lﬁ )ﬁ’jﬁ ff.’ F l/}T f'{-i' - ﬁﬁ 'f"ﬁ iJ ISP1 H M\I .//Q =]

|

RIIRERS : CP190058

PAGE:1/2

Certificate of Analysis

IeIReES

P \ > ¥ ~

N

Product Heparin Calcium "‘“éa"f"cﬁ-‘.Njo. %
= e | B s NNO10711809004
%t{if”t“y 2.720Kg | fff}_rfgfﬁC?tEPf}"f L EP9.3
MFG. Date Year Month Da I T Retest Date” Yéar Month Da
4=HER 2018 £ 09 B 25 s | EieHE 012020509 B 24
Test Date Year Month Da ~ [ 'Report_ Date’ |”Year Month Da
A EA 2018 & 10 B 08 FIREHEE ] 2019403 B 19
MFG Line Line P1 Wf‘é?g’iﬁgﬁ Storage in airtight container below 25°C
EFEE P1 %[5 : BETEAEET £ 25CLUTRE
tEFRM
Items Specifications Results
IE Rt HRIRER
Orj%in [The intestinal mucosa of healthy pigs suitable for human consumption. Complies
¥R BT AR RIEIDAGIR FEME
A&pearance White or almost white powder, hygroscopic powder. Complies
Characters 9 E‘, E@Eﬁ’p‘éE@ ' D&TE'HE#J;E Hé LZAE
olubility reely soluble in water omplies
R Solubili Freely soluble i Complies
AR ZiaTK HFENE
A. It complies with the requirements described under assay. Qom Iig_s
a2 DIE FRIEX FENE
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
B. ¥l XaS5HillaftH{ETE 0.9-1.1 28
The large heparin calcium must be present:
2.05ppm,3.29ppm(doublet),4.37ppm,5.35ppm and 5.43ppm,all within
+ 0.03 ppm; The 1H-NMR spectrum obtained with the test sample
and that obtained with heparin calcium 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 | Complies
5.70-8.00ppm;signals form the solvent or process-related substances | FEHIE
Identification C. NMR may be present and have to be identified to be accepted. Contract
&5 FFE{SEBIRESRN 2.05, 3.29(d). 4.37, 5.35 F15.43 , I9AIER (gg}%’ géz)
. i . _ Ziohuay
{BRY + 0.03 ppm SBEIW; EHEEMIHFERFIATRTS NMR E5I1(LFSETR
ERAY H-NMR EiEaE—5UE | X 2 EHTEMIER | MmERSERERN
FRE(SSM7E 2.08 £ 0.02 ppm ; 7£ 0.10~2.00, 2.10~3.10, 5.70~8.00
ppm SEEIRNAIFBIER AT 5.43 ppm {EERERY 4%HIFRIRBIIEL
W RFBFIRERRIMIRELT  BXEENRERBRES.
The principal peak in the chromatogram obtained with test solution (a)
is similar in retention time and shape to the principal peak in the Comilies
D:HPLC chromatogram obtained with reference solution %). ‘ Baie
HRER (a) FIMVERR ( c) FEKGEEPERIRAREBRIEME X
RAIAENIL.
E. Calcium It %/es the reactions of calcium CorAn lies
E. 5 EIFRMN FEE
Clarity : The solution is clear Comg_llies
Tests A pelarance BEE  EE HaiE
8 of solution
sl AN Color: not more intensely colored than intensity 5 of the range of Complies
reference solutions of the most appropriate colour (2.2.2, Method Il ) A
BN . NFETF BYS e
Yino Pharma [1d i X 2 b 27 el 86-023-67377173-8000
2Cuiping Erxiang . [y 86-023-67377173-8000 FFax: 86-023-6741 1098

Yubei District,

Chongging 401120, China

{5 80-023-67411098 Website: www.vinopharma
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Product Heparin Calcium ~Batch™Ng
= e ), . | YN010711809004
Qtﬁntlty 2.720Kg Sljloe'coﬂg:atlon\ EP9.3
#HE : =
"MFG. Date Year Month Da ‘t ] Reiest Date “Year Month Da
R FE 201809 B 258 L=\ 6{ 1Ly, B | 2020% 005 24
Test Date Year Month Da TN . R%ort Date Year Month Da
N EER 2018 E10ﬁO8é «?’ S “172019 & 03 B 19
MFG Line Line P1 % Sg?]rj "«‘3 Stora e in airtight container below 25°C
R E % e AT, & 25 CLATRE
Items Specmcatlons Results
B T.ﬁ.tﬁ'\/ﬁ e v =E
pH 55~8.0 7.0
Nucleic
Impurltles < 0.15(260nm) 0.054
HLFR IR
Protein <0.5%( Based on dried substance)
<0.5% ( LAFFit) 0.04%
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 solutlon (e) is detected(corresponding to a ﬁ.&.gm%
IR dlsregard limit of 0. 02§er cent) =
FER (b ) PRBRRE AR AIERR ?E’Jﬂl E*“Tk?*%ler&‘
(e BN ?%DE’*E&EA %E’JWE E% ; BN IYfRLE
EA 7137&335(1 RaR (e) EPE’JEF%?EZHBE?%DE‘ YERAOBERS
089 0.01 15 (0.02% ) .
Nitrogen 1.5%~2‘5%E Based on dried substance) 2 0%
: 1.6%~2.5%(IAF Gt -
Lgalcium 9.5%~11. S%E Based on dried substance) 11.1%
5 9.5%~11.5%(LAF&@it) ik
Loss on
dryln <8.0% 5.3%
Fia
ReS|duaI
Solvent =020 ¢ Shanol) 0.05%
AN -
Heavy metal Complies
= = Sl EE
Bacterial ;
endotoxins | <0.01EU/IU gomples
HENSE -
Total Plate Count : < 100 CFU/g BE&SEL . <100 CFU/g <10 CFU/g
Mould and Yeast : <10 CFU/g SEESEERS . <10CFU/g <10 CFU/g
AN
Bile-tolerant : absent /g G AU : ARSIt ]
Microbial Limits ESTnT
MEeE Escherichia coli : absent /g KIBRFBE : A5ty st
AN
Staphylococcus aureus : absent/g SHEEEEKE | ~M5aH/g pﬁ%‘eﬁ
7aN
Saimonella : absent/10g WITIE - B H/M0g ZEEE%
Assay/Potency Anti-factor ITa a activity based on “dried substance NLT 180iu/mg 248 1U/mg
2EAUN LF@RITE | 8 1mg Bifila BFEER BT 1801V

Concluswn com%l¥ Lcompplylfalll with the specifications of EP9.3.
C: ER Ri=]

Tabulator /Date: Pﬁ N| N;z?

%li.oz-(j

QC Manager/Date: % é}k

QA Reviewed by/Date: %’bi

4419 of ot
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2Cuiping
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Certificate of Analysis
ISR

lF;roduct He%a%%n Calcium 4 ,:"’\(N010711809005
an R b
;Qttua”“ty 3.014Kg U _EP9.3
"MFG. Date Year Month Da ual Reles‘f Date Year Month Da
= HE 2018 £ 09 B 27 “i'sigER ] /20204 09 B 26
Test Date Year Month Da eport Date. | Year Month Da
HE I HA 2018 2105 08 SHEY 2019&&03% 19
MFG Line Line P1 \m%orﬁar gﬁﬂ"‘”; Stora e in airtight container below 25°C
EFER) P1ZEE) 2 INEREF |, £ 25°CLATRE
EFERM
ltems Specmcatlons Results
=] ’f_Lg_ﬁT/ *ﬁgﬁgéﬁ
Origin [The intestinal mucosa of healthy pigs suitable for human consumption. Complies
FKilF &R AR RERIET IR BT
A&)earance White or almost white powder hygroscopic powder. Complies
Characters ) Eéjxe@: &IJJ:&*)J;E ﬁé AAE
T2 Solubility Freel soluble in water C/gm lies
/eﬁgfi Za FFEFIE
A, It complles with the requnrements described under assay. Comg_lles
a8 DA TAIER
The ratio of anti-factor Xa activity to anti-factor IIa activity determined as described
under Assay, ranges between 0.9-1.1 0.9
B. #1iXa SHilla AOLL(ETE 0.9-1.1 Zid)
The large heparin calcium must be present:
2.05ppm,3.29ppm(doublet),4.37ppm,5.35ppm and 5.43ppm,all within
+ 0.03 ppm; The 1H-NMR spectrum obtained with the test sample
and that obtained with heparin calcium 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 | Com lies
5.70-8.00ppm;signals form the solvent or process-related substances EHE
Ideniification C. NMR may be present and have to be identified to be accepted. Contract
51 PG EEIREEMA 2.05. 3.29(d). 4.37. 5.35 F15.43 , a1 ( g}%‘ Aséi)
s N S —t = 2y — = LI
{ERY £ 0.03 ppm SEER; BEENHERFIAFERS NMR £31(LFSFEIR
A H-NMR EEeE—5UE | X 2 BHTEMIER | MERREAEN
FRE(SSMTE 2.08 + 0.02 ppm ; 7£0.10~2.00, 2.10~3.10, 5.70~8.00
ppm SEEIRNA T BIEE AT 5.43 ppm LLIESER 4%89FKIRBIIEH
W, RFERIRERAIMIOELHI , (BXLIERERBaTHESZ,
The principal peak in the chromatogram obtained with test solution (a)
is similar in retention time and shape to the principal peak in the Complics
D:HPLC chromatogram obtained with reference solutlon é) N
?afg%ﬁ&' (a) MMRESRR ( c) FERISEIS IEROIREBRTIBIFNLE =
E. Calcium It %/es the reactions of calcium Complies
E. 5 ESNE
Clan . The solution is clear Complies
Tests A sp((;ﬁ{%rkce EEE A FEmlE
ozl ’* SN Color:  not more intensely colored than intensity 5 of the range of Eotmolies
reference solutions of the most appropriate colour (2.2.2, Method Il ) Has
B | ART BYS ks
Yino Pharma [.1d ST AL L } % 2 ¥ lel: 86-023-67377173-8000
2Cuiping Erxiang . : 86-023-67377173-8000 X 86-023-67411098

Yubei District,
401120, China

Chongging

1. 80-023-6741 1098 '\\ chsite: www

harma.com I
A -

-mail:

.vinopharma.c
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lF;I’OdUCl He%ann CaICIUm _,;‘(T v' : , atch No 1 YNO1071 1809005
ElQuuantlty s okgcmcatlon.’
i 3014k (57 5 o LB S EPOS
"MFG. Date Year Month Da LE; = 1Rete$t Date 1 Year Month Da
£rFEHER 2018 £ 09 B 27 k. | BITH 20205 09 B 26
Test Date Year Month Da 1 Réport 'Date‘-« Year Month Da
M H ER 2018 & 10 B 08 IREHER . -|22019 5 03 B 19
MFG Line Line P1 B S cS()Er)1r§|tg|erp 1 Stora e in airtight container below 25°C
£ P1 %] el BT, & 25°CLITMRRE
Items Specnflcatlons Results
mB i 5_&]’/& *ﬁgﬁfﬁ%
pH 55~8.0 7.0
Nucleic
Impurmes < 0.15(260nm) 0.054
HER R
Protein <0.5%( Based on dried substance) 0.05%
EX= <0.5% ( LAF&it) e
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 Comilies
Substances | obtained with reference solution (e) is detected(corresponding to a Sl
=P Y5 dlsregard limit of 0. 02}§ er cent) =
Fla® (b) EPEFEVQ %?%DF@‘%&’X ?B’J PAARTSEBR
(e) EPE“E& SAIFERIR S =AU aeﬁ% 2 Eth BN FYRIE
EIRERFIIERAR (e ) EPETJ%@&EEH%%%DFE&EA%%E’JM@*
#1089 0.011% (0.02% ) .
Nitrogen 1.5%~2. 5%2 Based on dried substance) 2 0%
: 1.5%~2 5% (LA FEiT) .
lgalcium 9.5%~11. 5%% Based on dried substance) 11.2%
a3 9.5%~11.5%(LAFGit) o
Loss on
dryin <8.0% 4.8%
g
Residual
Solvent 38222 é %%2”)0' ) 0.05%
bR ERaH — -
Heavy metal Complies
Eoft & S0 B
Bacterial .
endotoxins | <0.01EU/U Gomples
HEANBE -
Total Plate Count : < 100 CFU/g Ef%EEL : <100 CFU/g <10 CFU/g
Mould and Yeast : <10 CFU/g EFENESEEE . <10CFU/g <10 CFU/g
AN
Bile-tolerant : absent /g MHRETRVE=BME : M5 H/g ,ﬁ,@eﬁ
Microbial Limits =BT
MEMRE Escherichia coli : absent /g KIFRFEE  FERH/g ]
AN
Staphylococcus aureus : absent/g SERBATHE | HMEQH/g f\%*s"\é%
Saimonella : absent/10g W& - B /109 Aﬁ@eﬁ
Assay/Potency Anti-factor ITa actlwty based on “dried subslance NLT 180iu/mg 249 IU/mg
SEAUN LIF@IE | 8 1mg iiiila BFS8EDF 1801U

Conclusion : compl comFPIy/falll with the specifications of EP9.3.
&g R =] %%“5:”“5:: )E

= . In
Tabulator /Date: %-1\“"2; QC ManagerlDate:%é’& QA Reviewed by/Date: & g
0 )w/f;;,,j
Yino Pharma Ltd. BIRrav LI 228 4 2 I'el: 86-023-67377173-8000
2Cuiping Erxiang . L M\ U‘x ()’37"] /3~ \l) FFax: 86-023-67411098

Yubei District,

Chongqing 401120, China Al

b 86-023-67411098

WiV W _\1m\|\‘mnln‘1.wnx

Website:
I--mail:

WWA, Hu‘)l WY

info ayin opharme
infou

i3 : vinopharma.com

1.COM




JOU BRI A

il A R A TF

PAGE:1/2
Certificate of Analysis
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HIEIRESRS : CP190060 BT T T
AR SLNNS ¥ R P __\v
croduct greparin Calelum ="M/ IyNo10711809006
fantity 3.024Kg | Bt Teko.s
"MFG. Date Year _Month Da | [;Relest Date / I"Year Month Da
S 2018 % 09 /3 30 U0 /{2690 £ 08 B 29
Test Date Year Month Da Date | Year Month Da
M HER 2018 & 10 B 08 JREHERT 20195 03 B 19
MFG Line Line P1 %”mﬂ%%% 387" | Storage in airtight container below 25°C
) P1 Zi8) 5 ETRIaET , & 25 CLUTRG
EFSRY
Items Specifications Results
InE et ISR
Orjgn The intestinal mucosa of healthy pigs suitable for human consumption. Comg_llies
FilR ERT ARRRRIEDLIR FEME
Apfearance White or almost white go\wder, hygroscopic powder. Complies
Characters gt\ )”.. E@QZ%E@ ' ”&75’&%3’3 %ﬁ ARE.
= Solubility Freely soluble in water Complies
BRI ZaTIK HFEaNE
A. It complies with the requirements described under assay. Com lig§
e AR PHIE TRIEK FERE
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
B. #iXa S5#illa BEK{ERE 0.9-1.1 Z[8)
The large heparin calcium must be present:
2.05ppm,3.29ppm(doublet),4.37ppm,5.35ppm and 5.43ppm,all within
+ 0.03 ppm; The 1H-NMR spectrum obtained with the test sample
and that obtained with heparin calcium 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 | Complies
5.70-8.00ppm;signals form the solvent or process-related substances | FEMNE
ideritifisation C. NMR may be present and have to be identified to be accepted. Contract
&5 FFRISERIBESMA 2.05, 3.29(d). 4.37, 5.35 f15.43 , WAJEE (;aEf}%' 52
i R _ =ity
B9 + 0.03 ppm SEEIPY; RSN RFIFFERSS NVR 3L 8%ET
HERAY H-NMR BEiERE—EUE | X 2 FHITEMIER | MERRZAARAY
FFE(SEMNTE 2.08 + 0.02 ppm ; 7£ 0.10~2.00, 2.10~3.10, 5.70~8.00
ppm SBERARAIFBIERAT 5.43 ppm LMERER 4%MFIRBIIES
W RFERIREXRIMIRELI , BXEESRER TS,
The principal peak in the chromatogram obtained with test solution (a)
is similar in retention time and shape to the principal peak in the Comblias
D:HPLC chromatogram obtained with reference solution %). ) BamE
?ﬁ%ﬁ (a) MMRERR () ABRGEEPEEERRERTEFIE >
E. Calcium It gives the reactions of calcium Comg_llies
E £ EIERN FFENE
Ciarity : The solution is clear GComplies
Tests Appearance | EBE : BE HEE
3 of solution
18 AR AN Color:  not more intensely colored than intensity 5 of the range of Eomplies
reference solutions of the most appropriate colour (2.2.2, Method 11 ) N
B : NRTF BYS FTEME
Yino Pharma Ltd. Bl 3l 4k 2 5 Tel: 86-023-67377173-8000
2Cuiping Erxiang . 86-023-67377173-8000 Fax: 86-023-674 11098
Yubei District. 80-023-67411098 Website: www.vinopharma.com

Chongging 401120, China [ b :

o/ yinophayma.com

www.vinopharima.com F-mail: inforeyinopharma.com
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Product Heparin Calcium 3isiss NGy ~=
o i | < 40, [YN010711809006
%gmy 3.024Kg (o B %ﬁé‘ﬁca“aﬂ‘ ﬂEP9 3
MFG. Date Year Month Da \‘ Vgl }Retest Date | |- r Month Da
AP 2018 ££ 09 5 30 B S 42050 2 08 B 25
Test Date Year Month Da X Data,:- ar Month Da
e HEA 2018 £10 5 08 %g " 472019 F 03 B 19
MFG Line Line P1 - ?%%%I s Stora e in airtight container below 25°C
& =111 P1Z[g] Mz s in ABEEF | £ 25°CLATMRE
Items Spec:|fcat|ons Results
=] s Lﬁ'/ﬁ *ﬁgﬁﬁf%
pH 5.5~8.0 7.0
Nucleic
Impurities < 0.15(260nm) 0.056
BRI
Protein <0.5%( Based on dried substance) 0.05%
<0.5% ( LAF&it) e
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 Complias
Substances | obtained with reference solution (e) is detected(corresponding to a Baiis
FRRYIR dlsregard limit of 0. 02’§er cent) =
%M AR (b ) e H%?%DFE&E’K ?E’JHJ%E%DTX$7‘R%@7&
e) CPFF&&“ ?%DE‘&EAE;%B’]M%E 2.0% ) ; EABERIRIRIE
E? IMEATRIEEER (e ) PRGBS RS EN S
#0RY 0.01 1% (0.02% ) .
Nitrogen 1.5%~2. 5%2 Based on dried substance) 2 0%
1.5%~2.5%(LAFGiT) Feis
E)alcium 9.5%~11. 5%5 Based on dried substance) 11.0%
a3 9.5%~11.5% (LA F&it) s
Loss on
drynn <8.0% 4.4%
iR
ReS|dua|
Solvent =0-2% {dhanol) 0.05%
TR ERET "
Heavy metal Complies
= 30ppm HEHE
Bacterial -
endotoxins | <0.01EU/U Gompies
HEANSEH =
Total Plate Count : <100 CFU/g BE&S4% . <100 CFU/g <10 CFU/g
Mould and Yeast : <10 CFU/g SENESERES . <10CFU/Jg <10 CFU/g
AN
Bile-tolerant : absent /g MIAEIHRYE=IAME  AMSt/g /i%*s”e%jt
Microbial Limits =i
i i Escherichia coli : absent /g KEFRFERE : AMEEH/g Ab é_'te X
AN
Staphylococcus aureus : absent/g SHEHFKE | TM5iat/g Aﬁ%ﬁ;ﬁ
TAY
Saimonella : absent/10g PIIE MBI H/10g ﬁ*&ﬁ
Assay/Potency Anti-factor ITa a activity based on "dried substance NLT 180iu/mg 237 IU/mg
SR LF@itE . 8 1mg ifiila BF2EAREDF 1801V
Conclusmn : compl com Iylfall_l with the specifications of EP9.3.
S SR 878 % ¥§7‘721"-’§ ) EP9.3

Tabulator /Date:ﬁg\/]\(’% QC Manager/Date: % é‘&

ol f .03-(7

7/’4\ P xﬂ

)
QA Reviewed by/Date: wE

sqfesif

Yino Pharma 11d ‘ |
2Culping krxiang .

Yubei District,

Chongging 401120, China I

: 86-023-67377
¢ 80-023-67411098
[+ www.vinopharma.com

lel: 8¢ -1,"_‘,i~" 3

173-8000 | aN; &
Websile: wwaw,)

F-mail:
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3-674 11098
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