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Product

Enoxaparin sodium

Batch No.

ST : YN010232209002
% I @a 8% Yiny
Quantity W ; Specificatiiic) -
0.500K 24 KP11.0
S i X/ FEssE \#
MFG. Date Year Month Day o\ (ualli Retest Date \SZear Month Day
£ HH 2022 .09 A 25 G| BBl N A02s 5 09 F 24 B
Test Date Year Month Day \w Year Month Day
U H 4 20224 10 3 25 H T HH 20234 12 Ff 14 H
MFG Line Line P5 S(iirdai%ii)n Store in airtight container below 25°C
K| Py o] ] ',lfj(:‘r,‘\'_ , - ol
] 7F- (8] (7 BETHMEER, £ 25CUTRE
[tems tested Specifications Results
i H f 5 b itk 56 45 3
Origin The intestinal mucosa of healthy pigs suitable for human consumption. Complies
KR T T NS00 RS M K e HeEMmE
Appearance White or almost white powder, hygroscopic powder . Complies
Character A: HPU H Bl I RIR PR R e E
PEAR Solubility Freely soluble in water Complies
B: R ST K e e
The *C NMR spectrum obtained is similar to that Complies
NMR . . . . /r/rA,.
w e | Obtained with the appropriate specific low-molecular- FFERE
A: 13C NMR 7%151 S v 0
1 ] mass heparin reference standard Contract analysis
! FFIUEE Y C NMR 5 BN 55 0 R 1 AR 5 (BIEH L)
15% to 25% of components bearing the 1,6-anhydro
HPLC ; : :
: it structure at the reducing end of their chain 18.5%
B: ARG %) i 1 e b
- IR RLLE 15%~25% 5 4 -
weight-average
molecular: 4176Da
S The mass-average relative molecular mass ranges BT RA:
Identification .
s between 3800 and 5000. The mass percentage of 4176Da
e chains lower than 2000 ranges between 12.0 percent Weight percentage of
Size-exclusion and 20.0 percent. The mass percentage of chains | chains<2000Da:18.6%
chromatography between 2000 and 8000 ranges between 68.0 percent | /NF- 2000Da (1] LL 5]
C: HFHER G %5 | and 82.0 percent H: 18.6%
399y F 89 3800~5000Da; /hF 2000Da B it | weight percentage of
4 12.0~20.0% ; 2000~8000Da Ff 5 Lt % 4 | chains 2000 to 8000Da:
68.0~82.0% 72.4%
2000~8000Da b
H:72.4%
Sodium It gives reaction of sodium Complies
D: ¥R BIERRM fFaiE
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Product Enoxaparin sodium Batgh No. YN010232209002
g e T 24 <E }1%
Quantity W T Spectfical 3,
e, 0.500Kg 1::: ﬁ% o N2 \EPI 1.0
MFG. Date Year Month Day %, malltyﬁwgﬁcar Month Day
7 HI 2022 € 09 3 25 H W RN £ 2025 6 09 A 24 A
Test Date Year Month Day \ W Year Month Day
il H 2022 10 3 25 H EH 20234 12 A 14 H
MFG L%ne Line FTS fgi:;iin Store in airtight container below 25°C
A 7 2 ] P5 7:[d] ey BETHMESRT, £ 25CUTRE
[tems tested Specifications Results
il . K Yo kg Ky B
Clarltv e | VEUETE Complies
WIRERE | o ey
) The solution is clear &g
Appearance | /&
of solution Not more intensely colored than intensity 6 of the
BN Colour range of reference solutions of the most appropriate Complies
WS | colour KERE
MAR T BIEGERK 6 5EHER
pH 6.2~7.7 6.6
. 14.0 to 20.0 (dried substance), determined at 231 nm
PpecilG AUsorbante e 231nm LRI 6 REUSAE 14.0~20.0 CATFH3H) 16.0
e i
T
Benzyl alcohol Maximum 0.1 % m/m
e e 0.009%
Tests A A AR RN <0.1% ( m/m)
K Sodium 1 1.3% tf’ 13.5 % (dried substance) . 12.6%
A DAt E, SR 11.3%~13.5% ‘
INitrogen 1.5 % to 2.5 % (dried substance) ;
7 AER GE+i) BA 1.5%~2.5% =t
Molar ratio of sulfate ions
to carboxylate ions Minimum 1.8
GRS T SR MET 1.8 22
FEE R L
Loss on drying Maximum 10.0 % .
ek E 2k BRI 10.0%. 42%
Less than 0.01 IU per International Unit of anti-Xa
Bacterial endotoxins activity Complies
Y TH P53 & 11U M3 Xa BFESES, SOAERNERS ra e
it 0.01 1U
Anti-factor Xa [The potency is not less than 90.0 [U and not more than 125.0 IU of anti-factor Xa
activity activity per milligram. calculated with reference to the dried substance. 104 TU/mg
T XaBFES fEHBRETE, # Img 5T Xa BFENMEH 901U~125 TU
Anti-factor 1l a [The anti-factor Il a activity is not less than 20.0 1U and not more than 35.0 1U per
activity milligram , calculated with reference to the dried substance. 25 IU/mg
i lla BFENE fETROE, & Img BT lla BFiEMEX 20 IU~351U
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Product Enoxaparin sodium Batch No.
4 e T 2 A;/_ YN010232209002
Quantity 0.500Kg A= %}'\ EP11.0
e | / g Wi |
MFG. Date Year Month Day Quality|C Retest Datg — || Year Month Day
H 7= F 3 2022 4 09 A 25 A 87’ "5k Q\@ 20254 09 A 24 A
Test Date Year Month Day \ _}&ipﬁ(%t’%&( Year Month Day
il F 4 20224510 A 25 A T 20234 12 A 14 A
MFG Li‘ne Line FjS f(t)ir;%ieon Store ‘in air:[ight container below 25°C
A7 2 ] P5 ZE[H] (577 e BTHMAESET, £ 25CUTRE
Items tested Specifications Results
i H Far 58 b for By 45 SR
Anti-factor Xa/
Anti-factor [l a
i Xa BFiEMSS
o o bt 13637013 4.1
Bt lla BlFiEH:LL
BS540 la BFiE
e LU A
Methanol <3000ppm Absent
FEE<3000ppm ' A
Reildnlfal Solvent Eth;inol <5000ppm R 315rpm
B B ZEE<5000ppm
Dichloromethane <600ppm . Absent
— & ££<600ppm KAEH
TAMC: <10*CFU/g
i 1 S <10 CFU/g
[ V& S < 10°CFU/g .
TYMC: <10'CFU/g
BRI <10 CFU/g <10 CFUTg
Bile-tolerant gram-negative bacteria: Absence per gram Absent
Microbial Limits i fHVT (1= = BIPEH . A194 tH/g ARAE
MAEYEE Escherichia coli; Absence per gram Absent
KGR DR/ KA
Staphylococcus aureus: Absence per gram Absent
EEREMEERE: AR KA H
Salmonella: Absence per 10 grams Absent
YOI NS/ 10g ARA
Conclusion : __comply (comply/fail) with the specifications of EP11.0.
A AMIEE EPILORN, 4R _FHE  (FE/ARKE) M.
Tabulator /Date: 774(.1 Wk QC Manager/Date: %Z{ QA Reviewed by/Date:
HRNBH:  Sapa il QC 3T A/ H #A: QA H#Z/H A, % 202 %’)J‘/’
}nf\h»“—f
Yino Pharma Lid. ERTHIEKBER_E2S Tel: 86-023-67105766-8077
2Cuiping Frxdang . BE: 86-023-67105766-8077 Fax: 86-023-67411098
Yubei District, fEHE T 86-023-67411098 Website: www.yinopharma.com
Chongging 401120, China RIAE: www.yinopharma.com E-mail:  market @yinopharma.com
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