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- @37 CFDA. MHRA. EDQM. FDA. PMDA. COFEPRISEZAIAIE, I FHSFEZS0ZREHEIT

- AT RS RSEYFEREREARESTEYER, ERIRSRENINLS BRI

-RITMAEPD, PRATES, BERIMEESES, UGN ER

- TAPAGEMEIRA, SXEZI00PMERSICEMER, DMERZLTMMEE, BITRHMETHEL500+

- EHSEEER

- Company founded in the 1980s

- Successful inspections by CFDA, MHRA, EDQM, FDA, PMDA and COFEPRIS, over 50 audits each year

- Professional manufacturer on oncology & animal/botanical derivative APIs and CMO services

- Independent R&D center, pilot scale workshop from gram to metric ton’s scale production, multiple
particle size capabilities from micronization to granules

- RA team with rich experience for global registration. DMF including 17 products registered in 100+
countries and submission 500+ times.

- Sustainable development with EHS management

- EMME SRS - Dedicated project management

- REPREMIEFRARE L ET N ESRS - Customized support from pre-clinical to commercial production
- FENEMREREE - Rich experience in international regulatory affairs

- Ik B EERERS - In-house analytics

- EfFEFIGIREFRE RS R - Global IP strategy & solution

« sales@xielipharm.com

« www.xielipharm.com
» Tel:+86-28-85310108

Factory address: No. 588, Middle Section of Mudan Avenue, Tianpeng Town, Pengzhou City, Sichuan Province
Tstdk: M)IEEMHRERTAARETES88S, BR4R611930
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Botanical/Animal Derivative APIs Oncology APls
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Botanical/Animal Derivative APIs

g-_r&gﬁi%Rutm&ltsderwatwes T

FT * Rutin

AT * Troxerutin

WER Quercetin
KBHERET Rutin Water Soluble

$23£ &%) Citrus Aurantium L. Series

4458 * Hesperidin
thERE)ER % Diosmin

BEERZ %I Cholic Acid Series

AEEFPBER * Ursodeoxycholic Acid
HrnpE R A ABER Tauroursodeoxycholic Acid
B U1pBES Obeticholic Acid
H{tb$ZEN Other Extracts

EEREHE * Cytisine

BE #* Natural Indigo

BER Artemisinin

ERER/NSERH Berberine HCI

TiEE Rotundine

BE{CRI Zizyphus Spinosa Extract

BLRERESR ACTH

DMF

DMF

DMF/CEP (RO-CEP 2016-279-Rev01) '

DMF

. DMF/CEP (RO-CEP2013-229-Rev03)

DMF

DMF

- ARSHEMT -

CMO Service

FDA: IIFHE+0ERME

=k 1005%~500kg/B

EHS: PSCI&#it:#Ed

ZEM: B0SZEFPANDA, NDARE

H #3L= 5/ Hit products
Products with patent protection can’t be used for commercial purpose.

GMP

CFDA/MHRA
CFDA/MHRA

CFDA
CFDA/EDQM

CFDA

CFDA
CFDA
CFDA
CFDA

FDA: On-site inspection with “0” observation

Capacity: 100g~500kg/m
EHS: PSCI audited

Regulatory: ANDA, NDA application with customers

- ERAZE -

Oncology APIs

EMEFRFI Camptothecin Series

EREA R B
EENE

R
BR# nibs
EEHE
REHE
SHEE
BWEE
FHIRE
FREE
FABE

IntgiER
FHEER

* Irinotecan HCI
10-Hydroxy-CPT

Topotecan HCl

Erlotinib
Nilotinib
Gefitinib
Dasatinib
Sorafenib
Sunitinib
Tofacitinib
Regorafenib
Cabozantinib

* % % %

DMF

DMF/GDUFA/ f
CEP(RO-CEP 2017-096-Rev 01)

DMF/GDUFA
DMF
DMF/GDUFA

GMP

CFDA/PMDA
CFDA

COFEPRIS/FDA

FDA

Hftb-Others

EXRERETHERE

FEfhE
PRI B e A
Fedh i

7-ZB-10-BEERE

EX#E
B SEEZ REEER

* Ingenol Mebutate
* Cabazitaxel
* Anastrozole

Letrozole

DMF/GDUFA

DMF

. DMF/CEP (RO-CEP 2017-114-Rev 00)
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Advanced Intermediates

#* SN-38
Ingenol

3-aminophenylacetylene HCI

R
HERRENE

. FREE AR H OARSS -

FDA

China Registration & Import Services

China registration: APl & FDF

Capecitabine
Moxifloxacin HCl



