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Certificate of Analysis
R0 5 B
1AM A5 CP230463
ED:‘E““ 1?}1}%"%;;’ Sodium | __?@;W\“ YN010912307001
- SN2
gﬁ‘%““y 8.080kg/521.968MIU wﬁy‘“h fﬁgm@@/\\m 1.0
MFG. Date Year Month Day (Hif T 5L Uasﬁ’;l’,iﬂate) )'Zfear Month Day
Hr=H 2023 07 1 25 H & Quamﬁgm}ign; 1 0254 07 A 24 H
Test Date Year Month Day *“:ﬁ o RGM@\? Year Month Day
Hi A 39 2023 £ 08 A 21 A 5 “f&“mﬂéiﬂ/ 20234 11 A 03 A
MFG Line Lin:: EjS hhfé?;%ﬁ; Stm‘a’%f,:‘in :jl'tight container
HE ] P5 #:H) ey BT #mESET
Items Specifications Results
TiH aR KIe s R
Origin The intestinal mucosa of healthy pigs suitable for human consumption. Complies
B i T NI B R R FEE
White,
Appearance White or almost white, hygroscopic powder. hyglosE:ioFlc
Character S 1 R K AR
N +
Solubility Freely soluble in water Complies
TR BT K Ha e
Complies
The 3C NMR spectrum obtained is similar to that obtained with the e
A. NMR appropriate specific low-molecular-mass heparin reference standard Contract
FEIIRE SR 13C NMR 8 P 57 55 568 B i FEIAR 164 analysis
(BFAR)
The ratio of anti-
factor Xa activity to
anti-factor Il a
activity 1.9-32 20
fiXa BFIEMES
filla B FiEMEE
18
weight-average
Identification mo;f;gg;’
W
s R TR
A: 6136Da
The mass-average relative molecular mass ranges between 5600 and Weight
6400. The mass percentage of chains lower than 3000 is not more percentage of
B. Size-exclusion than chains<3000Da:
chromatography 13.0percent, The mass percentage of chains higher than 8000 ranges b 9.5%
(A TR HE E £, 1 24 ) etween 15.0 percent and 25.0 percent /T 3000Da Y
EHF TN 5600~6400Da; /NT 3000Da &5 LEARET 13%; K | WLfilh: 9.5%
F 8000Da B 15 LA 15.0~25.0% Weight
percentage of
chains >
8000Da: 21.7%
AT 8000Da Lt
f9:21.7%
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E(:guct glét{f;%n Sodium ?ﬁ?ﬁ';—,h No. YN010912307001
?tt“%““ty 8.080kg/521.968MIU %ﬁfgﬁcatm EP11.0
MFG. Date Year Month Day =1k ﬁ\e’_t}:ﬁ] [}iq'p«;o Year Month Day
A7 L 2023 4 07 4 25 i mer—2 % \zqzs 4 07 124 H
Test Date Year Month Day ( Ry ( %‘?p‘?ﬁtrﬁ ae NZehr Month Day
i H 8 2023 4 08 1 21 H e RN JeoB 115 03H
. . VJ WLL‘SiL‘ CUTTL T ~& ) » .
MFG L{ne Line FTS \, f\\mﬁ diti m/,ﬁ'@?&éra'g_e_: in ﬁl[‘tlght container
A PETEH] P5 %] | s BT AESP
Items Specifications Results
mA gk BamaR
%en?i??clztlﬂan salt It (i?rl;?‘l‘iés w,i,th the test for :sociiumA
Clarity: The solution is clear Complies
Appearance of WBIERE. BE TG e
solution Color: Not more intensely coloured than intensity 5 of the range of
A reference solutions of the most appropriate colour <GY5
O, BARTRIEHEN 5 52N
pH 5.0~8.0 7.1
Nitrite <5 ppm
E R Afg L Sppm 023ppm
Sodium 10.5%~13.5%( Based on dried substance) -
#y DI E i, AR 10.5%13.5% CFRit) s
Tests Nitrogen 1.5%~2.5%( Based on dried substance) =
Kol % AR GEF@D B 1.5%~2.5% %0
Boron =1 ppm Absent
T it 1ppm b i
Molar ratio of
sulfate ions to
carboxylate ions 2.0~-2.5 2.4
WRRE 3h 8 7 5 R
s TR L
Loss on drying =<50% 3.8%
FRRRE R ERARIE 5.0% o
Bacterial endotoxins | Less than 0.01 IU per International Unit of anti-Xa activity Complies
BN TR & 11U B Xa TGS, SIOAERMEANS 0.011U FEE
The potency is not less than 110 IU and not more than 2101U of anti- factor Xa activity per
milligram, calculated with reference to the dried substance 137 IU/mg
Assay IR, B Img $f Xa BFIEMEDS 1101U~210 1U
HE The anti-factor 11 a activity is not less than 35 IU and not more than 100 IU per milligram ,
calculated with reference to the dried substance. 67 1U/mg
TS E, & Img i lla BFiEEH 351U ~100 U
Residual Solvent Ethanol <5000ppm 681
B BV 71 2. <5000ppm PP
TAMC: < 102 CFU/g
TR MBE: <102 CFU/g <10Certig
TYMC: <10'CFU/g
BRI % <10' CFU/g ki
Microbial Limits Bile-lolerant gram-negative bacteria: absent /g Absent
A T i BV A2 kB . ARG /g A
Escherichia coli: absent /g Absent
KGHEAEE: Al Fedi il
Staphylococcus aureus: absent/g Absent
SEWOHGERE: AREih/e At th
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Product Dalteparin Sodium Batch No.
4 e e YN010912307001
Quantliy Specification
o 8.080kg/521.968MIU I EP11.0
MFG. Date Year Month Day 5 .;ﬁgt%@? tz | Year Month Day
£r=HM 2023407 A 25 H <z i}f”o PA20254 07 A 24 H
Test Date Year Month Day v&fw Report ﬁpgg, “\"ear Month Day
RLIEE 2023 4 08 A 21 H (*51 Fg%%fé ob A 4 115 03 A
7=\ W tbragednLL01
MFG Line Line P5 %‘“E&ﬁfiﬂ: l/Q \@/%V/ age in airtight container
e 7)) 70 & ; 3 %5
A ) P5 4 H] A Tk A&
Items Specifications Results
TiH K IR bRiE fahEE R
Saimonella : absent/10g Absent
Wi T4 H/10g A
Conclusion : comply Ccomply/fail) with the specifications of EP11 .0
gig: HR___HE &4 EP1L0 FUEARHERE -

QC Managermate:ﬁé‘é) QA Reviewed bymateéjggzo%v ( [‘9

774 l_ 9}

Tabulator /Date: ]‘F-‘U’?
Ay
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