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Technical Service Coniract
Mk %246 # Services Entrustor:
&R F 3 EA T A8
Name: Moleac Pte Lid.
Hi bk Address: Helios #09-08, 11 Biopolis Way, Singapore 138667
B, 3F Tel: +6562113710
PR EFR “F 7 2 “Moleac”
Hereinafter referred to as “Party A" or “Moleac”

M4 HEF Services Provider:

£ A WAL ERARAE

Name: Shineway Pharmaceutical Group Ltd.

ik FPEALEERETRWEARAHL 1685
Address: No.168, Shiluan St. L.uancheng, Shijiazhuang, Hebei, China
W, Tel: +86-311-88030066

T ERR “LH” & “WR”

Hereinafter referred to as “Party B” or “Shineway".

Together Parities A and B are hereinafier referred io as “the parties’

HE: PAR—EZEIINFLYH R Fw T L3 na, EF g
A F B Z AT T MLC1501 = . MLC1501 B — R s 3R 3. & i W A B 26
AeEmE: () BE, (b)Y IIE, (¢) %13, (d) &X. W75 RELEEFTER
FRETCHEYF. AR FARTEER A R N EEES GMP AiEH
PIC/s-GMP AIE#Y 25 b 2 = Rl bl . Ak 7 WA 8 & R &K B A& R 3R £ Moleac B
REARBAER L. RAFELTRPZITEEXFR.

Background: Party A is a Singapore company specialized in drug development and
commercialization, who has developed the product ML.C1501. MLL.C1501 is a botanical extract. It
is prepared by combining four herbs: (a) Radix Astragali, (b) Rhizoma Chuanxiong, (c) Radix
Angelicae sinensis, and (d) Radix Polygalae. It is filed several patents applications and obtained
patent rights in several markets. Party B is a drug manufacturer who has obtained a GMP
certificate issued by the State Food and Drug Administration of the PRC as well as a PIC/s-GMP
certificate. Shineway declares that it has the capability for providing the Technical Services (as
defined in Article 1 hereinafter) required by Moleac pursuant to this Contract. Both parties have
established a long-term friendly cooperation relationship.

RE (PRARETREEGR LD WK, FHELEFTH N MLCI1501 #5F
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BIREAFEARRS. EXFTHE, HESTREEFEFUTLRK.

According to the “PRC Contract Law”, Party A hereby entrusts Party B to provide Technical
Services for the development of MLC1501, and both parties agree to sign this contract and to
abide by the following articles.

F—% FRERNBAREFAE. FAMEX

Article 1, Technical Services content, method and requirements of this entrustment

(—) ERBHFAE

A. Technical services content

1. SEAE MLC1501 = & QC /4 7 i B K A 77 SE 84 A/, VIR EARE S

B REE

1. Finish MLC1501 QC analytical method development and method confirmation/validation,
as well as the specification establishment and confirmation.

2. 52 MLCIS01 = & &£ 7 TE 2 fu T L #RA DL R it

2. Finish MLC1501 product manufacturing process development and process confirmation

Ivalidation.

3. $&f MLC1501 BT 4 125 44 3 & GACP #y X5 A

3. Provide supporting documents for 4 herbs used in MLC1501 compliant with GACP

(=) ERFEZHF R
B. Technology Delivery Mode
3k Requirements:
1. #EZ QoM FEREMBIEXHERE, WK ERERLRE
1. Provide Specification Verification and Analyticai Method Validation Report; as well as the
specification establishment report
2. A MLCIS0 A&, &7 TR I EH A
2. Provide MLC1501 Samples, Manufacturing Process Development and Process
Validation Protocol
3. A MLC1501 BT A 4 {2245 4 i & GACP 8y X ik ¥
3. Provide supporting documents to demonstrate 4 herbs used in MLC1501 compliant with
GACP

REFMEN FRET LA HREREGERFERRAFE.
Appendix 1 attached hereto summarizes the list of deliverables to be provided by Party B
pursuant to this Contract.
(Z) TR HEX
C. Requirements for Completion Schedule
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BANBRBERFELARENE MRS, BEEARSH EAEE. LR
[l 5% % 6 4.

Both Parties shall agree in writing on the completion schedule of the Technical Services
based on each type of service to be provided by Party B. Refer to Section 6, for the details
of timefine.

& mRFH
Article 2: Intellectual Property (IP) Rights
X A7 1A ¥ Moleac X MLC1501 52 & & 4 4 3 & iR 7= AL, # B F # A Moleac %3 T
MLC1501 Z 7 o9 (24 &0 R AR A 35 . g AL ALK, R 23R B Bl ik
A LR A 25 PRA AR ANA. g A Moleactl] 1E fode iy 40, e kit A .
T R B R R AR R A SRS I A .
Both parties acknowledge that all IP rights regarding MLC1501 are exclusively owned by
Moleac. Shineway does not have, and shall not acquire or register, any interest, title or right
in any IP relating to MLC1501, its preparation and/or use. Furthermare, Shineway does not
have, and shall not acquire any property interest in the artwork, layout, designs, logos, die
cuts and related materials created by either party relating to MLC1501.
B e B A T MLC 1501 5t 2 /& Moleacky /= &, KX MLC15018y &7 LA . 35 Bt
BT, TREBUE A B AR B W AR (AR JLTT R ) B BT A AR A BT 2 4n 3R
PRI LR T 4R 48 TMoleac, WREAREAERSFARMAEIEE, TR
BT Bh R BAR AT B A TR AR B i M Sk Moleacty & 77 LR A de iR 72 AU 4
F I AAAATE, o, RAETREUWERERMEZ T NE XBES
MLC150174 k By AT € 4|, 1230 B 5 = 7 89 4 #2 P 72 FF 5 Moleactl 74 By
HaREERED I RRENEUER, SEMCBIEANGFH. HU
Shineway 2 £ & = 77 89 & X FK 18 5 MLC1501 48 % 89 4547 204 4 R 7 4.
Shineway hereby acknowledges that MLC1501 is Moleac's exclusive property, and that the
ownership of all know-how, registered trademarks and granted patents and corresponding
application rights (as the case may be), as well as any other IP rights in respect of
MLC1501, shall belong to and remain vested in Moleac. During the term of this Contract
and indefinitely thereafter, Shineway undertakes not to take any action, nor to assist in any
such actions, to acquire or register any property rights in respect of the know-how and other
IP rights of Moleac relating to MLC1501. In addition, Shineway undertakes not to attempt to
obtain in Shineway's or any third party's name, any patents refating to MLC1501, register in
Shineway's or any third party’s name any trademarks that are identical to or confusingly
similar to trademarks owned by Moleac relating to combinations of traditionai Chinese
medicines, including MLC1501, or obtain in Shineway's or any third party’s name any other
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IP rights that relate to MLC1501.

R A 5 MoleaciE 1T W38, F A ¥ Moleac# A 4 &%@%ﬁ%ﬁﬁﬁﬁA
Bl ARRE R = AR A% MLCIS01 R T AR 2. &EEA.
. EHREEAFEMER

Shineway undertakes to communicate to Moleac, and allow Moleac to have full access fo,
and ownership of, any and all new results, data information, records, know-how and other

information generated during the Technical Services undertaken pursuant to this Contract,

F=% THESAGRMEER
Article 3. Working Condition and Cooperative items
1. ARABEEET T AR, PHARENER. 28 RTHAMHETH.
1. Samples used in studies will be determined by Party A. Party A will provide Reference
Standard or fees, and documents on the tested samples necessary for completion of the
Technical Services.
2. LHRREERE. £FFH. BRE. STKAR.
2. Party B will provide laboratories, workshops, testing chambers, analytical analysis and

personnel necessary for completion of the Technical Services,

£m& BB, HERFR

Article 4: Term, Location and Mode
REFEHERMA 2018 F 7 A5 HE 20204512731 8, HEWNRH L EH
H WA B JEAT.
This contract will take effect on place Jul 15, 2018 and continue through Dec 31, 2020

£H4& Bk

Article 5: Acceptance Standard.
FHRRBR LT REGHERES X EPRE. CHAEEEARX. FAEE
LHFREBUTAALTEE,
Technical Service protocol and report provided by Party B will be inspected by Party A and
accepied if meeting the acceptance criteria. Party B is responsibie for authenticity. Party A
shall issue & proof of acceptance with signature and stamp to Party B.
EARRESHEQRER N —F. ERIEHAZIVRS R EMREIEMET

HARUAREY, ZHAREIRFREG . EEARFEALS. &

XS E & HA R A5 EAE LIRS,
The warranty period for the Technical Service items for this Contract is one year. In the

warranty period, if the quality of service and the data authenticity does not meet
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acceptance criteria, Party B is responsible for taking remedial measures to meet
acceptance criteria, except when the failure is due to misuse, improper handiing or other
own reasons of Party A.

£k WEEHE. MREIAFTR
Article 6: Project Implementation, price and payment terms.
(—) B H LM
REUABRSWE, EEFERHW, FHARNAEALTH, WABARES
AMER, E, CHRNERFRENXHLEF, BETERTHREZH,
R UE B BB — SR A
A: Project implementation:
According to the contents of the technical services, Party A shall notify Party B in writing
before the launch of each project, including specifying the technical project mode and
requirements, The project will only be launched after Party B has signed the document
provided by Party A, including a timeline for completion of the project.
(=) MEN#
B. Price of the Project:
1. MLC1501 /= & QC A A7 i g B R Ao i NI, DR BB AT
B HriE
MLC1501 QC analytical method development and method confirmation/validation, as well
as the specification establishment and confirmation.

Actions List Timeline/Cost

Develep USP methed to replace CP method - Timeline/ By [4]:

for Finished Product general batch release | 10 working days /10 /> T1& H
testing. Translate UPS monograms and - Cost/3& A

setup SOPs, perform method | 235000 RMB/ ALK T
validation/confirmation for critical analytical
methods (eg. Microbial test)

Xof F5 4% 7 ek P JBR bR v RPOBE P T B TR
TR, FFR USP HikLMEE cP iy
. BV USP ENIFFHIE SOPs, X4k

[ 4 17 D AT T VR AR B, fofcE

YIRR B A

To develop analysis method and set up -~ Timeline/ s 8]
specification for additional markers for drug | 67 working days /67 /> Z{E E
substance and drug product. Minimally, one - Costl#i -

marker is representative of one herb. To | 500000 RMB/ A&, i
perform method validation for newly
development analysis method and existing
method in meeting ICH requirement.




AT P E R R R IT RE LR
VIR 7%, UL SRR R S bR e
M. BOGRGTMIAEX RARRY. B8
X BRI AT R R B RAR Rk
TR LR ICH 31 E K,

Take the 4 raw herbs retention sample from
last MLC1501 batch (BN17062311), and
perform fingerprint analysis, which will be set
as the reference/criteria for selecting raw
material for future batches.

LA BN17062311 $it7= 5 B B8 AR 2541 9
HHRITR, A5 ERGMIKEIE

L EESRRE.

Develop fingerprint  method for drug
substance (dry extract powder) and drug
product {finished product).

FRERZ CFER) S (BRRD
BEER S

- Timeline/r &
70 working days /70 > L1 B
Cost/#f M
590000 RMB/ A B,

2. MLC1501 &£ = T ¥ F & A T ¥ #9A.

MLC 1501 manufacturing process development and process validation.

Actions List ( f£4-#)

Timeline & Cost ( B fia] 2 F0 45.40)

Based on current process, design
experiment to improve the understanding of
processes. To identify the critical process
parameters to achieve the batch to batch
consistency based on IND specifications. By
referring the in-process quality control
(IPQC) mentioned in IND, to evaluate IPQC
by designing experiment.

RIE AL, ok SRS SN T E R
. HUE IND S E RS T eS8
LAt AR — . @S IND g
HEFRIE SR (IPQC),

- Timeline/E &

80 working days / 80 4~ T4E H
- Cost/4ff:

175000 RMB/ A B i

3. MLC1501 B 4 125 44 3% 2 GACP 8 S AHEHH .
Supporting documents for 4 herbs used in MLC1501 compliant with GACP

Actions List ({£4-#)

Timeline & Cost (T [ 5% Fo 5 4)

Based on Shineway's experience with GACP
ceriificaton of two herbs  (Radix
Ophiopoganis & Lonicera japonica), develop
the documents to demonsfrate the four
herbs used for MLC1501 {Radix Astragali,

Rhizoma Chuanxiong, Radix Angelicae
Sinensis, Radix Polygalag) are following

HEE

To be discussed
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same process and meeting GACP
requirement.

HRHE Shineway ZEF P B (AR ERTE)
¥ GACP NIEFE R, FFRCH LAE
- MLC1501 R MRS (HiE
N, 513, mE) BHHE GACP K.

4. BLE1 2, STURERSFNEBCL, SRR A THFAE. BEEs4E
. BRI EFHIA

4. The 1st, 20 and 3 items mentioned above can be adjusted before implementation
according to the service content adjustment, Confirmation is signed by hoth parties.

(Z) XAFA

C. Payment Terms

EERERNEE (—) RBWXEEANTHEFZE RN, BHFEHGTE
—GHB RS0 40%. ELFTEAHEAMEN IO RA, FHMIAR
%3 30%. FHEE0RASMERTH 0%BRSH. T 5aeN BN
FEAFAEY., ZHVREFEELZE, LHBEREZFHF AT L, EF
2 1 2K

Party A shall pre-pay 40% of the service fee agreed upon for each project within 30 days
after confirmation and signing of the document referred to in 6.1 above. Party A shall pay
the 30% within 30 days after Party B has delivered the Technical Service protocols/reports.
The balance 30% will be paid by Party A within 60 days. If Party A has any doubt on the
deliverables, shouid feedback to Party B in written. Party B will immediately make

remediation after the feedback is received. Payment will not be impacted.

L4 HABEE

Article 7: Breach of Contract
ERAGEGREY, ZHFHEE CPREAREFESRZY FXAERE
HHFAE. |
The defaulting party shall bear the liability for breach of contract in accordance with the
relevant provisions of the PRC Contract Law.
(—) & L7 RAER REATRE W X%, L7 R

If Party B does not fulfill any aspect of its ohligations with respect to the Technical

Services herein, Party B Shall:
1. REFAERRER LT EREEXFHTIHE.
1. Comply with Party A's requirements to finish the sub-project in respect of which Party B is
in breach of its obligations: and



2. WEZTSUE W R ARG 5E H 30%.
2. Pay a compensation amounting to 30% of the Service Fee agreed upen for said
sub-project.
(=) LHERBABITREGR XSG UETT R ER P A RENREEE,
RERE_ANEHAREET F RN LS, LHANLNBTFF TN
B, FEAERBENEHFRTREAESZATH. FHEFH:
If Party B uses information provided in confidence by Party A in any manner except as
authorized to fulfill its obligations under this Contract, or if Party B breaches its obligations
with respect to Moleac’s Intellectual Property as set out in Article 2, Party B shall comply
immediately with Party A's request to cease the unauthorized activity and cure the breach
where possible. Party A shall also have the right to:
1. EEEaR
1. Terminate the Contract forthwith and
2. AHFEARZFEZEREIRKEEZRGEANREBEEZLMEFTLMTHA
S O
2. Seek a damages award for the breach of coniract and any other available remedy
through the PRC courts

(Z) FEFFBERERL. ~EUE, TN

if Party A breaches Article 5 and 6, Party A shall:

IR LA BERTE AT HIATANE, A TE A RS

1. Comply with Party B’s requirements to remedy the breach, and pay off all the service

fees of the project; and
2. BEE YW TIE BRE5 8 30%.
2. Pay a compensation amounting to Party B of 30% of the Service Fee of the breached

sub-project.

ENE P BR

Article 8: Dispute Settlement
E@ﬁﬁ%ﬁﬁ%ﬁ%i&*ﬁ&%&ﬁ%ﬁ F%%ﬁiiﬁ%ﬁ%% X
HARBIOFHRE, ZFUAEXETEEREFAZOEERS (LX),
EigﬁﬁﬁﬁﬁﬂﬁﬁﬁMﬁ%%%uWﬁﬁmﬂﬁ*lﬂﬂn@ﬁﬁ%ﬂ
BHERME, MUTHALHRL. FEREFERFTAE, REFEERET
Bl Y AR A
Any disputes arising during the course of performance or termination of this Contract shall be
settled first through friendly negotiation. If the parties fail to reach an amicable seitlement, the

dispute shall be submitted to the China International Economic and Trade Arbitration
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Commission, Beijing, to be definitively settled by three arbitrators in accordance with its own
rules for arbitration. The place of arbitration shall be Beijing, China. The arbitral award shall
be final and binding upon both parties. The arbitration fee will be borne by the losing party
unless the arbitral tribunal arbitrates a different manner of commitment.

Fhit HE
Article 9: Others

1. AEEEBAAREF, ERFTEEF
Fh7E

1. During the course of performance of this Contract, this Contract can be supplemented or

amended with the consent of both Parties, subject to a separate supplementary agreement
being signed by both Parties.
2. AEFARAENRETE ¥ m 37 fEH LT AR, WA AREFE o4 H
i
2. The service items excluded from this Contract will be approved and signed by both
Parties and shall be regarded as a part of this Contract.
3. AR A [ PYCCRANE R, LA AN,
3. When there is discrepancy between Chinese and English versions, the text in English
shall prevail.

v R IR A TRl R Z I E FEE — AT EH S . XU R 28T — IR L 2 A
BEAT T E ST, RARA ORI B A AT
4. Shineway should appoint a project manager from R&D center for this project. Two parties
should held biweekly teleconferences for project updates in order to ensure the project

being carried out smoothly.

T AR A E
PARTY A: MOLEAC PTE LTD

# g ﬁﬂ EKZ%‘E Eﬁ’@wﬁmrﬂm E

%KM;M ’

CELIN

Authorized/FBrsong @t D ¥ 1L dre O Authorized person

B EFEE:

Signature afd ' Signature and seal:

H 2 ARV 8 S
Date: 20 R -0-20 \ Date;



B 1 Appendix 1:

HARERE
Technical Service Deliverables

General baich release testing {e.g. Water Content; Average fill weight; Disintegration time;
Microbial Limit; Aflatoxin), need follow USP method instead of CP methed.

—ERATREES O an K & B S S RS A AR A B A IR R R &
B8 USP J7ikifi A& CP Fik,

Batch release test for Raw herb — Radix Astragli need follow USP method instead of CP
method.
HRREAMIBUTRE -7 ERE USP JriEm A+ CP ik,

To developfimprove analysis method for additional markers for drug substance and drug
product. Minimally, one marker is representative of one herb.
WRCETI bR AN EE 1 k. BT R EEE A R,

To perform methed validation for newly developed markers analysis method and existing
method (astragaloside [V) in meeting ICH requirements

FTEF T AW RR RS A R ECE AR A T (CHREEE V) #TAER
IELLTF & ICH Bk

Develop fingerprint method and establish QC batch releasing criteria for 4 individual raw
materials — raw herb & slices

J3 4 FREFAR 7 ml FE AR SUBIE SRR SE QC JRATHRAE

Develop fingerprint method and establish QC batch releasing criteria for drug substance (dry
extract powder) and drug product (finished product)
RS (TR AL (&) FFRIESEEFREI QC BUTIFHE

Provide supporting documents for 4 herbs used in MLC1501 compliant with GACP
ARG GACP 1) MLC1501 S FH (1Y) 4 FhRT2h fE (S0t S0k

Provide the samples, manufacturing details and conclusion from small scale trial — 3 batches
B AEIEE (3 FEsk, hhiggnRngit

Provide the samples, manufacturing details and conciusion from middle scale trial (100L
extraction tanks) — 3 batches
PRI IRIE (LOOL FRERHE: 3L &, SUEATHE
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Provide the samples, manufacturing details and conclusion from big scale trial {5001 extraction
tanks) — 3 batches
RIS (5000 $RELRE: 3 i) #E4h, FlEMTILE R

11

Provide the samples, manufacturing details and conclusion from commercial scale trial (3000L
extraction tanks) - 1 batch
Rt CLHb) fE8, HlEMT LR

12

Provide the optimal manufacturing process parameters and in-process control critical process
parameters
Pt EGIE T2 SRR R T E S
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