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Certificate of Analysis
A
oI AR 15 B
Mgk g CP230326
Product Nadroparin Calcium Bdtch No. YNO11012306001
e TR JE 3R 55 /ﬁaé% m@
Quantity / %\\‘\\x\ oei ,,é) \
8.970K > EP11.0
(LA i "‘:%)/I | gm 9
MFG. Date Year Month Day e R 659 Dlte ) | | Year Month Day
e HM 2023 4% 06 A 05 H (ualfrlomirol /S | 20254 06 A 04 H
Test Date Year Month Day at@\ Year Month Day
fi B 2023 ££08 A 03 H SR 2 2023 £ 08 H 15 H
MFG Line Line P5 ‘Storage condition Storage in airtight container
e P5 ZE[A] 8 TE BT EA ST
Items Specifications Results
TiH ISR M (TS
Origin It is prepared from porcine intestinal mucosa Complies
KU o 1 (@ B S /B R R e E
IAppearance White or almost white powder, hygroscopic powder. Complies
Characters LA AfEsAn, TEERAR FEE
2 Solubility Freely soluble in water Complies
AR ST K FaAlE
" Cogl }Iies
ABCNMR it 51 The 1’C NMR spectrum obtained is similar to that obtained with the ?g &HE
NMR appropnate specific low-molecular- m"iss heparin reference standard. onltrapt
I S B 13C NMR % PS5 % R i i AR Bk e
: i (FEFia)
The mass-average relative molecular mass ranges between 3600 and
5000. 4637Da
E 4T 3600~5000Da.
The mass percentage of chains lower than 2000 is not more than 15
percent. 8.6%
B.Size-exclusion JNF 2000Da 5 EEA T 15%.
chromatography The mass percentage of chains between 2000 and 8000 ranges
- fsFRHE R (i 2 5 between 75 percent and 95 percent. 81%
ggjﬂﬂm“o" 2000~8000Da i it b7y 75%~95%-
The mass percentage of chains between 2000 and 4000 ranges
between 35 percent and 55 percent. 42%
2000~4000Da fif 5 LuAil Ay 35~55%.
C.The ratio of anti-factor
Xa activity to anti-factor
11 a activity 2.5~4.0 33
FiXaBEFiEESM I
(A i 1 O
Ii?j;ngglc‘:;;;g}fan Meet the requirements under calcium content (see test item) Complies
R e k) A AN E
P HABEBER TR (RAENT) REaHLE
Clarity : The solution is not more opalescent than reference .
suspension 1L %02%‘%
Tests Appearance of solution R RSB T ELA a
s s AW
Las CHLE Color: Not more intensely coloured than intensity Y's Complies
it RAET YsSSHHE FFEE
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Product Nadroparin Calci BthN '
B W . YNO11012306001
Quantity \&\“{3\ ﬁg%‘nffdﬂdb
S 8.970Kg ﬁi’:f i 43, EP11.0
MFG. Date Year Month Day E fﬁ&ﬁa‘f’bﬁb Year Month Day
A7 H 2023 £ 06 H 05 B @, ﬁ%ﬁm g; 2025 4 06 A 04 H
Test Date Year Month Day ~| Report megrgf * Year Month Day
A B 2023 08 A 03 H WEEH 2023 %08 A 15 H
MFG Line Line P5 “Siérage’ﬁdition Storage in airtight container
PR R PS5 % H) EAr S BETHHESET
Items Specifications Results
T H Fa S (RS
pH 5.5~8.0 6.0
Molar ratio of sulfate ions
to carboxylate ions ~18 99
MERAETFSRBREE | < :
TEERLE
Nitrogen 1.5%~2.5%( Based on dried substance) 1 8%
. 1.5%2.5% (T %) e
Calcium 9.5%~11.5%( Based on dried substance) 10.7%
e 9.5%~11.5%(F4)%) e
e SH <0.25 ppm 0.16ppm
Free sulfates 8 -
Loss on drying » "
TRk E <10.0% 4.3%
Residual Solvent Ethanol <5000ppm 181o0m
3 B T Z.#<5000ppm pp
Bacterial endotoxins Complies
o P A 3 i HaE
TAMC: <102 CFU/g
<
FEEME: <10 CFU/g HYCERS
TYMC: <10'CFU/g
. <
BEABEHEE. <10 CFU/g .
Bile-tolerant: absent /g Absent
Microbial Limits | THARVIHI% 2B TR H/e A it
WEMNE Escherichia coli: absent /g Absent
KIRAE: TEAHe AR H
Staphylococcus aureus: absent/g Absent
EEEREIE: At/ ARG
Salmonella : absent/10g Absent
W1l AR Hi/10g SR
AssaviPolenc he potency is not less than 95 1U and not more than 130 U of anti-factor Xa activity per milligram,
4\5353/,‘&%: e calculated with reference to the dried substance 105 TU/mg
. 4T R, 8 Imghi X all T HEA9951U~130 1U,

Conclusion :

g, AREEEPILOGN, HR_ S

comply (comply/fail) with the specifications of EP11.0.
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QA Reviewed by/Date:
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