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22> Company History

*
*

Annual Sales L S—
Over USD 55million :

Founded in Year 2001
Formerly known as “Jinan Boyuan Chemical Co., Ltd” and “Shandong Boyuan
Chemical Co., Ltd”
Obtained the Drug Manufacturing License in Jan 2012
2 manufacturing plants: Jiyang and Yucheng
R&D center: Jinan high-tech zone
Product ®- F— e Variety

APIs and pharmaceutlcal Anti-tumor, anti-fungal, analgesic
: anesthesia, hypoglycemic, etc.
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22> Employees

Total employees: 500+
Jiyang plant:

Total: 270+, QA: 17, QC: 23, Production: 110

Yucheng plant:

Total:260+, QA: 9, QC: 31, Production: 170+ -
R&D center:
Total: 60+




>>2 Site Address
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Yucheng Manufacturlng Base:
Address: No. 169, Huiyu South Road,
Yucheng High-tech Development Zone,
Dezhou City, Shandong Provmce, China

Jiyang Manufacturing Base:

Address: No.12, Taixing East St, Jibei
Economic Development Zone, Jiyang
District, Jinan, Shandong Province, China. &5

R&D center:
Address: Yinfeng International Bio-city,
Jinan high-tech zone, Shandong, China.
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222 Business License
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Business luense
Copy

z FR LRSS S AR AR B M| A MfaE
iunpdnv Emc Shdndong BQ/(UAH Pharmaceutical Co., Ltd. Rc.giﬁlmd capital: RMB 60000000

H & 2005% 10 A10 A

Company ownushlp ()th‘.r shares hmm.d company (non -listed) Dale of Incorporation: Oct.10™ 2005
mzmu s * B WRER AR MR H LS W I RRE N
il gresmtan\“ Zhang Liguo 12%

RE .3 Registered Address: No. 12 Taixing East Street, Jibei
gﬂﬁﬂ ﬁzag &Eg.% Economic Development Zone, Jiyang District, Jinan

City, Shandong Province.

Scope of Business
Licensed items: drg g 2 I wholesale: Drug retail: Production of
new chemicals: Drug import and export. (Projects that need to be approved according o law can only be operated with the
approval of relevant departments. The specific operation items shall be subject to the approval documents or licenses of
relevant departments)
General items: manufactusing of basic chemical raw materials (exchuding the manufacturing of hazardous chemicals and other
licensed chemicals): Production of chemical products (excluding licensed chemical products); Sales of chemical products
(excluding licensed chemical producis); Technical rescarch and development of biochemical products; Technical service,
technical development. technical consultation, technical exchange. technology transfer and technology p n; Import and
export of goods; Techmology import and export. (T addition 10 he projectsfhat need (0 be approved according to aw. the
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2> Drug Manufacturing License
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x Drug manufacturing license .
La’k Wk § ] ﬂ’ﬁ WABRELRGARAT Y W I 4 S 520160312
ompany name: Shandong Boyuan Pharmaceutical Co., Ltd ] icense.number: SD20160312 3
85— #F 2 1% B AR S ¢ 913701257806047873 2% #J, %
USCI: 913701257806047873 5 g Lh\\lf\ no: Dh <
Ill/r'ﬁﬁ?? TP X B b 25 TR X .
TP (2EZHH) : W B Va1 i e X
RwMuul Address: No. %Mh\m%ml Street, Jibei Economic 3
v eﬁme&mﬁ Jiy ,hg:[ﬂﬁm Jinan City. Shandong Province. n/:ﬁifflﬁlhﬁﬂlllilf‘Jt"éfff}F/)LlAk}‘UMHIZ ’
Iegal sepresgntatiyg: Zhang Liou VitkHEY 5 “
- 2R RS UMM TR TR 6 -
2 Iead of company: Zhang Liguo VE g anulachirhg address and seope: )
ﬁ ﬂl ﬁ k: i3 No. 12 Taixing East Street, Iﬂzcl Econorhic
cml of quality: Su Man Development Zone, Jiyang District, Jingn City,
BRBLAG . LR P LR A A 2 — 4 R Shandong Province, China. API:
l)ml\ supery ision and m mmxmuﬂ organization: The Ist regional Inspection Branch of SDMPA  No. 169. Huivu South Road. {'1uh-:nu Hioh-
HL % 12345 (12315) tech Dbrme N
Complaints and report TEL: 12345 (12315) Ll.l"/ﬁﬁ?ﬁf%ﬁl? s :
O %
i % W E:2024E04)125 H : Bk ”é‘ozxﬁg@/ﬂ 260
SDDMPA.. 250 4115 %

Validate to: )"(MH 25
............-
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2> Milestones

Obtained Accreditation Certificate of Foreign Drug Manufacturer in Japan.

2012.11) Oxaliplatin API obtained Registration Certificate of Japan MF.
2014.06 Obtained Oxaliplatin (API) CEP certificate.

2014.07) Passed PMDA on-site inspection of GMP.

/"""
«"/014 Passed SDFDA on-site inspection of GMP. (Oxaliplatin, Written
confirmation for active substance exported to EU)

y S -\\

@ Obtained Capecitabine (AP1) CEP certificate.

‘ Obtained Drug Registration Approval of Terbinafine Hydrochloride in CFDA.
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2> Milestones

@ Obtained GMP certificate of Terbinafine Hydrochloride (API) in China.

2016.10 Obtained Pemetrexed disodium heptahydrate (API) CEP certificate.

“"2017_0 Obtained Racecadotril (API) CEP certificate.

2019.12 Yucheng site: Obtained GMP Certificate of Oxaliplatin (API) in China.

. Yucheng Site: Passed GMP compliance inspection of local regulator (Capecitabine API).

2021 | Yucheng site: Passed GMP compliance inspection of local regulator (APIs - Mitiglinide
calcium and Febuxostat).

Yucheng site: passed the GMP compliance inspection of APl Capecitabine and Febuxostat
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> Quality policy

Quality Is our priority

Establish a broad &
comprenensive system

A N/QT o T
AWEYS Tl o rovine)

Satisfactions
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ﬂ Manufacturing sites



> Jivang Manufacturing Base @G> TR
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> Jiyang Manufacturing Base
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Total area: 30000m?

Total 10 workshops including 6 synthesis workshops and 4 API workshops;
Well equipped QC lab, HPLCs & GCs use on-line system;

Production facilities are equipped with purified Water system, HAVC
system and tother public utilities;

Plant is equipped with waste treatment system.




>> Yucheng Manufacturing Base G W3-

» Putinto production since 2020.
» Total area: 106668 m?,

»  Quality system: Established in line with the
GMP standard, following a strict quality
management system and conforms with the
international standards.

> Facilities: The Yucheng manufacturing site Comprehensive building
has 2 producing units (Unit Y02 & Y03), (QC labis on 3rd-5th floor)
QC lab, warehousing, purified water system, =
power distribution, boiler, waste treatment,
tank farm and other auxiliary facilities.

> Product: Nonsterile APl and intermediates.

> Production clean area: class D

» HPLCs & GCs in QC lab are connected to

on-line system (Empower enterprise). Unit Y02 & Y03
(Each unit has 6 workshop)
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222 Yucheng Manufacturing Base G T

» EHS system
® Documentation system of Safety, Environment, Health has been established.

® Discharge system has been established to ensure that wastewater and waste gas meet
the national standards.

® Hazardous waste disposal are carried out according to relevant national regulations.

Wastewater treatment facility Waste gas treatment facility
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R&D center




2> R&D center
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€ Boyuan Pharmaceutical R&D Center was
established on January 1, 2012.

€ R&D center moved to Yinfeng International
Bio-City in Jinan Hi-Tech Zone on December
22,2021.

Fa
v
v
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cility

Dedicated building;

Construction area: 2800m?;

Construct with international advanced design,
equipped with VAV fresh air control system
to ensure the air quality in the laboratory and
the protecting of personnel health.

Equipment

v
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Equipped with more than 50 sets of
analytical instruments such as HPLC, HPLC-
MS, GC, GC-MS, ICP-MS etc.

Equipped with glass reactor, autoclave, ultra-
low temperature freezers, rotary evaporators,
magnetic stirrers, precision ovens, stability
test chambers and other equipment which can
meet the kilogram-class process development.

rsonnel

A professional and efficient R&D team with
great innovation ability;

60+ team members which have well
education experience in medical, chemistry or
biology;

Over 40% of team members have at least 5
years of working experience in process
development, quality research or international
registration.
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>>> R&D center

> Interior pictures
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