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HUATENG PHARMA

Hunan Huateng Pharmaceutical Co., Ltd.

One-stop CDMO to meet your needs for pharmaceutical molecules
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Hunan Huateng Pharmaceutical Co., Ltd.

» Founded Date: August, 2013

> Area: 7000 nt
» Address: Building E1, Lugu Corporation Plaza, High-Tech Industrial Development Zone,

Changsha City, Hunan Province, P.R.China
» Capacity: PEG Derivatives, APls & intermediates and other chemicals from mg to kg

production

Hunan Huateng Pharma Tech Co., Ltd. (wholly-owned subsidiary)

> Founded Date: August, 2017

> Area: 34,000 nt
» Address: Tongguan Circular Economy Industrial Base, Wangcheng Economic Development

Zone, Changsha, Hunan, P.R.China
» Capacity: CDMO Services, Lab scale to pilot plant to full-scale production of PEG Derivatives,

APIs & intermediates and other chemicals.

Biopharma PEG Scientific Inc. (us. subsidiary)

» Founded Date: August, 2021
> Address: 108 Water Street, Suite 4D, Watertown, MA 02472, USA
» Capacity: Monodispersed, Polydispersed & Multi-arm PEG Derivatives from lab to GMP

commercial scale
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ED]1. Company Overview

Organization

| 2nd R&D Team
Huateng 3rd R&D Team

Pharma 4th R&D Team
5th R&D Team

Process Technology, QA&QC

Huateng Production Dept.: Clean Room, Workshop 1/2/3/4

Pharma Tech EHS & Equipment Dept.

Warehouse& Logistics
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Certification

ISO 9001 EXCIPACT GMP Certificate

CECEECECCECCELCCCELLLLCLCLCLCCLCC 23333333333333333330II2III3I30 Certificate CN23/00002431

)

A4

QUALITY MANAGEMENT
SYSTEM CERTIFICATE

Registration No. 0350122031013ROM

The management system of

Hunan Huateng Pharma Tech Co., Ltd.

Tongguan Circular Induslry Zone, Wangcheng Economic Development Zone, Hunan, PR China

has been assessed and certified as meeting the requirements of

GUAL | TY HANAGE"ENT EXCiPACT Cer!ificatim:l Standard for Phar tical Excipient Suppliers, 2021
SYSTEM cERT I F I GATE = Good Manufacturing Practices

Registration No. 0351225Q30002R1M

For the following activities
Manufacturing of polyethylene glycol (PEG) derivalives as pharmaceutical excipients.

This is to certify that the quality management system of
Hunan Huateng Pharmaceutical Co., Ltd.
Building E1, Lugu Corporation Plaza, High-Tech Industrial
Development Zone, Changsha City, Hunan Province, P.R.China
Social Credit Code: 91430100074975337J

This is to certify that
Hunan Huateng Pharma Tech Co., Ltd.
Tongguan Gircular Industry Zone, Wangcheng Economic Develcpment Zone, Hunan, China
Social Gredit Gode: 9143011 24A4MINNIC

is in conformity with
GB/T 19001-2016 / 180 9001:2015 Standard

is in conformity with
GB/T 19001-2016 / 1S0 9001:2015 Standard

This certificate is valid to the following product (s) & - i o
Research &Deve | opment and Custom synthesis of pharmaceutical intermediates cope: olscerllllcate coverage
. N . R This cerificate is valid from 25 May 2023 until 24 May 2026 and remains valid subject to satisfactory surveillance audits.
Production of Pharmaceutical Intermediates, High Molecular Polymers Issue 1. Certified since 25 May 2023.

This cerificate is not valid without a valid ISO 9001 certificate.

and PEG Derivatives (except those requiring qualification licenses) (Site
Covered: Building E1, Lugu Corporation Plaza, High-Tech Industrial Development
Zone, Changsha City, Hunan Province, P.R.China).

{Polyethy leneglycol (PEG) and Derivativesits, if there is a license requirement, it
shall be implemented according to the seope of the license (Site Covered: Tongguan

Gircular industry Zone, Wangcheng Economio Development Zone, Hunan, Ohina)
Date of issue: September 06,2022
Date of expiry at most: September 05, 2025

Date of issue: Jan. 13,2025 Date of expiry at most: Jan. 03,2028

FOR CERTIFICE \
Representative: Wmﬂuﬂa #laza, N .
Shangdi 3 St., Haidian, Beijing) !I'l"",l‘:': ::‘l:'{“",‘z‘::rszs
TAHER F ; Certfication Manager
MAMAGEMENT SYSTEM -
CNAS CO35-H SGS Belgium NV

FpihRr

FHRREIA

FEER

MANAGEMENT SYSTEM
CNAS C035-M

SGS House Noorderlaan 87 2030 Antwerp Belgium
1+32 (0)3 5454848 - www 505.com
NOTE: This certificate shall be maintained by regular surveillance audit

The validity of the certificate can be verified by scanning GR cade,

The information of the certificate can be available in hitp:/lwww.cnca.gov.cn,

@
the website of CNCA, and in our website hitp:/fwww.xqce.com cn. 0 \

XINGYUAN CERTIFICATION CENTRE CO., LTD. . SGS
TFL. Tawer T, Jiahua Plaza, No-8 Shangdi 3 S1.. Haidian, Beijing

3

NOTE: This certificate shall be maintained by regular surveillance audit.
The validity of the certificate can be verified by scanning QR code.
The information of the certificate can be available in http://www.cnca.gov.cn,
the website of CNCA, and in our website http:/www.xqcc.com.cn.
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Kabilty, indermificator therein, wnauthorized allration, forgery o falsfication of the contentor

appearance ofthis documentis unlawful
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* 1S014000, and OHSAS18000 certifications are under approval



2. R&D Capabilities

f@iﬁﬂﬁﬁﬂﬁ e———

HUATENG PHARMA

2. R&D and Analytical Capability

Experts More than 10 national, provincial and municipal experts

HEERESTN
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HUATENG PHARMA
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Advanced Analytical Equipment

=

MALDI-TOF MS Gel Chromatograph



B 2. R&D Capabilities

Analytical Equipment List
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No Name of Equipment Quantity No Name of Equipment Quantity
1 KF Karl Fischer Moisture Analyzer 2 1 UV-visible spectrophotometer 2
2 NMR 1 2 2.83L Dust particle counter 1
3 Coulomb Moisture Meter 1 3 Conductivity meter 2
4 Melting point apparatus 2 4 Planktonic bacteria collector 1
5 Polarimeter 2 5 Vertical Sterilizer 1
6 GPC/RI 1 6 Mildew incubator 2
7 HPLC 6 7 Biochemical incubator 3
8 HPLC/UV 7 8 Biological safety cabinet 1
9 HPLC/CAD 2 9 Microbial limit tester 2
10 HPLC/ELSD 2 10 Entotoxin Detector 1
11 HPLC/GPC-IC 1 11 Drug Stability Test Chamber 2
12 LC/MS 1 12 EIectro-heating standing-temperature 1
13 GC/FID 5 incubator
14 GC/MS 1 13 electronic balance/0.01g 6
P Moisture Meter 5 14 electronic balance/0.001g 1

. 15 electronic balance/0.0001g 2

16 Fourier NIR Spectrometer 1 :

16 electronic balance/0.00001g 1

17 Colorimeter 1 = oH meter 5
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HUATENG PHARMA

60+ Granted Patents, 50+ Patents Under Application
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HUATENG PHARMA

3. Strong Productlon Capablllty

Manufacturing Site
Area: 34,000m?2.

Workshops: Four, a total of 20,000m?.

Capacity: PEG Derivatives, CDMO of APIs and intermediates and other fine chemicals.

Annual Output Value: RMB 1 billion.

Dominant reaction: Amination; Hydrogenation; Oxidation; Diazo-reaction; Cryogenic reaction
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HUATENG PHARMA

800+ Sets of Advanced Equipment
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B 3. Production Capabilities
Intelligent Production System
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DCS & SIS system equipment room DCS & SIS control console Safety Instrumented System (SIS) main interface
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Equipment List

Name of Equipment Capacity Quantity
1 Hydrogenation Reactor 2000L 2
___________ 2Ammat,onReactorzooo|_1
"""""" 3 liquid Nitrogen Low Temperature Reactor ~ 2000L 4
___________ 4 5tam|e555tee|Reactor100()|_1
___________ 55tam|e555tee|Reactor2000|_2
"""""" 6  StainlessSteelReactor ~  300L 1
___________ 75tam|e555tee|Reactor5000|_12
___________ 8Ename|Reactor500L2
"""""" s  EnamelReactor 2000 21
_________ 10Ename|ReaCtor3OOOL31
_________ 11Ename|Reactor5000L92
""""" 12 PpilotPlant Enamel Reacor  200L 2
_________ 13p,|otp|antEname|Reactor3oo|_3
_________ 14p,|otp|antEname|Reactor5oo|_4
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Equipment List

Name of Equipment Capacity Quantity
1 Pilot Plant Stainless Steel Reactor 500L 1
,,,,,,,,,,, 2p,|otp|antEname|Reactor1000|_4
"""""" 3 PpilotPlantStainless Steel Reactor 10000 1
"""""" 4 PpilotPlant Double Cone Vacuum Dryer ~ 1000L 2
........... 5p||otp|antcentr|fuge6002
"""""" 6  EnamelRectifyingst 0. 2
"""""" 7 EnamelRectifyingTower  $200¥10000 2
,,,,,,,,,,, 8Ename|ReCt,fymg5t,||5000|_4
"""""" 9 StainlessSteel Rectifying Tower  $40010000 2
w0 Enamel Rectifying Tower $400¥10000 2
11 .................................................................................... Ename|Rect,fymg5t,” .......................................................................................... 2000|_ ................................... 1 ...................
T Enamel Rectifying Tower $400¥10000 1
3 Stainless Steel Rectifyingstill o000 1
145tam|e555tee|Rect,fymgTower ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, ,,,,, ¢400*10000 ,,,,, ,,,,,,,,,,,,,,,,,,, 1 ,,,,,,,,,,,,,,,,,,,
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=== 3. Production Capabilities —————————— 0¥ ET p—
Equipment List

Name of Equipment Capacity Quantity
1 Double Cone Vacuum Dryer 2000L 12
........... 2Doub|eC0neVacuumDryer3000|_2
"""""" 3 TopDischarge Centrifuge 80 1
4TOpDISChargecent”fuge (((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((((( 1250 AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA 2 (((((((((((((((((((
,,,,,,,,,,, 5TOpD|SChargeCentr|fuge12501
"""""" 6 FlatPlate Bottom Discharge Centrifuge ~ LGZI250NF/303 6
AAAAAAAAAAA 7F|atp|ate30ttomD,schargeCentr,fuge|_621249H|:4
........... 8 Decantercent”fuge4502
"""""" ©  DecolorizationReactor 20000 1
((((((((( 10Deco|orlzat,0nReactor500|_1
,,,,,,,,, 11C|eanRoomCrysta”,Zat,0nReactor2000|_1
""""" 12 CleanRoom Crystallization Reactor 5oL 1
AAAAAAAAA 13C|eanRoomDoub|eC0neVacuumDryer1000|_1
......... 14C|eanRoomcentnfuge6001
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EHS System

Huateng Pharma is dedicated to be an environment friendly manufacturer!

* Improve the development and upgrade of the production process by introducing
high-tech means. Effectively improve the reaction efficiency in the production process,
and reduce energy loss and waste emission from the source.

* Improve the operating skills of front-line workers through comprehensive training.
Improve the technical level of energy management. Increase the investment in
environmental protection equipment and facilities, and establish a sewage treatment
station.

* Conduct daily environmental monitoring work to check and track the operation of
environmental protection facilities, and strictly achieve the emission standards.

Wastewater Treatment - TIC Anaerobic Reactor Acid Waste Gas Treatment - Falling Film Organic Waste Gas Treatment —
Absorption + Alkali Absorption RTO (Regenerative Thermal Oxidizer)
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B 3. Production Capabilities

High Standard Warehouse Storage

e 2 Class A warehouses of 750m?
e 1 class C warehouse of 3600m?

» 12 storage tanks of 50m3

 Cold storage for PEG derivatives.

Our PEG derivatives are thoroughly

dried and packaged under an inert

atmosphere at or below -5° C.
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4. Business Segments

- CDMO
PEG Derivatives APIs & Intermediates

Fine & Specialty Chemicals
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PEG Derivatives

* 5000+ monodispersed, polydispersed and multi-arm PEG derivatives.
* Multifunctional groups covers active azide, amino, thiol, phospholipids, alcohol, acid. esters, maleimides, fluorescein, etc.

* Intergrated production line and quality management system from PEGs raw materials production, trial production, pilot

production and GMP commercial supplying.

) ADC ; LNP PEG P Dye
ADC PROTAC Linker D Print z
PEGylation conjugation Delivery System Hydrogels 3D Printing labeling
Linker % \ i
- P || '@

Target Protein %

*PEGs have been shown to provide improved water solubility and biocompatibility in drugs and other applications. And PEG derivatives provide
the ability to attach a variety of reactive functional groups to the terminal positions of these polymers has greatly increased their applications.
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HUATENG PHARMA

PEGylation

s O\ [ N\ A
f,o\{/\o ,)JLO/N ~ O\é/\GM H g‘olo 0\/%0/
n n 0/\%0\\‘
mPEG-SC mPEG-pALD
Side Chain of Anti-Diabetic Drug Side Chain of Nervous System Drug Y-shape-PEG-NHS
\_ MW:1K,2K,3.4K;5K,10K,20k J \_MW:1K,2K,3.4K;5K, 10K, 20k _J \_ MW:40K, 43K J
4 ~ N [ o J< N ] )
0 HoN N G 0 ”{/\D]/\WDH
O\g’n{‘/\O't\)LOH ‘{\/\0 2 >r E in
Fmoc-NH-PEG4-CH2CH2COOH NH2-PEG2-CH2CH2COOtBu Boc-NH-PEG3-CH2COOH

\_ CASNo.: 557756-85-1 ) \__ CASNO.:756525-95-8  J \_ CAS No.: 462100-06-7 Y,
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MACEVEIES

LNPs Delivery System Excipients

Cholesterol (Plant-Derived) DSPE
CAS NO.: 57-88-5 CAS NO.: 1069-79-0
. ks o N k.
o0 o_g_c H a o*“g_l:i;rl'ljﬁ i OH
C1?H35—£—0~|: o o H Cﬂ“"ﬂs—g—o{ ﬁ H 0\/}\ anas_{i_o{o—o_CﬂHas H o g
Ao o HH O—P—0~" o o—b_o AN 0 o 07 ~oH
S G e A S S

DSPE-PEG-NH2 mPEG-DSPE DSPE-PEG-Mannose

M.W. 1K,2K,3.4K,5K,10K,20K M.W. 1K,2K,3.4K,5K,10K,20K M.W. 1K,2K,3.4K,5K,10K,20K
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PEG Derivatives

B 4. Business Segments

PEG Linker for ADC Drugs

~ N 5 ™
o
N NH 4 H
3‘{~/\{y}’\/ 2 q\/\\n/”{\/\o»]’\)LDH
" o 0 ]
N3-PEG11-NH2 Mal-NH-PEG8-COOH
CAS No: 1800414-71-4 CAS No.: 1334177-86-4
\— ) \—
- N - )
Na\/\ox\/o\/\o
] MH 0
g {\/\D]/V 2 \N\/\O/\’O\/\O/\)LOH
a5 Na\/\o/\,o\/\oj
mPEG36-NH2 N-(acid-PEG3)-N-bis(PEG3-azide)
CAS No: 32130-27-1 CAS No: 2182602-17-9

\— _/ \ _/
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PEG Moiety for PROTAC Linker

HoN H
4

NH2-PEG4-OH
CAS No.: 86770-74-3

\

_/

~
0 H ng
YT

Boc-NH-PEG3-Tos
CAS No: 1246999-33-6

_

~ ™
M H
E%G‘]/
]
N3-PEG6-OH
CAS No: 86770-69-6
\ )
a N
0 H\{/‘\ ,]NM
0
T "
Boc-NH-PEG11-N3
CAS No.: 2395004-21-2
\_ _/
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PEG Derivatives
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MACEVEIES

B 4. Business Segments

PEG Hydrogels for Medical Devices

4 ~
O A =
i i Lo 4
C~[CH2——O%CH2CHgO%CHgCHg—O—C—CHZCHQCHZ—C—O—N ] c CH2—O%CH2CHEO%CHQCHTO_C_CWCHTC_O_N
4 4
0 0

4-ArmPEG-SG M.W. 2K,5K,10K,20K

4 )

o]

qo o 6 /{\,omowom q /e\/op«okj/ b
) ”~o*/v'%o/\«k°xﬁ/\/°%(/\o%’\/om b /”v\,rowo/\}f’ O%GAOWOQO D

8-ArmPEG-SG M.W. 10K,20K 8-ArmPEG-SS M.W. 10K,20K
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PEG Derivatives

B 4. Business Segments

Dye Labeling

Fluorescein labeling ® mPEG-EITC

Application: Fluorescein ey
' i R=OH,SH,CHO,NH2,NCO,N3,Mal,Alkyne,AC,ACA, MA Silane,GA,SA,GAA,SAA, AA, IA,E
DCell Labeling P,Mal,SC,S5CM,SPA,SG,SS,GAS,SAS,CDI,NPC,0PSS,Ts, LA, Biotin, DSPE, DMPE, CLS etc

(2 (2
L4 § )

] | .
N\{/\On SH
Cyanine Labeling k/\/\[ ™

. CY5.5-PEG-SH
Cyanine [pEEE

R=0H,SH,CHO,NH2,NCO,N3,Mal,Alkyne,AC,ACA,MA,Silane,GA,SA,GAA,SAA,AA,IA,E
P,Mal,SC,SCM,SPA,SG,SS,GAS,SAS, CDI,NPC.OPSS.Ts.LA.Biotin.DSPE.DMPE.CLS etc
cl 0

@Tissue Imaging

@ Tumor Identification

Rhodamine labeling

Rhodamine e
R=0OH,SH,CHO,NH2,NCO,N3,Mal,Alkyne,AC,ACA,MA,Silane,GA,SA,GAA,SAA AA,IAE
P,Mal,SC,SCM,SPA,SG,SS,GAS,SAS, CDI,NPC,OPSS,Ts,LA,Biotin,DSPE,DMPE,CLS etc

p \
RB-PEG-Mal
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MACEVEIES

B 4. Business Segments

3D Printing

,/IYD{/\G%\/D\'(%

rTTET R
gasasassge
e

AC-PEG-RGD AC-PEG-AC

M.W. 2K,2.4K,5K M.W. 1K,2K,3.4K,4K,5K,10K,20K
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CDMO APIs & Intermediates

In order to better serve customers, we have built a CDMO technology platform, equipped with professional R&D,

production and QC teams, established a pilot and scale-up production workshop that meets GMP standards.

We are able to provide:

» Customized R&D and production of intermediates and other chemicals ranging from grams to tons

» Process optimization and rapid scale-up of intermediates and other chemicals of existing synthetic processes

» Development of a more environmentally safe production process

Coordinated Project Management
- Low Risk, Supper Efficiency

Route Process
li EH i
Design and Quality > Optlmlzatlo PV.OCG‘SS Commer.ual
Scout Study Assessment Validation Production

Product Life Cycle Management
-Continuous Cost Improvement, Sustainable Capacity.
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Pharmaceutical Intermediates

4 \

OH

Br

-

CAS: 111128-12-2
Loxoprofen Intermediate

CAS: 1662688-20-1
Semaglutide Intermediate

fﬁifﬁﬂﬁ'%ﬂﬁ ——

HUATENG PHARMA

Intermediates

4

CAS: 1902955-29-6
Fexuprazan Intermediate

CAS: 365998-36-3
Edoxaban Intermediate

HO
OH

HoN

CAS: 2374-03-0
Tafamidis Intermediate

CAS: 1282518-60-8
Voxelotor Intermediate
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B 4. Business Segments

Fine & Specialty Chemicals

* Specialty Chemicals
* Fine chemicals

* Pyrimidines

From Lab > Pilot > Full Scale Production
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Fine & Specialty Chemicals

- N

(S)-Pro-xylane Piroctone olamine Tetrahydrocurcumin
CAS: 868156-46-1 CAS: 68890-66-4 CAS: 36062-04-1

3-Bromo-4-methoxypyridine APS-5 Dibenzoyl-L-tartaric acid
CAS: 82257-09-8 CAS: 193884-53-6 CAS No.: 2743-38-6
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Thank You!

Email: sales@huatengusa.com Telephone: +86 731 89916275 Fax: +86 0731-82251112-818 Website: https://us.huatengsci.com



mailto:sales@huatengusa.com
https://us.huatengsci.com/

