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FERAR: MEFXEE (: 2) KS: AA0214 PamiltS: 140502826A
Product Name:Amikacin Sulfate (1: 2) Code No.: Batch No.:
BEE: 152.64KGA E=HM: 2014.05.06 SRMZE: 2015.11.05
Total Weight: Manufacturing Date: Retest Period:
f2BeFRME: Q-AA0214C/ RO-CEP 2010-308-Rev 00 LIRIEF S 140521210 R#& BH: 2014.05.21
Basis: COA No.: 10 _ ' | Reporting Date:
Analytical Results
ITEMS (TiH) SPECIFICATIONS (4#R#) . - ; RESULTS (£5)
Characters White or off- white powder White powder
CHERD (REmEAERE) (BERE)
g A.IR: corresponds to that of the RS Mesets the requirements
; CHE Al BV LS Y6l 575 363 I 80 40 4 i — 3 ) (FFEHE)
: ldentification B.TLC: corresponds to that of the RS Meets the requirements
&3] CAF i 5 U 5 7 TR VR 2 B A — 30 (FFEHE)
C.It gives reaction of sulphates . Positive
(BRRER SRR : 75 IE R ) (ZERM)D
pH 2.0—4.0 3.7
Optical rotati
p(lE; ﬁ;; F;)lon +76°— +.84° +80°
Sulphate
(BRRG ) 23.3%—25.8% 24.2%
Loss on drying
CFRTE) <13.0% 10.7%
Heavy metals <20 -
i (ELJE) SeRpn ppm
- Assay(on dried basis)
. s 6.5%—102.0% 99.2%
(B (LT e : ¢
Bacterial endotoxin /"'T. &y 1\\ ;
Bl d <0208Umg .&Q\\‘lﬂdiﬂ% \ <0.20EU/mg
i The total acrobic microbial goliht& 100 cfu/g“{gu ot et
Microbiological examination (FER%=<10 ) et .
~~~~~~~~ (4> The total combined yeasts and m§Ids co <vlqgw f Tk
: EBERBR< o&%’ﬁ vy :
; ~QA manager e '% QC manager M = CW Reporter
Cansa YPIR. qcama S g wiﬁf 5 Wﬁr
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FRER: MBAXEE (1, 2) RS: AAD214 PE@RitS: 140502826A
Product Name:Amikacin Sulfate (1; 2) Code No.: Batch No.:
SEE: 152.64KGA £ HH: 2014.05.06 FRME: 2015.11.05
| Total Weight: Manufacturing Date:, . \ Retest Period:
RRIFRAE: Q-AA0214C/ RO-CEP 2010-308-Rev 00 EIERS: 140521210 & B R 2014.05.21
Basis: COA No.: | Reporting Date:
Analytical Results
ITEMS (Ti[) SPECIFICATIONS (HR#E) RESULTS (48)
Methanol <3000ppm
: (HFEE<3000ppm) e
: Ethanol<5000ppm .
Residual solvents (ZBE<5000ppm) Bgp
(E R Acetone<2000ppm
(P ER <2000ppm) APppi
Acetonitrile<<410ppm
(Z.BE<410ppm) iR
Impurity A <0.5%
GRSt A<D 5% o
Impurity B<0.5% =677
(AR B<0.5%) bl
Impurity F<0.5%
(%Zfﬁ F<0.5%) e
Related substances ImpurityH<:0.5% h
X (J % H<0.5%) i
Impurity [<0.5% o
(R 1<0.5%) s
. Any other ilﬁpurityQO.S% 0.2%
= FHEFE—WF<0.5%) :
Total impurities<1.5%
= 0.8%
CHBANS1.5%) e
Pyrogens Meets the requiremer}ts &%uﬁﬁ%?\ Meets the requirements
GHUR) (AR [ 1 7 AR

Conclusion: This product conforms to the speci ns a%nn fa—Ph-%

requirements/ RO-CE
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