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JUNYE PHARM

YOUR RELIABLE PARTNER
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A leading manufacturer of steroid hormone APIls and intermediates
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Zhejiang Xianiu Junye Pharmaceutical Co., Ltd.
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Our History
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1998

HTAIEE 253 Rl ST

Zhejiang Xianju Junye Pharma established

2002
ERRTHLARINENLIZ

2006
RIETEFIKEREGMP T12019IEHEH
Mifepristone CFDA GMP approved frenewed in 2019,

°
Tibolone API first introduced in China by Junye Pharma

2009

ISO14000&0HSAS18001 AME&EE T2018iEHEEHT,

2011
B TREWENFIZERAE
Jiangxi Junye Bio-pharmaceutical Co.,Ltd.

BIEEHSRISCEPIER
Norethisterone CEP approved

2015
BERE R LR R @D X EFDAR T
Prasterone acetate US-FDA approved

RIBEFMFGMP

°
ISO14000&0HSAS18001 approved frenewed in 2018

EVHRRRERERARRIRS
"National Top Research Institute; title won by Junye
Pharma Research Institute

2017
BIEER S RIEEzEE B A E S it

Cofepris GMP approved

2019
THRFEEE EEFDAIA B it
Re-inspected and approved by US-FDA with Zero 483 I

Norethisterone and Ethinylestradiol PMDA approved

2020

HEARREIREGMPIER

2021
BREL &5
Smart Factory established

Altrenogest GMP approved

2022
HIENERARS —FX

2024
2024F RS "RFIEEE" RS

Awarded the Single Champion in Manufacturing by the
Ministry of Industry and Information Technology (MIIT)

Won the First Prize of Zhejiang Provincial Science and
Technology Progress Award
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Established in 1998, Junye Pharma is a high-tech enterprise
concentrated on developing, manufacturing and marketing of
hormone APIs & intermediates. Our expertise lies in building
close relationship with our customers and providing them with
stable, quality steroid products as well as CMO, CDMO service for
steroid and non-steroid compounds.

S EFR Area Coverage

AL X pAN:i ARGI

Zhejiang manufacturing site Jiangxi manufacturing site Inner Mongolia manufacturing site

HEPL

R&D center

165,000m> 350,000m> 133,000m> 3,000m>
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CHINA FOOG AND DRUG ADMINISTRATION

H{EFEGMP KIES]EFEGMP
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Certificate of suitability
Mo. R1-CEP 2012-143-Rev 00

Drospirenone CEP Norethisterone CEP Tibolone CEP
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Product List * APIs & Intermediates

Z¥ & Progestogens

CAS No. hXZ F&ZChinese Name ENFRBZEnglish Name SEIIRAS Regulatory Status

67392-87-4 JEIZER Drospirenone 175 GMP/DMF/Local GMP/DMF
82543-15-5 Q4/D7 D7/Q4 ARE/TDP
82543-16-6 Q5/D8 D8/Q5 DMF

84371-65-3 KAETE Mifepristone China-GMP/EU-DMF
84371-64-2 +—fL 3-Ethylene dioxy-17-oxo-13B-methyl estra-5(10)9(11)-diene HARE/TDP
5571-36-8 3-4EER Ethylene deltenone KARE/TDP
65928-58-7 hisFE Dienogest HE/RED
3962-66-1 TRl 19-Nor-5(10)-androstene-3,17-dione #ARE/TDP
5173-46-6 4949/l Estra-4,9-diene-3,17-dione ¥AE/TDP
68-22-4 PRIEER Norethisterone CEP/DMF

51-98-9 BREERERIEER Norethisterone acetate #th75 GMP/DMF/Local GMP/DMF
3836-23-5 BRERRIETER Norethisterone enanthate Cofepris/DMF
734-32-7 BB 19-Nor-4-androstene-3,17-dione HARE/TDP

57-83-0 BERE* Progesterone* DMF/GMP

68-96-2 17a-REERE 17a-Hydroxyprogesterone #ARE/TDP
302-23-8 170-REE (R ERELEE/ S R 17a-Hydroxyprogesterone Acetate ¥ARE/TDP
31981-44-9 1& R ERBR ER B Gestonorone acetate/ 17a-hydroxy-19-norprogesterone-17-acetate BARE/TDP
5630-53-5 rpa Tibolone CEP

88247-84-1 BB 7a-Methyl-3,3-dimethoxy-5(10)-estrene-17-one DMF

54024-22-5 =82% Desogestrel W L/R&D
54048-10-1 RIEZ2E Etonogestrel & /R&D

797-63-7 EIRIEZE Levonorgestrel AE/TDP
54024-21-4 ZEW / EEFREN-1 11-methylene-18-methyl-Estra-4-ene-17-one H&/R&D
100071-90-7 =Hd 8-Methyl-estra-4en-3,11,17-Trione $ARE/TDP
2322-77-2 SR Methoxydienone ¥ARE/TDP
53067-82-6 1R EATEZ B 815 WER 11a-hydroxy-18-methyl-Estra-4-en-3,17-dione #ARE/TDP
68917-50-0 i8] 18-methyl-3-methoxy-2,5(10)- estradiene-17-ol BARE/TDP
6615-00-5 1180 11a-Hydroxy-estr-4-ene-3,17-dione & /R&D
81968-78-7 3-¥2E-57-B " I%-20-F 3-hydroxy-5,7-pregnadien-20-one KARE/TDP
19592-55-3 ?é;’:;%?%ﬁgﬁfﬁg) 7 3,20-Bis(ethylenedioxy)pregna-5,7- diene / Proketal sARE/TOP
427-51-0 BEEATA R Z2ER Cyproterone acetate & /R&D
2701-50-0 BEEA A A 22 BRER LD 17-Hydroxy-1a,2a-methylenepregna- 4,6-diene-3,20-dione acetate $¥ARE/TDP
850-52-2 R Altrenogest* HESZGMP/ Veterinary China-GMP

DMF4s#lfE&/DMF Undergoing

10109-66-7 ERREN-2 Altrenogest N-2 HARE/TDP




i = Estrogens

thX @& Chinese Name

E X RBZEnglish Name

SEFLIRZS Regulatory Status

57-63-6 JRIEES Ethinylestradiol DMF/Japan-GMP
50-28-2 " E2 Estradiol DMF

35380-71-3 oKt B2 Estradiol hemihydrate DMF

4956-37-0 EEBAIE — B2 Estradiol enanthate Cofepris/DMF
979-32-8 KBS — B2 Estradiol valerate Cofepris/DMF

50-27-1 E=F Estriol B ER/Upon request
53-16-7 HEEAER Estrone DMF

510-64-5 Firy) 19-Hydroxy androst-4-ene-3,17-dione DMF

R ERi&Z Cortisones

I faZChinese Name

BB ZEnglish Name

ERIRZS Regulatory Status

50-02-2 biiE=3 SN Dexamethasone HARE/TDP
2392-39-4 bk SN Dexamethasone sodium phosphate* HEEZ5GMP/Veterinary China-GMP
24916-90-3 HERINIRE KR 8DM / 16a-methyl epoxide BARE/TDP
50-23-7 SL TR Hydrocortisone HARE/TDP
50-03-3 BEBR S (L TTBOHA Hydrocortisone acetate HARE/TDP
83-43-2 BERBME Methylprednisolone 1R & /Upon request
1035-69-4 HE8-4,9(11)-"¥%-3,17- 8 9-Dehydroandrostenedione HARE/TDP
7753-60-8 ST AR P B R ER 1) ; HARE/TDP

EEEAMIZS T Anecortave acetate / Hé
14484-47-0 K a]4E Deflazacort 2795 GMP/DMF/Cofepris/DMF
2135-17-3 =R N Flumethasone =ARE/TDP
28416-82-2 FUKIAER Flumethasone acid $¥ARE/TDP
107724-20-9 REFER Eplerenone TFA/R&D
192569-17-8 11a-RE IR 11a-Hydroxy canrenon ARE/TDP
192704-56-6 110-FZERFIER A HERP B 11a-Hydroxy canrenone methyl ester HARE/TDP
37413-91-5 3TR ; BRERIUIEYD 3TR ¥ARE/TDP
13647-35-3 {3 Hr i Trilostane* DMF
® 6 6 6 6 o o o o
® 6 6 6 06 6 ¢ o o
e 6 6 6 6 o o o o
e 6 6 6 6 ¢ o o o



Hth 2 A 516 S Other steroid compounds

th X @& Chinese Name EXmZEnglish Name AR Regulatory Status
98319-26-7 JEBRIERR Finasteride #ARE/TDP
302-97-6 3-E-EE-4-1F-17R- R F5; AD Acid ARE/TDP
2681-55-2 -1 -4-1%-17R-REREPEE F4 AE/TDP
131267-80-6 F6 N-tert-butyl-3-oxo-4-Androsten-173- carboxamide ARE/TDP
166896-74-8 F8 17B-(t-Butylcarbamoyl)-4-aza-5a-androsten-3-one ARE/TDP
98319-24-5 F9; “&UEETE F9; dihydroproscar =ARE/TDP
103335-55-3 FoRa F9 acid;M3 acid;3-oxo-4-aza-5-alpha-androstane-17-beta-car- ¥ARE/TDP
boxylic acid
104239-97-6 F108 F10 acid; M4 acid;4-Aza-5a-androstan-1-ene-3-one-17b HARE/TDP
-carboxylic acid
129453-61-8 LTI Fulvestrant HA&/R&D
2590-41-2 6- KSR ELELES 6-Dehydronandrolone acetate HARE/TDP
571-92-6 6-EREIE B 6-keto estradiol #ARB/TDP
875573-66-3 MUEHTEE P E{AN-3 Fulvestrant intermediate N-3 HARE/TDP
875573-67-4 SRR EAN-37K R Fulvestrant intermediate N-3 hydrolysate HARE/TDP
875573-69-6 SERTEE D E{AN-2 Fulvestrant intermediate N-2 HARE/TDP
153004-31-0 EUEHTBEN-1 Fulvestrant intermediate N-1 H&R/R&D
261506-24-5 SEHTREN-1 Fulvestrant intermediate N-1 H&E/R&D
154229-18-2 BEEART LL S Abiraterone acetate DMF
154229-19-3 oA =94 Abiraterone / (38)-17-(Pyridin-3-yl)- androsta-5,16-dien-3-ol HARE/TDP
32138-69-5 U] lodo DHEA/ 17-lodoandrosta - 5.16- dien-3B-oL. ARE/TDP
853-23-6 BEBA RS R IAER Prasterone Acetate ZEFDA®I1&1d/US-FDA approved
119302-20-4 B R a1 Roc-diol / (2b,3a,5a,16b,17b)-2-(4-Morpholinyl)-16- ARG/TDP
(1-pyrrolidinyl)androstane-3,17-diol
50588-42-6 BESRNIEESY 17-Acetoxy-5a-androsta-2,16-diene HARE/TDP
50588-22-2 BESREREY 2a,3a,16a,17a-Diepoxy-17B-acetoxy-5a-androstane HARE/TDP

1588 Note

* OB, * can be used as veterinary drug.

FERIZEAPI [ | dijE{k Intermediate

7 HADisclaimer

VLEFRSIFm, AMEZEFRIPOTIZHITEWHE, EEUPREFRERIHEE,

We will not manufacture products listed above for commercial purpose in any countries
where related patents are still valid. Buyers are responsible for any patent infringement.
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CMO&CDMO SERVICE
B BEPREESENS, DEK, CFRENEHRS.

We provide customers with CMO and CDMO service for pharmaceutical APIs,

intermediates and chemicals.

Eimit

Manufacturing sites

AILE
Certificates

XIFHA
Supporting System

3NERE PO

3 Locations

& ERA
R&D Teams

EriE

Manufacturing scale

SR E

Waste Treatment

IWRE

Industrial Hygiene

IZR=EE
Process Safety
Management

4™ Manufacturing Assets

3INEFTIpM, BARMENEERLNE, thiENRHREEUEEREDMENES, BNS

NMEFI R RIEHEN R RIREN,

3 manufacturing sites with workshops and labs of different scales, meeting manufacturing

from grams to tons. Multiple sites can guarantee the supply security and stability.

it i@IZ1ISO-9001,14001 5 OHSAST800 TIAIE, Eep, WnTilFE4r=mtth@d EEFDAT IT,

ISO-9001,14001 and OHSAS18001 approved sites, one of which has been approved by

US-FDA (Xianju, Zhejiang).

FEIIGMPE IR R AR AT M HE A,
Well-established GMP management system and strong registration team support.

F&R&D

HOTIEEWHRR(RER). LEHAPL. REKELREEMINE),
Zhejiang Xianju Junye Research Institute (headquarter), Shanghai R&D Center, Tianjin joint
R&D Center(Bio-tech).

WEBNAEIE, EVMEFHEIA, BIFIREL, 218MMt, 428F L, SRR AL15%.
9 teams on Chemistry and 3 teams on Biochemistry, with 9 PhDs, 21 Masters and 42
Bachelors, accounting for 15% of the total employees.

NGRS EI N8
from grams to kilos.

iz - 2 - KLEHS

TENZRLERER, SIHEBUIEERER,

complete waste treatment system, meeting the national requirement.

SEZMEINE, HERSTEEETNHXR, EFWRSHFER, REREEME, 18
BB FPRIIP IR
different professional standards are referred to and the strictest data is selected for the IH
risk assessment. WRS is applied for the risk analysis, different types of PPE are used based
on the analysis result.

£%0SHA 29 CFR 1910.119 PSM.  ##BPSMFIAQ/T3034-2010(b TR W T Z 2 EIE XL
SN, BT IZZ2EEBAR, FERHAZOP, WHATIFs LOPAZE T EF1T XD,
Refer to OSHA 29 CFR 1910.119 PSM, DuPont PSM and AQ/T3034-2010 chemical industry
process safety management implementation guidelines as guidance and apply HAZOP,
WHATIF and LOPA as risk analysis tools.



WORKING TOGETHER GROWING TOGETHER SHARING TOGETHER
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BXZ 5 Contact

ERNEE Domestic Sales

FA[E China
+86-576-87821302
+86-576-87821310

EFT5HE International Sales

ES Europe & America

+86-576-87710577

AL 415 South Asia & Emerging Market
+86-576-87821311

BEF§ E-mail:  junye@junyepharm.com

DI Website: www.junyepharm.com

itk HTEaMNHIIEENR T IWEXRFSES

Address: No.1 Lingxiu Road, Modern Industrial Centralization Zone, Xianju, Taizhou, Zhejiang, China
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Jiangxi Junye Bio—pharmaceutical Co.,Ltd. Inner Mongolia Junye Bio—pharmaceutical Co.,Ltd. Zhejiang Junye Pharmaceutical Institute



