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Certificate of Analysis
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Product Heparin Sodium = No.
oy pepan - L\%ﬁ%ﬁ%\t\ YN010112208013
Quantity . o AW~ on™
oa 59.524Kg /12500miu fg\@}, W&} NEP10.5
MFG. Date Year Month Day /e L [iRetdstDats, 7 Year Month Day
# B 2022 # 08 19 H {-Jjj_ (J,UFL i @ﬁﬁ%‘e} g vﬁzsﬁoaﬁ 18 B
Test Date Year Month Day  uin WAITTYREPSFIDafes Year Month Da
IR 2022 09 A 02 H {’i&}‘ RS w@& 022 £ 09 /3 09
T " .
MFG Line Line P1 o .%éoragge ",/ Storage in anirtgght container below 26°C
T g P1Zg) S i BFEABSEP, £ 25CUTRE
ltems Specifications Results
bl it RRER
Or]%in The intestinal mucosa of healthy pigs suitable for human consumption. Complies
kiR & AT AENREIE L FalE
Appearance White or almost white powder, hygroscopic powder. Complies
Characters S BEHEAE, REMHHE feEiE
PR Solubility Freely soluble in water Complies
B RRIE ZETK FFaHE
A. It complies with the requirements described under assay. Complies
Fa a8 aimE FER HFailE
The ratio of anti-factor Xa activity to anti-factor |l a activity determined as described
under Assay, ranges between 0.9-1.1 1.0
B. #iXa 5t llagtk{Ef 0.9-1.1 2 [d
The large heparin sodium must be present:
2.04ppm,3.27ppm(doublet),4.34ppm,5.22ppm and 5.42ppm,all within
+ 0.03 ppm; The 1H-NMR spectrum obtained with the test sample
and that obtained with heparin sodium for NMR identification CRS are
compared qualitatively after the 2 spectra have been normalised so
as to have a similar intensity; dermatan sulfate with a methyl signal at
2.08 + 0.02 ppm may be observed; no unidentified signals larger than
4 per cent compared to the height of the heparin signal at 5.42ppm
are present in the ranges 0.10-2.00ppm,2.10-3.10ppm and 5.70-
8.00ppm;signals form the solvent or process-related substances may
be present and have to be identified to be accepted; variations in the | complies
intensity of some signal regions of the spectrum of heparin mag s
d occur: the intensity-variable regions are between 3.35ppm an
ge%ri}hﬂcatlon C. HNR 4.55ppm,where the signal pattern is approximately kept but intensity gr?git rz;:st
varies. A
Hzmiﬁﬁﬁ%mﬁzm\&nmL43m522ﬁ5&,ﬂﬂ&ﬁ-(éﬁ“%)
{EfY + 0.03 ppm SEEA; HEMIAFAIATE N NMR £ SHE4R
BERA H-NVR B F—EE, 3 2 HFHTEMILE, MEKERN
FREESRM7E 2.08 £ 0.02 ppm; 7 0.10~2.00, 2.10~3.10, 5.70~8.00
ppm SEERARAFHIES AT 5.42 ppm AEE{ER 4%FIFIRFIIE
W; RIFBFIRABRFINMNIERR, BXEEXNERNBTES, B
ZEISHR LIS R BT RS I RRRR A, 7 3.35~4.55ppm
ERaERENESH AU —RESETRAER.
The principal peak in the chromatogram obtained with test solution is
D-HPLC similar in retention time and shape to the principal peak in the Complies
: chromatogram obtained with reference solution HEemE
PR AN B R AR 1 th S S RO OR EA B B) AN T2 48 B
E. Sodium It complies with the test for sodium Complies
E. i RS ST TH PR E R FailE
Clarity: The solution is clear Complies
Tests A pelag_ance BEE BEE FENE
: of solution
el Rl S U] Color: not more intensely colored than intensity 5 of the range of |~ s
reference solutions of the most appropriate colour (2.2.2, Method I1') A=
. AET BY5 R
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Product Heparin Sodium Batch No.
nx FLEYy e YNO010112208013
antity 59.524Kg /12500miu e‘?‘ﬂca‘f_’" EP10.5
MFG. Date Year Month Day \«U ) ear Month Da
Cd=b 2022 % 08 5 19 H /\/§;~% %8 a&?/ 254 08 A 18
Test Date Year Month Day Ny ﬁﬁ & Fﬁﬁ é@ﬁ%ﬁte ER r Month Da
Sy [k 2022 £09 5 02 H pe | - 1 2 % 09 7 09
wat Lo
MFG Line Line P1 \ Aj\/&\q\( lgé?ff % age in airtight container below 25°C
&% (g P1 % &) "’{‘z 5;19“ Q a |7ﬂera§¢1 £ 25°C AT RF
ltems ™~ 'glum& o Results
=] '591 WIER
pH 55~8.0 6.1
Nucleic
Impurities < 0.15(260nm) 0.049
AR e i
Protein <0.5%( Based on dried substance) 0.03%
Ed= <0.5% (F¥HhR) - ’
Not more than the area of the peak due to dermatan sulfate and
chondrotin sulfate in the chromatogram obtained with reference
solution (e)(2.0 per cent)
No peak with an area greater than 0.01 times the area of the peak due
Related to dermatan sulfate and chondroitin sulfate in the chanromatogram Complies
Substances | obtained with reference solution (e) is detected(corresponding to a T adn e
(EESEY/NiA disregard limit of 0.02 per cent) RALE
HMRR (b) PHE KK ERBNERNEBRTATSEER
(e) CF@%EE&&HX?%D REKBREOIEIR (20%) ; Bib¥EIZ:hE
BRAEATHRAR () PRIMMEREAKFAN Ju.ﬁihﬁ FHIEEMRZ
[y 0.01 % (0. 02%) o
Nitrogen 1.5%~2.5%§ Based on dried substance) 2 49
bl 1.5%~2.5%( T4 J5) 1%
Sodium 10.5%~13. 5%% Based on dried substance) 13.1%
10.5%~13.5%( F41/5) =
Loss on
dryin <8.0% 1.1%
T
Residual
Solvent fggg" ﬁ%‘%@?"” 0.03%
BAshegil) e ’
Heavy metal Complies
=408 =0ppm HailE
Bacterial i
endotoxins | <0.01EU/U e
HMERTE TRMAE
Total Plate Count: =100 CFU/g S <100 CFU/g <10 CFU/g
Mould and Yeast; =10 CFU/g a@%uﬁ%?ﬁ%%: <10 CFU/g <10 CFU/g
Bile-tolerant; absent /g M T E R E: ~Eet/g g&)?e?‘njt
Microbial Limits EFpn
WAeEMKRS Escherichia coli; absent /g *BLEE TEMRE/g Absent
A
Staphylococcus aureus: absent/g SEBEERE. Gl A*bt%tr%t
Salmonella ; absent/10g PhIIE A E/M10g g&)?etﬁt
Anti-factor Il a actl\nty based on "dried substance”: NLT 180iu/mg 212 IUimg
Assaylpotency PAFamitE, & 1mg M Il a AF&ERE0T 180U
= Anti-factor |l a Based on "As Is” . 210 1U/mg
iin:'nﬁ- F1mgdtt | alll 7 & 2R EHIR
Conclusion : % 1 (complylfall) with the specifications of EP10.5.
\im‘& inﬂﬁﬁﬂ M, & (FEITHE) AE
Tabulator /Date _%}ﬁpb Qc ManagerIDate. M QA Reviewed by/Date: @i 2’7
-)Aﬂfl/ o?. e'? };7?4‘"\ 24 V) - 0?
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Chongging 401120, China FIHE: www.yinopharma.com E-mail: info@yinopharma.com

d



