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CERTIFICATE OF ANALYSIS o7

No.: COA-TB-3505-006

d & M ZHEE 5
. Product Name Tobramycin Sulfate ~ Batch No. [
A . A L HE
Packaging 7kg/Tin Mg, Date 2021.04.28
io® | HHA
Ratch Size 112.50kg | } Exp. Date 2025 .04.27
7 ok ##, 15~30°CHL.
Storage Conditions Preserve in tight containers, store at 15~30°C.
IR E Tests +r M Specifications #= 3 Results
$HIR AR ERK, §3EE. & RE
 Characters White or almost white, hygroscopic powder. Conform
SR SR B B -3 ii'r &AL BAT A B S Ay
TLC %&%} fﬁ?&g}]*ﬁ Bj A L AT o
TLC Y | The colour and location of the principal spot ? ”;’L’L
identification obtained from tes! solution correspond to that oniorm
s - obtained from standard solution. |
gl
R B R R i .
identifica HPLC e mj \/ { f&.nu ﬁ‘f{i J‘ ]%’I{g g ﬁ’fjé E‘ﬁ .
i HPLC The retention time of major peak of the TEE
o0 _ sampie solution corresponds o that of the stand Conform
{dentification . . y .
ard solution obtained as directed in the assay.
RREBEM | BEREBEHERIR Frale
Sulfate test Presant the identification reaction of sulfate. i Conform |
oH v 6080 | L 74T
Koy Water 7| €2.0% . SO 041%
#4/E Heavy metals «~ | <30ppm <230ppm
IR Residue on ignition ] <1.0% _ 0.10%
EIBLER(TLC) o AR RS R AT A, 0% <109
~ 1. (]
Chromatographic purity Any individual impurity <1.0%
& B Assay 7 634~739ug/mg 706ug/mg
e EEm
R ) / Zﬁg Ethanol gSOOGp}}m Not detected
4% %5 7 Residual solvent - S _ ES T
- | LB Acetaidehyde ) =450ppm Not detected
i 4 % % Bacterial endotoxins | <2 GEUImg - 7 <2.0EU/mg
e, . i : HEMT
Nk%]@ﬁ Sterility testm s /ME‘»fj e rowth of microorganisms oceurs. Conform
s Conclusi fef %; G K MR AR
crilly) SPREASION TAéRrbduct cor(é%g with USP and In-house Specifications.
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