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LIVZON GROUP FUZHOU FUXING PHARMACEUTICAL CO., LTD.

METAPHARMACEUTICAL ISR
N DE LOTE: CERTIFICATE OF ANALYSIS
_04?0313 No.: COA-TB-3504-007
L illlil :’I:/l ﬁi%%#ﬁ%%ﬁ :]HEt '%’
z‘og\'l.dl‘b !:’ro/fIJuIcI;t'I Nﬁme Tobramycin Sulfate Béatch No. TR2aR1as
1 :c\<~[)lIJ [ - E]
Packaging 1.5kg/Tin Mfz D ftﬂe 2023.01.28
fit & %
Batch Size 149.50kg Eﬁ%ﬁfte 2027.01.27
17 21 FH, 15~30CHEMF-
Storage Conditions Preserve in tight containers, store at 15~30°C.
B Tests ¥riE Specifications #= 5 Results
AR AEIEEEHK. FEHE
TR Appearance | White or almost white powder. Conform
Characters 5B FoliEE. HFEAE
Hygroscopicity | Hygroscopic. Conform
HERBERFTERERANMENFREARNSRE®
TLC %51 B EIAE N
TLC The colour and location of the principal spot goifourﬁ
Identification obtained from test solution correspond to that
Pl obtained from standard solution.
Identifica HPLC %5 TR R YA 3 U % B8 e 1B R 5 A A VAV — B
tion HPLC The retention time of major peak of the sample FERE
e L solution corresponds to that of the standard solution Conform
Identification . - .
obtained as directed in the assay.
BREREh 2 7 SRR NER RN HEME
Sulfate test Present the identification reaction of sulfate. Conform
pH 6.0~8.0 7.61
K4 Water <2.0% 1.2%
B4 & Heavy metals =<30ppm <30ppm
1A #15R¥ Residue on ignition | <1.0% 0.11%
&g A EE(TLC) EABEANZRARART 1.0% .
Chromatographic purity Any individual impurity<1.0% )
% E Assay 634~739ug/mg 697ug/mg
‘ _ Z.B2 Ethanol <5000pPM | Not o oted
¥ 8 #577] Residual solvent = e e
Z.T& Acetaldehyde =450ppm Not detected
Y5 ) 2 2 Bacterial endotoxins | <2.0EU/mg <2.0EU/mg

£ Conclusion
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The product complies with USP and In-house Specifications.
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