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AR MEFKEE (1. 2) RS: AA0214 @IS 140502726A
Product Name:Amikacin Sulfate (1: 2) Code No.: Batch No.:
BES: 156.34KGA HE=HEA: 2014.05.06 SHEZE: 2015.11.05
Total Weight: Manufacturing Date: Retest Period:
IS ARE: Q-AA0214C/ RO-CEP 2010-308-Rev 00 | H£I&HEH S: 140710202 wREHER: 2014.07.10
Basis: COA No.: Reporting Date:

Analytical Results

ITEMS (IiH)

SPECIFICATIONS (#5#fE)

RESULTS (45

Characters White or off- white powder White powder
RO (AMESRAEH A (HERAD
A.IR: corresponds to that of the RS Meets the requirements
QST REAR ) I VRSN COTEAR ) 7 ™ OO FFEHLE)
Identification B.TLC: corresponds to that of the RS Meets the requirements
CEHD CRE SRR 5 0 M A R T B e — 2O (FFEIE)
C.It gives reaction of sulphates Positive
(BRPRER % Y S AE M) (RIERM)
pH 2.0—4.0 3.7
Op}‘iﬁ%gg;‘on 765 +84° +80°
qjhlgiﬁi 23.3%25.8% 24.2%
Lff; %nilgg <13.0% 10.6%
Heavy metals <20ppm o
(E&E
Assay(on dried bﬁasis) 06.5%—102.0% 99,29
) (AT Hhit)
Bacterial endotoxin
(N EE) <<0.20EU/mg
oy B (oo
§ G2 7D) The total combmed '%/eaﬁts and Iﬁo?‘ds eédﬁt? 100cfu/g
(Ml%ﬁﬁ%iﬁ’{m%fu/gy <<10cfu/g
QA manager QC manager N/ . . C»hecTEer Reporter
QA 1A Vo Qe sBA 200 BB #EA ) Vm%
GL‘/‘{ 7 ‘o P\q,:)lo W/[!L7
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FeamARR: RERFREE (1: 2) KS: AA0214 FE@iltS: 140502726A
Product Name:Amikacin Sulfate (1: 2) Code No.: Batch No.:
BEE: 156.34KGA £ HE: 2014.05.06 EWHZE: 2015.11.05
Total Weight: Manufacturing Date: Retest Period:
K FRE: Q-AA0214C/ RO-CEP 2010-308-Rev 00 | I8 EH 2. 140710202 k& HEA: 2014.07.10
Basis: COA No.: Reporting Date:
Analytical Results
ITEMS (IiH) SPECIFICATIONS (F5#E) RESULTS (454
Methanol <<3000ppm
= 62ppm
(£ <3000ppm)
Ethanol <<5000ppm
) 523ppm
Residual solvents (LIE<5000ppm)
CEAFRED Acetone<2000ppm
(P <2000ppm) 4ppm
Acetonitrile<<410ppm <t
(L E<410ppm) '
Impurity A<<0.5%
R A0.5%) =
Impurity B<0.5% "
(A2l B<0.5%) <0.1%
Impurity F<0.5% .
(SR F<0.5%) 02%
Related substances ImpurityH<0.5% .
(TR (%5 H<0.5%) 0378
Impurity [<0.5% s
(A4J5 1<0.5%) =31
Any other impurity<<0.5% o
GLEE—JR<0.5%) L
Total impurities S L.5%...._
,u;ﬁ«f’s};ii A i
Pyrogens Meets the fr iﬁﬂéﬁiéﬁts Meets the requirements
(D R | (R )
Conclusion:  This product conforms tO‘tt § k: ‘é@rémg to Ph. Eur.8.0 and in-house

requlrementsX%Q
CEEI8D: 2R A% RN 2 01 8.0 h}iﬁlj‘]fr@l&@ :
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