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Established in 1963 I The ANDA of the generic antibiotic has been approved by US FDA in 2016
FX IS FEI519635F 2016 FMERBREZEFHF - cESZBEmEYEEREERT

Top one manufacturer of parenteral products in Taiwan

=¥ 4PNl

IThe premier supplier to Japan since 2001
2001FEEEEERINEEATIS

IPuinc listed in the Taiwan OTC stock market in 2009
20094 R Ayt RE &8 R ]

ICurrent strategic partners: Mylan, B, Braun, and several Japanese
companies @5 E ZEREE G

ICertified with Taiwan PIC/S GMP and Japan PMDA
2010 EIFFAIBEIE(PIC/S GMP)B1 H AGMPEREERF O]

ICertified with TIPS (Taiwan Intellectual Property Scheme)
BB EEENERRE

IPrefiIIed syringe production line passed FDA inspection and CGMP standard

Corporate History and Highlig

2014F HFIE TSR £ EREXE FDABZBB CGMPIRE

erile parenteral oncology production line and LVP production




] 682 Advantages of NangKuang

The largest professional injection plant in Taiwan using the latest and advanced barrier isolation technology in
aseptic filling line.

EXRABRANSRIFER  BERFTETENABEHERRNFRELER

A brilliant and strong RD team — Our RD Director, Pen-chung Chen, Ph. D in Pharmacology (University of
Michigan), is specialized in formulation development.

AR —HEFERNBEAMBEE RD Director RETEEXETZARABPHD.
BRERNEES -

Years of cooperation experiences with Japanese pharmaceutical companies in ODM and OEM production.
Joint development projects with European and American companies are underwa§ -

EXERFZIRAUNBRATEZIFODMEOEMSFAIIEE » RERIME
SRLEENSRRIBESFEREE -

Our quality standard and operational system comply with PIC/S GMP, US FDA, and PMDA requirements.
Taiwan has become the 43rd member state of PIC Scheme, which contributes to export promotion.

WETESE(PIC/S GMP) ~ 2(US FDA) - H(PMDA)SEZRER REEER
EBERME  AECHEBEPIC/SHEENF43ERER » SRIEENEIEO -

Current joint development projects with Japanese partners and U_S. partners include oncology products
(sterile injections/lyophilized), pre0fill syringes, and LVP soft bags (Premix).

Bl ERERERSEFBEHESFEITHRANIEES Oncology(EEIH R/ EREZR)
Z 7 Pre-fill Syringe (EEI5E)RELVP Soft Bag(Premix) °
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Plant Layout & % < & &

*Land area: 29,358 m 2

*Plant: 35,825m 2

A. R&DBUILDING i/ 22755 =

B
C.
D
E

. PARENTERAL Product Building =1 %1

WAREHOUSE (AUTOMATED STORAGE SYSTEM) = 2= EHRT
. MULTIPLE-PRODUCT MANUFACTURING Building 7= 2/ %1

. ONCOLOGY PLANT & fiE =&



1.Site area: 4,070 m2

2.Total floor area: 21,227 .4 m2

3.The Multi-Product Building is designed and built in compliance with PIC/S GMP.
The flow of personnel, materials, air flow, finished products, and waste is designed

to prevent cross contamination.
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Quality System 5 & BIREEE L G E R if

The main framework of our quality system is based on the six management systems required by
FDA inspection.

The document system is designed based on the quality manual and the operation system complies
with the regulations and requirements of DOH, cGMP, FDA (CFR211), and PIC/S.

Laboratory Operations

Product Release Maintenance
Bafch Records/Process Report
(Validation/Yield/ Documentation s
/Process Control) Validation/
[ boratory Qualification
Control System Environmental Monitoring,
Manufacturing Facilities Contam m.atlon Control,
System System Aseptic Process
Manufacturing/ Labeling/
Packaging (Reconciliation/ Management
Line Clearance) li, Document Control
sa ielmg Quality System
Z Material Long-term Stability Test
Management
System Change Control/
Deviation Control
War ehouse /L ogistics Customer Complaints
Management (Storage/
Inventory/Quarantin Annual Product

Evaluation
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Core Techniques
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Production Capability E5&8E/]
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Product information Z5azH!

Please check: DOH website in Taiwan

Em EEAR

Heparin Lock Flush Pre-fill syringe
Hyaluronic acidsifi R Pre-fill syringe
Lansoprazile Lyo.

Docetaxol < one vial > Oncology Inj
Hirocan < Irinotecan > Oncology Inj
Zoledronic acid Premix soft bag

Moxifloxacin Premix soft bag



http://www.fda.gov.tw/MLMS/(S(11tdkh4515q0llm0q4vs4y55))/HList.aspx
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Aseptic filling line
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Pre-fill SyringefEF 8T\ F 51 2l ‘

SyringeF & I Wi
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| JERIE 22 (Oncology Products)-E S EHEEFERE S E R

Isolator Technology
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www.nangkuang.com.tw
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