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iy ALYSIS
TUKANG PHARMACTUTIOAY,
o BATCH NO. FG 1107337 = UFACTURE DATE 12 JUL 2011
. REPORT DATE 21 JUL2011 EXPIRY DATE =~ 12 JUL 2015
.. TOTAL 102 KG BASE SPECIFICATIONS - PhEur73 .
- 'PACKING AND QUANTITY  5KG BASE/TIN x 20 TINS, 2 KG BASE/TIN x 1 TIN
- TESTS SPECIFICATIONS RESULTS |
~ CHARACTERS . White or almost white,hygroscopic _ White
o : powder,freely soluble in water,practicaily
1 . . insoluble I sukano. ’ ‘ )
© IDENTIFIGATION © The chromatogram obtained with test Passes test
G e i solution (b) shows 5 prlnclpa! peaks having
the same retention times as the b principal
peaks.in the chromatogram obtained with
= A e : referance solution (a).
. IDENTIFICATION. D It gives reaction (a) of sulfates. Passes tost
! APPEARANCE OF SOLUTION Solutfon § is clear and not.more In!ensely Passes test
: . " coloured than Intenslty 8 of the reference :
Solution,
pH ‘ 351055 (40mglm! solutton) 44
" SPECIFIC OPTICAL ROTATION +107° to +121° (anhydrous substande) + 119°
‘ C(_)MPOSITION. ' : S ’
- . GENTAMICIN C1 25.0% 10 45.0% . 30.5 %
'GENTAMICIN Cla ~ 10.0%10 30.0% 246 %
_ GENTAMICIN C24622+G2b 35.0% 10'55.0% 449%
RELATED SUBSTANCES: - ‘
i IMPURITY A (SISOMICIN) - Not more than 3.0% 09%
- IMPURITY B (GARAMINE) Not more thian 3.0% 0.7 %
ANY OTHER IMPURITY . Not more than 3.0% .- 1.6 %
. TOTAL ~ Not more than 10.0% 13%
T METHANOL* Not more than 1.0% Not tested
SULFATE * 32.0 %to 35.0% (anhydrous substance) 34.0%
. WATER Not more than 15.0% 8.5 %
" SULFATED ASH Not mors than 1.0% 0.1 %
BACTERIAL ENDOTOXINS Less than 0.71 {U/mg  <0.06 1U/mg
: ASSAY Not iess than 590 1U/my - 673 1U/myg
- i (anhydroils substarice) - I
. MICROBIAL LIMIT: .
- TOTAL AEROBIC MICROBIAL COUNT Not mors than 100 CFU/g 0 CFU/g
- TOTAL YEAST AND MOLD COUNT Not more than 10 GFUg 0 CFU/g

" Remark: *No methanol is used during the production.
CONCLUSION: THE SUBJECT BATCH COMPLIRS - WITH Ph Rur. 7. 3.
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Product Name Gentamicjri Su!fate , /é? : nufacture Date  12JUL 2011
#oog e o1 4 EL O
'BatghNo. . FG1107337 ‘ Report Date  * .22 AUG 2011
kI | ~ =
- Quaniity: AlOZKgBase

R, 4%WN7K$§?{§(UIEXE?¢+)%02W BRI, B 1om
BN, W) dosum, LAERE, WERDLE. .

Test method supplxed by customer: Fxlter 4% W/V watcr solution ¢ calculated on
. ‘Gentamicin) through a 0.2m membrane and measure the transmittance in lcm cell at
. 405nm, agamst water. : :

B %R
Test Res.'ult '

Transmittance: = = '95.1%
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