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Hebei Changshan Biochemical Pharmaceutical Co. Ltd

FFERFRIEH SEFRAE A R

Internationally known company manufacturing heparin and related products
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COMPANY PROFILE
AFEN

Hebei Changshan Biochemical Pharmaceutical Co.,Ltd, abbreviated as “CSBIO”,
was established in 2000, which is one of the few specialized manufacturing enterprises
with complete industrial chain in domestic heparin industry. Our new plant covers
an area of 145,000 square meters, with 12,686 square meters for APl workshop,
16,380 square meters for FDF workshop, and 9,186 square meters for warehouse.
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2021 ® Set up ChangShan Europe S.R.L.
BLELLIEGHERAE)

2018 ® Set up Hebei Changshan Hep Crude Biotechnology Co., Ltd
BAZACE LLESERABIRAT

2017 ® Setup Hebei Changshan Hyaluronic Biotech Co.,Ltd
BaradbE L& R IR ABIRAE]

2016 ® Setup Sino-Germany JV company - CS D.MED GmbH
B P EE R AT-BLEEENERAE

Set up Changshan Hemodialysis center
Bz R 25 L MREN T

Set up Hebei Changshan Jiukang Biotechnology Co., Ltd
BALAICE LA REMRIRBIRAT

2015 ® Set up Shijiazhuang Changshan Pharmacy
B AREFE LKL

Set up Hebei Meishan Polysaccharide & Polypeptide Technology Co., Ltd
Bt S HES RHE IR AE]

2014 @ Setup Changshan Pharma (Hongkong)
BB (& ) BIRAE

Set up Jiukang Medical Investment Management (Hebei) Co., Ltd
B ARET RS EEIIERAE

2013 ® New plant establishment and operation
W XELEE

Set up Sino-America JV company -Changshan Conjuchem
Biopharmaceutical R&D (Hebei) Co.,Ltd.
B HEERAT-E LI REEMZYRA (A1) BRAE

2012 @ Acquisition subsidiary company-Changshan Biochemical Pharmaceutical (Jiangsu)
Co., Ltd.
KD AE-ELlLERZ (7175 ) BRAE

2011 ® Shenzhen Stock Exchange IPO
R AR

2000 ® Company establishment
YNCI[E:AvA
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AP PRODUCTS
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Heparin Sodium

BT = i

Grade: Injectable / Topical / Crude
TR - IESIR/ IR/ A

Capacity: 5 million mega / year
F7BE : STHZ8NL/F

Specification: EP / USP / BP / CP/ IP
##g - EP/USP/BP/CP/ IP

Packaging: 5kgs/tin

8% SOF/tEER

Heparin Lithium

FF&E#E

Grade: Injectable

R EFIR

Capacity: Customized

FeBE | ITERR A

Specification: In-house specification
Mg - BRI

Packaging: 1kg/tin

8% IRF/AEER

Nadroparin Calcium

B JE BT R 15

Grade: Injectable

R - IEEIR

Capacity: 3,000 kgs / year
=8 : 3000/
Specification: EP / BP
Htg - EP/BP

Packaging: 3kgs/tin

8% 3RF/AEESS

Heparin Calcium

FF & 15

Grade: Injectable

RA - IEHER

Capacity: Customized

F=8E  ITERR A=

Specification: EP / USP / BP / CP
Mg . EP/USP/BP/CP
Packaging: 5kgs/tin

B4 SRR/t

Enoxaparin Sodium

& BT & W

Grade: Injectable

RAl : EEIR

Capacity: 5,000 kgs / year

7=RE : 5000 /4
Specification: EP / USP / BP/ IP
Mg : EP/USP/BP/IP
Packaging: 5kgs/tin

8% SRF/tEER

Dalteparin Sodium

& BT &

Grade: Injectable

RA - IEHR

Capacity: 3,000 kgs / year
7=8E : 3000 /4
Specification: EP / USP / BP
Mg « EP/USP/BP
Packaging: 3kgs/tin

8%  3RF/tEER
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Sildenafil Citrate

1 1z B 7 1B BB 3F

Heparinoid

Capacity: 3,000 kgs / year | Grade: Pharmaceutical Grade
#8E - 3000 /6 L RE R

Specification: In-house specification i Specification : Inhouse

g« e | Mg - Rz

Packaging: 15kgs/ drum i

B3 | 1520F/4RiRAE i

Sodium Hyaluronate

& PR R B 1

Grade: Cosmetic/ Food/ Eye Drop/
Injectable Grade

K3 . URR/ BRR/ ERRR/ TR

Capacity: 21MT/year

FFRE - 21M/8

Ectoin

Grade: Cosmetic
RA : s
Capacity: 21MT/year
FERE : 21M/E




INJECTION PRODUCT
TR on
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Heparin Sodium Injection

nooiU per m!
N [ ]
HEPARIN et
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Sodium Injecte”

#1148/ Strength:
5ml:25000IU 5ml:5000IU

4%/ Package: :
SPtii/&E ;‘.‘:Ef:;nn;;
5Vials/Box /

iERE/ Indications:

Pria MRz pkEte =M &R (WONAESE, MIEMEREKK. FiteEE )

Fapn MR E S EAYIRIE M M E AR (DIC)

RBTI&RENR. KIMEIR. SER. MNEFAFRFPRELMRIFAEFMAITTERLE

1. Prophylaxis of deep vein thrombosis and pulmonary embolism.

2. Treatment of deep vein thrombosis and pulmonary embolism, unstable angina pectoris and
acute peripheral arterial occlusion.

3. Prophylaxis of mural thrombosis following myocardial infarction.

4.In extracorporeal circulation and haemodialysis.

ki BT =T TR

Enoxaparin Sodium Injection

#1118/ Strength:
0.2ml1:2000IU 0.4ml:4000IU 0.6ml:6000IU 0.8mI:8000IU

%%/ Package:
T TSRS RS/ R
2 Prefilled Syringes / Box

iERIfE/ Indications:

FRpGFNIETT B Rk [t /MR

BT AREM ORERIAEQK U NESE

BT RMSTRIAE RO ANESE

1. Prophylaxis of Deep Vein Thrombosis

2. Treatment of Acute Deep Vein Thrombosis

3. Prophylaxis of Ischemic Complications of Unstable Angina and Non-Q-Wave Myocardial Infarction
4. Treatment of Acute ST-Segment Elevation Myocardial Infarction

6 Bzl
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Nadroparin Calcium Injection

Nadrocs

Nadropari? 2
1 jpowaxal i

cium Injection

AvIES)

.
‘
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148/ Strength:
0.4ml:4100IU 0.6ml:6150IU

sotution for Injecto

2%/ Package:
T FRESH TSR/
2 Prefilled Syringes / Box

iERIfiE/ Indications:
ESMRIFARS , BT e kMERAtREEEERAIER  FbhER kMt E S RE
BT B BAYRERPK M2
xS MRATAREEOSBEMIEQRIE O IETE S RIRYAT,
FE M AEHT P FRFG AR SMETA R A MEERTZ B
1. During surgery, itis used in cases of moderate or high risk of venous thrombosis to prevent
venous thromboembolic disease.
1. Treatment of deep vein thrombosis
2. Combined with aspirin for the acute phase of unstable angina and non-Q-wave myocardial
infarction.
3. Prevent the formation of blood clots during cardiopulmonary bypass during hemodialysis.

AR ENESR
Dalteparin Sodium Injection
48/ Strength: ;T:;::smm

0.2ml:5000IU, 0.3ml:7500IU

2%/ Package:
T IREsES R/ R
2 Prefilled Syringes / Box

7= miR BB/ Indications:

AT MieERpK Mt )M IESE R

BT AR E M IR BK R 7B

M &E TS BT LRI MEIR R e g I

1. Treat blood clots (venous thromboembolism) and to prevent their recurrence
2. Treat unstable coronary artery disease.

3. Prevention of clotting in extracorporeal circuits in hemodialysis
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NEW PRODUCT
T o

Name Strength

Albenatide Injection

S AIPRKEETR 0-2ml:2mg

Albenatide injectionis a GLP-1 long-acting diabetes drug, which is injected once a week. It was
developed by CSBIO since 2000. Complete clinical trial has been completed in 2023, and
achieved the expected clinical results.

AT RZBEF LA WE2000FFHIR I AR —FRIKRAGLP - 1R ZH) |, 2023555 pIIIERIGAR |
IR EFRERIE AR ZR

iERIfE/ Indications:
This product is suitable for the treatment of patients with type 2 diabetes.
K- @B T 2R R BB RYIATT .

FB/ Dosage form:
Injection

pEi i

8751812 R K%/ Route and method of administration:
Subcutaneousinjection, once a week.

RTES  8A—R,
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DIVERSIFIED INDUSTRAL STRUCTURE
Z oA S

INDUSTRY INTRODUCTION#E =44

For many years, CSBIO has focused on the research and development and registration of hep-
arin series products and hyaluronic acid series products at home and abroad, and will gradually
increase its research and development efforts in the fields of diabetes drug albenatide and
Antineoplastic drug c-met. We will build a strategic layout with the heparin series as the core and
the development of multi-disciplinary innovative drugs.

BBV EZFEREETTHERY I m. SBRRERRYIFnEERIMIFILRSEN ,
SEBELINAIIFERBA AR, TUIFEZC-met FHAIARNDE |, F7TIELL
FERVFRAZD , USTEEIFA R RI&ERE.
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COMPLETE HEPARIN

PRODUCTION CHAIN
st
:, Hemodialysis Center ‘:
i Mmiepily |

A )

LMW Heparin Injection?
K5 F BT 2= H51 '

T Preparation %U%.

LMW Heparin API

[ Standard Heparin Injection
&5 FHFEIRR

o e T

Preparation #l& \ / Depolymerization s

Heparin API
=R

T —7

TPurification i

Crude Heparin
GESE

T Extraction $2E

(

| Fresh Porcine Intestine
e/ N
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Based on the integrated management experiences and technical advantages,CSBIO has
built its crude heparin base, which helps to guarantee the product quality and stability.

BUBIKIEESFENEERLRMZAANSY , EVECHERFREN , ANTFRIE~ R
REMBEM.

Cooperating with D.Med company and
introducing the European dialysis
techonology and conception into China.

- e b SEED MedATIAE , BEMNICHAE
il EN S 0 & | AERARESSINFE.
r i 18 1 iy |
l
g

The first dialysis center is located in the

center of Shijiazhuang City.Bed: 80
FE—REMPOMITFARETHO. B
PRZ805K.




QUALITY MANAGEMENT
REEHE

CSBIO’s quality management system is in full compliance with ICH Q7 and other
applicable industry guidelines.

We guarantee that every step of our manufacturing process is controlled and
recorded, and our raw material is fully traceable.

CSBIO’s quality dynamic management system insures all heparin products meet

the most current CP, EP and USP quality standard.
BELUBIHNREEERRTE/FSICH Q7TRIEME BT EN.,
HIMRERMNBIEIENE—LBZEFFFCR , MERIINEMEERSERNERN.
BB NRENSEE R B HIRIE IR RASSHNIICP , EPFIUSPREE.
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GMP CERTIFICATION LIST AND RELATED

CERTIFICATES FOR THE PAST FIVE YEARS

IEhFGMPINIES SR RAERIES
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Certificate of suitability
No. R1-CEP 2005-270 - Rev 11
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CHANGSHAN R&D INSTITUTE
IR

Changshan R&D Institute, consisting of Polysaccharide Research Lab, Analytical
Lab, Pharmaceutical Formulation Lab, Generic Drug Research Lab, Polypeptide
Synthesis Lab, Polypeptide Bioactivity Analytical Lab, Molecular Biology Lab, Cell
Lab, and Large molecular Bioanalytical Lab, etc.,has developed a variety of
advanced technology and Market-oriented products,with innovative drug, heparin
and generic drugs as the key products, relying on talents and technical

advantages.

BULAYHARE  RESEARLRE. PHXRE. FIFILRE. HHAHRIR
E. ZRERIRE. SREWEESFLRE. o FENFLRE. ARSTREM
RO FEMDHERES , LIEIFA. FREFRIMBEHDAZO , IKIEAZIRA
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SALES MARKET
tHEMLS

8

Heparin sodium and Low molecular weight heparins API/FDF of CSBIO have been
exporting to more than forty countries all over the world.

BUALRIFRWNES FRARFEHMARFFI EEEHEEKE TS ER.
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69 WALELLENZ AR HBIRAF]
Hebei Changshan Biochemical Pharmaceutical Co. Ltd
Add: No.71, Menglong Street, South District of Zhengding High-tech

Industrial Development Zone, Zhengding Area of China (Hebei)
Pilot Free Trade Zone.

el - PEGEHL)BRRZHEKIEER RIEEESHRA WA XEX

BRETIS
API sales department FHAEEHOMR
Tel: 86-311-89190165 3% : 0311-89190165
E-mail: info@hbcsbio.com BR%E : info@hbcsbio.com
API domestic sales department FHEGHERES
Tel: 86-311-89190161 E3iE : 0311-89190161
E-mail: info@hbcsbio.com #p5E : info@hbcsbio.com
FDF export department HIFE O
Tel: 86-311-89199752 3% : 0311-89199752
E-mail: FDF@hbcsbio.com BR#E : FDF@hbcsbio.com
Import trade department HORZE
Tel: 86-311-89190279 EiE : 0311-89190279
E-mail: yajie.zhang@hbcsbio.com HR#E : yajie.zhang@hbcsbio.com
Administration 1TIRER
Tel: 86-311-89190198 E3iE : 0311-89190198
E-mail: csad@hbcsbio.com Hp%E : csad@hbcsbio.com
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