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CERTIFICATE OF ANALYSIS

EfiS, tl2

PF"Afi,1, tñffilFl;t<+E (1: 2)
ProductName:Amikacin Sulfate (1: 2)

'ftÉ' AA0214
Code No.:

FffitlLE' 140s02726A
Batch No.:

-É.88, 156.34KGA
Total Weieht:

Éi+ E É,.fr: 2014.05.06
Manufacturing Date:

E+OH..fiE' 201s.11.0s
Retest Period:

&&trri&' Q-AA0214C/ R0-CEP 2010-308-Rev 00
Basis:

'f¿B0itr+E: t4o7to2o2
COANo.:

,EÉE ,ÉÁ: 2014.07.10
Reoortins Date:

t§ #R
Analytical Results

ITEMS (IA EI) SPECIFICATIONS ( f,Ji7& ) RESULTS (#R)

Characters
(,t+Jt)

White or off- white powder White powder
(átuf;x)

Identification
( *§xl )

A.IR: coffesponds to that of the RS
(t+F,*12trt'lüi'ÉD5r'JY,é.FneVlJtl*-lÍ.)

Meets the requirements
(f+áilÉ)

B.TLC: corresponds to that of the RS
( t+ ffi 

'áY&ñ 
5 x.JF«,m Wi&+ fiI,*. ''ry )

Meets the requirements
(f+á*4É)

C.It gives reaction of sulphates
(ffim#*§5üE,ñ, 85.ÉED)

Positive
(EÉED)

pH 2.0-4.0 5. t

Opticalrotation
(Lv,nftÉ) +?6o- +84o +80o

Sulphate
(ffimH) 23.3o/o-25.8o/o 24.2%

Loss on drying
- 

- 
I.E rl- ¿.( -ritr^E.) <13.0% 10.6%

Heary metals

(ÉáE) (20ppm (20ppm

Assay(on dried basis)

(áÉ) (»+ffii.t) 96.5o/o-102.004 99.2%

Bacterial endotoxin
( ffi-É Ér É-H ) y.ffi,s ...

(0.20EUlmg

Microbiological
examination
(Ét+ryx)

The total aeroby'r$iiÚíat coüñ'(l0üocfu/g
(ffi{ffi< rcfitrug/¡ < l0cfu/g

rhetotal-iliELffiü&ffihs--Yr00cru/g ( 10cfu/g
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Fffi+0-1üitr+
CERTIF'ICATE OF ANALYSI S

Ynh.frX
Analytical Results

fii9: 212

PFoZfi,Í' fi,tEállplrl(+E Q: 2)
ProductName:Amikacin Sulfate (l:, 2)

'ftE' AA0214
Code No.:

FffiftLE' t4oso2726A
Batch No.:

,É.8É, 156.34KGA
Total Weight: Manufacturing Date:

€+0HlE,201s.11.0s
Retest Period:

t§&irr/&' Q-AA0214C/ R0-CEP 2010-308-Rev 00
Basis:

'f¿B0itr+'8. t4o71o2o2
COANo.:

+EÉ E Hfr: 2014.07.10
Reportins Date:

ITEMS (IA E ) SPECIFICATIONS (F¡},E) RESUU|S (,ÁX)

Residual solvents

(iáñ|J&H )

Methanol(3000ppm
( ryB+<3oooppm)

Ethanol{5000ppm

(ZÉ*{soooppm)

Acetone(2000ppm

(ñÉ1d(zoooppm¡

Acetonitrile(410ppm

(ZlÉ(atoppm¡

Related substances
(HX+hrñ.)

ImpurityA<0.5%
(*tr a<o.sx>
Impurity B<0.5%
(7¡--'lE B{0.5%)
Impurity F<0.5%
(*)ñ r'<o.sx)
lmpurityH(0.5%
(*Iñ s<o.sxt
Impurity I<0.5%
(),f-ffi.1<o.s"l">

Any other impurity{0.5%
(XÉlf*+E{o.sx)

Pyrogens

rfilÉ)
irhents '9'P),
) [..,. -"'

Meets the requirements

(f+á*4É)
Conclusion:' This product conforms

(*-"th), Affi&[tiillZlN s.o liñ.X_ñ

ing to Ph. Eur.8.0 and in-house
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