityH{0.5%
(/*E H<0.s%)
Impurity I<0.5%
(*t/fr r<0.s%)

Any other impuriry ( 0.5%
(HEil-/rYffi(o.s"z
Total impuritiesSt,5%

(,H1Yff<t.s%)
Meets the requiremenfs

(fs+*IE)
Meets the requirements

( f+a*rE )Conclusion: This product conforms to the

( f#iA ), 4 ffi fq[tirfl 4lH- 8.0 IfrA ]t l]/ Ro_c

Eur,8.0 and in-house

+$, g#*tsa+*

dt\+l
)ait I r,f


