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Line P1
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Storage in airtight container below 25°C
ETHENRHPR, E25CTUTRT
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Specification

Result

Origin

The intestinal mucosa of healthy pigs suitable for human consumption.
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Identification
%3

A. The ppm values for H1 of GIcNAc/GIcNS, 6S (signal 1), H1 of IdoA2S
(signal 2), the H2 of GIcNS (signal 3), and the methyl of GIcNAc (signal 4) of
heparin are present at 5.42, 5.21, 3.28 (doublet centered at 3.28 ppm), and
2.05 ppm, re- spectively. The .chemical shiftssof these signals do not differ by
more than +0.03 ppm. Measure the signal heights above the baseline of signal
1 and signal 2, and calculate the mean of these signal heights Other signals of
variable heights and ppm values, at- hepatributable to heparin and HOD, may
be seen between signal 2 and 4.55 ppm. Residual solvent signals may be
observed in the 0.10-3.75 range. No unidentified signals greater than 4% of
the mean of signal height of 1 and 2 are present in the following ranges: 0.10-
2.00, 2.10-3.20 and 5.70-8.00 ppm. No signals greater than 200% signal
height of the mean of the signal height of 1 and 2 are present in the 3.75-4.55
ppm for porcine heparin
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B. Chromatographic: The retention time of the major peak from the Sample
solution corresponds to that of the Standard solution
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Complies
HFailE

C. The ratio of anti-factor Xa activity to anti-factor 1l a activity determined as
described under Assay, ranges between 0.9-1.1
C. fiXaMsilla inaytE: 0.9~1.1

1.0

D. Molecular weight Mz4o00: £20%

10%

determinations Mw: 15000~192000

16000

D.7F 818 Meaoo-16000/M1e000-24000: 21.0

1.6

E. A solution of heparin sodium imparts an intense yellow color to a
nonluminous flame
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Complies
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Assay
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The potency of Heparin Sodium, calculated on the dried basis, is NLT 180 USP
Heparin Units in each mg
i 1l a =180 USP-u/mg (T4#1/&)

207 USP-u/mg

Anti-factor | a activity “As is"
BT, & 1mg B9 1l a BFEERSEER

203 USP-u/mg

Test
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Nitrogen : 1.3%~2.5%(on the dried basis,)
AEE 1.3%~2.5%(Fiik)

2.2%

Residual on ignition: 28.0%~41.0%

tRFRE: 28.0%~41.0%

39%
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Heavy mental: <30ppm Complies
E4£8: s30ppm BEME
Limit of galactosamine in total hexosamine: £1% ARG
BEECEDEEEIBORE: 1% Absent
Nucleic Impurities: <0.1% (wiw) AiGH
BEE R <0.1% (wiw) Absent
Proceed as directed in Identification test A. No features associated with Coniblies
oversulfated chondroitin sulfateare found between 2.12 and 3.00 ppm T%Agmﬁg_
%35 Ach, 7 2.12ppm~3.00ppm SEEIM, F OSCS HHXMIESHIL x
0OSCS [Proceed as directed in Identification test B. No peaks corresponding to
oversulfated chondroitin sulfateshould be detected eluting after the Complies
heparin peak HFaRE
FELRBrh, fFEIEX ST OSCS I
Protein impurities : $0.1% (w/w) 0.07%
FEHRBE <0.1% (wiw) PR
Bacterial endotoxins: <0.03 USP Endotoxin Unit’'USP Heparin Unit Complies
HEMB R <0.03 USP BfidE/ USP BlufiE. HaNE
Loss on drying: £5.0% 1.8%
FlekE: <5.0% -
pH: 5.0~7.5 7.2
Residual Solvent: <0.5% (ethanol) 0.2%
REEH: ZA<0.5% i
Total Plate Count: <100 CFU/g HiE A% s100CFU/g <10 CFU/g
Mould and Yeast: =10 CFU/g EEMEEEEE. <10CFU/g <10 CFU/g
: S ) s
Bile-tolerant:  <absent /g BT E 2L AN E: sA34aH/g Ab
Microbial sent
Limit e 3 5
%I(rgl_;%*ﬁ§ Escherichia coli;: absent /g KFIEFHE: FEied/g i‘;’uiﬂt
= sen
. - SR ARG
Staphylococcus aureus: absent/y £#HEGHERE: FFiQd/g AERET
sen
>
Saimonella : absent/10g WITE: FF4EH/10g At
Absent
Conclusion : Comply (Comply/Fail) with the specifications of USP42.
it AR USPA2 46N, R HE (H&ITHE) HE.
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