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Zhejiang Xianju Pharmaceutical Co., Ltd.

» A professional manufacturer of steroids and
hormone products with largest scale and
maximum varieties in China.

» A state-designated manufacturer of
contraceptive drugs in China.
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Jan 1972

Foundation of company

May 1997

Incorporated into Zhejiang Medicine Co., Ltd

Gl 1110

Listed in Shanghai Stock Market

Jun. 2000

Reorganized into Xianju Pharmaceutical Co., Ltd

Dec. 2001

Reformed to Zhejiang Xianju Pharmaceutical Co., Ltd

Jan. 2010

listed in Shenzhen Stock Market
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There are six airports around
Xianju, which makes us easily
_accessible for our partners.

P
Headquarter
Located in Xianju, Taizhou City

(&

Yangfu Site (FPPs)
Located in Yangfu, Xianju, Taizhou

~City 6.8km from headquarter

:fDuqiao Site (APIs)
& Located in LinHai, TaiZhou City,
\K82.9km from headquarter

=
Yangfu Site (APISs)

Under construction, finish at 2017
N\
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General Manager

v
Vice G.M for

v
Vice G.M

v
Vice G.M for
Sales

Technology }

|

Vice G.M for
Finance

I

Vice G.M for
Administration

|

\] [ Quality Director }

Vs

Research & Development Dept.
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1 Domestic Drug Registration Dept.

J/
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Endineering Construction Dept

J/
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—» Tech Application Dept

J

\vh_u.sm:om Dept.

Vs

Administrative Affairs Dept

~

Enterprise Management Dept

~

|vf_:ﬁoﬂ3m&o: Technology Dept

Ve

—»| Human Resource Dept

~

rOcm_E\ Control

e

fOcm__S\ Assurance For API

Ve

fOcm_E\ Assurance For FPP

~

r_ummc_mﬁoa\ Affairs Dept

P

— Taizhou Xianju Quality System
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for Market

|
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» Marketing Dept.
L

International Trade Dept

Domestic Trading Dept
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Organization Chart

Zhejiang Xianju
Pharmaceutical
Co., Ltd.
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Headquarter:1555

API Plant: 1032

FPP Plant:523

Taizhou Xianju
(wholly-owned
subsidiary):491

FPP Sales
Company

11538

Date: 2016-04-20
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Staff Structure (headqg
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The total number of headquarter (API plant) is about 1000.

OthEI’S, a7 API sales, 47

QC, 74 Administration,
182

QA, 52 M API sales

B Administration
Production

B R&D
QA

mQC

Others

R&D, 95

Production, 440

Date:2016-04-20



Main APIs

v¢ Cortical
hormones

v Muscle
relaxants

v Sex
hormones

Prednisolone and its derivatives
Dexamethasone and its derivatives
Methylprednisolone and its derivatives
Triamicinolone acetonide and its derivatives
Betamethasone and its derivatives
Hydrocortisone and its derivatives
Mometasone furoate

Vecuronium Bromide
Rocuronium Bromide

Androgen Testosterone and its derivatives

Estrone
Estrogen Estradiol and its derivatives
Progesterone
Cyproterone acetate
Mifepristone
Progestogen

Medroxyprogesterone acetate
Megestrol acetate
Norethisterone and its derivatives




Mainh FPPs

Main Dosage Forms:

» Tablets

»Small Volume Injection
»Lyophilized Powder Injection
»Capsules

»Soft capsules

»Cream

»Gel
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Reproductive health products:
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Mifepristone Tablets & Soft Capsules, Misoprostol Tablets, Progesterone
Capsules & Injection, Clindamycin Phosphate Vaginal Gel, Ethinylestradiol and
Cyproterone Acetate Tablets, Compound Norethisterone Enanthate Injection,
Compound Norethisterone Tablets and Testosterone Undecanoate Injection, etc.

Narcotic products:

Vecuronium Bromide for Injection, Rocuronium Bromide Injection, Cisatracurium
Besilate for Injection, Ropivacaine Mesylate Injection and Flumazenil Injection,
etc.

Dermatologic products:
Mometasone Furoate Cream, Beclometasone Dipropionate Cream,

Hydrocortisone Butyrate Cream and Clotrimazole Betamethasone Cream, etc.
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 Anti-Asthmatic products:
Tiotropium Bromide Powder for Inhalation.

e Cortical hormone products:

Prednisolone Acetate Injection ,Triamcinolone Acetonide Acetate
Injection, Dexamethasone Sodium Phosphate Injection, Prednisone
Acetate Tables, Dexamethasone Acetate Tablets, etc.

e Other products:

Pidotimod Granules, Meloxicam Tablets , Aciclovir Tablets.

[



Sales revenue (by end-

Sales revenue in the past 9 years

M Sales revenue/USD (Million)

398 398
371
320
269
227
171 193
146 I

2007 2008 2009 2010 2011 2012 2013 2014 2015 =
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1. Quality Unit




Xianju Pharma adheres to the tenet of
“producing first-class products, dedicated
to the health of human beings”,
advocating the concept of Quality-
oriented, Safety and Effectiveness.
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[ General Manager

[ Quality Director

J

|
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v v v v v
Regulatory QA Manager QA Manager OC Manager Head of Quality System
Affairs Manager For API For FPP g for Taizhou Xianju Pharma
| | | =
v v v v v v v
(. 5) (== =5)( 0 ) < ( ’ < (z=z) ( 5 ) Manager of Quality
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Quality Management T

[Quality audit of suppliers]—{

Qualification of J
Suppliers
\ 4
[ Purchasing ]
[ Incoming Material Test

Etorage and Release Management

production

A

[ Quality review before Release ]‘7

Delivery or Recalls of
Products

Material release

]

[ Reject Management ]_{ Quality Control In Process of }—[ Product quality audit]

s

( Release of finished

Product

]—{ Sales and post sales Service }7
&

hange Control, Deviation Management, Risk Management

e o enesenent

etc, are applied through out the whole product lifecycle

y,
=
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Management of

Recalled Products
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International Registration

APIs Registered in US FDA

No. Product Name e Status
Number

1 Vecuronium Bromide 12050

2 Prednisolone 18063 Available for

3 Medroxyprogesterone Acetate 19433 reference

4 Testosterone Undecanoate 23934

5 Estradiol Hemihydrate 23942

6 Megestrol Acetate 24592

7 Methyl Prednisolone 25067

8 Testosterone Propionate 25606

Active

9 Rocuronium Bromide 26765 T
10 Testosterone Enanthate 27431 -
11 Prednisone 30194

12 Hydrocortisone 30230

13
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International Registration

APIs Registered in EDQM

No. Certificate Number Product Name Status
1 R1-CEP 2003-109 Cyproterone Acetate
2 R1-CEP 2004-062 Prednisolone
3 RO-CEP 2010-369 Norethisterone
4 RO-CEP 2011-027 6-Methylprednisolone _
5 RO-CEP 2012-010 Megestrol Acetate Rel
6 RO-CEP 2012-112 Ethinlyestradiol
7 RO-CEP 2013-065 Rocuronium Bromide
8 CEP 2015-280 Progesterone
9 CEP 2015-328 Eplerenone UnderAssessmentﬁ%: -
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International Registration

APIls Registered in Other Countries

No. | Countries Product Name Status
1 Japan Prednisolone Valid
2 Australia Vecuronium Bromide Valid

Prednisolone, Betamethasone Valerate,
3 Korea Betamethagone Dipropionate, Rocuronium Valid
Bromide, Mometasone Furoate,
Methylprednisolone
Prednisolone, Medroxyprogesterone acetate,
: Mifepristone, Dexamethasone, Dexamethasone :
4 India . : Valid
sodium phosphate, Norethisterone,
Prednisolone, Progesterone

Y i
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International Registration

FPPs Registered in South America

No.

Countries

Product Name

Status

Colombia

Norethisterone Enanthate 50mg &
Estradiol Valerate 5mg Injection;
Cyproterone Acetate 50mg Tablets;
Cyproterone Acetate 2mg &
Ethinylestradiol 0.035mg Tablets

Valid

Chile

Norethisterone Enanthate 50mg &
Estradiol Valerate 5mg Injection;
Cyproterone Acetate 2mg &
Ethinylestradiol 0.035mg Tablets.

Valid

Mexico

Norethisterone Enanthate 50mg &
Estradiol Valerate 5mg Injection;
Mifepristone 200mg Tablets.

Valid

|“!=.-__;'|

Venezuela

Cyproterone Acetate 50mg Tablets;

Valid




GMP Compliance
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For All
Products

CFDA

US-FDA

EDOQM
Korea FDA
DCGI (India)

Colombia INVIMA

Routine Supervision

1999, 2008, 2011 and 2014

2006 and 2009
2011
2011

2006, 2011 and 2014

Pass

Pass

Pass

Pass

Pass

Pass

For APIs

For APIs

For APIs

For APIs

For FPPs

I



FDA Inspection

_" / DEFARTMENT OF HEALTH & HUMAN SERVICLS
3 (i Public Heath Semics:

Food and Drug Adminestration CENTER FOR DRELG SVALUATICON AND RESEARCH

. . .
Office of Manufaering ard Prodect Qualiey
o Sy inspecte lanJu in
Intarnasaral Camaliance Hmnch
90503 Mew Hamgahing Swenuc

sme= July 2014, and no 483 letter

TELEFHONE. (301) 796-2208
FAK![I01) E47-B742

was issued. EIR was

B Vusang Zlang

g?::l:i;fllgh:;n[ll.lifl-l‘l|a||'|||i1L:t:uli\;a|| Cu,, Lisl. r e C el V e d I n O C t O b e r 2 O 14 ]
o, | Xianyao Road,
Xiunju, Zhejiang Provinee

providing Xianju's quality

Relerence: FEI 33063256

system is acceptable to

We have sompleted our review of the Establishment Inspection Report (EIRY far the insgection conducted at
waur nan-sterile astive pharmeceutical mgredient manulaciuring Fazility in Xianjue, Ching by Investigator James F DA
Maclapghlin courng the perind at Tuly 28, 2014 10 Anguer 1, 2014 L]

Baszed on the profile clags covered during the inspection, we sre elessifying vour facility as acceptable. This
letter is not intended os an endorsement or certilication of the Tucility. 1L remaing vour responsibility to ossore
continued cormaliznee with current good manufactaring pract ces (COMPs),

Please be advized that all imanufcloress mus. cegister anneally os regquined by 21 CFRL § 20740, Infommation on
how to register is available at e wwe, T g ederdrisireaisranon s

Additionally, we enclose a copy of the establishment inspection repoit (EIR). Releasing this EIR 1o you is part
of FL1A s effort to make 1= regulatory prozess snd activities more transparent to the regulated industry. It i
heing provided o vou for information parposes only and may rellect some redactions made by the Agency in
accordance with the Freedom of Information Actand 21 C.F R Pact 200 Copies provided 1o other requestons
may have acditional redactions of trede sezrer and conhdential commarcial infonmation.

If you have any questicns regarding this letter, you may contect me at the above address or number.

Sinverely.

T |

! e el 1

# o ¢
SRt Pyt -—7_{9‘3__ - -
Alicia Mozzachio &
Hranch Chiet
Livision of [ntemational Drog Quality

o

Enclosure: EIR
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I1l. Production System




Prod’uctipn Sites Introductio

Site

Xianju Site
(Headquarter)

Dugiao Site
(Taizhou Xianju
Pharmaceutical Co.,
Ltd)

Yangfu FPP Site

Yangfu API Site

Production Type

APIs and FPPs

APIs and
Intermediates

FPPs

APIs

Area (m?)

83,488

141,796

48,177

130,000

Remark

Founded in 1972

Start production in 2010
and pass first Chinese
GMP inspection in 2013

Start production in 2012
and pass first Chinese
GMP inspection in 2012

will be completed in 2017

(o8 1

Under construction and =



Aerial Views (Headqua
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..Personal Elow Total Area: 83488 m?2
\ Production Area: 74980 m?2
./'l\

-

QC Building

S
Production Area (FPP)
L Y,
Material Flow 4 h
Production Area (API)
g Y,
[
Warehouse for Raw
Materials, Solvents, - ———
APIls and Formulation ) ——
3] \
' - Waste Water
LTreatment Station




APl Plant (Headquarter
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Clean Area for APIs (Headg

Total construction area: 4,018m?

B
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Warehouse (Headquart
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Total area: 12,000 m?

« APl warehouse

e Chemical solid warehouse

« Chemical liquid warehouse

 Packaging Materials
warehouse

e FPP warehouse
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QC laboratory (Headqu

"Total construction area: 1 ,983 m2, consisting of one

laboratory for product release and one In-process
_control laboratory.
HPLC HP1100 :lg > | GC HP 6890 |
, -
: - i "§_'
/\\
A T _"--‘..' S-TEANE L .
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EHS quicy

Xianju Pharma adheres to the tenet of “producing first-class
products, dedicated to the health of human beings”, advocates the
concept of green & environment-friendly, safety and health, pursues
sustainable development. We are committed to the following:

« Comply with the laws and regulations to ensure safe production and
the proper discharge of pollutants.

« Promote and implement the policy of clean production, energy
conservation and pollution reduction.

o Strive for the implementation of EHS management system and
constant self improvement.

B ;;" -

 Organize effective training to enhance the awareness and improve

the capability of environmental protection and safety.
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Representative of EHS Management

EHS Department

(Regulatory affairs
dept.

G

\
Tech Application
Dept.

U

\
Production

Management Dept.
\

p
R&D Dept.
-

\
Enterprise
management Dept.

\

J

\
Human Resource

Dept

\§

J

\

Dept.
r

~N

Administration Affai

J

\
Quality Assurance
Dept.

L

~

\
QC dept.
L

\
Engineering

Construction Dept.
U

\
Equipment Power
Dept.

U

S

@Varehous% =

|

and Labour union

APl Workshops, Formulation workshops, Finance dept.,
Purchasing dept., IT dept.

|
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1SO014001
CERTIFICATE

Certificate No: 05615E20055R4L

 First ISO 14001
environment management

system certificated in
August 2004,

We hereby certify that

Zhejiang Xianju Pharmaceutical Co., Ltd.
Address: No.1, Xianyao Road, Xianju County, Zhejiang Province Organization code:70478022-2

By reason of its
Environmental Management System
has been awarded this certificate for
compliance with the standards

1SO14001:2004

The Environmental Management System applies in the following scope:
The activities of production and management of Tablers (including hormanes, contraceptives),
small volume injection (including hormones), hard capsules (including hormoncs,
contraceptives), lyophilized puwﬁcr for injection, granules, amtmcnl(ﬁnmmncs), soft
capsules (hormones), gels (hormones) and bulk drug (Mifepristone, Prednisolone,
Prednisone Acetate, Prednisolone Acetate, Dexamethasone Acctate, Dexamethasone
Sodium Phosphate, Medroxyprogesterone Acelate, Dexamethasone, Cyproterone Acetate,
Vecuronium Bromide, and Norcthisterone) and pharmaceutical intermediates in Zhejiang
Xianju Pharmaceutical Co., 1td.,located in No. 1, Xianyao Road, Xianju County, Zhejiang
Province and Tablets (including hormones, contraceptives), ointments(hormones), gcljs
(hormones), hard capsules(including hormones, contraceptives), soft capsules(including
contraceptives) and acrosol(including hormones) located in No.6, Xingye Road, Modern
arca of economic development area in Xianju County, Taiz sjiang Prg >
{Drug category is shown in the Pharmaceutical producti i

Date of Issue: October 11, 2015
Date of Expiry: October 10, 2018
Issued by: — i '
Y / v VL*'

- ) .
ZHEJIANG HUANKE CERTIFICA @N

111#, Tianmushan Ro:

 Passed latest inspection
In October 2015.

filicaton corificate can be quenied in CNCA official
wbsite{nww cnen.gov.cnl, it arder to facililats the social supervision

SaSaSaSSSSSSSsSSsSsSsSsSSsSSsSSsSSsSSsSsSSsSSSsSSSSSsSessss===x
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OHSAS18001
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First OHSAS18001 Phlsit LD

management system SYSTEM CERTIFICATE

Certificate No: 05615520021R2L

Certificated in Decem ber We hereby certify that

Zhejiang Xianju Pharmaceutical Co., Ltd.

Address: No.1, Xianyso Road, Xianju County, Zhejiang Province Organization code:70478922-2
2 O O 5 " By reason of its

Occupational Health and Safety Management System has been awarded
this certificate for compliance with the standards

GB/T28001:2011 idt OHSAS18001:2007

The Occupational Health and Safety Manag it Syst pplies in the following scope:
The whole process of prodman ﬁiatnbuhom and managument of Tablets (mr:.luding

Passed latest inspection b e T T T

capsules (hormones lsjhormones amfbulk drug (Mifepristone, nisolone,
Prgimsoée eeule,PE:dmsu lone Al - n%lgo'r;m D:xmncﬂusmc

In October 2015. R e o e T

le u County
Province and Tablets (including hormones, contraceptives), omtmuntsdl
(hormones), hard capsules(including hormones, contm:cptwcs] soft capmbes(mcluding
contraceptives) and aerosol(including hormones) located in No.6, Xingye Road, Modern

area of economic development area in Xianju County, Taizhou, Province.
(Drug category is .'alw\m‘u:‘::1 the Pharmaccutical p&'ﬁmm 11mn?#@

Date of Issue: October 11,2015
Date of Expiry: October 10, 2018

Issued by: un . " CNAS COB6-

ZHEJIANG HUANKE CERTIFICATION ("ENTFR FOR ENVIRONMENT
1114, Tianmushan Raad, Iiany!mu(m’
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1dscape of Xianju
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Landscape of Xianju






