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rndu AmphotetmmB (Oml Grade ) Batoli No. (: 16K01N68 5 :
'D‘ue of Sampling : 08/10/16 T Date of Mg, : Oct, 2016

AR Na. . + AMPH/O/1668 o Date of Exp. : Sep. 2019

Quantity M;g ":',20;350 ke B Date of Release ¢ 14/10/16

4-

Refemnce Specification: Amphotericin B EP SPE/FP/015.

" TESTS SO OBSERVATIONS SPECIF I.CAT_ION
Appegragee - V .”Yellew powder ’ ' A yellow or orange powder.

Prauneauy insoluble i Water, | Practically insoluble in Water, soluble
soluble in Dimethylsniphoxide, lemeﬂxyIsulphoxlde, slightly soluble
sliggtitly ,Tuble;inDimethy]- in Dimethylformamide, very slightly
af &; very sfightly solublé in | soluble in Methanol, practically

“"Methanol; practically insoluble in | insoluble in Alcohol ,

Solubility

" Algohol. «
T Identmcauon
(A) UV-VTS spectrophotometry
Ratio at 362 / 381 059 | 0570061
A 38L/405 | 0.89 0.87 to 0.93.
"'\"‘ (B ; J:'ra o a' ’scn twn = e The positions and relative intensities | The positions and relafive itensities of

spectmpgoigmetry of the absorption- bands of the | the absotption bands of the spectrum of |
. o spectrum of the substance conform | the substance shonld conform to those
to those of the reference spectrum. of the referénce spectrum. .

Ts(C) Color develqpmem i fA blae Ting: unmnedlately produced A blue ring is immediately produced at
‘ -“ﬁhosphorii’f%é@i’i"and additionof - | the*junction of liquids. On mixing | fhe junction of liquids. On. mixing an
“water dn ‘intense blue color produced. On | intense blue color must produced. On
addition of water the solution | addition of water the solution must

becomes pale yellow become pale yellow. =

(D) Related sybistances ‘The principal peak in the | The principal peak in the chromatogrdm

chromatogram obtained with the test obtamed with the tést solution at 383nm

 solution at 383nm is similar in | is similar in retention time to the
retention fime to the principal peak | principal peak in the chromatogram
in the chromatogram obtained with | obtained with reference solution ().

reference solution (a).
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Product " : Amphotericin B (Oral Grade ) Batch No. 1 16KOIN68 ~ ]
[DateofSampling _: 08/10/16 T | Date of Mifg, : Oct. 2016
[ARNe, T AMPH/OI1668 | DatcofExp. : Sep. 2019
Quantity Mfg, 120350 kg T |DateofRelease  :14/10/16
: Reference Specification: Amphoteru:m B EP SPE/FP/015
_ 'I:ESTS S "~ OBSERVATIONS SPECIFICATION ’
Relstdl Subbhnm ' 1
Impurity A at303nm - | 0.93% | 'Not more then 5.0%.
Any other impurity at 303um Nil Not mare than 1.0%.
Impurity B at 383nm e 1.60 % Not more than 4.0%,
Any other impurity uf 383nm ', ©130% Not more than 2.0%,
Total impurity at 303nmrand 383nm. 739% Not more than 15.0%
Loss on Drying ' 372 % | Not more than 5.0%
Sulphated Ash SEE e 016 % | Not more than 3.0%.
| Assay o ' B 58 944 IU per mg [ Not less than 750 10 per mg
: - | (Calculated on dried basis),
“Additional Tests '
[ Residual Sclvents ! |
Methanol . , 404 ppri ' Not more than 3000. ppm.
Acetone 2603 ppiti. ‘Not more than 5000 ppm
Total Acrolic Microbial Count T 30cfgm " | Tess than 1000 cfw/gm
“Total Comblaed Y‘easthould Count “Not detected in 1:10 dilution | Less than 100 cfu/gm
:‘Fatﬁogens s ' A EAEPAINY
| Escherichia coli Absent Must be Absent
Staphylococcus aureus " Abseint Must be Absent.
Pseudomonas aeruginosa. Absent Must bie Absent
Salmonella Species Abséiit . Must be Absent
Comments ; The abave Product meets:the requirements of EP,
Storage : Preserve in tight, light resistant containers between 2°C aiid 8°C,
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