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Product

Enoxaparin Sodium

Batch No.

. R YN010232209002
fi R AT A B Ying o
Quantity / A\ SpeciTicatton. /-
0.500Kg \\b/ 2,\ | UsP
Heh o/ B A
MFG. Date | Year Month Day ‘;Q s Retest Dateo | 5./ | Year Month Day
EEAM | 202409 A25H L @\\ 2025 £ 03 A 24 A
Test Date Year Month Day x\ Repgit Date Year Month Day
ferin H 4 20224 10 A 25 H =p= 20234 12 A 14 H
MEFG Line Line P5 Storage condition Store in airtight container below 25°C
A ] P5 4] it 47 % 1% BTHMARF, £ 25CUTRF
[tems tested Specifications Results
= g 731 eSS
Origin The intestinal mucosa of healthy pigs suitable for human consumption. ?,0222?
S I T N\ ik B R TR
Spectroscopic e . : Complies
i The spectra exhibit maxima at 231£2 nm.
Identification Tests - T 6 M
A. 7‘%1%%‘%% '(j:EhEl E/‘J 23142 nm ﬂl“ﬂl%ﬁ{g F}
Complies
/"/'-A.Zﬂ'—‘—'
BCNMR Spectrum The spectra are similar. C ? ':'tun:'l ;
B. #kit FEMUREF Y 15C NMR 5 PR 5% 18 5 i A 40 ﬁ%ﬁg@ﬁ“
W
The ratio of anti- ’
factor Xa activity to
anti-factor I -a 3353 4.1
activity o
C. i Xa HFEHES I
la B-FiE M E
weight-average
molecular: 4400Da
Identification HHSTRA:
Ll 4400Da
Weight percentage of
hains<2000Da:16.5%
Molecul Weisht The weight-average molecular ranges between 3800 and 5000. C/Jfll;szoggga %4] l?{;{lifjo
D.‘?tef;)“ t‘"‘.r cle i | M2000 is between 12.0% and 20.0%; M2000-8000 is between S (e
WO and 1 68.0% and 82.0%; The proportion of more than 8000Da il
Weight-Average 4 Weight percentage of
: <18.0%. .
Molecular Weight chains 2000 to

RS TF RS
TR

12.0~20.0%;
8000Da FIt (5 LL#11<18.0%.

&4y F 8N 3800~5000Da;

/NTF 2000Da S LE A
2000~8000Da Ft &5 LLBl A 68.0~82.0%; KT

8000Da:74.0%
2000~8000Da Lt
H:74.0%
Weight percentage of
chains>8000Da:
16.5%KF 8000Da
PILLBEIA: 16.5%

Sodium

E. 9=

Meets the requirements

e e

Complies

HEE

Yino Pharma Ltd.
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120, China
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Product Enoxaparin Sodium Batch No.
i b YN010232209002
B4 AT 2 -
ti Specification |
g?i?’w 0.500Kg ///ﬁgxgéﬁ% ”0);\\\ USP
# &
MFG. Date Year Month Day 3,5; R&W 2’ ear Month Day
EFEAM | 20224809 25 g\ Ruhiry Control /20254603 A 24 A
Test Date Year Month Day \\W QQ’\ /Year Month Day
BRWAM | 20224 1025 A %mgy%_////zm3¢mﬂl4a
MFG Line Line P5 " | Storage condition Store in airtight container below 25°C
A P 7 ] P5 #-[H] it 47 %A BFHMERF, £ 25CLITRE
Items tested Specifications Results
T H Lok od ) I S
The 1,6-anhydro derivative on the reducing end of the chain,
P ‘I;{{EP*[EICE,'”%?U the range being between 15% and 25%. 20.4%
' i PRI RIAE 15%~25%3 Fil
Benzyl alcohol NMT 0.1% jgﬁfﬂf
Other 24 2 F RS B <0.1% ”“"
components | Nitrogen 1.8% -2.5% on the dried basis 2.2%
HAb sy & AEE e BA 1.8%~2.5%
Sodium content 11.3% -13.5% on the dried basis 12.6%
sl AR5, SR 11.3%~13.5%
pH 6.2-7.7 o
1
Loss on drying NMT 10.0% 4.2%
TIRAE Jik K R AR 10.0%.
T 14.0-20.0 on the dried basis. determined at 2312 nm
=i f£ 23122nm ALHOE RERIAE 14.0~200 CBAF&IP) T 6.1
Specific tests - [l A
E Ik 7Y s ’ NMT 0.01 Unit/IU of anti-factor Xa activity « Complies
Bactetial endoloxins | 4| [U iy X a B FiEMER, A 09 BROBAML 0.01 W
AP N BER v
Molar ratio of sulfate to
carboxylate NLT 1.8 1.8
IR SR F 5 R | RMEF 1.8
TIEERLE :
Anti-factor Xa 90-125 [U/mg on the dried basis 107
Assay i Xa B FEH R E, 8 Img 5l Xa B FiEM Y 901U~125 [U
ey Anti-factor Ila 20.0-35.0 IU/mg on the dried basis 26
fulla Bl &M LB, & ImgHilla BEFEMER 201U ~351U
Residual Ethanol <5000ppm $15pemm
Solvent 5% | £A¥<5000ppm o
sl Dichloromethane <600ppm Absent
AR 5E<600ppm KA
Total Plate Count: < 100CFU/g
Hivkm¥: < 100CFU/ ~1R CFLlg
Mould and Yeast: < 10 CFU/g <10 CFU/g
Microbial B BB MM : <10 CFU/g
!Jimits Bile-tolerant gram-negative bacteria: Absence per gram iaiegf
MAEVRE | WAL PR RER e i
Escherichia coli: Absence per gram it;z;ﬂ:

KGR AmE: A li/g

Yino Pharma Ltd.
2Cuiping Lrsiang .

Yubei District,

Chongging 401120, China
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Product Enoxaparin Sodi Batch No.
;Oguc ﬁ? (ﬁ‘:?;;'fm ocim o YN010232209002
1 N /@m
Quantity Q
0.500Kg / \i/ ; 2 Usp
Hcfit (3 s sE D
MEFG. Date Year Month Day \ T%SIC%I?{? — || Year Month Day
I ol /S
SRR | 2022409 A 25 F &%ﬁ %%ﬁﬂ A/ | 20254 03 F 24 A
Test Date Year Month Day \W Year Month Day
1500 F 39 2022 10 3 25 H H 20234 12 /] 14 A
MFG Line Line P5 Storage condition Store in airtight container below 25°C
A P 2 ] P5 7E[d] e St BFHMAERP, £25CLUTRAF
Items tested Specifications Results
T H e b vk far B 45 SR
Staphylococcus aureus: Absence per gram ibgﬁf
EHOMEKE: AEEIL/g S
Salmonella: Absence per 10 grams iﬁfﬂf
WITHE: e /10g -
Conclusion : comply (comply/fail) with the specifications of Current USP.
GEY: AREAEM Current USP AL, 455 F&  (FEAFE) M
Tabulator /Date: ¢ 2 )k QC Manager/Date: %&& ' QA Reviewed by/Date:
ERAEE: K QC #3 A/ELE: QA %/ E 1: > EIPNINIA

2l (21
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