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Certificate of Analysis
PRIk & 3

K58 Y5 Report No.: CP220217
Product Heparin Sodium i N@.\ YNO10122206012
X e /f\ﬁma—vmn |
Quantity ¥ 2,
2 146.000kg/33726.000MIU / %@/ MM g\{ziz
MFG. Date Year Month Day 4 ( \%}ﬁi}t {mtqﬂs ) Yeal Month Day
= 51 2022 ££ 06 5 07 B i % 20244 06 B 06 H
Test Date Year Month Day %j’\ Wua RH)O‘TY l]f') / el Month Day
18 H #A 2022 £ 06 5 21 H %B;ﬂﬂf G222 4 06 B 27 A
MFG Line Line Pl wm‘ﬁm / Storage in airtight container helow 25°C
4 4 [g) P1 % [8) Rt BT HEAREH, & 25°CUTHRE
[tems Specification Result
iRE| YR 1BIER
Origin The intestinal mucosa of healthy pigs suitable for human consumption. Complies
SRR iE AT AKMNEREBTE HEWE
A. The ppm values for H1 of GleNAc/GIeNS, 68 (signal 1), HI of 1doA2S (signal 2),
the H2 of GIeNS (signal 3), and the methyl of GleNAc (signal 4) of heparin are present
at 5.42, 5.21, 3.28 (doublet centered at 3.28 ppm), and 2.05 ppm, re- spectively.
The .chemical shiftssof these signals do not dilfer by more than £0.03 ppm. Measure
the signal heights above the baseline of signal 1 and signal 2, and calculate the mean of
these signal heights Other signals of variable heights and ppm values, at- hepatributable
to heparin and HOD, may be seen between signal 2 and 4.55 ppm. Residual solvent
signals may be observed in the 0.10-3.75 range. No unidentified signals greater than
4%, of the mean of signal height of 1 and 2 are present in the following ranges: 0.10- Com lles
2.00, 2.10-3.20 and 5.70-8.00 ppm. No signals greater than 200% signal height of the FEH
mean of the signal height of 1 and 2 are present in the 3.75-4.55 ppm for porcine Contract d“d‘YSiS
heparin (ZEFT1608)
A HNMR g% RS BGIcNAC/GIeNS,6SfIH-1 (551) |, 1doA2SfgH-
1(152), GleNSHIH-2({353)#GIcNAciy-CH3(Z SR RIS 5 4542
ppm, 5.21 ppm, 3.28 ppm(d), 2.05 ppm, Fif{ESANMBELMNFEL0.03 ppm
SO, ST REAESS S2-4.55 ppmsB A Hj fj,liﬂtﬁ?%ﬁ%ﬂ HODR P UIBES,
Identification T REFE0.1~3.75 ppm,gl%lr}s] HINBEEEFIES, £20.10-2.00 ppm, 2.10-3.20
Ll ppm , 5.70-8.00 ppmfYSEEAIIAE JJ’J_E‘H SREATESIMES2EHSHE
4% ok SN 72375 ppm54.55 ppm ), AERMEESREATES A
E 52T E200% M5 SE
B. Chromatographic: The retention time of the major peak from the Sample solution Complie
plies
corresponds to that of the Standard solution HAME
B. AR @I HERE T MR BB I8 B2 5 R R i U A R B e 18] — 2N oo
C. 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
C. HiXa ¥t SHilla NAILLIE: 0.9~1.1
Maqo00: =20% 16%
D. Molecular weight determinations . -
D4 F S M,,: 15000~19000 17700
Miq00-16000/M 16000240000 1.0 1.3
. A solution of heparin sodium imparts an intense yellow color to a nonluminous Complies
[Tame A
L. FF & IR 5 R R BB 5K
The potency of Heparin Sodium, calculated on the dried basis, is NLT 180 USP
Heparin Units in each mg 238 USP-u/mg
po Jilla 31180 USP-wmg (FHHR)
R Anti-factor Ila activity “As is”
WG, & Img il B & BIREHIR B LIt
Nitrogen : 1.3%~2.5%(on the dried basis,) 2.0%
Test AR 13%25%FYR) -
le& Residual on ignition: 28.0%~41.0%
JRHBE . 28.0%-41.0% Sale

Yino Pharma Lid.
2Cuiping Erxiang .

Yubei District.

Chongging 40112

BRAELRERF &2 S
EBih: 86-023-67103766- 8077
&1L 80-023-67411098
FOAE: www vinopharma.com
MEFE - infordyinopharma.com

Website:

0. Ching F-mail:

Tel: 86-023-67105766-8077
Fax: 86-023-67411098

www. yinopharma.com
infoedvinopharma.com




_‘_J\vfjl 1v /l,‘/{(tde

\ ]

Product Heparin Sodium Batch No.
o = YNO101222060
2% ) e e 2
Quantity ) //“"\M 11 N
ey 146.000kg/33726.000MIU . K&, N ﬂ% D NUsPa2
MFG. Date Year Month Day / @&Vy Retest Da\ ‘7/25 ar  Month Day
AEHE 2022406 B 07 8 SN Jﬂ{{\' 034 £ 06 B 06 H
Test Date Year Month Day 7% =5 Report. .‘Dme / Yedr Month Day
e E 2022 06 5 21 H \ ,&.,\ Qual &ﬁﬁ‘@%ﬁ 206 A 27H
. Y
MFG Line Line P1 ‘/g\\" ié(:;];%le(;; torage in airtight container below 25°C
%18 P1 % e _ BETHARHRP, E25CUTRE
Items Specification Result
i KRR S
Heavy mental: <30ppm Complies
FEE: <30ppm FENE
Limit of galactosamine in total hexosamine: <1% 0.2%
RERCEPREFAEMRE: <1% '
Nucleic Impurities: <0.1% (w/w) -
AL <0.1% (wiw) 0.002%
Proceed as directed in [dentification test 4. No features associated with C i
. - omplies
oversulfated chondroitin sulfateare Ioun(l between 2.12 and 3.00 ppm AR
w2 A, 7E2.12ppm~3.00ppm SGEIA, F OSCS HHXMESHIT S
OSCS |Proceed as directed in Identification test B. No peaks corresponding to
oversulfated chondroitin sulfateshould be detected eluting after the heparin Complies
peak ez
T% |B ., &g /EE OSCS iR
Protein impurities : <0.1% (wiw) i
EAZRR <0.1% (w/w) 0.04%
Bacterial endotoxins: <0.03 USP Endotoxin Unit/USP Heparin Unit Complies
HEAFE: <0.03 USP BLINEF/ USP PARIATEE. HadE
Loss on drying: <5.0% % i
FIRLE: <5.0% 2.8%
pH: 5.0-7.5 6.9
RLE;JE[:;LM 5:01vcn£: S(}._S% (ethanol) 0.03%
BEEN Z8E=0.5%
Total Plate Count: < 100 CFU/g HESE: <100 CFU/g <10 CFU/g
Mould and Yeast: <10 CFU/g EHMBEGERE: <I0CFU/g <10 CFU/g
. = B RURTET i JELA Absent
Bile-tolerant:  <absent /g MABHAEZHEE:. <AERd/e 16
Microbial
Limits - g . : X Absent
A Escherichia coli: absent/g WRE AEede Seibth
Staphylococcus aureus: absent/g £ HEFHEHRE: FEELH/L %b%f’gjt
’ . SRS, 25 1A Absent
Salmonella ;: absent/10g VIE AN H/10g F Ao
Conclusion : Comply (Comply/Fail) with the specifications of USP42.
W ASIRER USP2 N, R FHE (F&THE) HE
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