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Certificate of Analysis

KU & %% S/Report No.: CP160015

Product
G

Batch No.
s

Heparin Sodium

HT 244 YN01016160701

Quantity
HE

Specification

0.030kg (Sample) /6.81megas ks

USP40

MFG. Date
A7 H B

Retest Date
S5

Year Month Day
2016 5 07 A 04 A

Year Month Day
2018 £ 07 A 03 H

Test Date
Rl B #A

Year Month Day
2016 “£ 08 A 23 H

Report Date
& H

Year Month Day
20174 03 A 24 H

MFG Line
HEFEZEE

Storage
condition

LS i

Line P1
P1 %]

Storage in airtight conta

iner below 40C

BT HEMEET, £40CUTRE

ltems
TiH

Specification

KRR

Result
B R

Origin

The intestinal mucosa of healthy pigs suitable for human consumption.
& AT AR R R R

Complies
FrEE

A. The ppm values for H1 of GIcNAc/GIcNS, 6S (signal 1), H1 of [doA2S (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

A HNMR it FFZ448: 5 GICNAC/GICNS 6SHIH-1 (f551) , IdoA2SH
H-1(1552), GIcNSHIH-2({5 % 3)MGIcNACHI-CH3({5 54) L ZE AL E 43 5l A
5.42 ppm , 5.21 ppm, 3.28 ppm(d), 2.05 ppm, FiHE{E T EZNIE
+0.03 ppmiGHI; T RETE2~4.55 ppmitFE P LA AT ZAAFIHOD K {2 4ir
®i5%5,: ATREFE0.1~3.75 ppmit il i AR B 7I{E 5 7£0.10-2.00 ppm,
2.10- 3.20 ppm , 5.70-8.00 ppm I3 Bl Py AR M BIME 5 58 E R T5 5 181
SR R4 % R ENIE; {E3.75 ppm54.55 ppmZ [8], AENEE SR
ERTESIRES200F = E 1200% 15 5%

Complies

e ME

B. The retention time of the major peak from the Sample solution corresponds
to that of the Standard solution
B. AR S R R 2 Y £R B T 1) R -5 v VAR o 3 e A R B 8] — B

Complies
HamE

C. The ratio of anti-factor Xa activity to anti-factor Ila activity determined as
described under Assay, ranges between 0.9-1.1
C. fiXaZthr5Hlla XM ith{E: 0.9~1.1

1.0

M2a000: <20%

13%

D. Molecular weight
determinations

D.4r T &2l

My: 15000~19000

16800

Maooo-16000/M16000-24000: 21.0

1.4

E. Soduim : it meets the requirements of the flame test for sodium
E. #: FFEMXEENRMNIER

Complies
FFERE

Assay
o

The potency of Heparin Sodium, calculated on the dried basis, is NLT 180 USP
Heparin Units in each mg
#i 1l a 242180 USP-u/mg (F4J5)

227 USP-u/mg

Test
i

Nitrogen : 1.3%~2.5%(on the dried basis,)
Ao 1.3%~2.5%(TYHR)

2.0%
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Batch No,

Product Heparin Sodium Ny

R4 HF 2244 e i YN01016160701

Quantity Specification

e 0.030kg (Sample) /6.81megas Wk USP40

MFG. Date Year Month Day Retest Date Year Month Day

A7 H 2016 £ 07 H 04 H EI0 2018 4£ 07 A 03 H

Test Date Year Month Day Report Date |Year Month Day

K H #7 2016 %08 A 23 H R B 2017 £ 03 A 24 H

MFG Line Line P1 Cséﬁtglgn Storage in airtight container below 40°C
=7 (] P1 75 [q] T St ETHMESEF, 7 40CLTFERE
ltems Specification Result
TiH For g A v R

Residual on ignition: 28.0%~41.0% 39.0%

SRIIFRE : 28.0%~41.0% il

Heavy mental: <30ppm Complies

E&E: <30ppm HEME

Limit of galactosamine in total hexosamine: <1% Absent

BEECHTEELABORE. <1%

Nucleic Impurities: <0.1% (w/w) 0.03%

BEERFE: <0.1% (wiw) R0
Proceed as directed in Identification test A. No features associated with Complies
oversulfated chondroitin sulfateare found between 2.12 and 3.00 ppm ﬁ‘ﬂ%%
5 A, 1E 2.12ppm~3.00ppm 75 i 7, 7& OSCS MK ME S -

OSCS | Proceed as directed in Identification test B. No peaks corresponding to
oversulfated chondroitin sulfateshould be detected eluting after the Complies
heparin peak Fré Mz
EEHI B, HEEZEL OSCS i,

Protein impurities : <0.1% (w/w) 0.03%

BHMF: <0.1% (wiw) RO

Bacterial endotoxins: <0.03 USP Endotoxin Unit/USP Heparin Unit Complies

HEPAER: <0.03 USP {3/ USP Ml T2, FrE M E

Loss on drying: <5.0% 4.8%

FlELE, <5.0% -0

pH: 5.0~7.5 6.0

Residual Solvent: <0.5% (ethanol) 0.03%

FRERVEF: Z.BE<0.5% ’ °

Total Plate Count: <100 CFU/g W% B4 <100 CFU/g <10CFU/g

Mould and Yeast: <10 CFU/g BREMBEEEA: <10 CFU/g <10CFU/g

Microbial Bile-tolerant:  <absent /g T REL Y (70 2 22 B 1k 74 SABIE /g Absent

Limits

MEYRE Escherichia coli: absent /g KBAE: TR Absent
Staphylococcus aureus: absently &#EEHHRE. MFHE /g Absent
Saimonella : absent/10g DI REih/10g Absent

Conclusion : Comply (Comply/Fail) with the specifications of USP40.

Giik: AGILI USPA0 e, %58 rrE (HRIFFE) M.

Tabulator /Date : %:3%3(@ )0.7. 0% W

QcC Manager/Date:;Z/Y}ilft/')b ]7.03.1/}5
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