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Certificate of Analysis
I B

KGR %% . CP240006
f;sl(:guct l”lregiq;[l,;\ Sodium e ?téli;h No.- ! YNO10132305002
g&%"“" 0.234kg/50MIU / e :ﬁfgmt'"“ EPILO
MFG. Date Year Month Day \ ( ‘;’ ' 1 Retest Dﬁte | Year Month Day
A A 8 2023 4 05 06 Fl oo W Uiy 2026405 A 05 H
Test Date Year Month Day \ © | -Report Date Year Month Day
A A 30 2023 /05 51 23 A S~ | MR FH T | 20244 01 F 08 A
r\'ll-'(i/l,ine Line P1 E(t)(n:rdai%s)n Storage in ;Lirtighl container below 25°C
o ol |11 WA e v
A7 ) P1 71 i 7 BT #mMaRd, € 25CUTHRE
Items Specifications Results
T El R abr RS
Origin The intestinal mucosa of healthy pigs suitable for human consumption. Complies
et & I A B R Mgt ez
Appearance White or almost white, hygroscopic powder. Complies
Character S M, RSN EK HamE
PEIR Solubility Ireely soluble in water Complies
i M 5 ¥ K : HEME
A. It complies with the requirements described under assay. Complies
O RO IR E TR 4 HaNE
B. The ratio of anti-factor Xa activity to anti-factor Ila activity determined as described under
Assay, ranges between 0.9-1.1 - 1.0
i Xa 550 1 a 19 LGARAE 0.9-1.1 2.1
The large heparin sodium must be present:
2.04ppm,3.27ppm(doublet),4.34ppm,5.22ppm and 5.42ppm,all within £ 0.03
ppm;The IH-NMR spectrum obtained with the test sample and that obtained
with heparin sodium for NMR identification CRS are compared qualitatively
after the 2 spectra have been normalised so as to have a similar intensity;
dermatan sulfate with a methyl signal at 2.08 + 0.02 ppm may be observed; no
unidentified signals larger than 4 per cent compared to the height of the
heparin signal at 5.42ppm are present in the ranges 0.10-2.00ppm,2.10-
3.10ppm and 5.70-8.00ppm;signals form the solvent or process-related
substances may be present and have to be identified to be accepted; variations %’E%E’f’
Identification in the intensity of some signal regions of the spectrum of heparin may occur: C o?ttra/cEt
w5 C. NMR the intensity-variable regions are between 3.35ppm and 4.55ppm,where the analysis
signal pattern is approximately kept but intensity varies. (BTHR)
HEZAN T BR (5 93 MR 2.04, 3.27(d). 4.34. 5.22 FI 542, HyaTEHAl
() £ 0.03 ppm 30 B Py ; I8 AL ORI AT 249 NMR % 504625 528 bRl
9 H-NMR FESIRE—BUG, % 2 #Hlb17e ki mimg s ks ol 4
{547 i 2,08 = 0.02 ppm; £ 0.10~2.00, 2.10~3.10, 5.70~8.00 ppm i3 [l Py
RRVEWRE KT 5.42 ppm AETE YT 4%MARRFIEHI; RVFEHR
BARRuS A (g 0, (X sl 25 35 ) BRI He5Z: AT 3 A9 L8
AR DK RE 2 INBLAS RIYSRAEA, #£ 3.35~4.55ppm FFFEEUEIZ_'E&H‘JE
AL SRR — B R AR E R
The principal peak in the chromatogram obtained with test solutionis (a)
similar in retention time and shape to the principal peak in the chromatogram Complies
D. HPLC obtained with reference solution (c) HARE

PRSI (o) AOFRAEIRE (o) BrakAe B o 3o B0 (6 OR B 0o (6] AU
1
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Product Heparin Sodium Batch No.
B T35y it YN010132305002
Quantity T S Specification_
e 0.234kg/50MIU /{/ o lm@r \ EP11.0
MFG. Date Year Month Day ( [ Wi | RetestDate Year Month Day
Az 10 2023 % 05 H 06 H \ ¢ Oualio] BEBEME ] 2026%E05 A 05 H
Test Date Year Month Day A h Report -Date -/ Year Month Day
A EH Y 2023405 f 23 B CHRERAM 7 | 20244E01 A 08 H
. . | Storage S o
MFG Line Line P1 condition Storage in airtight container below 25°C
< W2 7 D1 71 (i) ; oA e e N
A 7 A1 ) P17 ik 17 BF#EMaRd, £ 25CUTRE
ltems Specifications Results
T H e B bnitk RIER
E. Sodium 1t complies with the test for sodium Complig‘s
o REFF A K2 T B AR A 2T 5558 HamE
Clarity: The solution is clear Complies
Appearance  of | BWEE . 18 TERE
§9|‘“!i0" Color: not more intensely colored than intensity 5 of the range of reference Complies
HaR(TANY solutions of the most appropriate colour (2.2.2, Method I1 ) BaiE
Fith: T BOEGEE 5 TRk I
pH 5.5~8.0 6.5
Nucleotidic
Impuritics <0.15(260nm) 0.038
CALE
Protein <0.5%(Based on dried substance) 0.05%
G:4=] <0.5% CIIRD W
]
Ejm more than the area of the peak due to dermatan sulfate and chondrotin
ulfate in the chromatogram obtained with reference solution (e)(2.0 per cent) o
FEEG (b) SRR KR ABRIK B RO TR K T (o | 0096%
e TR 7 37 U 2% AN AR BB K I TR AR (2.0%)
Related
Tests ;.“gff*}";ies No peak with an arca greater than 0.01 times the area.of the peak due to
o HXA) dermatan sulfate and chondroitin sulfate in the chanromatogram obtained with
) reference solution (e) is detected(corresponding to a disregard limit of 0.02 per FIW
cent) ) _ Absent
A A Z R U TR AN AR K T 0 IRV Ce) o 9T AR B2 Jbk 3R RO R AR K A
FIIEEALZ A0 0.01 £ (0.02%) .
INitrogen 1.5%~2.5%( Based on dried substance) 2.1%
Fal 1.5%~2.5%(F4)) "
Sodium 10.5%~13.5%( Based on dried substance) 12.1%
1y 10.5%~13.5%( 45 e
Loss on drying = =
4 <8.0% 3.7%
Residual Solvent | <0.5% (ethanol) 0.05%
5 R <0.5% (Z.BE) e
Bacterial Complies
endotoxins <0.01EU/IU BEME
N T P T R
Anti-factor 1l a activity based on “dried substance”: NLT 180iu/mg 222 U/
— BRI, 5 Img (09 1 a EF & RAEDF 180U .
G
: Anti-factor Il a Based on “As [s”
/ o e 2141
AL 1o T4 i AR Al
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Product Heparin Sodium P Batch No.

B4, T 244y / : T, \ \.YN010132305002

Quantity ( /i1 || Specification >

SR 0.234kg/50MIU { oot B P11.0

MFG. Date Year Month Day \ L | Retest Date” Year Month Day

A7 L 2023 405 J1 06 A [ EHW ] 2026% 05 A 05 A

Test Date Year Month Day | Report-Date Year Month Day

i A0 2023405 4 23 A e B 2024 4£ 01 A 08 H

MFG Line Line P1 (S;;zl:i%ﬁm Storage in airtight container below 25°C

: BE D1 i R0 D I Dol

A= AR P17 [ T el BT HMARP, £ 25CUTRAF

Items Specifications Results

5 H K3 bR RRE R
TAMC: < 102CFU/g
TR M <102CFUg <10 CFU/g
I'YMC: <10' CFU/g

. o <10 CFU/,

7 AN B T 7R <10 'CFU/g 0 CFU/g
Bile-tolerant gram-negative bacteria: absent /g FiEH

Microbial Limits ALV 09322 |4k . A1848111/g Absent

(B &kl bae Escherichia coli: absent /g FAGH
RIGIRA H: A1/ Absent
Staphylococcus aureus: absent/g W
I PRI AER /g Absent
Saimonella : absent/10g G H
I AR IN/10g Absent

Conclusion : __comply  Ccomply/fail) with the specifications of EP11.0.
dik: BR__HE  (FEAFE) EPILO JIRRHERE.

Tabulator /Date: ;\(“i‘ 3.

QC Manager/Date:

25

’bﬂ/‘*-")-"? }34’\019‘6

1
QA Reviewed by/Date: %g Wjéﬁﬁ Pg
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WK ALX AR B k2 5
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