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FEmARR: HMBRFKRE (1: 2)

BER: 600.00KG

FEamittS: RA2534A

Product Name:Amikacin Sulfate (1: 2) Total Weight: Batch No.:
W& H#: 2023.08.14 AF=H#A: 2022.09.18 HRHHMZE: 2026.09.17
Reporting Date: Manufacturing Date: Expiry Date:
Analytical Results
ITEMS (i H) SPECIFICATIONS (#r#E) RESULTS (%)
Characters White crystalline powder White crystalline powder
CHERD (BB RIERA) (HRgHERAR)
It gives reaction of sulfates Positive
A, (BRERERER R MEIERMN) (BIERFL)
Identification Retention time: Accordance with RS Complies
(€ %:1D) B.HPLC: (Ff & S5t R fh 3= 0 Of B B 1] — 20 (FFEME)
The spectrum of the sample corresponds to that of RS Complies
C. (FERIIAIMHEER SXIRALINEE—B0 (FFEHE)
Specific optical rotation e 80
CEERERD)
Crystallinity Crystalline powder Complies
(&) (R (FFEME)
Si 2.0~4.0 3.5
(BRED
Lz’;i;:;rg;g <13.0% 10.2%
Residue on ignition
o %g) <1.0% 0.03%
Assay (Calculated on dried
basis ) (HPLC) 674pg/mg ~ 786pg/mg 736pg/mg
(HE) (LFmit)
Methanol<3000ppm
<7.2ppm
Residual solvents(GC) (FFE£<3000ppm)
(BFFRE)D Ethanol <5000ppm
625ppm
(ZEE<5000ppm) —
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FEamRR: RERPOKRE (1: 2) HERE: 600.00KG et S RA2534A
Product Name:Amikacin Sulfate (1: 2) Total Weight: Batch No.:
& HH#: 2023.08.14 AFEH#: 2022.09.18 BRHZE: 2026.09.17
Reporting Date: Manufacturing Date: Expiry Date:
Analytical Results
ITEMS (FiH) SPECIFICATIONS (#7#) RESULTS (45
Acetone<<2000ppm
3ppm
Residual solvents(GC) (AEA<2000ppm)
CGEFFRED Acetonitrile<<410ppm
<1.9ppm
(ZHE<410ppm)
Bacterial endotoxins
(Gel-clot) <<0.20EU/mg <<0.20EU/mg
(HEAFER)
Total aerobic microbial count (TAMC)<:100cfu/g
Microbial limits (75 U T 8 100cfu/g)
(AR BDD Total combined yeasts and molds count (TYMC)<:10cfu/g
s <10cfu/g
(RBHEMBEEE T H<10cfu/g)
. Freely soluble in water, practically insoluble in acetone and .
Solubility 1 elfiancl Complies
G R 5 ; (FFEMED
R (HEFK, JLPAETFRRMZED =
Conclusion: The product conform to the USP 2021 and Client's requirement
(&) (AR5 6 SR E 2 5 USP 2021 FRREFIER)
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