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from the Expert Committee that posted in conjunction with this accelerated revision, please click
nf.com/rb-dextran-40-20220325.

54-0; UNII: K3R6ZDH4DU.

ed by controlled hydrolysis and fractionation of polysaccharides elaborated by the fermentative action of certain strains of
senteroides (NRRL, B.512 F; NCTC, 10817) on a sucrose substrate. It is a glucose polymer in which the linkages between
e almost entirely of the a-1:6 type. Its weight average molecular weight is in the 35,000-45,000 range.

penTIFicATioN Tests (197), Infrared Spectroscopy: 197K

5: Prepare four solutions of Dextran 40 in water, in such a manner that the concentrations are accurately known and

evenly distributed in the range of 2%—-0.5%.

1 capillary tube viscometer having dimensions such that the flow time of water is NLT 100 s, measure the flow times of water
ple solution at 20°.

iscosity numbers of each of the Sample solutions:

Result = {In[(R.) x (t/t,)]}/C
) of the density of the individual Sample solution to that of water

1ple solution flow time

er flow time
centration of Dextran 40 in the Sample solution (g/mL)

ity numbers of each of the Sample solutions against their respective concentrations, draw the straight line of best fit through
nd extrapolate to zero concentration.
wia: The value of the intercept is 18-23 mL/g.

1€, Sulfate (221): A 1.5-g portion of Dextran 40 shows NMT 0.03%, which corresponds to 0.45 mL of 0.020 N sulfuric acid.
us ImpuriTies (Where it is labeled as intended for use in the preparation of injectables)

To 1000 mL of sulfuric acid add 5 g of anhydrous cupric sulfate and 500 g of potassium sulfate. Dissolve by heating, and
lote—If storage at 60° is not possible, prepare a smaller quantity of Sulfate solution on the day of use, adjusting the
cordingly.]

a mixture of 20 mL of a 0.1% solution of bromocresol green in alcohol and 4 mL of methyl red TS with water to 100 mL.
. Transfer 0.2 g of Dextran 40, accurately weighed, to a micro-Kjeldahl flask. Add 4 mL of Sulfate solution.

le solution

2 solution exhibits a clear green color and the sides of the flask are free from carbonaceous material. Cool, and transfer the

1 a steam distillation unit. Rinse the Kjeldahl flask three times with 5 mL of water, adding the washings to the solution. Add 15
. sodium hydroxide solution, immediately close the distillation apparatus, and commence steam distillation without delay.

e distillate in 1T mL of Indicator in a 100-mL flask, keeping the end of the condensing tube below the liquid surface for 5 min
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: Dissolve without heating 5.0 g of Dextran 40 in 100 mL of water, and distill the solution, collecting the first 45 mL of the
2 the distillate with water to 50.0 mL.
> system

e ionization
x 1.8-m; packed with S3

°

t: 240°

1

trogen

1L/min

seals may deteriorate after multiple injections of the Standard solution and Sample solution. Inspect the seals before making
stions.]

1e: 1L

dard solution, Sample solution, and a 0.05% (w/v) solution of n-propyl alcohol and water

rria: After corrections for any impurities in the n-propyl alcohol solution and water, the total area of peaks from impurities in
ution does not exceed the area of the n-propyl alcohol solution peak.

s (where it is labeled as intended for use in the preparation of injectables)

. Prepare a sterile solution containing 100 mg/mL of Dextran 40 in sodium chloride injection.

-vals of about 48 h, inject three 0.5-mL doses into the peritoneal cavities of each of six guinea pigs. At 14 days after the first
injection, inject 0.20 mL intravenously into each of three of the guinea pigs, and at 21 days treat the other three guinea pigs
rve the animals for 30 min after each intravenous injection and again 24 h later.

ria: The animals exhibit no evidence of anaphylactoid reactions, such as coughing, bristling of hair, or respiratory distress.

Specific Rotation (781S)
: 20 mg/mL of Dextran 40, heated, if necessary, on a water bath to dissolve
ria: +195° to +203°

: A solution (1 in 10)

ria: 4.5-7.0

i),

105° for 5 h.

ria: NMT 7.0%

ns Test (85)(where it is labeled as intended for use in the preparation of injectables): When tested in sodium
1in 10), it contains NMT 1.0 USP Endotoxin Unit/mL.

. A solution in water (1 in 10)

Vater

ance at 375 nmin a 4-cm cell

ria: NMT 0.20

avenously 1.0 mL of a sterile solution (1 in 10) of 10% Dextran 40 in saline TS into each of five mice weighing 18-20 g. The
10-15 s. If there are no deaths within 72 h, it meets the requirements of the test. If one or more animals die, continue the
weighing 20 + 0.5 g. If all animals survive for 72 h, the requirements of the test are met.

DistriBuTioN and WEiGHT aNp NumBer Averace MoLecuLAR WEIGHTS

1 g/L of anhydrous sodium sulfate in water, filtered and degassed

ions: Separately prepare 20 mg/mL in Mobile phase, USP Dextran 4 Calibration RS, USP Dextran 10 Calibration RS, USP
ibration RS, USP Dextran 70 Calibration RS, and USP Dextran 250 Calibration RS

3 mg/mL each of dextrose and USP Dextran VO Marker RS in Mobile phase

'y solution: 20 mg/mL of AUSP Dextran 40 RS4 (RB 1-Jul-2022) In Mobile phase
: 20 mg/mL of Dextran 40 in Mobile phase
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