Claim #120 Date Filed: 3/6/2023

Fill in this information to identify the case:

Debtor Tricida, Inc.

District of Delaware

United States Bankruptcy Court for the:
(State)

Case number 23-10024

Official Form 410
Proof of Claim 04/22

Read the instructions before filling out this form. This form is for making a claim for payment in a bankruptcy case. Do not use this form to
make a request for payment of an administrative expense. Make such a request according to 11 U.S.C. § 503.

Filers must leave out or redact information that is entitled to privacy on this form or on any attached documents. Attach redacted copies or any
documents that support the claim, such as promissory notes, purchase orders, invoices, itemized statements of running accounts, contracts, judgments,
mortgages, and security agreements. Do not send original documents; they may be destroyed after scanning. If the documents are not available,
explain in an attachment.

A person who files a fraudulent claim could be fined up to $500,000, imprisoned for up to 5 years, or both. 18 U.S.C. §§ 152, 157, and 3571.

Fill in all the information about the claim as of the date the case was filed. That date is on the notice of bankruptcy (Form 309) that you received.

Identify the Claim

1. Who is the current
creditor?

Healthcare insitution "Grodno University Hospital"
Name of the current creditor (the person or entity to be paid for this claim)

Other names the creditor used with the debtor

2. Has this claim been M No
acquired from

someone else? D Yes. From whom?

3. Where should Where should notices to the creditor be sent? Where should payments to the creditor be sent? (if
notices and different)
payments to the See summary page

creditor be sent?

Federal Rule of
Bankruptcy Procedure
(FRBP) 2002(g)

Contact phone Contact phone

Contact email jackruslan@tut.by Contact email

Uniform claim identifier for electronic payments in chapter 13 (if you use one):

4. Does this claim No
amend one already
filed? D Yes. Claim number on court claims registry (if known) Filed on
MM / DD / YYYY
5. Do you know if No
anyone else has filed
a proof of claim for [ Yes. Who made the eariier filing?

this claim?

2310024230306000000000002
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Claim #120  Date Filed: 3/6/2023


Give Information About the Claim as of the Date the Case Was Filed

6. Do you have any number No
you use to identify the

debtor? D Yes. Last 4 digits of the debtor’s account or any number you use to identify the debtor: __~
7. How much is the claim? $ 2170 EUR . Does this amount include interest or other charges?
No

D Yes. Attach statement itemizing interest, fees, expenses, or other
charges required by Bankruptcy Rule 3001(c)(2)(A).

8. What is the basis of the Examples: Goods sold, money loaned, lease, services performed, personal injury or wrongful death, or credit card.
claim?
Attach redacted copies of any documents supporting the claim required by Bankruptcy Rule 3001(c).

Limit disclosing information that is entitled to privacy, such as health care information.

services performed

9. lIs all or part of the claim No
secured?
D Yes. The claim is secured by a lien on property.

Nature or property:

Real estate: If the claim is secured by the debtor’s principle residence, file a Mortgage Proof of
Claim Attachment (Official Form 410-A) with this Proof of Claim.

D Motor vehicle
D Other. Describe:

Basis for perfection:

Attach redacted copies of documents, if any, that show evidence of perfection of a security interest (for
example, a mortgage, lien, certificate of title, financing statement, or other document that shows the lien
has been filed or recorded.)

Value of property: $
Amount of the claim that is secured: $
Amount of the claim that is unsecured: $ (The sum of the secured and unsecured

amount should match the amount in line 7.)

Amount necessary to cure any default as of the date of the petition:  $

Annual Interest Rate (when case was filed) %

O Fixed

D Variable

10. Is this claim based on a No
lease?

D Yes. Amount necessary to cure any default as of the date of the petition. $

11. Is this claim subject to a T
right of setoff? No

D Yes. Identify the property:

2310024230306000000000002
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12. Is all or part of the claim
entitled to priority under
11 U.S.C. § 507(a)?

A claim may be partly
priority and partly
nonpriority. For example,
in some categories, the
law limits the amount
entitled to priority.

E No
[ Yes. Check all that apply: Amount entitled to priority

D Domestic support obligations (including alimony and child support) under
11 U.S.C. § 507(a)(1)(A) or (a)(1)(B).

Up to $3,350* of deposits toward purchase, lease, or rental of property
or services for personal, family, or household use. 11 U.S.C. § 507(a)(7). ¢

Wages, salaries, or commissions (up to $15,150*) earned within 180
days before the bankruptcy petition is filed or the debtor’s business ends, ¢
whichever is earlier. 11 U.S.C. § 507(a)(4).

OooOooOo O 0O

Taxes or penalties owed to governmental units. 11 U.S.C. § 507(a)(8). $
Contributions to an employee benefit plan. 11 U.S.C. § 507(a)(5). $
Other. Specify subsection of 11 U.S.C. § 507(a)(__) that applies. $

* Amounts are subject to adjustment on 4/01/25 and every 3 years after that for cases begun on or after the date of adjustment.

13. Is all or part of the claim
pursuant to 11 U.S.C.
§ 503(b)(9)?

No

Og

Yes. Indicate the amount of your claim arising from the value of any goods received by the debtor within 20
days before the date of commencement of the above case, in which the goods have been sold to the Debtor in
the ordinary course of such Debtor’s business. Attach documentation supporting such claim.

$

Sign Below

The person completing
this proof of claim must
sign and date it.

FRBP 9011(b).

If you file this claim
electronically, FRBP
5005(a)(2) authorizes courts
to establish local rules
specifying what a signature
is.

A person who files a
fraudulent claim could be
fined up to $500,000,
imprisoned for up to 5
years, or both.

18 U.S.C. §§ 152, 157, and
3571.

Check the appropriate box:

D | am the creditor.

| am the creditor’s attorney or authorized agent.

D | am the trustee, or the debtor, or their authorized agent. Bankruptcy Rule 3004.

D | am a guarantor, surety, endorser, or other codebtor. Bankruptcy Rule 3005.

| understand that an authorized signature on this Proof of Claim serves as an acknowledgement that when calculating
the amount of the claim, the creditor gave the debtor credit for any payments received toward the debt.

| have examined the information in this Proof of Claim and have reasonable belief that the information is true and correct.

| declare under penalty of perjury that the foregoing is true and correct.

Executed on date _©3/06/2023
MM / DD / YYYY

/Ss/Ruslan Yakubtsevich

Signature

Print the name of the person who is completing and signing this claim:

Name Ruslan Yakubtsevich

First name Middle name Last name
Title Dr.
Company Healthcare insi ion "Grodn niversi H ital”

Identify the corporate servicer as the company if the authorized agent is a servicer.

Address

Contact phone Email

Official Form 410
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KCC ePOC Electronic Claim Filing Summary

For phone assistance: Domestic 866-476-0898 | International 001-310-823-9000

Debtor:

23-10024 - Tricida, Inc.
District:

District of Delaware

Creditor:
Healthcare insitution "Grodno University Hospital"

Lenin Komsomol Boulevard, 52

Grodno, Grodnenska, 230030

Has Supporting Documentation:
Yes, supporting documentation successfully uploaded
Related Document Statement:

Has Related Claim:
No

Belarus ] )
Phone: Related Claim Filed By:
Phone 2: Filing Party:
Fax: Authorized agent
Email:
jackruslan@tut.by
Other Names Used with Debtor: Amends Claim:
No
Acquired Claim:
No
Basis of Claim: Last 4 Digits: Uniform Claim Identifier:
services performed No
Total Amount of Claim: Includes Interest or Charges:
2170 EUR No
Has Priority Claim: Priority Under:
No
Has Secured Claim: Nature of Secured Amount:
No Value of Property:
Amount of 503(b)(9): Annual Interest Rate:
No
Based on Lease: Arrearage Amount:
No Basis for Perfection:
Subject to Right of Setoff: Amount Unsecured:
No

Submitted By:

Title:
Dr.
Company:
Healthcare insitution "Grodno University Hospital"

Ruslan Yakubtsevich on 06-Mar-2023 6:05:05 a.m. Eastern Time

VN: 3234E5EFE6B47D6EFBC9A1A168ECF4ED



KCC ePOC Electronic Claim Filing Summary

For phone assistance: Domestic 866-476-0898 | International 001-310-823-9000

VN: 3234E5EFE6B47D6EFBC9A1A168ECF4ED


Attn: Financial Department
] INVOICE
Invoicing Period: October 2022 - December 2022 internal/external cost
ORIGINAL No. 007/17012023 date: 17 Jan 2023
Protocol No: TRCA-303
Recepient/Consignee: Vendor:
Name: Comac Medical Ltd. . Name: Healthcare Institution “Grodno University Hospital”
ID No. 103174683 ID No. >
VAT No. BG 103174683 VAT No.
Address: 131 Odrin St., apt.22 Address: 52 Bulvar Leninskogo Komsomola
City: Sofia 1303 City: Grodno
Country: Bulgaria Country: Belarus
IBAN: BG 93 UBBS 8002 140099 4610 IBAN: BY94PJCB36320000001634000978
BIC/SWIFT: UBBSBGSF BIC/SWIFT: PJCBBY2X
Bank: United Bulgarian Bank Bank: "Priorbank" Joint Stock Company |
Bank address: 5, Sveta Sofia St., 1040 Sofia, Bulgaria Bank branch: V. Khoruzhey Str., 31A, Minsk, the Republic of Belarus, 220002
No. Type Quantity Unit Price Total in EUR
1 Annual pharmacy fee 1 430 EUR 430,00
2 Closeout fee ' 1 870 EUR 870,00
- |
3 Archiving fee M 1 870 EUR 870,00
Payment: bank transfer d § Total Invoice price excluding VAT: 2170,00
VAT: -
Total value: 2170,00
) \\ Payment due: 2 170,00
&d,SeVenty EUR
v
A TR N
\\\\\\\Wém Sergey Lazarevich
YN,




Attn: Financial Department

INVOICE
Invoicing Period: September - December 2020 intemal/external cost
QORIGINAL No 001/15032021 date: 15 March 2021
Recepient/Consignee: Vendor:
Name: Comac Medical Ltd. Name: Healthcare Institution “Grodno University Hospital”
ID No. 103174683 ID No.
VAT No. BG 103174683 VAT No.
Address: 131 Odrin St., apt.22 Address: 52 Bulvar Leninskogo Komsomola
City: Sofia 1303 City: Grodno
Country: Bulgaria Country: Belarus
IBAN: BG 37 UBBS 8002 100710 7815 IBAN: BY37 AKBB 3632 5010 0014 7400 0000
BIC/SWIFT: UBBSBGSF BIC/SWIFT: AKBBBY2X
Bank: United Bulgarian Bank Bank: BELARUSBANK
Bank address: 5, Sveta Sofia St., 1040 Sofia, Bulgaria Bank branch: BRANCH Ne 400, Grodno
No. Type Quantity Unit Price Total in EUR
1 Strat up fee 1 3000 EUR 3 000,00
2 Pharmacy fee 1 430 EUR 430,00
3 1502001 S1 1 810 EUR 810,00
4 1502001 S2 1 685 EUR 685,00
5 1502001 A1 1 740 EUR 740,00
6 1502001 A2 1 530 EUR 530,00
7 1502002 screenfail 1 870 EUR 870,00
8 1502003 screenfail 1 870 EUR 870,00
9 1502004 S1 1 810 EUR 810,00
10 [1502004 S2 1 685 EUR 685,00
1 1502004 A1 1 740 EUR 740,00
Payment: bank transfer Total Invoice price excluding VAT: 10 170,00
Tax point: 15.0 VAT:
* Total value: 10 170,00
S Payment due: 10 170,00
In words: Ten Thousaﬁ'm&“urﬂ'ed&ieﬁﬁﬁuﬁh 7
T 07 MRkt
A fid
Chief Physician S.N. Lazarevich




Attn: Financial Department

INVOICE
Invoicing Period: January 2021 - March 2021 internal/external cost
ORIGINAL No. 002/21052021 date: 24 May 2021
Recepient/Consignee: . Vendor: )
Name: Comac Medical Ltd. Name: Healthcare Institution “Grodno University Hospital”
ID No. 103174683 ID No.
VAT No. BG 103174683 VAT No.
Address: 131 Odrin St., apt.22 Address: 52 Bulvar Leninskogo Komsomola
City: Sofia 1303 City: Grodno
Country: Bulgaria Country: Belarus
IBAN: BG 37 UBBS 8002 100710 7815 IBAN: BY37 AKBB 3632 5010 0014 7400 0000
BIC/SWIFT: UBBSBGSF BIC/SWIFT: AKBBBY2X
Bank: United Bulgarian Bank Bank: BELARUSBANK
Bank address: 5, Sveta Sofia St., 1040 Sofia, Bulgaria Bank branch: BRANCH Ne 400, Grodno
No. Type ) Quantity Unit Price Total in EUR
1 1502001 A3 1 515 EUR 515,00
2 1502001 Day 1 Part B 1 450 EUR 450,00
3 1502001 unscheduled visit 21.01.2021 L) 1 565 EUR 565,00
4 1502001 Telephone contact 1 1 170 EUR 170,00
5 1502004 A2 1 530 EUR 530,00
6 1502004 A3 1 515 EUR 515,00
7 1502004 Day 1 Part B 1 450 EUR 450,00
8 1502004 Telephone contact 1 1 170 EUR 170,00
9 1502203 prescreening 1 350 EUR 350,00
10 1502205 prescreening i) 350 EUR 350,00
1 1502206 prescreening 1 350 EUR 350,00
12 1502207 prescreening  /\ 1 350 EUR 350,00
Payment: bank transfer . .| Total Invoice price excluding VAT: 4 765,00
Tax point: . 24.05:20217{ 3 VAT:
RLENC i N Total value: 4 765,00
Payment due: 4 765,00

In words: four thousand seven

red and sixty-five EUR

Chief Physician

SN Lazarevich




Attn: Financial Department

INVOICE
Invoicing Period: April 2021 - July 2021 internal/external cost
ORIGINAL No. 003/10082021 date: 10 Aug 2021

Recepient/Consignee: Vendor:

Name: Comac Medical Ltd. Name: Healthcare Institution “Grodno University Hospital”

ID No. 103174683 ID No.

VAT No. BG 103174683 VAT No.

Address: 131 Odrin St., apt.22 Address: 52 Bulvar Leninskogo Komsomola

City: Sofia 1303 City: Grodno

Country: Bulgaria Country: Belarus

IBAN: BG 37 UBBS 8002 100710 7815 IBAN: BY37 AKBB 3632 5010 0014 7400 0000

BIC/SWIFT: UBBSBGSF BIC/SWIFT: AKBBBY2X

Bank: United Bulgarian Bank Bank: BELARUSBANK

Bank address: 5, Sveta Sofia St., 1040 Sofia, Bulgaria Bank branch: BRANCH Ne 400, Grodno

No. Type Quantity Unit Price Total in EUR
1 1502001 M3 1 565 EUR 565.00
2 1502001 Telephone contact 4,5 1 170 EUR 170.00
3 1502001 M6 1 655 EUR 655.00
4 1502004 M3 1 565 EUR 565.00
5 1502004 Telephone contact 4,5 1 170 EUR 170.00
6 1502004 M6 1 655 EUR 655.00
7 PROTOCOL AMENDMENT FEE AM2 1 215 EUR 215.00

FEE FOR RECONSENT PER PROTOCOL AMENDMENT 1502001 and

8 1502004 AM2 2 50 EUR 100.00

Payment: bank transfer

e Total Invoice price excluding VAT: 3 095.00
Tax point: 10.08.2021 SRR B VAT:
ol Total value: 3 095.00
" Y Payment due: 3 095.00
e.EUR

In words: Three thousand and ninetyfive.

VW s




Attn: Financial Department

INVOICE
Invoicing Period: August 2021 - December 2021 internal/external cost
ORIGINAL No. 004/27122021 date: 27 Dec 2021

Recepient/Consignee: Vendor: !
Name: Comac Medical Ltd. Name: Healthcare Institution “Grodno University Hospital”
ID No. 103174683 ID No.
VAT No. BG 103174683 VAT No.
Address: 131 Odrin St., apt.22 Address: 52 Bulvar Leninskogo Komsomola
City: Sofia 1303 City: Grodno
Country: Bulgaria Country: Belarus
IBAN: BG 93 UBBS 8002 140099 4610 IBAN: BY37 AKBB 3632 5010 0014 7400 0000
BIC/SWIFT: UBBSBGSF ' BIC/SWIFT: AKBBBY2X
Bank: United Bulgarian Bank Bank: BELARUSBANK
Bank address: 5, Sveta Sofia St., 1040 Sofia, Bulgaria Bank branch: BRANCH Ne 400, Grodno
No. Type Quantity Unit Price Total in EUR

1 1502001 Telephone contact 7,5 :| 170 EUR 170,00

2 1502001 M9 1 565 EUR 565,00

3 1502001 Telephone contact 10,5 \ 1 170 EUR 170,00

4 1502004 Telephone contact 7,5 1 170 EUR 170,00

5 1502004 M9 1 565 EUR 565,00

6 1502004 Telephone contact 10,5 1 170 EUR 170,00

7 1502004 Unscheduled Visit (1) 18Nov2021 1 565 EUR 565,00

8 Annual Pharmacy fee 1 430 EUR 430,00

9 PROTOCOL AMENDMENT FEE AM3 1 215 EUR 215,00
Payment: bank transfer X AN Total Invoice price excluding VAT: 3 020,00
Tax point: / \ VAT: —

/ \ Total value: 3020,00
;‘ \! Payment due: 3020,00

In words: Thrée thousand and twehty EUR |

\ |
\ /
Chief Physician\\‘ /' S.N. Lazarevich

174

.\.\ 2

~— ——



Attn: Financial Department

: INVOICE
Invoicing Period: January 2022 - March 2022 internal/external cost
ORIGINAL No. 005/22042022 date: 22 Apr 2022
Recepient/Consignee: Vendor:
Name: Comac Medical Ltd. Name: Healthcare Institution “Grodno University Hospital”
ID No. 103174683 ID No. !
VAT No. BG 103174683 VAT No.
Address: 131 Odrin St., apt.22 Address: 52 Bulvar Leninskogo Komsomola
City: Sofia 1303 City: Grodno
Country: Bulgaria Country: Belarus
IBAN: BG 93 UBBS 8002 140099 4610 IBAN: BY37 AKBB 3632 5010 0014 7400 0000
BIC/SWIFT: UBBSBGSF BIC/SWIFT: AKBBBY2X
Bank: United Bulgarian Bank Bank: BELARUSBANK
Bank address: 5, Sveta Sofia St., 1040 Sofia, Bulgaria Bank branch: BRANCH Ne 400, Grodno
No. Type Quantity Unit Price Total in EUR
i 1502001 M12 1 805 EUR 805,00
2 1502001 Telephone contact 13,5 1 170 EUR 170,00
3 1502004 M12 1 805 EUR 805,00
4 1502004 Telephone contact 13,5 LY 170 EUR 170,00
5 1502001 Unscheduled Visit (1) 2‘],Jéhs?022 1 565 EUR 565,00
Payment: bank transfer f ; Total Invoice price excluding VAT: 2515,00
/ / VAT: -
d Total value: 2515,00
/ Payment due: 2515,00

In words: TwoABasang #ushwgdred afd fifteen EUR

XO0B,, CX
D a e 6!
Q\ pcI?’a b

S.N. Lazarevich




Attn: Financial Department

) INVOICE
Invoicing Period: April 2022 - September 2022 internal/external cost
ORIGINAL No. 006/25102022 date: 25 Oct 2022
Protocol No: TRCA-303
Recepient/Consignee: Vendor:
Name: Comac Medical Ltd. Name: Healthcare Institution “Grodno University Hospital”
ID No. 103174683 ID No. ’
VAT No. BG 103174683 VAT No.
Address: 131 Odrin St., apt.22 Address: 52 Bulvar Leninskogo Komsomola
City: Sofia 1303 City: Grodno
Country: Bulgaria Country: Belarus
IBAN: BG 93 UBBS 8002 140099 4610 IBAN: BY94PJCB36320000001634000978
BIC/SWIFT: UBBSBGSF BIC/SWIFT: PJCBBY2X
Bank: United Bulgarian Bank ) Bank: "Priorbank" Joint Stock Company
Bank address: 5, Sveta Sofia St., 1040 Sofia, Bulgaria Bank branch: V. Khoruzhey Str., 31A, Minsk, the Republic of Belarus, 220002
No. Type Quantity Unit Price Total in EUR
1 1502001 M15 1 565 EUR 565,00
2 1602001 Telephone contact 16,5 1 170 EUR 170,00
3 1502001 LTV 1 640 EUR 640,00
§
4 1502001 PTV 1 495 EUR 495,00
5 1502001 Telephone contact 12Aug22 1 170 EUR 170,00
6 1502004 M15 1 565 EUR 565,00
7 1602004 Telephone contact 16,5 1 170 EUR 170,00
8 1502004 LTV 1 640 EUR 640,00
9 1502004 PTV 1 495 EUR 495,00
10 15602004 Telephone contact 12Aug22 1 170 EUR 170,00
Payment: bank transfer -~ Total Invoice price excluding VAT: 4 080,00
VAT: -
Total value: 4 080,00
Payment due: 4 080,00

L

_____Sergey Lazarevich




TRCA-303/Institution Contract/ TRCA-303//loroBop ¢ yupexaeHueM

CLINICAL SITE AGREEMENT

SPONSOR: Tricida, Inc., located at: 7000
Shoreline Court, Suite 201, South San
Francisco, CA 94080, USA

Protocol No: TRCA-303
(“the Protocol”)

“A  Phase 3b, Randomized, Double-blind,
Placebo-controlled Study to Evaluate the Efficacy
and Safety of TRC101 in Delaying Chronic
Kidney Disease Progression in Subjects with
Metabolic Acidosis” (Protocol Number TRCA-
303)” (the “Study*)

THIS  CLINICAL  SITE = AGREEMENT
(hereinafter “Agreement”) is made by and between

(1) Tricida, Inc., located at: 7000 Shoreline Court,
Suite 201, South San Francisco, CA 94080, USA
hereinafter "SPONSOR"

and

(2) Healthcare Institution “Grodno University
Hospital” located at 52 Bulvar Leninskogo
Komsomola, 230017 Grodno, Republic of Belarus,

represented by Head Doctor Sergey Lazarevich

hereinafter "Institution”

WHEREAS
(1) The SPONSOR is in the business of
innovating and developing pharmaceutical

products;

(2) “COMAC MEDICAL” Ltd., Company ID
No 103174683, with headquarters: 131, Odrin
St., Sth floor, 1303 Sofia, Bulgaria (hereinafter
“COMAC”) has been retained by SPONSOR to
perform clinical research organization services

JOT'OBOP C YUYPEXXJIEHUEM O
MMPOBEJEHUU KIIMHUYECKOI'O
HNCCIEJOBAHMA

CIIOHCOP: KOMITaHUS Tricida, Inc.,
pacnonoxenHad no aapecy: 7000 Shoreline Court,
Suite 201, South San Francisco, CA 94080 (CILIA).

Iporokoesa Ne TRCA-303
(manee — «IIpoTOKOJI»)

PangomusupoBanHoe, 1are0o0-KOHTPOIUPyEMOe
uccienopanre (azpl 3b TBONHON aHOHUMHOCTH IS
orieHKH 3¢ dekTrBHOCTH U O6e30macHocTd TRC101 B
3aMEUICHHN  TPOTPECCHPOBAHUS  XPOHUYECKOTO
3a00JIeBaHuUs TIOYEK Y MAIIMCHTOB ¢ META0OIHYECKUM
anuno3oMm (Homep nportokona: TRCA-303) (nanee —
«HMccaenoBanme»)

HACTOSIILMHN JOIOBOP C VUPEXJIEHUEM O
IMMPOBEJJEHUU KIIMHUYECKOI'O
NCCIIEAOBAHUS (manee — «JloroBop») 3aKiroucH
MEXTY

(1) xowmmanueit Tricida, Inc., pacmoioxeHHON TI0
aapecy: 7000 Shoreline Court, Suite 201, South San
Francisco, CA 94080 (CIIIA),

naitee — «CIIOHCOP»;
"

(2) YupexxnenueMm 3apaBooxpaHeHus: «I'pogHeHcKas
YHUBEPCUTETCKAsl KIMHHKa», 3apEerHCTPUPOBAHHBIM
o azapecy: 0-p Jlennnckoro Komcomona, 52, I'posHo,
230017, Pecmy6nuka bemapych, B smume InaBHOTO
Bpaua Jlazapesnu Ceprest Hukonaesmuua,

Jlajnee — «YupexKIaeHue».

I[TOCKOJIbKY

(1) CIIOHCOP ocymecTBiaseT OEATEABHOCTh B
chepe pa3paboTKu 5 CO3JaHUN HOBBIX
JICKapCTBEHHBIX CPE/ICTB;

(2) xomnamus COMAC MEDICAL Ltd., MHH:
103174683, anpec romoHoro ogwuca: 131, Odrin
St., 5th floor, 1303 Codus, Bonrapus (mamee —
«COMAC»), oputa nansta CIIOHCOPOM nus
OKa3aHUsl YCIYr B KadeCTBE WCCICIOBATEIIbCKON
OpraHM3allid B paMKax  BBIIICHA3BAaHHOTO

1




TRCA-303/Institution Contract/ TRCA-303//loroBop ¢ yupexaeHueM

regarding the Study, said Study to clinically
evaluate the Study drug, TRC101 (the “Study
Drug”) and COMAC has entered into an
agreement with SPONSOR concerning the
management, funding and administration of the
Study, including a limited power of attorney
authorizing COMAC to sign Clinical Site
Agreements on behalf of SPONSOR (evidence
of such limited power of attorney shall be
provided to the Institution);

(3) SPONSOR, wishes to conclude an agreement
with Institution whereby the Institution gives its
consent to such a Study being conducted by
Principal Investigator using Institution’s personnel
and facilities;

(4) Before commencement of the Study, the
Institution shall issue an order approving a Study
Team, including a person responsible for
conducting the Trial (“Principal Investigator”) and
his/her obligations to conduct the Study using the
Institution premises.

The Study shall be carried out at Institution’s

facilities: Healthcare  Institution “Grodno
University Hospital” located at 52 Bulvar
Leninskogo = Komsomola, 230017  Grodno,
Republic of Belarus

COMAC has agreed to participate in the Study by
rendering its services. The Institution has agreed to
provide the necessary
necessary to conduct the Study. The parties hereto
agree to the following:

services and facilities

Section 1. Conduct of the Study
Study Protocol

The nature and scope of the Study are described in
the Protocol. The Protocol, including any
amendments, constitutes an integral part of this
Agreement and is incorporated into this Agreement
by this reference. In case of any inconsistency
between this Agreement and the Protocol, the

UccnenoBanusi, CBsI3aHHBIX C  IPOBEICHUEM
KIIMHUYECKON OIIEHKH HCCIIeyeMOTo TMpernapara
TRCI101 (manee — «ucciemyeMblil mpemapar»), U
COMAC BCTyIIuJIa B COTJIAllICHNE co
CIIOHCOPOM, KOTOpOE IpeayCMaTpUBaeT
(mHaHCHpOBaHMe U yrpaBieHue MccnenoBanuem, ¢
BbIJJauel CHEUMATbHONW JOBEPEHHOCTH, COTJIACHO
kotopoit COMAC ynonHOMOYeHa MOIIUCHIBATH
JIOoTOBOPEI € HCCIENOBATEIBCKUMH YUPEIKACHUIMU
O TMPOBEACHWU KIMHUYECKUX HCCIEAOBAaHUN OT
nmvenn  CIIOHCOPA  (Yupexnenuro  Oyzaer
MPEIOCTAaBIEHO TOKYMEHTAIbHOE MOATBEPKIACHHE
BBIJIa4X TaKOW CHEIMaIbHON JOBEPEHHOCTH);

(3) CIIOHCOP mnamepeH 3akiIOUdTh JIOTOBOP C
YupexaeHnueM, Ha OCHOBaHHUH KOTOPOTO YUpexKJIeHUE
Jaer corjacue Ha mpoBeneHue HccnemoBaHus
['maBHBIM  uccrefoBaTenieM  C  NPHUBICYCHUEM
MepcoHaia YUpeXJeHUs ¢ HCIOJIb30BAaHHEM €ro

UHQPACTPYKTYPHI;

(4) mo nauana MccrenoBanusi YUpeKICHUE YTBEPIUT
HccnenoBarensCcKyio Tpymiry, BKIIOYas KaHAWAATYPY
JuIa, OTBedYarouero 3a mnposeAcHue HccnenoBaHus
(manee — «['maBHBIN HCCIEOOBATEIb»), U €ro (ee)
o0s3aTenpCcTBA MO TpoBeAeHHI0 VccnenoBaHus c
WCIIOJIb30BaHUEM HH(MPACTPYKTYPHI Y UPEKICHUS.

UccnepoBanme  Oynmer  mpoBeneHo  Ha — Oase
VupexeHust: VupexaeHue — 3IpaBOOXPAHCHUS
«['ponHeHcKast YHHBEPCHTETCKAs KJIMHHKa»,

3apETUCTPUPOBAaHHOE TIO aapecy: O-p JleHwmHCcKOrO
Komcomoma, 52, I'pommo, 230017, PecmyGnuka
benapycs.

COMAC cornmacHa ydactBoBate B lccnenoBanun
MOCPENCTBOM OKa3aHHUsl CBOMX YCIYT. YUpexIeHHE
COIJIaIIACeTCs MPEOCTaBUTh HEOOXOOUMBIE YCIyTH H
uHQpacTpykTYypy mMid IpoBeneHus IccinenoBaHus.
[IpuHUMas BO BHUMaHHUE BBIIIEU3I0KEHHOE, CTOPOHBI
JIOTOBOPHJIMCH O HIDKECIIEAYIOLIEM:

Paznen 1. IlpoBenenne ucciienoBanust
I[IpoToxo ucciaenoBanus

Lemu u 3amaun MccnemoBanus chopMyJIMpOBaHbI B
[Iporokone. IlpoTtokos, BKItodYas JTOOBIC ITOTPABKH,
SIBIISIETCS.  HEOTBEMJIEMOM  4YacThl0  HACTOSIIETO
HoroBopa u BkmoYeH B coctaB  Jloroopa
MTOCPEICTBOM JTOM CCBUIKM. B ciiydae moOBIX
HecooTBETCTBUH Mexay Jloroopom u IIpoTokonom
JloroBop TNpu3BaH pPEryIupoBaTb KOMMEpUECKHE H
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terms of this Agreement will govern with respect
to commercial and contract terms but the Protocol
will govern with respect to the conduct of the
Study and with respect to serving the best
interests of the welfare of the Subjects (as defined
below).

1.2 Regulatory Framework
The parties agree that the Study will be conducted

in accordance with the following, to the extent
applicable, which shall collectively be referred to
hereinafter as “Applicable Laws™:

e the Declaration of the Helsinki World Medical

Association ~ Recommendations  Guiding
Physicians in Biomedical Research Involving
Human Subjects including amendments as set

out in the Protocol,

e the ICH Harmonised Tripartite Guideline,
Guideline for Good Clinical Practice,
E6(R2) dated 9 November 2016;

¢ the applicable requirements of the United
States Food and Drug Administration,

e the 2001/20/EC  of the
European Parliament and of the Council
of 4 April 2001 on the approximation of
the laws, regulations and administrative
provisions of the Member States relating
to the implementation of good clinical
practice in the conduct of clinical studies
on medicinal products for human use, as
amended or repealed by a subsequent
legal act,

Directive

e EU GCP Directive (2005/28/EC),

e the Technical Code of Practice 184-2009
(02040) “Good Clinical Practice ©,
approved by the Decree of the Ministry
of Health of the Republic of Belarus of
May 7, 2009 Ne 50 (as amended),

JIOTOBOpHBIC ycioBus, a [IpoTtokon ompenenser
ycnoBusl nipoBeieHusa MccnenoBaHus U JEWCTBYET B
LEesIX  3allUThl  WHTEPECOB W oOecreueHUus
Onmaromonyuusi cyObekToB HccinenmoBanus — (cMm.
ONpeIeICHUE HUXKE).

1.2 HopmatuBHO-IpaBoBas 6aza

Croponsl cornamratorcs, uro MccnemoBanue OynmeT
MIPOBOJUTECSI B COOTBETCTBUU C HUDXKECIICTYIOIIUMU
HOpMaM# (HAaCKOJBKO 3TO MPUMEHUMO), KOTOphIE B

COBOKYITHOCTH UMEHYIOTCS B JaTbHENTIIEM
«IIpuMEHUMBIE 3aKOHBI»:
e XenmbCHHKCKas  JEKNapaiys, pa3paboTaHHas

Bcemupnoit MeqUIIMHCKOM accolMaluu, KOTopas
COJICPKUT HAOOpP TPUHITUIIOB U PEKOMEHIAIUI
UL Bpadedd B 00jacTH  OMOMEIHUIIMHCKHUX
HCCIICIOBaHUN Ha YeJIOBEKE, BKJIIOYAs
MONPABKHU, U3N0KEeHHbIE B [IpoTokoe;

®  COrJIaCOBaHHOE TPEXCTOPOHHEE
PykxoBoACTBO 10 HajJIeKalllel KITMHUYECKOU
MpaKTUKe MexTyHapOTHOTO COBETA 110
rapmonmzaruu (ICH) B popmare E6(R2) ot
9 HOs10ps 2016 T.;

® [pUMEHUMBbIE TpeOOBaHHS YIIPABICHHUS IO

CaHUTApHOMY Haa30py 3a Ka4€CTBOM
IMUIOCBBIX TMPOAYKTOB W MCEIUKaMCHTOB
CIIA;

e JlupextuBa Ne 2001/20/EC EBpomeiickoro
napiamenTa 1 Coera ot 4 anpens 2001 . o
cOMmmKeHnn 3aKOHOB, HOPM 51
aJIMMHUCTPATUBHBIX  TIOJOXCHHN  CTpaH-
yagactHUI EC, OTHOCSIHUXCS K IPUMEHEHHUIO
HaaJexKalel KIMHUYECKOW TMPaKTUKU B
X0JIe MPOBEICHUS KIIMHUYECKHUX
WCCJICIOBAHUIN JICKAPCTBEHHBIX CPEACTB IS
MEIIUITMHCKOTO TIPUMEHEHHMS, C TIOTPaBKaMH,
BHECEHHBIMH WIN OTMEHEHHBIMH
MOCIIEAYIONTUM TIPABOBBIM aKTOM;

o JlupextuBa EC 0 Hammexamei KIMHIIECKON
npaktuke (2005/28/EC);

e TexHu4yecKMH  KOJAEKC  YCTAaHOBUBLICHCS
npaktuku 184-2009 (02040) «Hamnexarmas
KIIMHUYECKas TPAKTUKa», YTBEPXKICHHBIN
MpUKa30M MUHHUCTEPCTBA 3APaBOOXPAHCHUS
Peciyommku  benmapyce ot 7 mas 2009 r.,
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e the applicable national, state or local

legislation on public health and

pharmaceuticals,
e the Protocol,
e any specific Study instructions issued by
SPONSOR (“Instructions”).
e any other pertinent laws, rules,
regulations, requirements and guidelines
that govern or apply to the conduct of the

Study.

1.3. General Duties and Obligations

Wherever, in this Agreement, reference is made to
obligations which are incumbent on the Principal
Investigator only, such reference is intended for the
purpose of informing the parties to this Agreement
accordingly.

The Institution undertakes to create all necessary
conditions allowing for the Principal Investigator
to make use of all necessary equipment, medical
apparatus and premises, and Institution personnel
and staff which will enable her/him to carry out
the Study and to render all necessary medical
services to patients participating in the Study.

The Institution will promptly inform COMAC and
SPONSOR about all changes of personnel,
facilities and clinical research methods at the
Institution that may affect the Study.

the
Institution’s

Principal  Investigator, and
Investigator’s  and/or personnel
involved in the Study, if so requested by
SPONSOR, shall attend any investigator meetings

that may be organised for the benefit of the Study.

Principal

If Institution is required to authorise the attendance
of the personnel at such meetings, then this
authorisation shall not be unreasonably withheld or
delayed.

In the event Principal Investigator becomes either
unwilling or unable to perform the duties required

Ne 50 (B mocnenHelt peakiym);

® IIPUMCHHMOC HaIlMOHAJIBHOC,
roCcyaapCTBEHHOC i MCCTHOC
3aKOHOAATCIbCTBO B obmactu

30paBOOXpaHEHUs U (hapMalleBTUKY;
e [Ipotokom;

e 00bIC  CHCIMANbHBIE HHCTPYKIUU 10
MPOBEJICHUIO UccnenoBanus,
MIPEAOCTaBIICHHBIC CIIOHCOPOM
(«AHCTPYKIMA»);

® yHBIC NPUMCHUMBIC 3aKOHBI, I[IPaBHJIA,
MOJIOKEHUS, TPeOOBaHMSA U PYKOBOJACTBA,
KOTOpBIE pPETyIHpYIOT MpPOBEICHIE
UccnemoBanuss wim  JACHCTBYIOT B €ro
OTHOIIICHUH.

1.3. O6mme 00s3aTEILCTBA

Bce ccpiiku, npuBeneHHble B HactosieMm Jloropope
Ha 00s3aTeNnbCTBA, MPHUHAIECKAIIE UCKITIOYUTEITHHO
['maBHOMY wWccienoBaTento, MpeaHa3HAYCHB IS
Iesieil COOTBETCTBYIOIIETO WH(GOPMHUPOBAHUS CTOPOH
Horosopa.

YupexaeHnue o0sA3yeTcss co3aTh Bce HEOOXOIUMEIE
YCIIOBHS, TO3BOJISIONINE [ JTaBHOMY HCCIIEOBATEINIO
HCIIOJIb30BATh HEo0XOoaMMOe o0opynoBaHue,
MEJIMIIUHCKYIO almnaparypy ¥ MOMEIICHUs, a TaKxke
MPUBJIEKATh COOTBETCTBYIOIIMN TEPCOHAT W KaAphI
JUTs TipoBezicHus VccieoBaHus U MPeIOCTaBICHUS
HEOOXOJUMOTO  MEIUIIMHCKOTO  OOCIY>KUBaHUS
naryeHTaM, Y9acTBYIONHM B MccieoBanuy.

VYupexaenue o0s3yeTcsi onepaTuBHO UHHOPMUPOBATD
COMAC u CIIOHCOPA 000 Bcex HW3MEHEHHUSX,
BHOCHMBIX B IUTATHOE pacnucaHue, UHPpacTpyKTypy
W METOZBI MPOBEACHUSI KITMHUUECKUX HCCIICAOBAHUN B
VYupexaeHnH, KOTOpbhle MOTYT IOBIMATH Ha XOf H
pe3ynbTarsel MccnenoBanust.

I'maBHBII wucchenoBaTenb, a TaKkKe COTPYIHUKH
I'maBHOrOo wuccnenoBarenss u (WiIM) YUpexXICHUS,
yuacTByromue B MccnenoBaHuM, IO TpeOOBAHUIO
CIIOHCOPA nomkHBI MPUCYTCTBOBAaTh Ha JIIOOBIX
BCTpeYax, MPOBOAUMBIX C HCCIEAOBATENEM, KOTOpbIE
MOIyT  OBbITb ~ OpraHM30BaHbl B  HHTEpecax
UccnenoBanmst. Ecnum ot YupexxaeHuss Tpebyercs
paspelieHre Ha NPUCYTCTBUE €ro IEpcoHana Ha
YKa3aHHbIX  BCTpEYaX, IPEIOCTaBJICHUE  TaKOIo
paspeuieHHs HE JODKHO OBITh  HEOOOCHOBAaHHO
OTJIOXKEHO WM 33AepKaHo.

B cnyuae ecnu I'maBHBIA HccienoBaTesb HE >KeJaeT
WA HE  MOXET  HWCHOJNHATh  00S3aTebCTBA,
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by this Agreement, the Principal Investigator will
inform COMAC and SPONSOR in writing within
3 days. The Principal Investigator shall endeavour
to promptly appoint a replacement that is
acceptable to SPONSOR.

Institution shall carry out the Study using staff,
including Principal Investigator, sub-investigators,
employees, agents, faculty and contractors
(collectively “Study Team”) that are fully qualified
and trained and able to complete the Study in a
safe, professional and lawful manner. Institution
shall ensure that the Study Team shall comply with
the terms of this Agreement and Applicable Laws.
In particular, but in no way a limitation of the
foregoing, the Institution agrees to be responsible
and liable for the compliance by the Principal
Investigator with the terms of this Agreement,
including the performance of all Principal
Investigator responsibilities and/or obligations as

set forth herein.

shall
facility

Institution and Principal
the Study at

referenced in the submission to the EC and
applicable regulatory authority or as otherwise
agreed by SPONSOR and approved by the EC.
No other facility may be used for the Study unless
approved by the Parties, the EC and the
competent regulatory authorities, as required by

Applicable Laws.

Investigator

conduct Institution’s

Institution confirms that the Study Team
members are employees of or consultants to
Institution. Institution and Principal Investigator
shall ensure that, during the term of this
Agreement, all Study Team members are in good
professional standing, qualified to perform their
Study-related activities, and have and maintain
the appropriate licenses, education, training and
experience for their Study-related activities.
Institution and Principal Investigator shall ensure
that, prior to their participation in the Study, all
Study Team members: (A) are informed of their
obligations under this Agreement, have
completed the required training and demonstrated
by the agreed training records and have signed the

MpelyCMOTpEHHBIE HacTosmuM Jorosopom, ['maBHbIH
WCCIeIoBaTeNlb JOJDKeH IHMCHbMEHHO YBEIOMHUTH O
ceoeM peuieHnn COMAC u CIIOHCOPA B Teuenue
3 mHeii. ['maBHBIA  wWccnenoBaTenb — 00s3yeTCs
OIEpaTHBHO HaWTH cebe 3aMeHy H Ha3HAYHUTh
COOTBETCTBYIOIIIEE JIMIIO, KaHAUAATypa KOTOPOTO
oynet npuemiiema st CIIOHCOPA.

Yupexxnenue o0s3yercss mpoectn McciemoBanue ¢
MPUBJICYCHUEM COOCTBEHHOTO TIEPCOHANA, B TOM
yuciae ¢ ydacTMeM [ JlaBHOTO — UWccienoBaTeds,
COMCCIICZIOBATEIICH, COTPYTHUKOB, arc¢HTOB, HAYYHBIX
pabOTHHUKOB W TOAPSIINKOB (COBMECTHO MMEHYEMBIX
«HccnenoBarennsckasi Tpymma»), KOTOPbIE O0JamaroT
HEOOXOAVMMBIMYM 3HAHMSIMA W KBaTA(UKAIUEH U
CrocoOHBI MpoBecTH VccenoBaHue B COOTBETCTBHUH C
TpeOOBaHWSAMH OE30MacHOCTH, MPOECCHOHATBLHBIX
CTaHAAPTOB W  TIOJIOKEHHWH  3aKOHOJATENIhCTBA.
YupexxneHrueM JIOJDKHO 00eCIeYuTh  COOIOICHIE
ycinoBuil  Hacrosiero Jlorosopa u IIpumeHHMMBIX

3aKkOHOB. B YaCTHOCTH, 0e3 OFpaHI/I‘leHI/If/’I JJIA
BBIINICHU3JIOKCHHOI'O quemeHI/Ie HECCT
OTBCTCTBCHHOCTH 3a CO6JHOI[CHI/IC I'maBHBIM

WCCIIeIOBaTeNIeM YCJIOBHM Hacrtosiiero Jlorosopa,
BKJIFOYAsl BBIIIOJIHCHHWE [JIaBHBIM HCCIIEOBaTEICM
BcexX TpeOoBaHMA U (M) 0053aTEIIECTB, N3IOKEHHBIX
B Jlorosope.

Yupexaenue u [ TaBHBIN HcCeqoBaTellb 00I3YIOTCS
npoBectn MccnenoBanue Ha 0ase YupexaeHUs,
YKa3aHHOTO B JOKYMEHTAIMM, NPEACTaBICHHOH B
KOMHUTET 10 JTHKE W  COOTBETCTBYIOIIWI
perynupyomuit opras, ecnu WHOE HE
npenycmorpeHo CIIOHCOPOM u He onmoGpeHo
KOMHUTETOM MO 3THKE. J[pyroil oObEeKT HE MOXKET
WCTIONB30BAaThCS s poBeneHus MccnenoBanus 6e3
cornacus  CTOpOH, KOMHUTETa MO OTHKE U
KOMIIETEHTHBIX ~ PETYJUPYIOIIUX  OpPraHoB B
COOTBETCTBHH C [ [puMEHNMBIMU 3aKOHAMH.

VYupexaeHue MOATBEPKIACT, YJICHBI
HccnenoBarenbckoi rpyMNIbl SIBJISIFOTCS
COTPYAHUKAMHU WM KOHCYJIbTAHTAMHU YUPEKICHIS.
VYupexnenue u [1aBHBIN UcclienoBaTeNb 00S3YIOTCS
obOecrieunTh, 4YTOOBI B TEYCHHWE CPOKa JEHCTBUS

4qTo

HACTOSIIETO JHorosopa BCE YIICHBI
HUccnenoparenbckoit TPYIIIbI oOnamanu
HE00XO0TUMBIM Mpo¢heCCUOHANTH3MOM u
KBaNMpUKauei TUISt OCYIIECTBIICHHUS
HCCIIEIOBATENBCKOM JIESITENBHOCTH, a TaKKe WMENN
JEHCTBYIOIIHE JUTICH3WH, JIOKYMEHTBI 00
obpazoBaHMM ¥ OOYYCHHMH H TPEeOYyEMBIH OIIBIT
paboThl  JUIS  OCYIICCTBICHHS  JESATEIBHOCTH,

npeaycMmoTpenHoit MccnenoBanuem. YdupexacHue u
I'maBHBIA ucclie0BaTENb 00ECIICUNBAIOT, YTOOBI 10
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agreed delegation of authority record, and agree
that their participation in the Study will at all
times be under the direct supervision of Principal
Investigator, (B) are bound by obligations of
confidentiality and non-use consistent with the
intent and terms of this Agreement, and (C) have
assigned or have an obligation by written
agreement or Institution policy to assign to
Institution all intellectual property rights
(including know how) they might have in Study
Results and Inventions (each as defined below) as
required for Institution to fulfil its obligations
under this Agreement. Institution and Principal
Investigator shall be responsible for the Study
Team’s compliance with this Agreement, and any
failure by Study Team to perform or satisfy a
term of this Agreement will be deemed a breach
of this Agreement by Institution.

Institution shall not change the manner in which the
Protocol is carried out unless agreed upon in
writing in advance by SPONSOR and the
applicable ethics committee, except in the event
and to the extent necessary to eliminate apparent
immediate hazards to Subjects, and in such an
event, Institution shall notify COMAC and
SPONSOR immediately.

Institution and Principal Investigator shall not
perform additional research on Subjects during
the conduct of the Study, unless it is approved in
advance in writing by SPONSOR and
documented as a companion protocol or an
amendment to the original Protocol. Such
prohibited research activities include analyses of
Biological Materials (as defined below) from
Subjects for any non-therapeutic purpose.
Institution and Principal Investigator further agree
that no additional research may be conducted
using the Study Drug, unless it is approved in

HETOCPe/ICTBEHHOTo yuacTus B McciaemoBaHum Bce
qieHsl  MccnemoBaTenbcko rpymmbl:  (A)  ObLIH
MpouH(GOPMHUPOBAHEI O CBOMX 0053aTEIHCTBAX I10
HacTtosmeMy JloroBopy, MpoOIUIM HEOOXOAUMYIO
MMOATOTOBKY, TIOJTBEPKAAEMYIO COOTBETCTBYIOIIUMHU
COTJIACOBaHHBIMHU JTOKYMEHTaMH, MO AT CAITN
HEOOXOMUMBIH  JOKYMEHT O  JICTICTHUPOBaHUU
MOJTHOMOYHI W JIali CBOE COTJIACHE Ha TO, YTO WX
pabora B pamkax HccnemoBaHuss OymeT MOMJICKATH
KOHTPOJIFO CO CTOPOHBI [JIaBHOTO WHCCemoBaTes;
(B) ObUIH cBsI3aHBI 00S3aTEILCTBAMH O COOJIIOICHHH
KOH(UICHINATHHOCTH u HEHUCTIOJIh30BaHUU
KOHQUJICHIIATEHOW HHPOPMAILIUN B COOTBETCTBHH C
LEeNbI0 M YyCIHOBUMsSIMH Hactosimiero JloroBopa; a
take (C) mepemamu wim oOsS3aIMCh TIepenaTh

quemz[eHH}o Ha OCHOBaHHUHU IIMCBEMCHHOTI'O
COorjialmcCHus nin BHyTpeHHeﬁ IMOJINTUKH
quencz[e}mﬂ BCC InpaBa Ha O0OBEKTHI

WHTEJUICKTYalIbHON COOCTBEHHOCTH (BKJIIOYAs HOY-
Xay), KOTOPHIMH OHHM MOTYT 0O0JiafiaTh B BHJE
pesynbratoB MccrnenoBanus W W300peTeHMA (CM.
OTIpe/IeTICHHS HIUKE), JUTS BBITIOTHEHUS
VYupexaeHueM CBOMX 0053aTeNbCTB MO HACTOSIIEMY
HoroBopy. Yupexnenue u ['maBHBIN uccienoBaTeilb
HECyT OTBETCTBEHHOCTh 3a coOmoienne
HccnenoBarenbckoi TPymNIol ycloBU HACTOSIIETO
Horosopa; moboe HEBBITIOJIHCHHE I
HecoOmoaenue  MccnmemoBaTenbckoil — rpymmoin
roytoxeHui JloroBopa OymeT pacleHHBAThCSI KaK WX
HapylICHUE YUpeKACHUEM.

VYupexaeHue HEe  BOpaBe  H3MEHATh  MOPAIOK
ncnionHenus [Iporokoma, ecnmu CIIOHCOPOM wu
COOTBETCTBYIOIIIUM  KOMHUTETOM 10 J3THKE B

MUCBMEHHOM BHJIE TMPEIBAPUTEIILHO HE COIIACOBAHO
WHOE, 3a WCKIIOYCHHEM CIy4acB BO3HMKHOBCHUS
HETIOCPE/ICTBEHHONH ~ OMAacHOCTH Ui CYOBEKTOB
UccnenoBanuss u B TOM Mepe, B Kakod 3TO
HEOOXOAMMO JUISI YCTPAaHEHUS TaKOH OIACHOCTH; B
YKa3aHHBIX OOCTOSATEIILCTBAX YUPEKICHUE TOIDKHO
HE3aMEJIUTETFHO YBEAOMUTh O CBOEM pEIICHUU
COMAC u CITOHCOPA.

VYupexnenuto u  [7aBHOMy — HccieIoBaTemto
3aIpeIeHo MIPOBOJIUTH JIOTIOJIHUTEINIBHBIE
UCCIIEIOBAHUS Ha CYyOBEKTaxX B paMKax IPOBEICHHUS
HccnenoBanusi, eciii OHU NpeABAPUTENBHO HE ObLIH
onoopensl B mucbMeHHoM Bune CIIOHCOPOM u He
ObuIH 33JOKYMEHTHUPOBaHbI B KayecTBe
COIIyTCTBYIOIIEIO IPOTOKOJA WM IONPaBKU K
ucxognomy Ilporokomy. K Takoil 3ampemnieHHON
UCCIIEIOBATENbCKON  NEATENbHOCTH  OTHOCHUTCSA
[IPOBE/IeHHE aHajlu3a OHOJIOTHYECKUX MaTepHajoB
(cM. ompeneneHHe HUXKE), B3ATHIX Y CyOBEKTOB
HccnepoBanusi, B JIOOBIX  HETEPANEBTHUECKUX
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advance in writing by SPONSOR and subject to
this or another agreement between Institution and
SPONSOR.

The Principal Investigator and any sub-
investigators will complete and sign a financial
disclosure form when reasonably requested to do
so by SPONSOR or its designee and will
promptly update such forms as needed to
maintain their accuracy and completeness during
the Study and for one year after the completion or
termination of the Study. The Institution agrees
that any payments made under this Agreement
will be disclosed to the local regulatory
authorities by SPONSOR or its designee as
required under the EFPIA (European Federation
of Pharmaceutical Industries and Associations)
Disclosure Code or equivalent applicable
legislation.

1.4 Ethics Committee/ Review Board / Regulatory
Authority Approval / Notifications

SPONSOR or their designee shall make the
necessary submissions or notifications to the
regulatory  authorities in accordance with
Applicable Laws; provided, however that
Institution and Principal Investigator shall, and
shall ensure that Study Team shall, provide all
notifications regarding this Agreement and
payments hereunder, and obtain and maintain all
authorizations from the applicable regulatory
authorities and professional organizations that
Institution, Principal Investigator or Study Team
are required to provide or obtain by Applicable
Laws. The Study may not commence until the
Principal Investigator and the Institution has been
informed by SPONSOR or its designee in writing
that the authorities have given their authorization.

uensix. YupexzaeHue W [ naBHBIM uccCienoBaTelb
TaKKe COTJIAMIAIOTCS C TEM, 4TO IIPOBEICHUE
JIOIIOJHUTCILHBIX UCCIICAOBAaHMI C UCIOJIb30BaHUEM
Uccnegyemoro mpemapara 3ampelieHo, €ClId OHU
MIpEABAPHUTEIHLHO HE 00OPEHBI B TUCHMEHHOM BHIC
CIIOHCOPOM wu He SABISIOTCS TPEIMETOM 3TOTO
unu apyroro JloroBopa Mexay VYUpexXICHHUEM U
CIIOHCOPOM.

I'maBHBIN HCCIIeIOBATENIb u JIIO0BIE
COMCCJICIOBATEN  3allOJNHSIIOT W IOJAIUCHIBAIOT
dhopmy puHAHCOBOI OTIETHOCTH IO 0OOCHOBAHHOMY
TpeOOBAHUIO CIIOHCOPA WA ero
YIOJHOMOYEHHOTO TPEJICTABUTENS W OIEPaTHBHO
OOHOBIISIOT Takue (POPMBI IO Mepe HEOOXOTUMOCTH
B xone MccrenoBanus W B TEUEHHE OJHOTO Toja
MOCIie €r0 3aBEpIICHUS WM TIPEKpalleHUus s
COXPaHCHUS TOYHOCTU U TIOJIHOTHI MPHBEICHHOW B
HUX UHQOPMAITUH. YUpexJICHHE COTIAIIACTCS C TEM,
YTO CBEJCHUSI O JIIOOBIX TUIATEXKAX, MPOU3BEICHHBIX
no Hacrosimemy JloroBopy, OyayT cooOLIeHBI B
MecTHBIE perynupytonue opransl CIIOHCOPOM
WIH €ro YIOJHOMOYEHHBIM TIPEJCTaBUTEIEM B
cooTBeTCTBHH ¢ TpeboBaHusAME Kojekca pacKpbITHS
nHpopMaru EBponeiickoit dheneparuu
(hapMareBTUIECKUX TTPOU3BOIUTENICH M aCCOIMAIIHA
(EFPIA) wunum  SKBHUBAJEHTHOTO  NPUMEHHUMOTO
3aKOHO/IaTeNIbCTBA.

14 Komurer 10 OSTHKE. OKCHEPTHBIA  COBET
opraumszaimy. OnoOpeHne PEryaupyIOIINX OpraHoB.
VBeoMIIeHUS

CIIOHCOP WIn ero YTIOJIHOMOYEHHBIN
MPEICTaBUTEIb 00S3YIOTCS HAIIPABJIATH HEOOXOANMBIE
YBEIOMJICHHSI WM JOKYMEHTBI B PpEryJIHpYIOIIHe
OpraHel B COOTBETCTBHHU C lIprMEHMMBIMH 3aKOHAMU
IIPU YCIOBHH, 4YTO YUpexJaeHHe W [ J1aBHBIN
nccaeaoBarens OyayT HampaBisaTh (Wiw obecrieyaT
ux ortnpaBky HccnemoBaTenbCckoil rpynmnoil) Bce
YBEIOMJICHHS B OTHOILIEHHMM HacTosimero Jlorosopa
W TUIaTeXXeld Mo HeMmy, a TakKe moiydaT u OyayT
UMETh JIeHCTBYIOIIHE paspemieHus oT
COOTBETCTBYIOIIMX PEryJUpPYIOIIUX OpraHoB U
npo¢eCcCHOHATBHBIX OpraHu3anui, KOTOpBIE
VYupexnenue, [naBHBI  HccienoBaTeNnb — WIA
HUccnenoBarenbckas rpyimna o0s3aHbl MPEJOCTABUTh
WIH TIONYYUTh B COOTBETCTBUHU C [IpuMeHUMBIMU
3aKkoHaMu.. MccrenoBanre He MOXKET OBITH HAYaTO A0
Tex mnop, Tnoka ['naBHBI wHccienoBarenb U
Vupexaenne He  OyayT — mpoMH(QOPMHPOBAHBI
CIIOHCOPOM wm  ero  yHOJTHOMOYCHHBIM
MpeACTaBUTENEM B MMCHbMEHHOH (popMe 0 moryueHnn
COOTBETCTBYIOIIEIO  Pa3pellieHHss CO  CTOPOHBI
KOMIIETEHTHBIX OPTaHOB.
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The Principal Investigator shall provide
SPONSOR or its designee with all documentation
required for submission to the ethics committee(s)
governing the site. SPONSOR or its designee
shall obtain the written approval of this ethics
committee prior to commencement of the Study.
The Institution warrants that any conditions of
approval imposed by the ethics committee shall
be adhered to by it, including Study Team.

Where applicable, the Institution shall provide
any reports/updates, which are at its disposal,
required by the ethics committee and shall
provide COMAC/SPONSOR with copies of all
documents.

1.5 Subject Information and Informed Consent

The Principal Investigator shall ensure that, prior
to the screening and treatment phases of the
Study, the nature, significance, implications and
risks of the Study are explained in detail to each
Subject in accordance with Applicable Laws.
Prior to the subject’s enrolment into the Study,
the Principal Investigator, or their authorised
delegate, shall obtain their written, dated and
signed informed consent using the informed
consent form approved by the EC and the
SPONSOR (the “ICF”), to participate, as well as
consent for the confidential disclosure, processing
and transfer of necessary documentation of the
subject’s health and personal data to COMAC, its
affiliates and representatives, SPONSOR and its
affiliates and representatives, the competent
health authorities and other institutions and
entities (even if located outside of the European
Economic Area), as legally required and in
accordance with Applicable Laws. All revisions
to the ICF must be approved by SPONSOR in
writing before use, and, where necessary, must be
subject to the EC’s review and opinion.
Institution shall retain all original signed ICFs
and will make them available for inspection by

I'maBHBI HccnenoBaTens 00s3yeTCsl MPENOCTaBUTH
CIIOHCOPY  wunm  ero  yHoJIHOMOYEHHOMY
HPEICTABUTENIO BCIO JTOKYMEHTALUIO, HEOOXOANMYIO

UIg  [oxauu B KOMHTET(-BI) o  JTHKE,
PETyTUPYIOMIUi(-Ue) HCCIeN0BaTENbCKYI0 padoTy
VYupexneHus. CIIOHCOP U ero
YIIOJTHOMOYEHHBII IpeACTaBUTENb JIOJKEH

MNOJIy4YuTh TIHUCBMCHHOC OZ[O6p€HI/Ie CO CTOPOHBI
KOMHUTCTA IO 3THUKC Ha IMPOBCACHUC I/ICCJ'ICI[OBS.HI/IH

IO ero Hayaja. YUpeKICHUE TapaHTUpPYyeT
BRITIOJIHEHHE (B TOM umcie HccnemoBaTenbCKoOn
Ipynmnoi) BCeX YCIOBUM  MOJyYeHUS  TaKOro

IIHNCBEMCHHOTI'O 0Z[06peHI/I}I, HajaraCMbIX KOMHTCTOM
110 OTHUKC.

B cootBercTByOmUX cioyyasx 10 TpPeOOBaHUIO
KOMHUTETa TI0 OTHKE YUpekJeHue o0s3yercs
MPEIOCTaBUTh JIFO0BIE OTYETHI/UH(pOPMAIIHIO,
UMEIONINEeCS B €r0 PAcloOpsHKEHUHM, a TakkKe
npeactaBute COMAC/CIIOHCOPY xommu Bcex
JIOKYMEHTOB.

1.5 Nudopmuposanue 51
NH(QOPMHUPOBAHHOIO COIIacHsi CYOLEKTOB

MOJIYYCHHEC

'maBHBIE ~ WcclemoBaTenh JIOJDKEH — OOECICUUTH
moApoOHOe HHPOPMUPOBAHUE KAKIOTO CYOBEKTA 110
Hayajia 3TaloB CKPUHHMHIA W JICYCHUS B paMKax

UccnegoBanust 0 xapakTepe U 3HAYCHUU
UccnemoBannsa, a Takke O CBS3aHHBIX C HUM
MOCNEACTBUAX W PHUCKaX B COOTBETCTBUH C
[IpumenumbiMu ~ 3akoHamu.  J[0  BKJIIOYCHUH
CyOBEKTOB B HUccnenosanue ['maBHbIN
WCCIeIOBaTeh ~ WIW  €r0  yIOJHOMOYEHHBIH

MPECTaBUTENh JODKEH TONYYUTh OT KaJI0To
CyOBeKTa TOJIIUCAHHYI0 WU JaTUPOBAaHHYIO (GopMy
MMCBMEHHOTO HMH(QOPMHPOBAHHOTO COTJAcHs Ha
yuactue B MccnemoBaHuWM, — YTBEPKIACHHYIO
komuteToM 110 3THke m CIIOHCOPOM (mamee —
«DUC»), a Takxe GopMy corjlacus Ha pacKphITHE,
00paboTKy u repeaagy HE00X0IMMOH
JOKYMEHTAIlMK O  COCTOSHHH  3JIOPOBBS U
MEPCOHANBHBIX  JaHHBIX  CYObEKTa  KOMITAHUU
COMAC, ee abduiMpoBaHHBIM  JIHIIAM  H
MPEACTABUTEIISIM, CIIOHCOPYVY, ero
ad(GUIMPOBAHHBEIM JUIIAM W TPEACTABUTEIISAM, a
TaK)ke€ KOMIIETEHTHBIM OpraHaM 3/IpaBOOXpPaHEHHS U
IPYTUM YUPESKICHHUSIM W OpraHU3alusaM (Taxe eciu

OHM HaxoAsaTcs 3a Impenenamu EBpomeiickoii
SKOHOMHMYECKOM  30HBI) B  COOTBETCTBHH C
JEHCTBYIONTIM 3aKOHOJATEILCTBOM u
[IpumenuMbiMu ~ 3akoHamMu. Bce — u3MeHeHus,

BHOocuMmble B ®UC, 10mKHBI OBITH TPEABAPUTEIHEHO
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SPONSOR, its representatives, and the competent
regulatory authorities in full compliance with
Applicable Laws.

The insurance provisions referenced in Section 7 of
this Agreement shall be explained to the Subjects
and the Subjects’ commitment to notify the
Principal Investigator immediately following the
occurrence of any adverse event including any
adverse health effects and / or any impairment of
health that may be attributable to their participation
in the Study shall be obtained. The subject will be
advised not to undergo other medical treatment
before  consultation  with  the  Principal
Investigator/Institution (other than emergencies, in
which case the Institution is to be promptly
notified).

1.6 Study Recruitment

It is planned that the Study shall be conducted
during the period of 48 (forty-eight) months from
the Study initiation at the Institution.

The Principal Investigator shall endeavour to
recruit approximately 20 eligible subjects for the
purposes of the Study in accordance with the
Protocol, within 3 months from the Study initiation
at the Institution.

In case any of the circumstances under this Section
1.6 change due to SPONSOR opinion/ Regulatory
reasons, the Institution will be officially notified
and no amendment to this Agreement will be
necessary.

1.7 Study Documents, Drug Supplies, Biological

onooperst CIIOHCOPOM B mnucekMeHHOW BUIE U
MpH HEOOXOTUMOCTH TOIJIERKAT PACCMOTPEHHUIO U
YTBEP)KACHUIO KOMUTETOM TI0 JTHKE. YUpexAeHHE
XpaHUT Bce oOpuruHanel nonanmucaHHeix OUC u
npenocrapiseT ux 1t nposepku CITOHCOPY, ero
MPEICTAaBUTENSIM U KOMIIETEHTHBIM PETYIHPYIONUM
OopraHaM IO 3ampocy B TIOJHOM COOTBETCTBHH C
[TpruMeHUMBIMU 3aKOHAMH.

CyOBbeKTbl JOKHBI OBITh MPOMH(GOPMHUPOBAHEL O
CTpaXxOBaHMM WX ydactus B MccienoBanuw,
MPEAYCMOTPEHHOM MOJIOKEHUSIMHU Paznena 7
HacTosmiero Jlorosopa, a Takke O HEOOXOAMMOCTH
HEMEJIEHHOTO YBEIOMJICHUS I'maBHOTO
UCCIleIoBaTesT B CIydae HACTYIUIGHHS JHOO0TO
HEXKENATeNIbHOTO  SIBJIGHWS,  BKJIOYas  JIIOOBIC
nobounsle 3pQexTsl U (WIM) Modoe yXyALIeHHEe
COCTOSIHHS 3/I0POBbBSI, KOTOPOE MOXKET OBITH CBSI3aHO C
nx ydactmeM B HccnemoBanmu. CyOwbekTy Oymer
PEKOMEHIIOBAaHO BO3IEPKATHCS OT JIIOOBIX CIOCOOOB
JeYeHusT 10  KOHCyJdbTauu ¢ [ JaBHBIM
uccreoBateeM/ YUpekIieHHeM (32 HCKITIOYEHHEM
OKCTPEHHBIX CIy4aeB, O KOTOPHIX YUpexkIeHHE
JIOJLKHO OBITh HE3aMEUTUTEIIFHO YBEIOMIICHO).

1.6 HaGop cy6nekToB murst yyacTws B McciiemoBaHuu

[Mnanupyercs, uro MccnenoBanue OyaeT mpoBEICHO B
TeueHne mepuoga 48 (Copoka BOCBMH) MECSIIEB C
MoMeHTa Havana MccnenoBanus B YUpeKICHUH.

['maBHBIN FicCIeIOBATENb 00SI3yeTCs MIPEAIPUHATH BCE
ycwns s BKiodeHWsT Okojio 20 cyOBEeKTOB,
OTBEYAIOIINX KPUTECPUSIM BKIFOUYCHUSI, I y4acTus B
UccnenmoBanun B coorBercTBUEM ¢ IIpoTokonmoM, B
Te4YeHHe 3 MecAIeB C MOMEHTa Hayaja MPOBEICHHS
Uccnenopanus B YupexaeHUH.

B cinydae w3MmeHeHHMs TpeOOBaHHWI HACTOSIIETO
Paznena 1.6 no pemennto CIIOHCOPA wu B cBsI3U C

00CTOSTENECTBAMU HOPMAaTUBHO-ITPABOBOT'0
xapaktepa YupexJeHue OyleT yBEIOMIICHO B
opuiMaTbHOM — MOpsAAKe ~— 0e3  HEOOXOAMMOCTH

BHCECCHUA COOTBCTCTBYIOIINX IMOIPAaBOK B I[OFOBOp.

1.7 MccaenoBaTenbcKas JOKYMEHTAIINS, ITOCTABIIUKH
UccnenyeMoro mpenapara, 00pasibl OMOTOTHYECKUX

Samples and Equipment

SPONSOR or the SPONSOR’s designee shall
ensure appropriate and timely supply of the Study
Drug and placebo (collectively ‘Materials”),
including all Study documents, necessary for the
performance of the Study. All Study supplies,

MaTCprajIoB U O6ODVI[0B8.HI/I€

CIIOHCOP wnmm yIrmoJHOMOYEHHBIN TPEICTABUTENb
CIIOHCOPA pomxHBI 00€CTICUNTh HAICKAITYIO U
CBOEBpPEMEHHYIO TocTaBKy Mcciemyemoro npemnapara
u 1ranebo (ganee mMpu COBMECTHOM YIOMHHAHUH —
«Marepuansl»), Bktodas Bcro lccrenoBaTenbckyro
JOKYMEHTAIIMIO, HEOOXOMUMYIO Ui TPOBEICHUS

9




TRCA-303/Institution Contract/ TRCA-303//loroBop ¢ yupexaeHueM

samples, Materials and documents shall be
destroyed or returned to SPONSOR, as per
COMAC’s/ SPONSOR’s written request, by the
Institution and Principal Investigator in a timely
manner throughout the performance of this Study
(and thereafter as applicable), as outlined in the
Protocol or when COMAC/SPONSOR otherwise
requests delivery of such supplies, all
accordance with Applicable Laws.

in

The Institution hereby warrants that it shall:

(a) ensure that the Principal Investigator shall
keep a written inventory of any clinical
supplies, equipment and Materials provided
by or on behalf of SPONSOR or COMAC
according to the Protocol or the Instructions;

(b) maintain appropriate control of the Materials

and not transfer or provide access

Materials to anyone except Study Team:;

to

(c) use Materials solely for the Study and in strict
accordance with the Protocol, documenting
each dispensing and return all unused clinical
or other supplies provided by or on behalf of
SPONSOR according to the Protocol or the

Instructions;

(d) retain all necessary records and documents
about the Study as required by Applicable
Laws, this Agreement and the Protocol;
Institution shall not destroy any Study-related
records or documents without the prior

written consent of SPONSOR; and

(e) where applicable, store emergency code-break
information envelopes in a safe place ensuring
that they are accessible if necessary, and to

return each of them, used or unused.

All documents, data, know-how, formulas, and
the Materials provided to the Principal
Investigator and/or the Institution for purposes of
the Study are and will remain SPONSOR's
exclusive property and will be returned to

Uccnenosanus. VYupexaenue u I'maBHBIN
ucciefoBarenb  00A3YyIOTCA ~ YHUYTOXKUTb WM
BEPHYTH CIIOHCOPY (o MMHUCbMEHHOMY

tpedoBanuio COMAC/CIIOHCOPA) Bce obpa3siipl,
MaTepuaibl W JOKYMEHTHI B XOJE IPOBEIACHUS
HccnenoBanusi (M BIOCHEACTBUA B NPUMEHUMBIX
CIIy4asix) B CPOKH, MpexycMoTpeHHbie [IpoTokonom
HIN OTAEIBHO YCTaHOBJICHHBIC
COMAC/CITOHCOPOM, B COOTBETCTBHUH C
[IpuMeHUMBIMH 3aKOHAMU.

VYupexeHue HaCTOSIIUM rapaHTUPYET Ciexyrolee:

I'maBHBIM HCCIIeIOBaTEIIEM

WHBEHTapU3aIlluu TOOBIX
MpenMeToB, oOopynoBanus W MaTepuanios,
MPEIOCTABIISIEMBIX CIIOHCOPOM WIn
COMAC nmub0 OT UX WMEHU B COOTBETCTBUH C
ITpoTokonom wiu MHCTpYKIIUAME;

(a) mpoBeneHuE
MMICbMEHHOU

(b) Hammexammii  KoHTposnb — Marepuanos;
HelOoMyllleHHe Iepefaud MarepualioB WM
JocTyna K  HHMM, KpOME€ Kak  wIeHaM
HccnenoBarensckoil rpymnsl;

(©) HCIIOJIb30BaHNE Marepuanon

HCKITIOUUTENRHO s 1mened MccimemoBanuss u B
CTPOrOM COOTBETCTBUU C [IpoTOKOIIOM, IpU YCIOBUU
JOKYMEHTHUPOBAaHUSA MX BBIJAYM M BO3BpaTa BCEX
HEWCIIONB30BAHHBIX ~ KIMHUYECKUX WIH  JIPYTUX
Matepuanon, npeaocrapieHHbIXx CIIOHCOPOM unu
ero uMeHu B cooTBercTBUU C [IpoTokonoMm wnu
HNucTpyKIusamu;

(d) xpaHeHue Bcex HEOOXOIUMBIX 3amUCed U
JIOKyMEHTOB, CBsI3aHHBIX ¢ VccrienoBaHuem, B
COOTBETCTBHHM C |IpUMEHMMBIMH 3aKOHaAMH,
HacrosimuMm ~ JloroBopom u  IlpoToxonom;
HEJOMYILICHUE YHUYTOXKEHUA 3amucedl  uiu
JIOKyMEHTOB, CBsI3aHHBIX ¢ MccnenoBanmem, 0e3
MIPEABAPUTEILHOTO  IHUCHBMEHHOTO  COTJIACHS
CIIOHCOPA; u

(6) B COOTBETCTBYIOIIMX CiIydasx: Oe30macHoe
XpaHEHHe 3anevyaTaHHbIX KOHBEPTOB c
WACHTU(OUKAIMOHHBIMA ~ KOJIaMH M O0ECIeUcHUe
JOCTyNa K HAM B Ciy4ae HEOOXOAMMOCTH, a TaKkKe
BO3BpaT TaKUX KOHBEPTOB, B TOM YHUCIE IOCIE HX
OTKPBITHUSL.

Bce mokymentsl, nmaHHBIE, HOY-Xay, (GOpPMYIBl U

Marepuainsl, MPEAOCTaBICHHBIC ['maBHOMY
HCCIIEIOBAHUIO U (MJM) YUpEeXJECHUIO IS Iesei
WccnenoBanmsi, SBIAIOTCI ©  OYIyT  SBIATHCS

nckmrountenbHoil cooctsenHocteio CITOHCOPA u
noiokHbl ObITh Bo3BpamieHsl CIIOHCOPY wmu ero
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SPONSOR or its respective designees upon
request.

Unless otherwise agreed by the parties, in the
event that the Protocol for a Study requires the
collection of blood, tissue or other biological
materials from Subjects (“Biological Materials”),
the Institution agrees that the use of such
Biological Materials shall be limited to those
tests, analyses or procedures identified in the
Protocol and ICF as approved by the EC. The
results of such tests (“Biological Sample Data”)
will be treated as Study Results, and, unless
otherwise specified in the Protocol, SPONSOR
will not provide the Biological Sample Data to
Institution, or Principal Investigator.

If SPONSOR provides equipment to the
Institution, such equipment shall be used only by
the Institution, Principal Investigator and Study
Team for the performance of the Study and in
accordance with any written instructions of use
and /or training provided by the equipment
manufacturer or SPONSOR or its designee.
Institution shall restrict access to and use of such
equipment to Study Team for whom such access
and use is required to conduct the Study. Such
equipment is property of the SPONSOR or
SPONSOR’s designee and shall be returned, at
SPONSOR’s expense, to SPONSOR (or
SPONSOR’s designee), upon SPONSOR’s
written request or upon completion of the Study.
Institution, Principal Investigator and Study Team
will use reasonable care to maintain such
equipment while in its possession, provided that
SPONSOR shall be responsible for maintenance
and repair costs due to normal wear and tear. In
the event that equipment is damaged by the
Institution and/or any Study Team member for
reasons not due to correct usage or normal wear
and tear, Institution shall be liable for the cost of
repair or replacement of the affected equipment.

YHOOJIHOMOYCHHBIM MPEACTABUTECIIAM I10 3a1IpOCy.

B cmywae ecmu [IporokonmoMm  ucciemoBaHUS
MIPEAYCMOTPEH 3a00p KPOBH, OMOIOTHIECKUX TKaHEH
WIA JPYyTUX MaTepualioB y CyOBEKTOB (nanee —

«buonornueckue MaTepHalbl»), VYupexnenue
corjamaercs, 4TO UCIIOJIB30BaHUE TaKUX
OMOJIOTHYECKUX MaTepHaloB OTPaHHYECHO

JTa00PAaTOPHBIMH KCCIICIOBAHUSIMH, aHATH3AMH WA
MpoIeAYPaMHu, KOTOPBIE ompeieeHsl B [IpoTokone u
OUC, yTBepKICHHBIMA KOMHTETOM II0 3THKE, CCIIH
CTOpDOHAMH HE COTJIacOBaHO WHOE. Pe3ymbTarhl
TaKMX aHAJUTHUYECKUX Iporenyp (nanee — «JlaHHble
0 OMOJIOTHYECKHIX obpasmax») OymyT
paccMmatpuBaThCs Kak pe3yabTarsl MccnenoBanus, o,
eciu uHoe He oroBopeHo B IIpotokoine, CIIOHCOP
He mpenoctaBiseT JlaHHBIE O OHMOJOTHYECKUX
obpasmax YupexaeHuto 3805 I'naBHOMY
HCCIIEI0BATENIO.

Ecmn CIIOHCOP mpenocraBiser YUpeKICHUIO
o0Opy/mOBaHNE, OHO TOMJIEKHUT HCIOJIH30BAHHIO
UCKITIOUUTEIBHO VYupexaeHnuem, I'maBHBIM
uccliieoBaresbckuM u MccnenoBarenbckoi rpynmnoi
IUTs TipoBeAieHns VccnenoBaHus 1 B COOTBETCTBUH C
MOOBIM ~ JIOKYMEHTAJIbHBIM ~ PYKOBOJACTBOM IO
9KCIUTyaTaluu u (nmm) WHCTPYKTaXKEM,
MPEeIOCTaBIAEMBIMA H3TOTOBHUTENIEM O0OpPYIOBaHUS
nm CIIOHCOPOM, wunu ero ymnoJIHOMOYEHHBIM
npeacTaBuTeNeM. Y UpekIeHUue JODKHO OIpaHHYUTh

JOCTYl K TakoMy OOOpyZOBaHMIO U  €ro
UCIIOJIb30BaHUE, IPEOCTAaBUB COOTBETCTBYIOLINE
MOJTHOMOYHS UCKJIIOYUTEIBEHO YJIeHaM
UccnenoBarensckoil Tpymmbl, A KOTOPOH Takoi
JOCTYI M  HCIOJb30BaHHE HEOOXOAMMBI  JUIS
MIPOBEACHUS Uccnenosanus. VYka3anHoe
o0opynoBaHue SIBIICTCS COOCTBEHHOCTBIO
CIIOHCOPA WIn ero YITOJTHOMOYECHHOT'O
IpeACTaBUTENs] M JO/DKHO OBITh  BO3BPAILEHO
CIIOHCOPY  wumum  ero  ynoJIHOMOYEHHOMY
npeacragutemo 3a  cdetr CIIOHCOPA 1o

nucbMeHHOMY TpeboBanmio CIIOHCOPA wmu 1o
3aBepuieHud MccnegoBanus. Yupexaenue, [ maBHbIi
uccienoarenb W VcciaemoBaTenbckas — rpyrmmna
00sI3YIOTCSL TIPOSIBIATH Pa3yMHYIO OCTOPOXXHOCTH
mpu  OOCITYy)KMBaHWU  TaKOr0  OOOPYIOBaHU,
MPEIOCTaBICHHOTO WM, TMpPH  YCJIOBHH, 4YTO
CIIOHCOP wHecer pacxompl Ha TEXHHYECKOE
oOCTy)XMBaHME€ H  PEMOHT,  CBSI3aHHBIE  C
€CTECTBCHHBIM HM3HOCOM o0OOpynoBanus. B cimyuae
TTOBPEXKICHUS 000pYAOBaHUS Y UpPSKICHUEM W (HITH)
mo0BIM  WieHOM VIccrmenoBaTelbecKOM TPYIIIBI 110
MpUYMHAM, HE CBS3aHHBIM C €ro HaJyIexKarei
JKCIUTyaTallied WM €CTECTBEHHBIM  H3HOCOM,
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Institution acknowledges that the Study Drug is
experimental in nature and that it is supplied
without any warranty of any sort, express or
implied.

1.8 Adverse Events

The Principal Investigator is obliged to document
all adverse events in accordance with the Protocol
and Applicable Laws and to notify and report all
serious adverse events according to the procedure
specified the Protocol,
Applicable Laws.

in Instructions and

Section 2 Documentation and Monitoring

2.1 Documentation and CRF Handling

The Principal Investigator shall keep all original
medical files (paper and print-outs of electronic
files) of every subject participating in the Study in
addition to the Case Report Forms (CRFs). This
medical file will clearly identify each Subject and
where the medical files are the source documents,
all entries on the CRFs must be traceable to
entries in the medical file.

CRFs must be completed in accordance with the
Protocol promptly following each Subject visit,
and Institution and Principal Investigator will use
their respective best efforts to ensure that all
CRFs are completed within five (5) business days
of each Subject visit and that all data queries are
fully responded to within five (5) business days.
Principal Investigator shall review, sign and date
all CRFs their accuracy
completeness, and upon request will assist
SPONSOR and its representatives in promptly
resolving any discrepancies or errors in the CRFs
or other records or documentation relating to the
Study.

to assure and

VYupexxaeHue HeceT pPacxoAbl IO PEMOHTY WIH
3aMeHe MOBPEKICHHOI0 000PYA0BaHHUS.

Vupexaenue  npuzHaer, 4rto  Hccaegyemsiit
mpemapar  SBISIETCS  OKCIIEPHUMEHTANbHBIM U
MpeIoCcTaBisieTCsl 03 KaKuX-mu00 TapaHTUH, SBHBIX
WJIU TOJpa3yMEBaEMbIX.

1.8 HexxenatenbHbie SIBICHUS

I'maBHBINA wWcciieqoBaTens 00s3aH JOKYMEHTHPOBATH
BCE HEXKeJaTelbHbIE SIBJICHUS B COOTBETCTBHU C
[Ipotokonom u IIpUMEHUMBIME 3aKOHAMH, & TAKKE
YBEAOMJIAITH H COOOIMaTe 000 BCEX CEPhE3HBIX
HE)KEeNaTeIbHBIX SIBJICHUSIX B TIOPSITIKE,
ycraHoBieHHOM B [Ipotokonme, WHCTpykmmsx w
[TpuMeHHMBIX 3aKOHAX.

Paznen 2. JlokymeHTHPOBAHUE U MOHUTOPHHT

2.2. JlokymeHTupoBanue u padbora ¢ UPK

I'maBHBINt HcCciienoBaTeNb JOJDKEH XpPaHUTh BCe
OpUTHMHAJIBl MEJUIIMHCKON JTOKYMEHTaluu (B TOM
YHCIIe paclieYaTaHHbIC KOMMH 3JICKTPOHHBIX (DaiIoB)
Mo  KakIOMy CyOBEKTy, ydYacTBYIOIIEMY B
HccnenoBannm, a Takke HMHAuBUIyalibHBIE
peructpaunonusie kaptel (MPK). B Memuuunckoin
JOKYMEHTAIlMH Kaxablii cyOpekT MccnemoBanus
TOJDKEH OBITh MAeHTH(HIHpoBaH. B Tex ciaydasx,
KOTJa  MEIWIMHCKHE  JOKYMEHTBI  SIBIISFOTCS
NEepBUYHBIMU, Bce JMAaHHbe, BHeceHHble B UPK,
JIOJI>KHEI COOTBETCTBOBATH UHGpOpMAITIH,
colepyKaIecs B TAKMX METUITMHCKHUX JOKYMEHTaX.

WPK mnomiexuT 3amojHCHHIO B COOTBETCTBHU C
[IpoTokomoM ToOCIEe KaXIOTO BH3UTA CYOBEKTa;
Yupexaenue u [ TaBHBIN HccleqoBaTellb 003YIOTCS
MPWIOKUTh  BCE  yCWIMSA  JUisl  OOeCreueHUs
3anonHeHus Bcex MPK B Tedenne msatu (5) pabounx
THEH TIOCNIe KaXIOTrO BH3WTA CYOBEKTOB |
MPEAOCTABICHUS OTBETAa HA BCE 3alpPOCHI JAHHBIX IO
HUM B TedyeHue rmatu (5) paboumx nHed. [ maBHBIN
WCCIEAOBATeNh  AHANM3UPYET, TONMUCHIBACT W
natupyer Bce MPK mis obecniedeHuss TOYHOCTH U
MOJTHOTH BHECCHHOW WH(OpPMAIMA U IO 3arpocy
okaspiBaeT comeiicteue CIIOHCOPY wm ero
MPEACTABUTEIISIM B ONEPATUBHOM  YCTpPaHCHUH
MIOOBIX HECOOTBETCTBUM miH ominook B UPK nrbo B
IPYTUX 3aluCsIX WIM JTOKYMEHTaX, HWMEIOIIHX
OTHOIIICHHE K VccliemoBaHUIO.

12
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2.2 Monitoring

The parties agree to frequent monitoring visits to
the Institution by a monitor appointed by COMAC
or SPONSOR (any such monitors appointed by
COMAC shall be prior approved in writing by
SPONSOR). The monitor shall visit the Institution
during and after the Study to discuss Study progress
with the Principal Investigator and other Study
Team members who will allow direct inspection of
(and the right to copy or have copied) all Study
related records, information, data, correspondence
(including that with the ethics committee and
regulatory agencies) and materials, including
subject medical files requested by the monitor,
Study Drug, electronic systems and databases, and
SOPs. Institution shall take all necessary action to
ensure that the disclosure of such medical records
to monitor, COMAC and SPONSOR and to
regulatory agencies do not violate any Applicable
Laws. In addition, the Institution agrees that the
monitor and SPONSOR’s representatives shall
have the right to take whatever action is reasonably
necessary for the proper monitoring of the Study as
required under Applicable Laws.

At the request of SPONSOR or its designee,
Principal Investigator shall promptly correct any
errors or omissions in records and reports, and
will promptly provide any additional data, access
or assistance reasonably requested by SPONSOR
or its designee in connection with the Study.
SPONSOR and its designees shall be named in
the ICF as parties to whom personal data relating
to the Subjects will be disclosed in connection
with the Study and that such consent will permit
Sponsor and its designees access to Subjects’
personal data, this term is defined
Applicable Laws, insofar permitted by
Applicable Laws, including data privacy laws, as

as in

as

appropriate for monitoring and auditing the Study
and receiving and using the Study Results and
Study documentation.

2.2. MOHUTOPHUHT

CTOpOHBI COTJIAMIAIOTCS HAa PEryJIIpHOS MPOBEICHUC
MoHuTOpHHTa VCCcnenoBaHusi KOMIIETEHTHBIM JIIIOM,
HaszHaueHHEIM COMAC mimu CITOHCOPOM (i1x00b1e
takue ymia, HazHaueHHple COMAC, noKHBI OBITH
npeasaputensHo  yTBepkaeHsl CIIOHCOPOM B
NUCBMEHHOM  BHne). Jlumo,  ocymiecTsisioniee
MOHHUTOPHHT, TIOCEIIaeT YUpEeKICHNE BO BPEMS U I10
3aBepmieHnu MccnenoBanus Uisi OOCYXKICHUS XOna
MPOBEICHUSA HUccnenopanus c I'maBHBIM
HCCIIeIOBATENIEM u JIPYTAMHA YIIeHaMHU
HccnenoBatenbCKoi Tpymbl, KOTOPhIe 00ECTICIUBAIOT
JOCTYyI Takoro Juma (B TOM 4YHCIE C TIPaBOM
MOJYYSHUS] KOIMU) KO BCEM 3aIucsM, WH(OpMAIIHH,
JNAHHBIM, KOPPECTIOHJCHIMH (B TOM YHCIE C
KOMHTETOM 10 ATUKE U PETYIUPYIOIIUMI OpraHaMU) U
MaTepranaM, CBsI3aHHbIM ¢ VccrenoBanueM, BKITFOUAs
MEJWIMHCKYIO ~ JOKYMEHTAMI0 10  KaXAOMY
CYOBEKTY, WCCICIyeMBId TIperapar, JIICKTPOHHBIC
CHUCTEMBI W 0a3bl JIaHHBIX, a TAKXKE CTaHJapTHHIC
omeparornasie  nporeaypsl  (COID).  Yupexnenue
00s13yeTCs IPUHATH BCe HEOOXOTUMBIE MEPBI, VISl TOTO

YTOOBI pacKpbITHE TaKoi M€ IULIMHCKOM
JOKYMEHTALIH JIUILY, OCYIIECTBIIAIOLIEMY
MOHHTOPHHT, COMAC, CIIOHCOPY 3
pPETYIUPYIONIMM ~ OpraHaM  OCYIIECTBISUIOCH  C

cobmonenneM [lpumennmMeIx 3akoHOB. Kpome Toro,
VYupexaeHue coryamaercs ¢ TeM, YTO JIMIO,
OCYILECTBIIAIONIEE MOHUTOPUHT, U TMPEACTABUTENHN
CIIOHCOPA wumeroT mpaBo NPUHUMATH JIIOObIC
pasyMHO HEOOXOOUMBIC MEphl JUId IPOBEICHUS
HaJulexalero  MoHutopuHra HccienoBanus B
COOTBETCTBUH C [IprMeHNMBIMU 3aKOHAMH.

I[To  tpeboBanmio  CIIOHCOPA  wmm  ero
YIOJTHOMOYEHHOTO MPEICTAaBUTEIIS I'maBHBIi
WCCIIeIOBAaTeNh O0S3yeTCs ONEepPaTHBHO HCIPABUTH
mo0bIe OMMMOKY WIIH TIPOITYCKH B 3aITUCAX U OTYETAX
Y TIPEIOCTaBUTH JIIOObIE OTIOTHUTENbHBIE NaHHBIE,
Jnoctyn win nomoins, kotopeie CIIOHCOP unu ero
YIOJTHOMOYEHHBIH MIPEICTaBUTENh MOTYT
000CHOBAaHHO OTpeOOBaTh B CBSI3U c
HccnenoBanueM. CIIOHCOP u ero
YIOJTHOMOYCHHBIC TPEJCTABUTEIHN JOJDKHBI OBITh
ykazanel B @MC B KadecTBe CTOPOH, KOTOPBIM
MOJJICKAT  PACKPBITHIO TEPCOHANBHBIC  JaHHBIC
CyOBEKTOB B paMKax mpoBeneHus lccrnemoBanus.
Kpome toro, 8 ®UC momkHO OBITH OTOBOPEHO, UTO
HaJIM4YME WHPOPMHUPOBAHHOTO COTJIACHS ITO3BOJHT
CrioHCOpYy U €ro YIOJTHOMOUYEHHBIM MPECTABUTEIISIM
MOJyYUTh JOCTYN K TIE€PCOHANBHBIM JIaHHBIM
CyOBeKTOB (OmpeeneHne KOTOPhIM MPHUBENEHO B
[IpuMmeHNMBIX 3aKOHax) B TOW Mepe, B KakoW 3TO
npexycMoTpeHo [IpuMeHUMBIMU 3aKOHaMH, B TOM

13
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2.3 Audit and Regulatory Inspection

Audits or inspections may be performed during or
after completion of the Study, by COMAC (using
an auditor/inspector which has been prior
approved in writing by SPONSOR), SPONSOR
or a regulatory authority. In the event that
COMAC or SPONSOR requests to perform such
an audit, the Institution shall allow access to the
facilities, make all documents, materials and
information available and if necessary, provide
further information as requested. Should a
governmental or regulatory authority including,
but not limited to the U.S. Food and Drug
Administration, request or carry out an inspection
of the Institution’s facilities, the Institution shall
immediately notify SPONSOR by telephone,
email or fax and allow SPONSOR to be present at
such inspection and shall consult and cooperate
with SPONSOR in responding to any such event.
The Institution shall provide to COMAC and
SPONSOR copies of all materials,
correspondence, statements, forms and records
that the Institution receives, obtains, or generates
pursuant to any such inspection, and allow
SPONSOR to review and comment on any
proposed or actual responses by Principal
Investigator and/or Institution to such actions and
communications. Institution and Principal
Investigator  shall  consider = SPONSOR’s
comments in good faith, shall consult with
SPONSOR in the event that Institution or
Principal Investigator disagrees with or is unable
to accept any of the comments proposed by
SPONSOR, and will provide copies of the final
version to SPONSOR.

YHUCJIE 3aKOHAMM O 3aIlUTE MEPCOHANBHBIX AaHHBIX,
U HeoOXomWMO Ui MOHHUTOPHUHTa M ayauTa
UccnenoBanust, a Takke JUisl MONy4YeHUS U
WCIIONB30BaHusl  pe3ynbratoB UccnegoBanus U
HccnenoBartenbCkoi JOKYMEHTAIUH.

2.3 AyIuT U UHCOEKIINU

AynuTopckre TPOBEPKU WM HMHCIEKIIUA MOTYT
IIPOBOJUTHCS COMAC (c [IPUBJICYCHUEM
ayIUTOpPa/MHCTIEKTOpa,  KaHAWAATypa  KOTOPOTO
npeaBapurensHo cornacoBana CIIOHCOPOM B
MMHCHbMEHHOM BHUJIC), CIIOHCOPOM WA
PETYNHPYIOIIAM OpPraHoM B TIpOIECCE WU TI0
3aBepuienun MccnenoBanud. B ciydae  ecnu
COMAC wumu CIIOHCOP TtpebyroT npoBeneHus
TaKoro ayAuTa, Y UYpexkIeHUE JODKHO MPEI0CTaBUTh
JOCTyl KO BceM  OOBEKTaM, JIOKyMEHTaM,
MaTtepuaiaM U WHGOPMAIUK U MTPH HEOOXOUMOCTH
MPEIOCTaBUTh JOTOJHUTEIbHBIC CBeACHUA. Ecmu
FOCY/IapCTBEHHBI WM  PETYJUPYIOIIUN  OpraH,
BKJIIOYasi Cpeaud  Tpodero  YmpaBlieHHE 110
CaHUTApPHOMY HAJ30py 3a KAaueCTBOM ITHIIEBBIX
nponyktoB W MenukameHnTtoB CIIIA, morpebyer
MIPOBEJICHHSI HHCTIEKIINN OOBEKTOB YUPEKIACHHUS HITH
COOOIIUT O TPOBEICHUM TAKOH  HMHCIEKIUHY,
VYupexneHnue 00s3yeTcs HEMEICHHO YBEJIOMHUThH 00
stoMm CIIOHCOPA mo TenedoHy, DIEKTPOHHOMN
moure wian (akcy W 00ECIeYUTh NPUCYTCTBUC
CIIOHCOPA Bo Bpemsi TakO# MHCHEKIIUH, & TAKKE
JOJDKHO KOHCYJIBTUPOBATBCS M COTPYTHHYATH CO
CIIOHCOPOM 1mipu pearupoBaHud Ha J1I0060€ Takoe
cobniTie. Yupexxaenue npeaocrasisier COMAC u
CIIOHCOPY KOITUH BCEX MaTepHUaoB,
KOPPECIOHIACHIIMK, 3asBiICHUH, (GopM M 3amuceH,
KOTOpBIC YUpexJeHHe MOIy4YaeT WM COCTABISET B
OTHOIIICHUU JIOO0ON Takoi WpPOBEPKH, a TaKKe
npenocrapister CIIOHCOPY BO3MOXHOCTh H3YIUTH
¥ TPOKOMMEHTHPOBATH JTIO0bIe TPENIOKEHHBIEC HITH
(hakTUyeckue OTBETHBIC MeEpbI I'maBHOTO
uccienoparenss W (Miau) YUpexIeHUs Ha TaKue
JIEUCTBUSL U TIUCbMEHHBIE MaTepHUaybl. Y UpeKJICHUE
n [nmaBHBIE  WccrnemoBaTellb  TOOPOCOBECTHO
YUYUTBIBAKOT KOMMEHTapuHu CIIOHCOPA,
koHCynbTHpYIOTCT co  CIIOHCOPOM, ecim
VYupexxaenue wunu [nmaBHBIA HccleqoBaTeNlb HE
COTJIACHBI WMJIM HE MOTYT MPHUHITh KaKOW-1u00 u3
komMmeHTapueB CIIOHCOPA, u mnpemocTaBisioT
CIIOHCOPY komwum OKOHYATEIHHOM  BEPCHH
COOTBETCTBYIOIIHX JOKYMEHTOB..
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2.4 Further Examination and Inspection; Copies

To the extent that this is not already covered by
sections 2.2 and 2.3 above and in no way to be
construed as a limitation thereof, the Institution
must allow the SPONSOR or any of SPONSOR’s
affiliates or designees, regulatory authorities and
ethics committees to:

(a) examine and inspect the Institution's /
Principal Investigator’s facilities which
are used to perform the Study; and

(b) Inspect and copy all data, materials and
documents relating to the Study.

Section 3 Confidentiality and Subject Data

3.1 Protection and Retention of Subject Data

With respect to the Subjects’ medical files, the
parties agree to exercise measures to hold in
confidence the identity of the Subjects
accordance with Applicable Laws.

in

Each Party agrees to adhere to the principles of
medical confidentiality in relation to Subjects,
and to comply with the applicable terms of the
Agreement and their respective obligations under
Applicable Laws relating to data protection and
privacy. After obtaining the informed consent of
the Subjects, as required by Applicable Laws,
Institution and Principal Investigator will be
responsible for the collection and use of personal
data relating to the Subjects in accordance with
and solely for the purposes of the performance of
this Agreement and the Protocol. Institution and
Principal Investigator shall also ensure that
identifying data relating to Subjects is removed
from Study Results and Study records before
these are transferred or otherwise made available
to SPONSOR. For such purposes, Institution and
Principal Investigator will provide information
relating to Subjects to SPONSOR solely in
encoded form and implement the necessary
technical and organizational measures to exclude
re-identification of the Subjects by SPONSOR.

2.4 JIOHNOJHUTENLHLIE MPOBEPKH W UHCIEKIUH,
KOITMHU

I[Tomumo u 0e3 OTpPaHUYCHHUS TSt
BBIIIICU3JIOKEHHOTO B pasmenax 2.2 u 2.3,
Yupexaenue obszyercs npexpoctaBut CIIOHCOPY
unn  moboMy u3  a@QUIMPOBAaHHBIX JIUI WX
ynonHoMoueHHbIX npeactaButeneit CIIOHCOPA,
PETYIUPYIOMKAM OpraHaM M KOMHTETaM IO ITHKE
BO3MOIKHOCTb JIJIS:

(@) w3ydeHHS W UWHCHEKIWH OOBEKTOB W
MOMEIIEHU I Yupexnaenus/[ maBHOTO
WCCJIEIOBATENS, KOTOPBIC UCTIONB3YIOTCS IS
npoBeacHMs VccmenoBanus; u
MIPOBEPKU M KOMHUPOBAHHUSA BCEX IaHHBIX,
MaTepuajIoB U JOKYMEHTOB, CBS3aHHBIX C
Uccnenosanuem.

(b)

Paznen 3. KounuaeHmMaaIbHOCTh H JaHHBIE
cyobexToB UcciaenoBanus

3.1 3Bammra # XpaHEHHWE JAHHBIX CYOBEKTOB
Uccnenosanus
B  oTHOmIEHMM  MEIUUMHCKONW  JOKyMEHTAallMU

cyOBpekToB MccnemoBaHus CTOPOHBI COTJIAIIAIOTCS
NOPUHATH MEPBlL IO COXPAHCHUIO AHOHUMHOCTH
CyOBEKTOB B COOTBETCTBHH C [IpuMeHMMBIMU
3aKOHAMU.

Kaxnas cropona o0s3yeTcss MpHIEPKUBATHCS
TIPUHITUTIIOB  COOJIIOJICHNST BpadeOHOW TaWHBI B
OTHOIIICHUU CcyOBekTOB MccnemoBaHus, a Takke
BBIMIOJIHATh MPUMEHUMBIE ycinoBus JloroBopa u
COOTBETCTBYIOIIIHE 00s3aTenhpCTBA,
npeaycMOTpeHHble [IpuMeHUMBIMU = 3aKOHAMHU O
3aIIUTE€ JAHHBIX W HENPUKOCHOBECHHOCTH JIMYHOMN
xu3Hu. llocne monyueHns WHPOPMHUPOBAHHOTO
cormacusi cyObekToB MccnmemoBaHus, Kak TOTO
TpeOytoT [IpUMEeHHMBIC 3aKOHBI, YUpEXKICHUE U
I'maBHBIN MccnenoBaTeNb HECYT OTBETCTBEHHOCTD 3a
cOOp W UCHOIB30BAHHME TEPCOHATBHBIX aHHBIX
CyOBEKTOB B COOTBETCTBHHM C TpPESOOBAHUAMU U
HCKIIIOUUTEIFHO B IIENISIX HCIOJHEHHS HACTOSILIETO
HoroBopa u Ilporokona. Yupexjaenue u I naBHBIN
WCCIICIOBATEIh TaKXke O00eCNeUnBalOT — yJaICHUS

UACHTH(DHUKAITMOHHBIX JIAHHBIX CyOBEKTOB
HccnenoBanuss w3  3amucel, JOKYMEHTOB U
pe3yIbTaTOB HccnenoBanus Ji (o) nepenadn

YKa3aHHBIX MaTepHalioB TEM WM HHBIM CIIOCOOOM
CIIOHCOPY. [lna »Tux 1ened YUpexkiacHue Hu
['maBHBIN MCCIIEMOBATENH 00S3YIOTCS TIPEIOCTABIATH
CIIOHCOPY  wunHpopmMamuio,  CBSI3aHHYIO K
cyObektamu MccnenoBaHus, HWCKIIOUUTEIBHO B
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Prior to and during the course of the Study,
Institution and Principal Investigator may provide
to Sponsor personal data relating to Study Team,
the processing of which is subject to Applicable
Laws regarding data protection and privacy.
Institution and Principal Investigator shall ensure
that, prior to their participation in the Study, each
Study Team member consents to the disclosure,
transfer, use and processing of their personal data
by and to the SPONSOR and its representatives
and agents, including their names, addresses,
qualifications, clinical trials experience and
financial information, for the following specific
purposes: (A) ensuring proper conduct of the
Study; (B) review by regulatory authorities,
SPONSOR and SPONSOR’s representatives and
agents for purposes related to the Study; (C)
satisfying legal and regulatory requirements; and
(D) assessing by SPONSOR of the person’s
suitability for the Study or future studies as well
as maintaining databases for use in selecting sites
in future studies. Institution and Principal
Investigator shall ensure that all Study Team
members give their unambiguous and explicit
consent to the potential transfer of their personal
data to countries outside Belarus where different
data protection rules apply and which may not
provide the same level of protection, such as the
U.S.

The  Institution/Principal  Investigator, as
applicable, shall make available to SPONSOR
and/or COMAC, all information required to
demonstrate and verify compliance with the
above obligations.

The Institution and Principal Investigator shall
retain the documents facilitating identification of
the Subjects, and all other Study information,
materials and documentation disclosed by
SPONSOR or generated in connection with the

3aKOAMPOBaHHON (opMe W 00eCreunuTh MPUHATHE
HEOOXOJMMBIX TEXHHYECKUX W OPraHH3alUOHHBIX
Mep U MCKITFOUCHHS TIOBTOPHOM HACHTU(DHUKAIMN
cyowsextoB CITIOHCOPOM.

Ho wm Bo Bpems mnpoBeneHus WccnegoBanus
VYupexxaenue u [naBHBI uccienoBaTenb MOTYT
npeaoctapnaTh CHOHCOPY HNEPCOHANbHBIC TaHHBIE
qieHoB McciemoBaTenbcko Tpymmel, 00paboTKa
KOTOPBIX perynupyercs [[puMeHUMBIMU 3aKOHAMU O
3allUTE€ JAHHBIX W HENPUKOCHOBECHHOCTH JIMYHOM
JKU3HU. YupexJeHue W [JTaBHBIM wHccienoBaTelb
TOJDKHBI ~ 00€CIIeYnTh, YTOOBI JO yYacTHS B
HccnenoBannu kakapli dineH MccnemoBaTellbCKOM
TPYIIBEl JaJI COIVIaCHE Ha pPacKphITHE, Iepemady,
HCIIOTH30BaHNE u 00paboTKy ero (ee)
nepcoHanbHbIX AaHHBIX CIIOHCOPOM wu ero
NpEeACTaBUTEIIMU U areHTamu, BkiIouas OUO,

ajpeca,  KBUIMQUKAIMIO, OMNBIT  TPOBEJCHHUS
KIIMHUYECKUX  UCCIEJAOBaHUH W  (MHAHCOBYIO
uHpoOpMaIMIo, IS chueAyommx - 1enei: (A)
obecrnieueHue HaJJIeKaIIero MPOBEICHUS
Hccnenosanusi; (B) mnpoBepka €O  CTOPOHBI
PETYIUPYIOIIMNX OpraHoB, CIIOHCOPA,

npeacrasutenei u areaToB CIIOHCOPA nyis nenei,
csi3aHHbIX ¢ HMccinemoBanuneM; (C) BBIIOJIHEHHE
NpPaBOBBIX M HOPMAaTUBHBIX TpeboBanuii; u (D)
OLIEHKa CIIOHCOPOM npodeccnoHanbHON
IpUrogHocTu Juid ydactus B MccnenoBaHuu win
OyAylIMX HCCIEAOBAaHMUAX, a TaKXKe BeaeHHe 0a3
JaHHBIX  JUIA ~ HCIONBb30BaHUS  NpU  BBIOOpE
UCCIIEIOBATENbCKUX ~ LEHTPOB i1 Oyaymux
HCCIIEIOBAHUH. YupexaeHue u I'maBHbIH
HCCIIeIoBaTeNb JOJDKHBI 00echeynTh, 4YTOOBI Bce
wieHsl lccrnenoBaTtenbcKol TpyINIbel  Aadd  CBOE
OJHO3HA4YHOE U IIPSAMOE COIJIache Ha BO3MOXKHYIO
nepeaayy WX IMEPCOHANBHBIX NaHHBIX 3a Ipeleibl
PecnyOnuxu benapyce, B cTpasbl, Tae OEHCTBYIOT
JpyTUe 3aKOHbI O 3aIIUTE JAaHHBIX M KOTOPhIE MOTYT
He ofecneuuBaTh TakoH JK€ YPOBEHb 3aIllUThI
nHpopmarun, kak CHIA.

VYupexnenue wunu InaBHbI HcclenoBarenb (B
COOTBETCTBYIOIINX CITy4asx) MIPEOCTABISAET
CIIOHCOPY u (mmu) COMAC Bcro uH(OopManuio,
HEOOXOIUMYIO ISl TIOATBEPKACHUS W MPOBEPKHU
BBITIOJIHEHHS BBILICYKA3aHHBIX 00s3aTEIbCTB.

Yupexaenue u [ TaBHBIN HCcleqoBaTellb 00I3YIOTCS
XPaHUTD JIOKYMEHTHI, MIO3BOJISIOINE
WACHTHQHUIUPOBATh CcyOBeKTOB MccienoBanus, a
TaK)ke BCIO MPOYYyI0 WHGPOpPMAIHMIO, MaTepHalbl U
nokyMmeHTaruio HMccnegoBanusi, MpenoCcTaBlICHHBIC
CIIOHCOPOM wmimm co3fgaHHBEIE B CBS3H C
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Study, in accordance with Applicable Laws and
for at least 15 years after the end or the premature
termination of the Study, unless a longer period is
required under Applicable Laws.
COMAC/SPONSOR is responsible for informing
the Institution and Principal Investigator when it is
no longer necessary to retain all such Study
documentation and neither the Institution nor the
Principal Investigator shall destroy any such
Study documentation without the prior written
consent of SPONSOR.

3.2 Confidentiality

For purposes of this Agreement, “Confidential
Information* of the SPONSOR shall include all
confidential, proprietary and/or
information, whether written, oral, visual and/or
by other means, disclosed by or on behalf of
SPONSOR and/or Principal
Investigator and/or members of the Study Team,
and all information generated from or relating to
the Study, including without limitation, CRFs,
Investigator’s Brochure, safety information,
findings and conclusions, communications to and

trade secret

to Institution

from  regulatory  authorities,  technology,
registration data, Study data, copyrights,
Inventions, Study Results, product candidates,
product development plans, standard operating
procedures, policies, know-how, scientific and
technical processes, compositions, compounds,
samples, ideas and other information not readily
available to the public. Confidential Information

is the sole and exclusive property of SPONSOR.

Institution shall keep confidential all Confidential
Information, including  using
administrative and physical safeguards to protect
the Confidential Information, shall not
disclose any Confidential Information to third
parties other than those with a need to know, such
as the members of the relevant ethics committee,
employees, subcontractors, agents and affiliates

reasonable

and

I/ICCJ'ICI[OBEIHI/ICM, B COOTBCTCTBHUHU C HpI/IMCHI/IMHMI/I
3aKOHAMH H B TeUYeHHE He MeHee 15 et mocie

3aBEPIICHUS WM  JOCPOYHOIO  MPEKpaIieHUs
UccnenoBanus, ecnu [IpuMeHUMBIMU 3aKOHaMU HE
YCTaHOBJICH Ooiee JUTATETHHBIN CPOK.

COMAC/CIIOHCOP o006s3aab1 TpOHH(POPMHUPOBATH
Yupexxnenne wu  [maBHOro  umcciemoBaTens O
MPEKPAIICHAA YCTAHOBJICHHBIX CPOKOB XpaHEHUS

BCEH  HCCIIE/IOBATENIbCKOM  JIOKYMEHTAIlMU;  HU
VYupexaenue, HU [7aBHBI uccienoBaTeNnb He
BIIpaBe YHUYTOXKATh T00YI0 TaKyIo
HCCIIEA0BATEIHECKYIO JIOKYMEHTAITUIO oe3
MIPEABAPHUTEITHLHOTO MMUCHbMEHHOTO corJiacust
CIIOHCOPA.

3.2 KoHhHaeHIMaab5HOCTE

Jna nenmeit  Hactosmero JloroBopa  TepMHUH
«Konbunenmuanpaas uHGOpMAIHS»

(mpunagnexamas CIIOHCOPY) Bkimowaer BCio
KOHQUICHINAIBHYIO, CIIy>KeOHYI0 HH(OpMaluio U
(nmm) nH(popmarmio, COCTaBIIAIOLTYIO
KOMMEpUYEeCKyo TalHy, Oyap TO MHCHMEHHYIO,
YCTHY1O, BU3YaIIbHYIO u (nnm) UHY1O,
npenocrapimssemyio CIIOHCOPOM wumm ot ero
UMeHu  YupexiaeHuto, u  (und) ['nmaBHOMY
HCCIEN0BATEINIO, u (nm) YJI€HaM
UccnenoBarensckoil  rpynmbl, a TakXke  BCHO
nH(pOpMAIIHIO, MOJTyYEHHYIO B pamKax
HccnenoBanusa WM B CBA3M C HUM, BKIIIOYas Cpeau
IPOYEro NPK, Bpourtopy UCCIEe0BaTeNs,
nHpopMmarmto 0  O€30MacHOCTH, HNaHHBIE |
3aKJIIOYEHUs], COOOIIEHNS B PEryIHPYIOIINE OPTaHbl
U OT HUX, TEXHOJOTHH, PErHCTpallMOHHBIE JAHHBIE,
nannele VccnenoBanus, 0ObEKTH aBTOPCKOTO TIpaBa,
N3o6peTenus, pe3yJIbTaThl Hccnenosanus,
MOTEHLMAIBHbBIE JIEKAPCTBEHHBIE CPEJCTBA, IIJIaHbI
pa3paboTKH NPOIYKTa, CTAaHJAPTHHIE ONEPALlIOHHbIC
MpOLEAYyphl, TPUHIMIBI © TIpaBWia, HOy-Xay,
OTIMCaHUS HAyYHO-TEXHUIECKHIX MPOIIECCOB,
COCTaBBI U PELENTYPbl, COSAMHEHHS, 00pa3Lbl, HACH
W WHYI0 WHQOpMAIHIO, HE JOCTYIHYIO IIHPOKON

nyOJIuKe. KouuaennuanpHas nHpOpMaIUI
SBIISICTCS  CAMHOJMYHON WM HCKITIOYUTEIBHOM
coocteenHocThio CIIOHCOPA.

VYupexaeHue JIOTKHO COXpaHsTh

KOH(UICHIIMATBHOCTh JT1000# KonbuaeHnmanpHON
nH(GOPMAIIUH, B TOM YHUCIIC MMOCPEACTBOM IPUHSATHUS
pa3yMHBIX aJIMUHUCTPATHUBHBIX U (DU3MUYCCKUX MEp
JUIS  €¢ 3alluThl, W HE pasliamarbk JI0yio
KonpuaenunanpHyo HHOOPMAIIUIO TPETHUM JIHIIAM,
KpOME TeX, KOTOPHIM OHa HE00XoauMa B CHIY
MPUHATBIX ~ O0SI3aTENLCTB,  HANpUMEp,  YWICHOB
COOTBETCTBYIOIIIETO KOMUTETA o JTHKE,
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involved in conducting the Study and other
appropriate governmental agencies. Any such and
any additional permitted disclosure shall be
subject to like conditions of non-disclosure and
non-use regarding which such third party shall be
bound and the Institution shall be responsible for
third party’s compliance with
obligations.

such such

The non-disclosure obligations set out herein
shall not apply if the Confidential Information is
made publicly available through no fault of the
Institution or if written permission to disclose is
granted by SPONSOR. The non-disclosure
obligations set out herein shall also not apply to
that part of Confidential Information (and in only
that instance) where the information is required to
be disclosed by a court of competent jurisdiction
or government authority is required by law,
provided that Institution promptly provides to
SPONSOR a copy of such requirement prior the
required date of disclosure and cooperates with
SPONSOR in minimizing the extent of any such
disclosure and in seeking such protective order(s)
or the like as may be available to protect the
confidentiality of the information.

The Institution also agrees to use the Confidential
Information only for the purpose of fulfilling their
respective obligations under this Agreement and
shall promptly SPONSOR
termination or expiration of this Agreement all
Confidential Information, documents, samples
and material containing or relating to the
Confidential Information (with the exception of
original patient records) on termination or expiry
of this Agreement or at an earlier time at the
discretion of SPONSOR, except as regards to
Confidential Information required to be retained
at the Institution by Applicable Laws (and then
subject to Institution’s ongoing compliance with

return to on

the confidentiality and non-use obligations as set
forth herein as regards to such retained
Confidential Information).

COTPYIHHUKOB,  CYONOJPSTYMKOB,  areHTOB U
ahGUIMPOBAHHBIX JINII, YYIaCTBYIOITUX B
npoBeneHun VcclieoBaHus, a TakKe MPUMEHUMBIX
rOCYy/IapCTBEHHBIX oOpraHoB. Jlto0oe pa3spericHHOoe
pPacKphITHE yKa3aHHBIM WM WHBIM TPETHUM JIHIIAM
JIOJI’KHO OBITh MOJYNHEHO 00s13aTeNILCTBAM
HEpa3rJalleHus] W HEUCIONbh30BAHUS, KOTOPHIMHU
Takas TPEThsl CTOpPOHA JOJKHA OBITH CBS3aHA, W
Yupexaenue HeceT OTBETCTBEHHOCTH 3a
COONIO/ICHNE  YKa3aHHBIX  O0S3aTENIbCTB  TaKOH
TPEThEH CTOPOHOM.

O06s13aTenbCTBa 1O HEpPaA3TIIANICHHUIO, M3JI0KEHHBIE B
HactosimieM JloroBope, HE MPUMEHSIOTCS, €CIH
KondunennuansHas  WHPOpMAIUS  CTAHOBHUTCS
00IIEeA0CTYITHOM HE 1O BUHE YUPEKICHUS WIH CCIIH
CIIOHCOPOM pnaHO NMUCBMEHHOE pa3pelleHHe Ha
ee packpbiTie. O0s3aTenbCTBa MO0 HEPA3TIIANICHUIO,
W3TIO’KEHHBIE B HACTOSIIEM JOKYMEHTE, TaKKe He
pachpoCTpaHsOTCS Ha T€ ciydyad (M TOJNBKO Ha

COOTBETCTBYIOIIYI0O  4acTh  KoHbuaeHInanpHON
uHdopMalui), Korga wHGOpMamus I0/DKHA OBITh
packppiTa Ha 3aKOHHBIX OCHOBAHHSX CYIOM
KOMIICTCHTHOU FOPUCIUKIIMU WU TOCYAapCTBCHHBIM
OpraHoM, TIpH  YCJIOBHH, 4YTO  YUpexKIeHUe
HesamemmurenpbHo — mpepoctaBur  CIIOHCOPY
KOIIHIO COOTBETCTBYIOIIETO  TpeOOBaHUA O
packpbITUM  WHGOpPMAIMKM  JO  JaThl  TaKoro
PacKpBITHS u Oynet COTPYIHHYATH co

CIIOHCOPOM miist MUHHMU3ALUA JIIOOOT0 TaKOrO
PacKpheITUSl U TIOJyueHHs cyAeOHoro opzepa(-oB),
OTPaHUYMBAIOIIETO(-1X) packpbITHE TaKoi
nH(pOpPMAIUH, a TAKXKe AJIS MPUHSATHS HHBIX MEp I10
3anuTe KOH(QUACHINAIBHON HH(DOpManny.

VYupexxaeHue TakKe COrNIaliaeTcss HCIOIb30BaTh
Konduaenunansayo nHOPMALUIO TOJIBKO C LIENbIO
UCTIOJTHEHHS CBOUX OO0S3aTENILCTB MO HACTOSIIEMY
JloroBopy M IODKHO HE3aMEIIMTENIbHO BEPHYTh
CIIOHCOPY BCIO Kondunenunansnyio
nH(pOpMaITUIo, TOKYMEHTHI, 00pa3lbl U MaTepHAaIIbI,
cozepxKanme WIIN OTHOCSIINECS K
Kondunenunansnoi HHpOpPMaLTUH (3a
UCKITIOUYCHHEM MCXOIHBIX MEAUITHCKUX
JTOKYMEHTOB) 10 OKOHYAaHWU WM MCTEYEHHH CPOKa
neiictBusi Hactosmero Jloroopa wmnmm B Oojee
panHuii cpok 1o ycmotpenuto CIIOHCOPA, 3a
uckioyeHneM KoHduaeHmansHol HHPOPMAIINY,
KOTOpast JOJDKHA XPAaHUTBCS B YUPEKICHUH
cornacHo IlpumMeHHMBIM 3aKoHaM (TIPH  YCIIOBHHU
CTPOTOTO  WCTIONHEHUS  YUpeXICHHEM  CBOMX
00s13aTEIHCTB 1o COXpaHEHUIO
KOH(PHUICHINAIEHOCTH u HEHCIIONB30BaAHUIO,
W3J0KEHHBIX B HACTOSIIEM  JOKYMEHTE, B
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The obligations set forth in this Section 3.2 shall
survive the termination or expiration of this
Agreement indefinitely.

Section 4. Ownership Rights

4.1 Intellectual Property Rights

For purposes of this Agreement, “Study Results*
shall mean all information concerning the Study
Drug or other SPONSOR technology, including
without limitation patent applications, formulas,
manufacturing processes, scientific data, specific
study designs, protocols (including, without
limitation, the Protocol) and formulation
information, and all data, results and other
information derived from the Study, and all Study
records and documents, including without
limitation all CRFs, study worksheets and
laboratory data reports and other work product,
Biological Materials and Biological Materials
Data, created in the conduct of the Study.

For purposes of this Agreement, “Inventions®
shall all inventions, improvements,
discoveries, developments
(whether or not patentable) and all intellectual
property rights that are conceived,
reduced to practice or otherwise made or
developed in whole or in part by or on behalf of

mean

and trade secrets

therein

Institution, Principal Investigator and/or any
member of the Study Team under this Agreement
or in connection with the Study, or is otherwise
derived from Confidential Information or is made
using Study Drug, including without limitation
any inventions, improvements, discoveries,
developments and trade secrets related to the
Study Drug or its uses, as well as any derivatives,
progeny or improvements developed therefrom or
to the Confidential Information.

OTHOIIIEHUH TaKou KonduaennuanpHoi
nH(popMaIun).
OOs3aTensCcTBa, W3JIOKEHHBIE B Pasmene 3.2,

OCTAaroTCA B CHJIC Ha HCOHpCHCHCHHHﬁ CpOK 110CJIC
pacTop:KCHUA WM HCTCUCHHA CpOKa JICHUCTBHS
HaCTOAIICTO I[OFOBOpa.

Paznen 4. IlpaBa coOOCTBEHHOCTH

4.1 TlpaBa Ha  OOBEKTHI  MHTEIUIEKTYAILHOU
COOCTBEHHOCTH

Hns  uemeit  Hactosimero  [loroBopa  TepMuH
«pe3ynpTaThl  MccnemoBaHWs» — O3HAYAIOT — BCIO

napopmaruio o0 HMccnemyemom mpenaparte WU
npyroit Texnonorun CIIOHCOPA, Bkimiouas cpeau
MpodYero  3asBKM  HA  TATEHTH,  (POpMYIIHI,
MIPOU3BOJACTBCHHBIC MPOLIECCHl, HAy4YHbIC IaHHEIC,
JU3aiiH UCCIEAOBAHMS, MPOTOKOJBI (BKIIOYASI CPEaU
mpodero ITpoTokosn ucciemnoBanus) U HHGOPMAIHIO
0 COCTaBe, a TaKKe BCE JaHHBIC, pPE3yIbTaThl H
IpYyTryl0 WHPOpPMAIMIO, TMOJYYESHHYID B  XOJIe
HccnenoBanms, HapsAIy €O BCEMH MaTepualaMu
TOoKyMeHTamMHu lcciaemoBaHus, B TOM 4YHCIIE BCE
HUPK, mnpoTokonbl uCCIEOOBaHUM, OTYETHl O
pe3yabpTaTax 1a00paTOPHBIX JTAaHHBIX
TOKyMEHTHUPOBAHHBIE PpE3yIbTaThl APYTHX pador,
buonornueckue  marepuansl u  JlaHHBIE O
OMOJIOTHYECKUX MaTepualiaX, CO3JaHHBIC B XOJe
npoBenieHus MccneqoBaHus.

Jna nenmeit  Hactosmero JloroBopa  TepMHUH
«30b6perenusi»  o3HauaeT Bce  M300peTEHH,
YCOBEPLICHCTBOBAHMS, OTKPBITHS, pa3pabOTKU U
KOMMEpUYECKHe TalHbl (HE3aBUCHMO OT TOTO,
SBIISIIOTCS. JTM OHM MATEHTOCHOCOOHBIMH WJIM HET), a
TaKXe BCE COOTBETCTBYIOIIME IpaBa Ha OOBEKTHI
UHTEJUIEKTYalbHOH  COOCTBEHHOCTH, KOTOpbIE
pa3paboTaHbl, peanu30BaHbl WM HHBIM 00pa3oM

OCYIIECTBICHBI WM CO3JaHBI IOTHOCTHIO WIIH
YJaCTUIHO YupexaeHuem, I'maBHBIM
uccienonareieM W (MIM)  JTIOOBIM  YWIEHOM

HccnenoBarenbCkoil Tpynmbl WIH OT UX UMEHH T10
HacToameMmy JloroBopy wmimm B CBS3M  C
UccnenoBanneM, niv MHBIM 00pa3oM TONYYCHBI Ha
ocHoBe KoH(uaeHnmanpHON WHGOPMAIUK WIH C
HCTIONIb30BaHIEM Hccnenyemoro mpermapara,
BKJIIOYAs CpeIyd IMPOYEero JIo0bIe H300pEeTCHMS,
YCOBEPIIICHCTBOBAHMS, OTKDBHITHS, pPa3padOTKu U
KOMMEpYECKHE TailHbl, CBsi3aHHBIE ¢ Mcciegyembim
MpermapaToM WM €ro HCIOJb30BaHHUEM, a TaKKe
JIFO0BIC TTPOU3BOIHBIC TPOTYKTHI, MOTU(DUKAIIUY WIIN
YCOBEpIIICHCTBOBAHMS, pa3pabOTaHHBIE Ha  €ro
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The Study Results and Inventions shall be
SPONSOR’s sole and exclusive property and
SPONSOR shall have the right to use the
Confidential Information, Study Results and
Inventions in any manner deemed appropriate to
SPONSOR's business interests without further
obligation or liability to Institution or Principal
Investigator. Neither the Institution nor the
Principal  Investigator, including its/her/his
respective employees and agents, shall have any
rights therein. The Institution agrees to assign and
hereby assigns all rights, title and interests in and to
Study Results and Inventions to SPONSOR, both
in the United States and everywhere else in the
world. Institution and Principal Investigator shall
notify SPONSOR of the Study Results and
Inventions promptly, separately and in writing.
SPONSOR shall have the right to transfer any and
all Confidential Information, Inventions and
Study Results in its sole discretion with no further
payment or other obligation to the Institution. In
the event any particular assignment cannot be
made or is prohibited by law, Institution, on
behalf of itself and its employees, contractors and
agents hereby grants and shall grant to
SPONSOR (and will ensure that its employees,
contractors and agents grants to SPONSOR) an
irrevocable, worldwide, exclusive, fully-paid,
royalty-free right and license, with right to
sublicense through multiple tiers, in and to such
Inventions and Study Results, to the maximum
extent permitted by Applicable Laws.

Institution shall cooperate with SPONSOR, at
SPONSOR’s expense, to execute any documents
and give any oaths required to enable SPONSOR
to protect its proprietary rights in and to any
Inventions, and shall assist SPONSOR in filing
for, obtaining and maintaining patents and all
other intellectual property and proprietary rights

OCHOBE WJIH C UCTONIb30BaHueM KoHbuaeHInanpHOH
nHpopMaIuu.

Pesynpraret  UccnenoBanuss u  M3o0perenus
SBISIFOTCS. ~ €IMHOJIMYHOM U HUCKJIIOYUTEIBHOU
cooctBennoctero  CIIOHCOPA, u CIIOHCOP

MMEET TPaBO HKCIOJIB30BaTh KOH(PUACHIIMAIEHYIO
nHpopMaluio, pe3ynpTatel  MccnemoBaHus U
M3o0peTeHnss  mOOBIM  CITOCOOOM,  KOTOPBIMA
CIIOHCOP  coureT COOTBETCTBYIOIIMM CBOUM
JICIIOBBIM HHTEpecam, 0e3 KaKUX-JIU00
COITyTCTBYIOIINX 00513aTENbCTB nepen
VYupexxaenueM win [7aBHBIM — HCClEIOBaTEIEM.
VYupexxnenne u ['nmaBHBIA HccleqoBaTeNb, BKIIOYAs
ero (ee) COOTBETCTBYIOIIMX COTPYJHUKOB 1 areHTOB,
HE WMEIOT HHUKAaKHX T[paB Ha  pe3yJbTaThl
UccnepoBanmst u  M3oOperenus.  YupexneHue
COrJIaliaeTcss YCTYNUTh W HACTOSIIMM IIepeiacT
CIIOHCOPY Bce mpaBa, B TOM  YHCIE
MMYIIIECTBCHHBIC W TIpaBa BIIAJICHUS, B OTHOIICHUE
pesyneratoB  UccnemoBanuss u  M3o0pereHwuit,
nericTBytonue kak Ha Tepputopun CIIA, Tak u BO
BCEM MHpe. YupexJeHue U [ maBHbIN HccieaoBareib
CBOCBPEMECHHO, OTACIBHO M B IHCHbMECHHOM BHIIE
YBEIOMIISIFOT CIIOHCOPA 0 pe3yabTaTax
Hccnenopanns m Mzooperennsax. CIIOHCOP mmeet
mpaBo TiepenaBath o0y KoHbuaeHImanbpHyO

napopmaruio, U3o00peTteHns W pe3yabTaThl
HccnenoBanusi TpeThel CTOpPOHE IO  CBOEMY
YCMOTpPEHHIO, HE Hecs COMYTCTBYIOLIUX

00513aTeNBCTB, B TOM 4HKcClIe (PUHAHCOBBIX, Mepeln
YupexaenueM. B cioydae ecnu kakas-mu0o yCTyIKa
TakKMX TpaB HE MOXET OBITh COBEpIICHAa WIN
3alpelieHa 3aKOHOM, Y UpEeKIeHNE OT CBOETO UMEHU
U UMCHH CBOUX COTPYIHHUKOB, IOAPSAYUKOB U
areHTOB HACTOSIIIUM  TepenaeT u  00s3yeTcs
nepeaate CITOHCOPY (u obecneunts mnepeaauy
TaKoro rpaBa CBOMMH COTPYTHUKAMU,
moapsmaukamu ¥ areHtramu  CIIOHCOPY)
0€30T3bIBHBIC, = BCEMHUpHBIE,  HCKIIOYUTEIbHBIE,
MOJIHOCTBIO OIJIaueHHbIE U 0e3BO3ME3AHBIEC MPaBO U
JUTICH3UIO (c MIPaBoOM MHOTOYPOBHEBOTO
CcyOnmuIieH3upoBaHus) Ha Takue M3o0OpeTeHUS U
pesynbrathl  MccrmegoBaHuss B MaKCHUMAalbHOM
CTETICHH, MPEAyCMOTPEHHOM [MpumeHUMBIMHE
3aKOHAMHU.

YupexnaeHue  o0s3yeTcs — COTPYAHMYATH  CO
CIIOHCOPOM  nns opopmileHHsT  JTHOOBIX
nokymeHToB 3a cdeT CIIOHCOPA u maum mroObIx
MOKa3aHUN TIOJ] TPUCATOH, HEOOXOMUMBIX IS
3ammuTel CIIOHCOPOM ero mpaB cOOCTBEHHOCTH Ha
M3o0peTeHns, a Takke 00s3yeTcs OKa3bIBaTh
CIIOHCOPY nomoms B mojade 3asBOK Ha IMaTCHTEI,
MOJTyYCHUN ¥ COXPAHCHHU MATEHTOB U BCEX JIPYTHX
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on and in the Inventions.

and warrants that its
employees, and agents are
contractually bound to convey to Institution all
right, title and interest in and to Study Results and
Inventions in order afford the SPONSOR the
rights set forth in this Section 4.1 to the fullest

extent.

Institution represents
contractors

Notwithstanding the foregoing, COMAC shall
retain full ownership rights
templates, programs
developed or licensed by COMAC existing prior
to the effective date of this Agreement, regardless

in and to all

and other materials

of whether such materials are used in connection
with this Agreement.

4.2 Publications

Institution shall not have the right to do
presentations or publish paper(s) about the Study.

Other than as permitted in this Agreement,
Institution shall not, and shall not permit its
employees, contractors and/or agents to issue or
disseminate, any press release or statement or any
communication of information regarding the
Study, written or oral, to the communications
media or any third party without the prior written
consent of SPONSOR. Additionally, all
announcements or publicity concerning the Study,
the multi-centre trial, the Study Drug or this
Agreement by Institution or Principal Investigator
or other Study Team members must be approved
in writing in advance by SPONSOR and in all
cases must acknowledge SPONSOR’s
sponsorship of the Study.

mpas Ha 00BEKTHI WHTEIUICKTYaIbHON
COOCTBEHHOCTH, BKJIIOUas IIpaBa COOCTBEHHOCTH Ha
Nzobpetenwst.

VYupexaeHue 3aBepseT U TapaHTHPYET, 4YTO €ro
COTPYIHHUKH, MOAPSAYUKA M areHThl CBSI3aHbI
JIOTOBOPHBIMU ~ 00s3aT€IbCTBAMH TI0  TIepeaaye
YupexIeHUI0 BCeX IMpaB, BKIIOYask UMYIIESCTBCHHBIS
U TpaBa BjaJCHUs, Ha pe3yibTarsl VccnenoBanus u
WzobOperenust uisi WX TOCHEAyIOINEH Tmepeaadu
CIIOHCOPY B moaHoM 00beEME B COOTBETCTBHHU C
HactosmuM Pa3nenom 4.1.

Hecmotps Ha BBIIIEU3IIOKEHHOE, COMAC
coxpaHseT 3a coboii Bce mpaBa COOCTBEHHOCTH Ha
Bce IAOJIOHBI, NPOTPaMMBbl U JIpyrHe MaTepHabl,
paspabotannsie win nunenzupoBanasie COMAC no
JaThl BCTyIUIEHHUS Hacrtosimero JloroBopa B cuiy,
HE3aBHUCHMO OT UCIIONB30BaHUS TAKMX MAaTEpPHAIOB B
CBSI3U C HACTOSIIM J[OTOBOPOM.

4.2. llyoankaunu

YupexaeHue He MMEET IpaBa JeliaTh Ipe3eHTAINH
WM TyOJIUKOBAaTh MaTepuaisl 00 MccnenoBanum.

3a WCKIIOYEHHEM CIy4daeB, IMPeIyCMOTPEHHBIX
HactosuM JloroBopom, YdapexeHue o0s3yeTcst He
myOMMKOBaTh W HE paclpoCTpaHsTh, OyAb TO B
MUCBMEHHONW WM YCTHOH ¢opMme, JtoObIe Mpecc-
peu3bl, 3asABIICHUS WU COOOIIeHNS ¢ nHpopMaIuei
06 MUccrmemoBamnm B cpencTBax — MaccoBOU
WHPOpPMALMK WIM JIOOBIM TpeTbUM JUIaM 0e3
MpeBapUTEIHHOTO MMMCHMEHHOTO coriacus
CIIOHCOPA, a Takxke [ODKHO HE JIOMYCTUTH
myOMuKauy ~ WIM  PAacHpOCTPaHEHUS  TaKoH
nH(pOpMaIuu CBOWIMU COTpYIHUKAMHU,
noapsuuKkamMu 1 (uiau) arentamud. Kpome Toro, Bce
OOBSIBIICHHS, CICIaHHBIC YUpeKIeHUEeM, | JTaBHBIM

HCCIIeIOBATENIEM 170131 IPYTHMHA YIIeHAMHU
HccnenoBarenbCckoid  rpynmbl, B TOM  YHUCIE
PEKIIaMHOTO XapakTepa, KOTOpbIE UMEIOT

oTHolIeHHe K MccienoBaHnio, MHOTOIEHTPOBOMY
uccnenoBanuio, MccnemyemoMy Tipenapatry  Wid
HacTosmieMy JloroBopy, IOKHBI OBITh 3apaHee
onooperst CIIOHCOPOM B mnuceMeHHOW BUIE U

JIOJDKHBL  cosiepkaTh HWHQoOpMarmoo 00 ydacThu
CIIOHCOPA B MHccrnemoBannd B yKa3aHHOM
KaueCTBe.
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Section 5. Term and Termination of the
Agreement

5.1 This Agreement shall become effective on
the date of the last signature of the parties.
This Agreement shall remain in force and
effect for the full duration of the Study
according to the Protocol and until Institution
has submitted all documents and Biological
Materials to SPONSOR or designee as
required by the Protocol and SPONSOR has
accepted such documents, unless terminated
prematurely in accordance with 5.2.

5.2 SPONSOR may terminate this Agreement by
notice in writing with immediate effect for
reasons including, but not limited to, any of the
following occurrences:

e subject recruitment, as defined in Section 1.6, has
not been completed within the scheduled period;
etwo months after shipment of the Study Drug or
material, no subjects have been recruited or the
Principal Investigator recruits no subjects or
recruits such a low number of subjects that it can
be assumed that the agreed number of subjects
will not be reached during

recruitment phase;

the planned

¢SPONSOR terminates the Study because the
development of the Study Drug is discontinued;

eit is proved that the dosage used for the Study no
longer seems to be justified;

ea regulatory authority or other authorised
institution decides to terminate the Study at this
Institution or as a whole; the ethics committee
determines that continuation is not justifiable;

ethe Principal Investigator fails to adhere to the
conditions of the Protocol and the requirement
to complete CRF data according to the
Guidelines for Good Clinical Practice and
Instructions; or

efor a breach of this Agreement, provided that the
Institution fails to cure such breach within thirty

Paznen S. Cpoxk pelicTBHSI M pacTOp:KeHHe
Horosopa

5.1. Hacrosimuit [loroBop BCTymaer B CHIy C
JaThl €ro MONIMCAHMS TOCIETHEH M3 CTOPOH.
Ecomm ero pgeiictBue He OymeT ITOCPOYIHO
MPEKPalIeHO B COOTBETCTBUU C IYHKTOM 5.2.,
JloroBop ocrtaercs B CWie U JCHCTBYeT B
TEUYCHHE BCETo nepruoja MIPOBEACHUSA
Uccnenoanus cornacHo IIpotokomy mo Ttex
mop, TMoka  YupexJaeHuem  He  OyayT
MpEeICTaBICHBI BCE JIOKYMEHTBI u
buonornueckne marepuanst CIIOHCOPY wmu
€ro  YHNOJHOMOYEHHOMY IMpPEICTaBUTEIIO B
COOTBETCTBHH ¢ TpeOoBanusamu [Iporokonma u
CIIOHCOP He mpuMeT Takue TOKYMEHTHI.

5.2.CIIOHCOP wMoOxeT pacTOprHyTb HaCTOSIIIHH
JloroBop  myTeM  OTHpaBKU  [HUCbMEHHOIO
YBEIOMJIEHUSI C HEMEAJIEHHBIM BCTYIUIEHHEM B
CUITy IO JI0OOH M3 CIEIYIONIHX, CPEAU IPOUETo,
HPUYUH:

*Ha0Op CyOBEKTOB, MpexycMOTpeHHbIX Pasnenom 1.6,

He OBLIT 3aBEpIIIeH B yCTAHOBJICHHBIE CPOKH;

e ycpe3 ABa MEcCALa IOCJIC IMOCTAaBKU I/ICCJIC,Z[yeMOFO

mperapara Wil MaTepualia Hu OJIMH U3 CYOBEKTOB
He ObUI BKIIIOUeH B MccnegoBanue, mubo I'maBHbBIN
HcciaenoBaTeTh He HaOpanm HH OJHOTO CyOBEeKTa
WM BKJTFOUMJI CTOJIb Majoe KOJIMYECTBO CyOBEKTOB,
4TO, MPEIMTOIIOKUTEIHLHO, COTJIaCOBaHHOE
KOJTMYECTBO CyOBEKTOB HE OymeT AOCTUTHYTO Ha
3aIIaHUPOBAHHOM 3Tarie Habopa;

¢ CIIOHCOP mnpekpamaer UccnenoBanue B CBSI3U ¢

MIpeKpaIIcHHEM pa3paboTKu HCCIIETyEMOTO
npenapara;

® TOKa3aHo, qTo no3upoBka  Hccnemyemoro
mpemnapara, HCIIO0JIb30BaHHAs B pamKax
UccnenoBauns, He Ka)KeTCsl 000CHOBAHHOM;

® PETYJIUPYIOIINI opran 158071 Jpyras
YIIOJTHOMOYCHHAS OpraHu3aIns MPUHUMACT

pemeHne o mpekpamieHnn lccrnenoBanus B dTOM
YupexxJIeHun WiIW HEe TOJBKO B HEM; KOMHUTET IO
9TUKE YCTaHOBWJI, YTO MpojosnkeHue MccnenoBanus
SBTISIETCS] HEOOOCHOBaHHBIM;

o 'maBHEINI HUCCIIeI0BaTEIb HE coOIIroaeT
moyoxkeHuss  IIpoTtokoma w  TpeOOBaHMS IO
3aII0JIHEHUIO NPK B COOTBETCTBHUH C

PykoBoacTBOM 1O Hajjexamed KIMHUYECKOU
MIPaKTUKE W HHCTPYKITUIMU; WA

¢ yCJIOBHSA HACTOAIIECTO I[OFOBOpa HapyliCHbI, H“

qu CXKACHHUECM HC 6yI[CT HCIIPABJICHO TaKoOC€
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(30) days after receipt of written notice
specifying such breach.

SPONSOR may terminate this Agreement for any
reason upon at least thirty (30) days written notice
to Institution.

5.3 Should the Principal Investigator claim that
continuation of the Study is no longer
medically justifiable, due to (i) unexpected and
adverse results (ii) the severity or prevalence of
serious adverse events or (iii) the efficacy of
the treatment with Study Drug appears to be
insufficient; then he and the Institution will
promptly notify COMAC/SPONSOR.

5.4 If this Agreement is terminated prematurely

in accordance with 5.2, the Principal
Investigator and Institution shall use
her/his/its best endeavours to minimise

further costs but consistent with good medical
care of the Subjects. Should SPONSOR or the
ethics committee agree that continuation is not
justifiable; the Principal Investigator may
arrange immediate termination of the Subjects.
Upon termination or expiration of this
Agreement, Institution shall return to
SPONSOR or its designee all Confidential
Information, information related to
Inventions, Study Results and any other
records, data, materials and information that
are the property of SPONSOR and shall make
no further use thereof and shall follow
SPONSOR’s or its designee’s instructions
with respect to the return or disposition of
any remaining quantities of Materials. In the
event this Agreement is terminated prior to
completion of the Study, for any reason, or
upon completion of the Study, SPONSOR
shall be under no obligation to provide a
continued supply of the Study Drug.

HapylieHrne B TeueHue Tpuaunatu (30) aHel mocne

IMOJIy4YCHUA

IIHNCBEMCHHOI'O YBCAOMIICHUA C

YKa3aHUCM TaKOI'0 HAPYIICHUS.

CITOHCOP moxet pacToprayTh HacTOAIHA J[oroBop
o JII000W TPUYHMHE, MHUCEMEHHO YBEIOMHUB 00 3TOM
VYupesxnenue He MmeHee ueM 3a 30 (TpuauaTte) IHeH 1o
BCTYIUICHHS B CHITY COOTBETCTBYIOILIETO PEIIICHUSL.

5.3.Ecim T'maBHBEII HcclienoBaTedb 3asABISICT, YTO

54.

nponoivkeHue MccienoBanust Oosee He SBISCTCS
LIEJIECO00Pa3HBIM C MEIUIMHCKOW TOYKH 3PEHHUS
BCTICICTBUEC TONydeHUS (i) HEOKHITAHHBIX W
HEeOJIaronpusTHBIX PE3yAbTATOB; (ii) THKECTH WITH
pacIpoCTpaHEHHOCTH CEPHE3HBIX HEXKETaTebHBIX
SIBIICHUM; Wi 1o TpuauHe (iil) HeIoCTaTOYHOM
sdpdpexTuBHOCTH  Mccnmeayemoro — mpemaparta,
['naBHBIf  ucchnemoBaTens U YUpexKICHHUE
00s13yI0TCS HE3aMEUTUTENTEHO YBEIOMHUTH 00 dTOM
COMAC/CIIOHCOPA.

B cmywae mocpodHOro - mpekparieHus
JIEUCTBUA HAaCTOAIIETO HoroBopa B
COOTBETCTBMM ¢ IIyHKTOM 5.2  ['naBHBII
WCCIEeoBaTeh M YUPEXKICHHE  JOJDKHBI
MIPHIIOKUTH MaKCHUMyM yCuInn JUTS
MUHHMHU3AIUA  JaJbHEHIINX PACXOA0B MPH
YCIIOBHU OKa3aHus Ha/IJIeKaIEero
MEIUIIMHCKOTO  OOCIy)KMBaHHS  CyOBeKTaMm

Uccnenosanug. Ecin CITOHCOP wnu xomuret
[0 3THKE COIJACATCS C TeM, YTO MPOAOJLKEHUE
HccnenoBannss HE SBISIETCS IIETICCOOOPA3HBIM,
I'maBHBIN HcCCllemOBaTEab JTOJDKEH O00€CIEYUTh
HEME ICHHOE MTPEKPAICHUE YIaCThs CYOBEKTOB B
UccnenoBanuu.. B cimydae pacTopkeHHUS WU
WCTEYCHUS  CpoKa  JICHCTBHS  HACTOSIIETO
Horosopa Yupexaenue BO3BpAILlACT
CIIOHCOPY wumm ero ymnoJaHOMOYEHHOMY
npeactaBuTeo  Bclo  KoHpuaeHNMAIBEHYIO
nH(popmaruio, pe3ynbpTathl  McciaemoBaHus,
nH(pOopMaIuio, CBA3aHHYI ¢ M300peTeHusMu, u
mo0bIe JpyTHe 3alHCH, MAaHHBIC, MaTCPHUAIBI U
TIOKyMEHTHI, KOTOpBIE SIBJISTFOTCSI
cooctBenHocteio CIIOHCOPA wu He mopnekar

JNaJbHEHIIEMY  HCIOJB30BaHMIO, a  TaKXke
o0s13yercst clleI0BaTh HUHCTPYKLUAM
CIIOHCOPA wumu ero yHnoJHOMOYEHHOIO

MPENCTaBUTENsT B OTHOIICHWW BO3BpaTa WU
YTHIM3AIWAN JTI000TO OCTaBIIErOCsl KOJIMYECTBA
TaKMX MaTepuajoB. B ciydae pacTopKeHus
HacTosmero Jloropopa mo kako-mubo MpuuuHe
70 3aBepieHus lccneaoBaHus WM TMMOCIE €ro
3aBepmieanss CIIOHCOP ne HeceT 0053aTeNbCTB
Mo OOCCIECUEHUI0 HETPEPHIBHOW  IMOCTABKU
HUccnenyemoro npenapara.

23




TRCA-303/Institution Contract/ TRCA-303//loroBop ¢ yupexaeHueM

5.5 Termination of this Agreement by any party
shall not affect the rights and obligations of the
parties accrued prior to the effective date of
termination of this Agreement. Neither the
expiration nor the termination of this
Agreement, however effectuated shall cause
the parties to be released from their rights and
obligations under Sections 1.3, 1.7, 2, 3,4, 7, 8,
10, 11 and 12 or under any other provisions of
this Agreement that by their terms are
understood to survive termination.

Section 6. Payment Terms and Conditions

For conducting the Study, the Institution shall
receive remuneration pursuant to Fee and Payment
Schedule (Attachment 1) to this Agreement.
COMAC, on SPONSOR’s behalf, will be
responsible to perform any and all Study payments
due to the Institution under this Agreement.

Institution will be the sole recipient of all payments
under the Study and will be thereafter responsible
for the remuneration of the Principal Investigator
and Study team members with respect to the Study.
Institution releases SPONSOR and COMAC from
any payment obligation to Principal Investigator
and Study Team members.

The Institution agrees that no third party will be
charged for any aspect of treatment or subject
care for which the Institution has invoiced or been
paid under this Agreement. The Institution agrees
that neither Subjects nor any third party will be
charged for the Study Drug or any Protocol
procedures that being paid for by SPONSOR
pursuant to this Agreement, nor shall Institution
include such cost in any cost report to third-party
payers.

5.5.Pactopkenmne Hactosero JloroBopa moOoi u3
CTOPOH HHKOMM 00pa3oM He BIHUSIET Ha NpaBa H
00s13aTeNbCTBA CTOPOH, BO3HHKIIME JO JAThl
BCTYIUIEHUsI B cuily Hactogiero JloroBopa. Hu
WCTEYCHHE  CpOKa  JICHCTBUS  HACTOSIIErO
JloroBopa, HH €ro pacTOpKEHHE, KakuM Obl
CIoco0OM OHO HH OBIIO OCYIIECTBICHO, HE
OCBOOOXK/IAIOT ~CTOPOHBI OT WX TMpaB |
00513aTeNbCTB, MPEAYCMOTpeHHBIX Paznenamu 1.3,
1.7, 2, 3, 4, 7, 8, 10, 11 u 12 win moOsIMH
JIpYyTUMH TIOJOXKEHMIMH HacTosimero /lorosopa,
KOTOphIE M0 COMAECPXKAIMMCSI B HHX YCIIOBHSAM
MOHUMAIOTCSl KaK COXPAHSIOIINE CBOIO CHITY
rocJie mpekpaileHus aerctsus Jlorosopa.

Pa3znen 6. Cpoku u NOpsI0K pacyeToB
3a  mpoeemenue  McciemoBaHus  YupexIaeHHE

MOJTy4aeT BO3HArpaXkJIeHUE B cOOTBEeTCTBUH ¢ [Imanom
mnatexxed (Ilpunoxxenune 1), BXoadimuM B COCTaB

Hactosmero  Jloroeopa. COMAC, or wuMeHH
CIIOHCOPA, HECET OTBETCTBEHHOCTD 3a
OCYIIICCTBIICHHE  BCEX  IUIATEXEH B paMKax

HccnenoBanus, NPUYMTAIONIUXCS YUPEXKIEHUIO 10
HacTosieMy Jorosopy.

y‘-IpC)KI[CHI/IC ABIICTCA €AMHCTBCHHBIM ITOJIYYaTCIIEM

BCEX IUIaTeXeil, MPOU3BOAUMBIX B CBSI3U C
UccnenoBanuem u, CJIeIOBATENBHO, HeceT
OTBETCTBEHHOCTh 32 BBIIUIATY  BO3HATPaKICHUI
I'maBHOMY HCCTIeIOBATEIIIO u YIIeHaM
HUccnenoparenbckoit TpyIIbI B pamkax
Uccnenopanusi. VYupexnenue 0CBOOOX/IaeT

CIIOHCOPA u COMAC ot mro0bIX IDIaTEKHBIX
00s13aTeNbCTB  Tiepen, [ J1aBHBIM HCclienoBaTesieM U
HccnenoBarensckoi rpynmon.

VYupexneHue cormamaercs ¢ TeM, YTO IJiaTa 3a
OO0  acmeKkT JIeYeHHWS WM  OOCITy>KUBaHUS
cyonsekToB MccmenoBanus, 3a KOTOPEIN YUpeKICHHE
BBICTaBWJIO CYET WM TONYYWIO IUTaTeX B
COOTBETCTBMM ¢ HacrosumMm JloroBopom, He
MNOAJICKUT  B3UMAHUIO C  TPETbed  CTOPOHBI.
VYupexxneHue TpU3HAET, YTO HH  CYOBEKTHI
Uccnenoanus, HYU 1100ast TPEThs CTOPOHA HE HECYT

OTBETCTBEHHOCTh  3a  omuary Hcciaegyemoro
mpermapara 170131 JOOBIX MpoLeayp,
MPeyCMOTPEHHBIX [Iporoxomom, KOTOpBIE

omrayuBaroTcst CIIOHCOPOM B COOTBETCTBHH C
HacrosmuM JloroBopoM, U YupexaeHue 00s3yeTcs
HE BKJIIOYATh TaKWE pacxodbl B IOOOH OTYET O
3aTparax, MPEAOCTABISIEMBII CTOPOHHUM
IUIATCIBITAKAM.
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Unless otherwise agreed herein, payments will be
made for evaluable Subjects and for eligible
subjects only. An eligible subject is one who
meets all of the inclusion requirements and does
not meet any of the exclusion criteria of the
Protocol, who was enrolled by Principal
Investigator, and from whom a signed ICF has
been obtained (each a “Subject”). An evaluable
Subject is one for whom CRFs have been
properly completed in accordance with the
Protocol, and who has completed the appropriate
Study procedures as set forth in the Protocol, and
undergone the evaluations required by the
Protocol. Screen failures and run-in failures will
also be compensated in accordance with
Attachment 1.

The parties acknowledge and agree that the
compensation provided for Institution’s and
Principal Investigator’s performance of the Study
represents the fair market value for the services
conducted by Institution and Principal
Investigator and has been agreed independently
from any business the Institution or the Principal
Investigator has made or may make in relation to
the ordering of products or services of the
SPONSOR.

If the Study was never initiated because of
disapproval by the EC, SPONSOR will reimburse
Institution for any expenses that were
prospectively  approved, in  writing, by
SPONSOR. If this Agreement is terminated, a
final invoice for amounts payable under this
Agreement, including for any amounts claimed
because of the termination of this Agreement,
must be submitted to SPONSOR or its designee
within three (3) months following the effective
date of termination; failure to timely remit a final
invoice will constitute a waiver as to payment of
such amounts.

If the Institution has been paid any amounts
which have not been earned hereunder as of the
date of termination, the Institution shall promptly
return to COMAC (on Sponsor’s behalf) all such
unearned funds within 30 days.

Ecmu uHoe He OroBOPE€HO B HACTOAIIEM JOKYMECHTE,

miarexu  OymayT TNPOU3BOAMTHECS  TOJNBKO  3a
YYHUTHIBACMBIX CyOBEKTOB, OTBEYAIOIINX
YCTaHOBJIEHHBIM  KputepmsiM. K cyObexTam,
OTBEYAIOIINM YCTaHOBJICHHBIM KpUTEPUSIM,
OTHOCATCA  T€, KTO  COOTBETCTBYET  BCEM

TpeOOBaHUSAM BKIIIOYEHHS M HE COOTBETCTBYET HH
OJHOMY M3 KpuUTepueB ucKmoueHus u3 llporokona,
KTO OblT 0TOOpaH ['7aBHBIM HccliezoBaTelIeM U OT
koro Opu1a nonyvena noanucanHas GUC (nanee mpu
OTIEJILHOM YIIOMHHaHUH - «CyOBEKT»).
VY4uTHIBaEMBIM CYOBEKTOM SBIISIETCSl IALUEHT, IS
kotoporo MPK 01 Hagmexammm  oOpa3oMm
3arojHeHa B cooTrBercTBUM ¢ IIpoTokosmom u
KOTOPBIM IpoIIed COOTBETCTBYIOLIUE IPOLELyPhI
UccnenoBanna ¥ OIEHKH, IMPEIyCMOTPEHHBIE
[Ipotokomom. 3a cyOBEKTOB, HE MNPOLICAIINX
CKPUHUHT WIn BBOJIHBII JTall, TaKKe
MpeIyCMOTpPEHA  BBbIIJIaTa  BO3HArPaXACHHUA B
cooTBeTcTBHH C [Ipunoxenuem 1.

CTOpOHBI TPHU3HAIOT W COTJIAMIAIOTCS C TEM, YTO
pasmep BO3BHATPaXKICHUS, MPEAOCTABIISAEMOTO
VYupexaenuto u [JlaBHOMYy HCCleoBaTeN0 3a
MIPOBEICHHE Hccnenosanus, COOTBETCTBYET
CIOpaBEJIUBOM  PBIHOYHOM  CTOMMOCTH  YCIHYT,
OKa3bIBaCMbIX Yupexaenuem n I'maBHBIM
HCCIeI0BaTeEM, U OB COIIaCOBaH HE3aBHCHMO OT
NEATEIBLHOCTH, KOTOPYIO YupexaeHue win [ maBHbIi
HCCIEAOBATENb MOIVIM WJIM MOTYT MpPOBOJUTH B
OTHOIICHWW  3aKka3a TNPOAYKTOB  WIHW  yCIyT
CIIOHCOPA.

Ecmu WccnenoBanue He OynmeT MpOBEICHO W3-3a
OTCYTCTBHA OAOOpEHUS CO CTOPOHBI KOMHUTETa IIO
stuke, CIIOHCOP Bo3MecTHT YUpexaeHUIO TH00bIS
pacxoipl, KOTOpbIE OBLTM MUCHBMEHHO OJ0OpEHBI
CIIOHCOPOM B mmaHoBoM Tmopsiake. B cirydae
npekpaineHus: aeicteus JloroBopa UTOroBbIN CUET-
(dakTypa Ha CyMMBI, MOIJICKAIINE BHIILIATE II0
HacTosameMy JloroBopy, BKIIodas JOOBIE CYMMBI,
3asiBIIEHHBIE B CBA3M C TMpEKpalleHueM eHCTBH
HacTosmiero JloroBopa, MOMKEH OBITH BBICTABIICH

CIIOHCOPY  wumum  ero  ynoJIHOMOYEHHOMY
MIPEACTABUTEINIO B TEUCHHUE TpeX (3) MECAIEB C IaThl
MIPEKPALLEHUS JIeHCTBHA Horosopa;

HECBOEBPEMEHHOE BBICTABIICHUE HUTOTOBOTO CUETa-
(akTypbl OyAeT 03HAYaTh OTKA3 OT BBITIATHI TAKUX
CYMM.

Ecmu Yupexaennem ObUTH BBITUTaYEHBI KaKue-THO0
CYMMBI, YCIYTH 32 KOTOpbIE HE OBLIM OKa3aHbI IO
HacTodAueMy JloroBopy Ha AaTy MHpEKpalleHus ero
neicTByA, VYupexnenue HEe3aMeJINTENBHO
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Section 7. Insurance, Indemnity, Liability

7.1 Clinical Trial and Product Liability Insurance

SPONSOR shall maintain in full force and effect
throughout the performance of the Study
sufficient insurance to cover the relevant liability
of the Institution and the SPONSOR for any
damage suffered by the subjects as a result of
their participation in the Study, to the extent
required by Applicable Laws.

7.2 Indemnification

The Institution shall indemnify, defend and hold
harmless the SPONSOR and COMAC and their
respective affiliates, directors, officers,
contractors, stockholders, agents and employees
against all claims, proceedings, demands, actions,
suits, prosecutions and causes of actions, and all
judgments, liabilities, penalties, damages, costs
and expenses (including reasonable legal costs)
resulting therefrom, which is the result of the
negligence or wilful act or omission of Institution
or any of Institution’s contractors, agents or
employees, or a breach by the Institution of its
obligations under this Agreement.

Neither COMAC nor SPONSOR shall be held
responsible or liable for any controversy, demand
or claim for the payment of damages made by a
Subject against the Institution, the Principal
Investigator, COMAC and/or SPONSOR for:

(a) injuries or damages incurred if they are the
result of negligence or wilful misconduct on the
part of the Institution and/or the Principal
Investigator or any member of the Study Team:;

(b) activities contrary to the Protocol;

(c) unauthorized warranties made by the Principal

Bo3BpamaeT COMAC (ot umenun CroHcopa) Bce
Takue cpencTaa B TeueHue 30 THEH.

Paznen 7. CrpaxoBaHue, BbIILIaTa BO3MeEUIEHUsl,
OTBETCTBEHHOCTH

7.1 CtpaxoBaHHE OTBETCTBEHHOCTH IIPU IPOBEIECHUU

KIMHUYCCKUX HCCHCQOB&HHﬁ', CTpaxoOBaHUC
OTBCTCTBCHHOCTH 3a KAYCCTBO IIPOAYKIINH

Ha mporsskeHMH Bcero ImepHoia MPOBEICHHUS
Hccaenosanus CITIOHCOP oOecrieunBaeTr HajMuue
JICHCTBYIONIETO CTPaXoBOTO IOJIKCA,
rapaHTUPYOIIEro CTpaxoBaHUE rpaXIaHCKOMH

orBeTcTBeHHOCTH Yupexnenus nu CIIOHCOPA 3a
mo0oi  ymiep0d, TPUYMHEHHBIH CyOBEKTaM B
pe3ynbrate ux ydactus B MccrienoBanuu, B o0beMe,
npeaycMoTpeHHOM [IpMEeHUMBIMH 3aKOHAMHU.

7.2 Brlutata BO3MENIEHUS

VupexxJaeHne BBIIUIAYMBACT BOMEIICHNE, 3aIUIIaeT
n ocsoboxmaer CIIOHCOPA, COMAC u wux
a(ummpoBaHHBIX NI, TUPEKTOPOB, JTOHKHOCTHBIX
JWL, TOAPAAYMKOB, aKIHOHEPOB, AareHTOB W
COTPYIHHUKOB OT OTBETCTBEHHOCTH B Cllydyae JIOOBIX
MPeTeH3Hi, CyAeOHbIX pa30HpaTeabCcTB, TPEOOBAHUH,
HCKOB, CYyZICOHBIX MPECIICIOBAHNN U OCHOBAHHMMA IS
NpPEeObABICHNAS HCKAa, a TaKXKe JIOOBIX CyAeOHBIX
peleHnid, 00s3aTeNbCTB, ITPadoB, YOBITKOB, 3aTpaT
U pacxofoB (BKIIOYas pasyMHBIE CyneOHBIC
M3/ICPKKH), BOSHUKIINX B PE3yJIbTaTe XaJaTHOCTH,
100 YMBIIUIEHHOTO JCHCTBUS WM Oe3AeHCTBHA
VYupexxaeHus: Wi J000r0 U3 ero MOAPSAYUKOB,
areHTOB MWJIN COTPYIOHUKOB, JIMOO BCIEICTBHUE
HapymeHus YUpexaeHHEM CBOMX 0053aTeNbCTB IO
Hacrtosmemy Jloroeopy.

Hu COMAC, um CIIOHCOP wme HecyT
OTBETCTBEHHOCTh 32 CIOpPBI, TPcOOBAaHUS WU
MPETeH3UH O BO3MEIIEHUH YOBITKOB, BBIJIBHHYTHIE
cyobekToM HccnenoBaHwsl TMPOTHB Y UPEKIACHUS,
I'maBuoro wuccaegopatensi, COMAC wu (uim)
CIIOHCOPA B cnenyromux ciayvasx:

(a) mpuYMHEHHE TpaBM WIM Bpeda IO MPUYHUHE
XaJaTHOCTH WM YMBIIUICHHOTO HApPYIICHUS CO
CTOPOHBI ~ YupexJenuss u  (unu)  ['maBHOrO
WCCIIeIOBATENS 170131 06010 YJIeHa
UccnenoBarenbckoi Tpymniibl;

(b) ocymiecTBICHNE AESITEILHOCTH, HAPYIIAIOIICH
[Iporoxomn;
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Investigator or Study Team concerning the Study
Drug; or

(d) any case in which written informed consent of
the subject was not obtained.

Liability and  Professional

Liability Insurance

7.3 Institution

The Institution shall maintain in full force and
effect throughout the performance of the Study
appropriate and adequate insurance coverage
types, including professional liability insurance
and commercial general liability insurance, in
amounts appropriate to cover its liability for any
claims and / or damages, which may be caused as
a result of fault or negligence of Institution,
including any Institution professional. The
Institution shall provide evidence of its insurance
upon request by COMAC/SPONSOR. Institution
shall be liable under this Agreement for direct
damages resulting from negligence or wilful
misconduct in the execution of the Study and for
any breach of its obligations hereunder, as well as
any other damages as set forth in this Agreement.

EXCEPT WITH
INSTITUTION‘S INDEMNIFICATION
OBLIGATIONS UNDER SECTION 7.2,
BREACHES OF SECTION 32 OF THIS
AGREEMENT (CONFIDENTIALITY) OR
SECTION 4.1 OF THIS AGREEMENT
(INTELLECTUAL PROPERTY RIGHTS) OR
TO THE EXTENT PROHIBITED BY
APPLICABLE LAW, IN NO EVENT SHALL
ANY PARTY OR COMAC BE RESPONSIBLE
FOR ANY PUNITIVE DAMAGES OR
CONSEQUENTIAL, INDIRECT, OR SPECIAL
DAMAGES (INCLUDING BUT NOT LIMITED
TO LOST PROFITS, LOSS OF
OPPORTUNITY, LOSS OF USE OR LOSS OF
REVENUE) OF ANY OTHER PARTY OR OF
ANY THIRD PARTY ARISING FROM OR
RELATED TO THIS AGREEMENT, EVEN IF

RESPECT TO

(c) mpenocraBnenue [MaBHBIM HCCIIEIOBATEICM WU
HccnenoBarenbckod  rpynmnol  HEMpPaBOMOYHBIX
rapaHTHil B OTHoOIIeHUHU lcciemyemoro mpemnapara;
WIH

(d) mo6oit cirydaii, Ipu KOTOPOM HE OBLIO MOITYYCHO
MUCbMEHHOE HH()OPMHUPOBAHHOE coTiacue cyOheKTa.

7.3. OTBETCTBEHHOCTh YUPEXICHUSI U CTPaXOBaHHUE
podheCCHOHAIILHON OTBETCTBEHHOCTH

Ha mporskennn Bcero mepuoma IMPOBEIEHUS
Uccnenoanus YupekIeHHE TODKHO OOECICUUTh
HaJIM4YUe JCUCTBYIOMNX M MPUMEHUMBIX CTPaXOBBIX
TIOJINCOB, BKJTIOYAst MTOJTUCHI CTpaxoBaHUs
Mpo(heCCUOHATBHONH OTBETCTBEHHOCTH U OOIIEH
OTBETCTBEHHOCTHU npu OCYILECTBICHUHU
KOMMEPYECKOU JIESITETLHOCTH, B JOCTAaTOUHOU MeEpe
FapaHTUPYIOUIUX CTPAXOBAHUE €TI0 OTBETCTBEHHOCTH
O JIFOOBIM MPETECH3UAM U (M) YOBITKAM, KOTOPBIE
MOTYT BO3HUKHYTh TI0 BHHE WJIH BCJIEICTBUE

XaJlaTHOCTH VYupexaenus, BKJTIOYast ero
COTPYJIHHUKOB. ITo TpeOOBaHUIO
COMAC/CIIOHCOPA  VYupexnmeHne  TOJDKHO
MPeICTaBUTh JIOKYMECHTHI, MIOITBEPIKIAFOIIIE

CTpaxOBaHUE €ro OTBETCTBCHHOCTH. YUpEXkJICHUC
HECET OTBETCTBEHHOCTh MO HacTosueMy JloroBopy
3a TpAMOW ymiepO, BO3HUKIIMKA B pe3yibTaTe
XaJIATHOCTU WJIM YMBIIUICHHOTO HAapYyIICHUS IPU
npoBeneHun MccnenoBanus, 3a 1r000e HapylIeHUE
CBOMX 00s3aTeNbCTB MO HacTosAmeMmy JloroBopy, a
Takke 3a J000W gpyrod ymepd u  yOBITKH,
MPeyCMOTPEHHBIC HACTOSAIIMM J[0rOBOpOM.

3A UCKJIFOYEHUEM OBSI3ATEJILCTB
YYPEXEHHNS 10 BO3MEILEHUIO VII[EPBA
B COOTBETCTBUU C PA3JIEJIOM 7.2, A
TAKXE CJIVUAEB HAPYIIEHWS PA3JIEJIA 3.2
(O KOHOUJIEHIIMAJIBHOCTH) WIN PA3EJIA
4.1 HACTOSILEIO JOTOBOPA (O IPABAX
HA OBBEKTBI UHTEJUIEKTY AJIbLHOM
COBCTBEHHOCTH), WJIX B TOW CTEIIEHU, B
KOTOPOI ATO 3AIPEIIEHO [TIPUMEHUMBIM
3AKOHOJATEJILCTBOM, KOMITAHUS
COMAC M HM OJHA W3 CTOPOH HU IIPU
KAKUX OBCTOSTEJILCTBAX HE HECYT
OTBETCTBEHHOCTb 3A JITOBBIE
INTPA®HBIE, WJIM KOCBEHHBIE, WIN
BTOPUYHBIE, UJIN ®AKTUYECKUE YBLITKU
(BKJIIOYASI CPEJU ITPOYEI'O YIIVIIEHHYIO
BBIT'OJIY, VIIVIIEHHBIE BO3MOXHOCTH,
HEBO3MOXHOCTb UCIIOJBb30BAHUS WJIN
[IOTEPIO  JIOXOJA) JIIOBOM  JAPYI'OI
CTOPOHBI WJIN JIIOBOU TPETHEN CTOPOHBI,
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INFORMED OF THE POSSIBILITY OF SUCH
DAMAGES.

Section 8. Debarment

Institution represents and warrants that it is not
presently and has not been, and that it shall not
employ, contract with, or retain any person
directly or indirectly to perform any manner of
service related to the Study if such person is
presently or has been, under investigation by the
United States Food and Drug Administration
(“FDA”) for debarment or disqualification or
debarred or disqualified by the FDA pursuant to
the Generic Drug Enforcement Act of 1992, as
amended (21 U.S.C. § 301, et seq.) or any other
equivalent regulatory or legal authority or
statutes, rules or regulations. In
addition, Institution represents and warrants that
it has not engaged in any conduct or activity
which could lead to any such debarment or

successor

disqualification actions. If during the term of this
Agreement or thereafter, Institution or any person
employed or retained by it to perform any manner
of service related to the Study (i) comes under
investigation by the FDA or other equivalent
regulatory or legal authority for a debarment or
disqualification action, (ii) is debarred or
disqualified, or (iii) engages in any conduct or
activity that could lead to debarment or
disqualification, the Institution shall immediately
notify SPONSOR of same. Institution shall also
notify COMAC and SPONSOR immediately in
the event any of the personnel performing
in connection with the Study is
disqualified, excluded, suspended or otherwise
ineligible to participate in federal health care
programs or federal procurement and non-
procurement programs. In any case Institution is
in breach of its obligations under this paragraph,
SPONSOR shall have the right to terminate this
Agreement for material breach, upon Sponsor’s
written instruction to do so.

services

BO3HUKIIUME B PE3VJIBTATE WUJIN B CBA3U C
HUCITOJIHEHUEM HACTOAIIEI'O JJOI'OBOPA,
JAKE ECJI OHU bbIJIN
[NPOMH®OPMHMPOBAHBI O BO3MOXHOCTU
TAKHUX YBBITKOB.

Paznean 8. Otcrpanenue or mnpodeccHoHAIbHON
JAesTeJIbHOCTH

VYupexneHue 3asBISET W TapaHTUPYET, UYTO B
OTHOUICHUH  YUpexAeHus  YIOpaBleHHE IO
CaHUTApPHOMY HaJI30py 3a KauyeCTBOM MHIIEBBIX
nponyktoB u wmeamkamenTtoB CIHA (mamee -—
«FDA») unu npyrue aHaJOTHYHBIE PETYIHPYIOIINE
WU KOMIIETEHTHBIE TOCYAApCTBEHHBIC OPraHbl HE
MpPOBOAST W HE TPOBOAWIN  CIEICTBEHHBIE
MEpOIPHUATHS 110 JUIICHUIO TpaBa Ha BEJACHUE WU
OTCTPAHEHUIO OT MPOECCHOHATBHON NEeSTETLHOCTH
U HE MPUHUMATH PEIICHUS O TaKOM OTCTPAHCHUU
WIH JIMIIEHUH MpaBa B COOTBETCTBHU C 3aKOHOM O
KOHTpoJIe 3a JDkeHepukamu 1992 roga B mocienHei
penakuuu (21 U.S.C. § 301 u gp.) u nociaeayomumMu
3aKOHOJATENbHBIMH  aKTaMH,  TpaBWjIaMH |
MpEeNMUCaHISIMK; a TaKke 00s3yeTcsl He HaHWMATh,
HE 3aKioyaTh JOrOBOPHl M HE MPOAOKATh
TPYIOBBIE OTHOIIEHUS C KaKUM-JIHOO JHUIIOM C
LEThI0 €r0 TMPSIMOTO MM KOCBEHHOTO YYacTHsl B
MPEAOCTABICHUU YCIYT, CBS3aHHBIX c
UccnenoBanuem, eciu B OTHOIICHHHM TaKOro JHUIA
FDA wnu apyrue aHajioruyHble peryJupyromnue win
KOMIIETEHTHBIE TOCYIapCTBEHHBIC OPTaHbl MPOBOIST
WU TPOBOAWIM CJCACTBCHHBIC MEPOIPHUATUS IIO
JUIICHUIO TIpaBa Ha BEJEHHE WJIM OTCTPAHEHHUIO OT
NpopeCcCHOHANBEHON ACATENIbHOCTH WM  TPHHSUIIA
peuieHusT O TaKOM OTCTPAaHCHUU WU JIMIIECHUU
npaBa. Kpome toro, YupexaeHue MOATBEPKIACT U
rapaHTHUPyeT, YTO OHO HE COBEPIIAO0 HUKAKUX
NEHCTBHIA, KOTOPBIE MOTJIH OBl IPUBECTU K JIFOOOMY
TakOMy JIMIICHWIO TIpaBa Ha BEJCHUEC WU
OTCTPAHEHUIO OT MPO(ECCHOHATBHON JEesTeTFHOCTH.
Ecnu B TedeHue cpoka JEHCTBUS HACTOSIIETO
JoroBopa wiaM B MOCHEAYIOIIUH  TEpUOL
VYupexxnenue win Jr000€ JHIO, HAHATOE WU
Ha3HAYCHHOE UM I MPENOCTaBIECHUS KaKUX-THO0
ycayr, cBa3aHHbIX ¢ UccnenoBanuem (i), CTAHOBUTCS
00BEKTOM crencTBeHHBIX Meponpusatuii FDA wm
IPYrOr0  aHAJIOTMYHOTO  PETyJIHPYIOIIEro WU
KOMIIETEHTHOT'O TOCYJIapCTBEHHOTO OpraHa mo Aenly
O JUIIICHUY TIpaBa Ha BEJICHUE WM OTCTPAHCHHUH OT
npodeccHoHaabHON  mesATenbHOCTH; (i)  OBLIO
JUIICHO TMpaBa Ha BEAEHHE WJIH OTCTPAHEHO OT

npoecCHOHANBHON  JeATenbHOCTH; wiau  (iii)
COBEpIIaeT NEHCTBUS, KOTOPBIE MOTYT NPHUBECTH K
TakoMy JIMIIEHUIO TpaBa WM OTCTPAHEHHIO,

VYupexxaeHue IO0HKHO HEMEAJICHHO YBEAOMHTH 00
stoM CIIOHCOPA. YupexneHue Takxke obszyercs
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Section 9. Anti-bribery provisions

9.1. Institution hereby warrants, represents and

undertakes that:

(a)

(b)

Institution and Principal Investigator
will comply with the requirements of all
applicable anti-bribery legislation both
national and foreign, including but not
limited to the US Foreign Corrupt
Practices Act, the UK Bribery Act and

the OECD Convention dated 17%
December 1997 (the “Anti-Bribery
Laws”) and;

Institution and Principal Investigator
have not and will not make, promise or
offer to make any payment or transfer
anything of value (directly or indirectly)
to any individual, corporation,
association, partnership, or public body,
(including but not limited to any officer
or employee of any of the foregoing)
who, acting in their official capacity or
of their own accord, are in a position to
influence, secure or retain any business
for (and/or provide any financial or
other advantage to) SPONSOR or its
affiliates by improperly performing a
function of a public nature or a business
activity with the purpose or effect of
public  or bribery,
acceptance acquiescence in
extortion, kickbacks or other unlawful

commercial
of or

or improper means of obtaining or
retaining business.

HE3aMEJIUTENbHO YBEIOMUTh COMAC u
CIIOHCOPA, ecau mo6oif M3 €ro COTPYIHHKOB,
y4acTBYIOIIMX B  mpoBeneHnn Vccnenosanus,
JTUCKBaTU(QHULIMPOBAH, WCKIIOYEH, OTCTPAaHEH WIH
WHBIM 00pa3oM TpHU3HAH HE IPABOMOYHBIM IS
y4acTus B (henepanbHBIX mporpammax
30paBOOXpaHEHUs, 3aKyMOK W HE TOJbKO. B ciydae
ecnu YupeXIeHHe HapyllaeT CBOM 00s3aTelbCcTBa
o nanHOoMy maparpady, CIIOHCOP umeer mpaso
pacTopruyTh HacTosAmui JloroBop mo mpUYMHE €ro
CYLIECTBEHHOTO HApYyLICHHs, OTIPaBUB MMCHMEHHOE
YBEZIOMJICHHE O MIPHHATOM PEIICHUH.

Paznen 9. IlojioxkeHuss © TPOTHBOAEHCTBUM
KOppyHnuMu
9.1. VupexaeHue  HACTOSIIUM  TapaHTHUPYET,

3aBEPACT U NOATBCPKIAACT, YTO:

(a) VYupexnenue u ['maBHBIM HccnegoBaTenb
00sI3yIOTCST BBITIONHATH TPeOOBaHUS BCEX
IPUMEHUMBIX AHTUKOPPYILIMOHHBIX
3aKOHOB, KaK HAalWOHANBHBIX, TaK H
3apyOeKHbIX, BKIIOYas CpeAu IPOYero
3akon CIIA o xoppynmum 3a pyOexkom,
3akoH BenukoOputanunm o Ooppbe co
B3sTouHn4YecTBOM U Konsennuto OOCP ot
17 nexkaopst 1997 rona
(«AHTUKOpPPYIIIMOHHOE

3aKOHOJATENbCTBO») U;

VYupexaenve u [7aBHBIA HccClieIoBaTellb
HE coBepIiayid, HE ofemamm W He
npeajaraid COBepIIMT M He OynyT
coBepmiaTh, oO0emaTh WIM TNpeaaraTh
COBEPIUUTh KAaKHE-JIMOO IUIATeX U WM
nepeaatb 4To-nmM00 LEeHHOe (TMPSIMO WM
KOCBEHHO) B MOJIB3Y JIOO0T0 (hU3NUECKOro
nMna, KOMITaHUH, accolualuy,
napTHepCTBa  WIM  TOCYIapCTBEHHOIO
oprana (BKJIIOYas Cpegu MpoYero Jrodoe
JOJDKHOCTHOE  JIMLO WM  COTPYIHHUKA
110001t u3 BBIILIETIEPEYNCICHHBIX
OpraHM3aluii), KOTopele, AEUCTBYS B CBOEM
oULIMATEHOM KauecTBE WJIM MO CBOEMY
YCMOTPEHHIO, MOTYT OKa3aTb BIMSHUE Ha
CIIOHCOPA wunu ero ad¢uaupoBaHHBIX
JHUI, a Takke COoJIeiicTBOBaTh UM B
HNOJY4YEHUH WIM COXPAaHEHUM JIEJIOBBIX
BO3MOXXHOCTEH, (M (WiIM) TpeaoCcTaBUThH
mo0ble  (UHAHCOBBIE WM JpYyTHE
NPEUMYIIECTBA) IIyTEM HEHaJUIeXkallero
BBINIOJIHEHUS CBOUX JOJKHOCTHBIX
oOsi3aHHOCTEH WM Ou3HEC-PYHKUIUHA c
LEeNbI0 WM BCIEACTBHE  MOAKYIIA,

(b)
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The Institution and Principal Investigator will
immediately notify COMAC and SPONSOR if, at
any time during the term of this Agreement, its
circumstances, knowledge or awareness changes
such that they would not be able to repeat the
warranties set out above at the relevant time.

Institution undertakes to provide any reasonable
assistance as requested by COMAC and/or
SPONSOR to enable COMAC and/ or SPONSOR
to perform any activity or actions required by any
relevant authority for the purpose of compliance
with the anti-bribery requirements.

Section 10. Parties

10.1 Conflict of Interests
The Institution warrants that it, as well as all Study

Team members, is not presently under any
agreement or obligation which may conflict with
the duties and obligations to COMAC or
SPONSOR under this Agreement, and further
agrees not to undertake any such obligation or
agreement during the course of the Study.

10.2 Relationship of Parties

The Institution shall perform its services under
this Agreement only as an independent contractor
for SPONSOR, and nothing contained herein
shall be construed to be inconsistent with that
relationship or status.

The Study is performed independently from any
business transactions and decision on supply
purchases with SPONSOR. The Institution shall
not receive any benefits for their provision of

A0NyIICHUA WX MOJTYaJIUBOrO OZ[O6pCHI/I$I

BBIMOTATENbCTBA, OTKATOB WM JPYTHX
HE3aKOHHBIX WIH HEIPaBOMEPHBIX
MPEUMYINECTB  JJs  TOJYYCHUS WU

CcoXpaHeHHs Om3Heca.

VYupexnenue u [1aBHEIN UcclienoBaTeNb 00A3YIOTCS
HemeqeHHo yBenomute COMAC u CIIOHCOPA,
eciau B JI000€ BpeMsl B TCUYCHHE CpOKa IEHCTBUSA
Hactosmiero JloroBopa uX OOCTOSATENBCTBA U
nHpopMaIus, KOTOPOH OHH BIAJCIOT, WU3MCHATCS
TakuM 00pa3oM, 4TO OHH HE CMOTYT IOBTOPHO JIaTh
TapaHTHH, W3JI0KEHHBIC BBIIE, B YKa3aHHBIA TEPHO.T
BPEMECHH.

VYupexxaenue o0s13yeTcs oKazaTh JIIOOYI0 pasyMHYIO
nomortip o nmpockoe COMAC u (mmm) CIIOHCOPA
miaa obecneuenust BeimojiHEHHS COMAC wu (wim)
CITOHCOPOM JIFOOBIX JIEHCTBHH,
MPETyCMOTPESHHBIX JI00BIM KOMITETCHTHBIM
OpraHoM, C TIIeIbI0 COONMIOMEeHUsS TpeOOBaHUN B
cdepe MPOTHBOACHCTBYS KOPPYIILIHH.

Paznea 10. Ctoponsl

10.1 KoHuKT HHTEpECcOoB

VYupexaeHne rapaHTUPyeT, YTO OHO, KaK U BCE WICHBI
HccnenoBarenbCkoil Tpymnbl, B HACTOSIIIEE BPEMs HE
CBSI3aHO KaKMMU-JTHOO JIOTOBOPHBIMH yCIOBUSIMH HITH
00s13aTeNbCTBAMH, KOTOPBIE MOTYT TPOTHBOPCUYHUTH
ero obssarensctBam  rmepenr  COMAC  wm
CITIOHCOPOM 1o HacrosimeMy JloroBopy, a Takxe
corjamaercsi He  Opath Ha  ce0s  TakuMxX
MPOTHBOPEUAINX 00S3aTeLCTB B XOJIE MPOBEICHUS
Wccnenosanusi.

10.2 OTHOLIEHHUST CTOPOH

VYupexaeHue  OKa3blBaeT CBOM  YCIYTH 110
HacToseMy JIoroBopy MCKIIIOUUTEILHO B KaueCTBE
HezaBucumoro  moapsmunka  CIIOHCOPA, w
HUKAaKOE YCIIOBUE WM TIOJOXKCHHE HACTOSIIErO
JloroBopa He MOXET OBITh WCTOJIIKOBAHO Kak
MIPOTHUBOPEYAIIEE STUM OTHOIICHHUSIM MM CTATYCy.

HccnenoBanre mpoBOANUTCS HE3ABUCUMO OT JCIIOBBIX
omnepanuid M pelIeHud O 3aKyIKaX, COBEPIIAEMBbIX
i npuaEMaeMbix B oTHomeHnn CIIOHCOPA.
VYupexeHue He MONy4YaeT HUKAKUX MPEUMYIIECTB

services for the Study other than the remuneration | 3@  TpeloOCTaBlICHHEe  ycCJyr B  CBA3M  C

agreed herein in Section 6. I/ICCJICI[OBaHI/ICM, KpoMme BO3HArpaxicHus,
npeaycMoTpeHHoro  Pa3genom 6 HacTosIIero
Jorosopa.
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The Institution shall not retain any subcontractor
to perform any of its obligations under this
Agreement without the prior written consent of
SPONSOR. Any such consent shall not relieve
the Institution of its obligations hereunder and the
Institution shall be liable for the breach by any
such subcontractors with the terms of this
Agreement.

10.3 Assignment
The Institution may not assign its rights or

obligations out of this Agreement to any third
party without the prior written consent of
SPONSOR, which consent shall not be
unreasonably withheld. SPONSOR shall have the
right to assign its rights and obligations in this
Agreement to any third party.

10.4 Publicity

No party to this Agreement shall use the name of
any party hereto or SPONSOR’s name in
connection with any advertising or promotion of
any product or service without the prior written
permission of such party or SPONSOR, as
appropriate. Notwithstanding the foregoing, the
SPONSOR and COMAC shall have the right to
use the name of Institution in regulatory
submissions and to the extent required by

Applicable Laws.

Section 11. Communications
(1) The parties undertake to notify each other
of all that influence the
performance of this Agreement.

events

Notifications in accordance with the terms of this
Agreement shall be made to the following
addresses. Notices under this Agreement shall be
given by personal delivery, first class mail
(postage pre-paid), recognized overnight courier
service, or by e-mail or FAX (confirmed by first
class mail). Notices will be deemed to have been
received (i) upon receipt in the case of personal
delivery; (ii) five (5) days after being deposited in
first class mail; (iil) three (3) days after being

VYupexaeHue He BIPaBe COTPYOHHYATh C KaKHM-
00 CyOMmOAPSAYUKOM Il BBITIOJHEHHS JTFOOBIX
CBOMX 00s3aTenbCTB MO HacTosmemy JloroBopy 6e3
MIPEIBaAPUTEILHOIO MMACHMEHHOTO corIacust
CIIOHCOPA. JIroboe Takoe corjacue He
0CBOOOXTaeT YUpeKACHUE OT €ro 00sI3aTeILCTB 110
HacTosmieMy JloroBopy, u VYupexiacHHE HeEceT
OTBETCTBEHHOCTh 3a HapYIICHHE JIOOBIMH TaKUMH
CyOmoIpsiTIrKaMH YCIIOBUH HacTosero JJorosopa.

10.3 Ycrynka mpaB v 0053aTENbECTB

VYupexaeHue He BIpaBe NepeaBaTh CBOM MIPaBa WK
o0s3aTenbCTBa N0 HacrosAueMy JloroBopy TpeTbUM
munaMm  0e3  NpenBapuUTENbHOIO  IMHChbMEHHOTO
cormacus  CIIOHCOPA, B  mnpenocTaBieHUH
KOTOPOTO HE MOXET OBITh HEOOOCHOBAHHO OTKA3aHO.
CIIOHCOP wmmeer mpaBo TepemaTth CBOM IIpaBa H
0053aHHOCTH,  NPEILyCMOTPEHHBIE  HACTOALIMM
JloroBopom, 11000My TpeTheMY JIUITY.

10.4 Pexnama

Hu omma w3 cropon Hacrosmero JloroBopa He
MokeT ucnonb3oBath ®UO wnm HasBaHume 000
JIpyrod CTOpPOHBI MO HacrosmeMmy JloroBopy wiun
CIIOHCOPA  pans  memed  pekiaMmbl MU
MPOJBMKCHUS JIIOOOTO TMPOJYKTa WX YCIyru 0e3
MpeIBapUTENHHOTO  NMHCBMEHHOTO  pa3pemieHUs
Takon CTOpPOHBI W CIIOHCOPA (B
COOTBETCTBYIOIIMX  ciydasx). Hecmorps  Ha
Beitrensnoxennoe, CIIOHCOP u COMAC umeror
MpaBO HCIIONB30BaTh Ha3BaHUE YUPEKICHUS B
JIOKYMEHTAaX JJIs TI0JJa4y B PETYJIUPYIOIINE OPTaHbl B
o0beme, MPeyCMOTPEHHOM [TpumeHUMBIME
3aKOHAMHU.

Paznen 11. YBenomuenus
@Y CropoHBl  00S3yIOTCS  yBEOOMJISITH  ApPYT
apyra 000  BceX  OOCTOSTEIBbCTBAX,
BIMSIONMX Ha WCIONHEHUE HACTOSIIETO
Horosopa.

YBenoMieHus,  TPEeIyCMOTPEHHBIE  YCIOBUSAMHU
Hactosmero Jloroeopa, mojJiekar OTHpaBKe 110
MIPUBEICHHBIM HIDKE azpecam. ITepenaua
YBEIOMJICHHH,  TPEIyCMOTPEHHBIX  HACTOSIINM
JHorosopowm, OCYIIECTBISETCS MOCPEICTBOM
Bpy4YeHHUS JIUMYHO B PYKH, JIOCTABKA IOYTOBOTO
oTnpamieHud 1-ro kiacca (c  mpeaoruiaTou
MTOYTOBEIX COOPOB), OQPHUITHATHPHOW KYypPhEPCKOM
CIy’)kOBbl JTOCTaBKH Ha CIEAYIONIHMHA JIEHb JINOO II0
ANIEKTPOHHOM mouTe WiH (akcy (¢ TOATBEPKACHUEM
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deposited in the case of messenger, express or air
courier or similar courier; and (iv) the day of
receipt as evidenced by a machine generated
confirmation statement in the case of transmittal
by facsimile.

TO COMAC:

COMAC MEDICAL Ltd.

South Side Business Centre, 5th fl.
38, Maystor Aleksi Rilets Str.,

Res. Distr. Manastirski Livadi - West
1618 Sofia, Bulgaria

FAX: +35928921001

Attention: Mr. Vladimir Goranov

To Institution:

Healthcare  Institution  “Grodno  University
Hospital” located at 52 Bulvar Leninskogo
Komsomola, 230017 Grodno, Republic of Belarus

TO SPONSOR:

Tricida, Inc.

7000 Shoreline Court, Suite 201
South San Francisco, CA 94080
e-mail: legal @tricida.com

Section 12. Contractual

12.1 Entire Agreement

This Agreement (including the Protocol
and Attachments hereto) represents the entire
understanding between the parties with respect to
the subject matter hereof. No amendment to this
Agreement will be effective or binding unless it is
in writing signed by all parties and refers to this
Agreement. This Agreement and any amendment
hereto may be executed in several counterparts,

B BHUJE IMOYTOBOIO OTIpaBieHUs 1-ro Kiacca).
YBEeIOMIICHHS CUHTAIOTCS IONYYECHHBIMH 1) B
MOMEHT BpPYYEHHMs JHYHO B PYKH; ii) yepe3 MmTh (5)
JTHEH Tocie mepelayd B MOYTOBOE OTIEICHUE IS
JIOCTaBKA B BHJE OTHpaBieHUs 1-To Kiacca; iii)
gepe3 Tpu (3) IHA TMOCiE Mepenavynl B KyPhepCKYIO
ciyx0y, OyIlb TO 3KCIpecc-, HA3eMHYI0, BO3TYIIHYHO
WU JIp.); U iV) B JICHb MOJYYCHHUS Ha OCHOBaHUU
amnmapaTHOTO MMOATBEPKIACHUS B CITydae Tepe1adu 1o

¢axcy.

COMAC:

COMAC MEDICAL Ltd.

South Side Business Centre, Sth fl.
38, Maystor Aleksi Rilets Str.,

Res. Distr. Manastirski Livadi - West
1618 Codwust, bonrapus

FAX: +35928921001

Buumanuto: Baagumupy I'opanoBy

Yupexnenuio:

YupexneHue 31paBooxpaHeHus «I poaHeHCKas
YHHUBEPCUTETCKAs KIIMHUKA», 3aPETUCTPUPOBAHHBIM
o azpecy: 6-p Jleannckoro Komcomona, 52, I'posHo,
230017, Pecniyonnka bemapych

CIIOHCOP:

Tricida, Inc.

7000 Shoreline Court, Suite 201
South San Francisco, CA 94080
Anpec a11. mouTsl: legal @tricida.com

Pa3nen 12. IIpoune mosio:keHust

12.1 IMonrora JloroBopa

Hacrosammii Jlorosop (Bkmrouas [IpoTokon u
MIPWIOKEHUST K HEMY) MPEJCTABIIICT COOOH TOITHOE
COTJIAIICHWE MEXIy CTOpPOHAMH B OTHOIICHHUH
npenMeta Hacrosiero [Jorosopa. Jltobas mompaska
K HacTosieMy JJoropopy uMeeT I0pUANYECKYIO CHITY
TOJIBKO TIPH YCIOBHU €€ 0(hOPMIICHHS B THCHMEHHOMN
BHJIC, TIOMUCAHUS BCEMH CTOPOHAMH M OTCBUIKH Ha
Hactosmuit Jlorosop. Hacrosmuii JloroBop u mobast
MompaBka K HEMY MOTYT OBITh COCTAaBJICHBI B
HECKOJIBKMX DJK3EMIUIApaX, KaKIbIM M3 KOTOPHIX
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each of which shall be deemed an original but
taken together shall constitute one and the same
instrument. The priority language of this
Agreement will be English.

12.2 Applicable Law, Place of Venue, Arbitration

The parties agree that this Agreement shall be
governed by the laws of the State of New York
U.S.A., without regard to the conflicts of laws
provisions thereof.

The parties will endeavour to settle amicably any
dispute having its origin in this Agreement.

Any claims, controversies or disputes arising out
of or in connection with this Agreement or the
breach, termination or invalidity thereof which
cannot be settled amicably between the Parties,
will be finally settled by arbitration by one arbiter
in accordance with the Arbitration Rules of the
International Chamber of Commerce, which
Rules are deemed to be incorporated by reference
into this clause. The place of arbitration will be in
the State of New York, U.S.A., and arbitration
will be conducted in English. All arbitral
proceedings conducted with reference to this
arbitration clause will be kept strictly confidential
and this confidentiality undertaking will cover all
information disclosed in the course of such
arbitral proceedings, as well as any decision or
award that is made or declared during the
proceedings. Each Party will bear its own
attorneys’ fees and associated costs and expenses.
Any award rendered by the arbitrators will be in
writing, will be the final binding disposition on
the merits, and will not be appealable to any court
in any jurisdiction. Judgment on an award
rendered may be entered in any court of
competent jurisdiction, or application may be
made to any such court for a judicial acceptance
of the award and an order of enforcement, as
appropriate. Any award may be recognized and
enforced in accordance with the United Nations
Convention on the Recognition and Enforcement
of Foreign Arbitral Awards. The Parties waive
any right they may enjoy under the law of any
nation to apply to the courts of such nation for
relief from the provisions of this Section or from
any decision of the arbitrators. In the event a

CUATAETCsI  OPUTHHAJIOM, a  BMecCTe  OHH
IPEICTaBISIIOT OAMH U TOT XK€ JOKyMeHT. Bepcus
JloroBopa, coCTaBIE€HHAas Ha AHIJIMICKOM S3BIKE,
MMeEET NPEUMYIIIECTBEHHYIO CHUITY.

12.2 TIpuMeHHMOE 3aKOHOIATEILCTBO, FOPUCIUKIINSL,
apouTpax

CTopoHBI cornamarmTcs, 4To HacTosmmid Jloroop
peryImpyercs 3aKOHOAATenbeTBOM mtata Hibro-Fopk
(CHIA) 6e3 ydera ero KOJUTH3HOHHBIX HOPM.

CTOpOHBI OYIYT CTPEMUTHCS YPETYINPOBATH MUPHBIM
MmyTeM JI00OH  CHOp, BO3HHKIINKA  BCICICTBUC
Hacrosiero {forosopa.

JlroOble mpeTeH3uM, pasHOIJacUs WM  CIOPBI,
BO3ZHHUKAOIIME N0 HacTosueMmy J[loroBopy wnm B
CBSI3U C HUM, a TaKke JI00bIe BOMPOCH!, CBSI3aHHBIE C
ero HapyllIeHUEM, pacTopKeHueM WIn
HEEHCTBUTEIIBHOCThIO, KOTOpPBIE HE MOTYT OBITh
paspetiensl CTOpPOHAMU MHUPHBIM ITyTEM, MOAJIEKAT
OKOHYATEJIbHOMY YperyJUpOBaHUIO B apOUTPaKHOM
HOPSIAKE OIHUM apOUTPOM B COOTBETCTBUHM C
ApOuTpakHBIM  perinaMeHToM  MeXIyHapOAHOH
TOPTrOBOM MajiaThl, KOTOPBII BKIIOYEH B HACTOSIIYIO
OrOBOPKY IIyT€M OTCBUIKM. MeCTOM IpOBENEHUS
apOuTpaxa spiusercs mrat Hero-Hopk (CIIA), a
apOuTpaxkHOe paz0HpaTe’abCTBO OyIET MPOBOIUTHCS
Ha  aHTIUHCKOM  s3BIKe. Bce  apOHTpakHBIE
pa3buparenbcTBa, NPOBOMUMBIE CO CCBHUIKOM Ha
HACTOSIIYI0  apOMTpakHYI0O  OTOBOPKY, OynIyT
MPOXOIUTD B YCIIOBHAX CTporoi
KOH(QUICHINAIBHOCTH; 3TO  00fA3aTeJILCTBO IO
COXpaHECHUIO KOH(QHUICHINATEHOCTH Oyner
pacmpocTpaHsTbCsi  Ha  BCIO nHpOpMaLHIO,
packpelBaeMyl0 B XOJ€ TaKOro apOUTPaKHOTO
pazOupaTenbCcTBa, a TakXke Ha JIo0oe pelreHue,

BEIHECCHHOE WJIU  OOBSBICHHOE B  IPOIIECCE
pazbupaTenbpCcTBa. Kaxxmas Cropona
CaMOCTOSITEJIPHO ~ OIUIAYMBACT  yCIAYI'HM  CBOMX

aJIBOKaTOB, a TaKXe HECET BCE COIYTCTBYIOIIUC
pacxombl u 3arpathl. Jlto0oe penieHue, BEIHECEHHOS
apOWTpaMu, u3Naraercss B THCBMEHHOW (opme,
SIBIIICTCS. OKOHYATCNIbHBIM WM O0S3aTENBHBIM K
WCTIOTHCHHUIO DPEIICHHEM IO CYIISCTBY Jella U He
MOXET OBITh 00’KaJIOBAaHO HU B OJHOM CyJe JIt000it
FOPUCTUKITHH. Pemienne  mo  BBIHECEHHOMY
apOUTPaKHOMY PEIICHHIO MOXET OBITh BHIHECEHO B
MOOOM  cy/le KOMIICTCHTHOH  IOPUCAMKIUH ¢
3aHECCHHEM €T0 B COOTBETCTBYIOIIEE POU3BOICTBO,
WIKM B JIOOOHW TakoW CyJ MOXET OBITh TOJaHO
X0JIaTaiCTBO O Cy/IeOHOM NPU3HAHUHU apOUTPAKHOTO
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court of competent jurisdiction determines that
this Agreement is invalid or unenforceable for
any reason, this Section will not be affected
thereby and will be given full effect without
regard to the invalidity or unenforceability of the
remainder of this Agreement. Notwithstanding
anything herein seemingly to the contrary, (a) any
dispute, controversy or claim relating to the
scope, validity, enforceability or infringement of
any patent or trademark will be submitted to a
court of competent jurisdiction in the country in
which such patent or trademark rights were
granted or arose and (b) any Party may seek
injunctive relief from a court of competent
jurisdiction to prevent or limit damage to that
Party’s intellectual property.

12.3 Severability

Should any of the provisions of this Agreement
be declared entirely or in part invalid or
by the pertinent
according to the applicable laws, the remaining
terms of this Agreement shall not be affected by
such declaration. Such invalid provision shall be
replaced by a valid provision reflecting - to the
extent possible - the intent of the original

unenforceable authorities

provision.

pEUICHUS ¥, B COOTBETCTBYIOIIUX CIydYasiX, BbIJade
WCIIOTHUTENFHOTO JucTta. Jlroboe apOuTpakHOE
pelIeHne MOXKET OBITh TPU3HAHO W MPHUBEICHO B
WCTIOTHEHHE B  COOTBeTcTBUM ¢  KoHBeHIuei
Opraam3anun O0beaMHEHHBIX Haruit o mpu3HaHuu
W TpPHUBEIECHWH B HCIOJHEHHE HWHOCTPAHHBIX
apOuTpaxHbIX pemreHnd. CTOPOHBI OTKA3BIBAIOTCS
oT mo0oro mpaBa Ha oOpaiieHHe B CyJ JHO00H
CTpaHbl, KOTOPHIM OHH MOTYT BOCIIOJNB30BATHCA B
COOTBETCTBHH C 3aKOHOJATEIBCTBOM TaKOW CTPaHBI,
JUIS  OCBOOOXJIEHUS  OT  O0S3aTeNbCTB IO
HCIIOJIHCHMIO TOJIOKEHUH HacTosuero Pasznena mwimn
moboro apbutpakHoro perieHus. Pemenne mo0Ooro

Cyla KOMICTEHTHOW  IOPUCAMUKIMH,  COTJIacHO
KOTOpOMY HACTOAIIUM Horosop MIpU3HAH
HEJACHCTBUTENBHBIM  WJIM  HE  TOMJIEXKAIUM

MPUHYAUTEIHPHOMY HWCIOJIHEHHUI0O TI0 KaKoH-TuO0
NpUYMHE, HE 3aTparuBaeT Hacrosumui Paznen,
KOTOPBIH OYIET UMETh IMOJHYIO IOPUIUICCKYIO CHITY
B ClIy4yac MPU3HAHUSA OCTAJBHON YacTH HACTOSIIETO
JloroBopa HEIEHCTBUTEIBHOM WM HE MOJJICKAIICH
MIPUHYIUTEILHOMY HCIONHEHU0. HecMoTps HU Ha

Kakue IIOJNOoKeHUs HacTosimero JloroBopa 00
obpatHoM, (a) mOOOH cHop, pasHorjacue WiIn
HPETeH3Us B OTHOULICHUHU o0beMa,

NEeHCTBUTEIHHOCTH, MPUHYAUTEIHHOTO HCIIONHEHUS
WIM HapylIeHUs JI000ro MpaBa Ha TWAaTEHT WU
TOBapHBIM 3HAK, MOMAJNEKAT PACCMOTPEHUIO B CYJE
KOMIIETEHTHOW IOPUCAUKIIMM CTpaHbl, B KOTOPOU
TakWe IMMpaBa Ha MATCHT WIM TOBapHBIM 3HAK OBLIN

MpenocTaBieHbl wWid Bo3HUKIW; u (b) mobas
CtopoHa MOXET OOpaTHTHCS B CyI KOMITETCHTHOM
FOPUCAUKIIAN c MpocKO0i MIPUHSATH
00eCneUnTeNIbHYI0 MEpy B BHUJE 3ampera, 4TOObI
MPEeIOTBPAaTUTh WM MHHAMHU3HUPOBATH  yIepo,
HaHECEHHbIN 00BEKTY HWHTEIIEKTY alIbHOU

co0CcTBeHHOCTH 3TO CTOPOHBI.

12.3 enumMocTts noJIOKeHUH JJorosopa

Ecom xakoe-mmbo W3 TMOJOKEHWU HACTOSIIETO
HoroBopa OyAeT TONHOCTBIO WM YaCTUIHO
MIPU3HAHO KOMITETEHTHBIMU opraHaMu
HEJCHCTBUTEIBHBIM WM HE MOAJICKAIITUM
MPUHYAUTEIHFHOMY HCIIONHEHUIO B COOTBETCTBHUHU C
NPUMEHUMBIM  3aKOHOJIATEIBCTBOM,  OCTaJIbHEIE
TIOJIOXKEHUS HACTOsIIEro JJoroBopa coXpaHsoT CBOIO
cuiy. Bzamen  Takoro HEJIEUCTBUTENBHOIO
MOJIOKEHUSI CTOPOHBI COTIACYIOT W IPUHUMAIOT
HOBOE MOJOKEHHE, MO BO3MOKHOCTH MaKCHUMAaJIbHO
SKBHUBAJIEHTHOE MPEABIAYIIEMY 110 Ha3HAUEHHIO.
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12.4 Waiver 12.4 Orka3 ot npas

Orkas mobolt CTOPOHBI MO HACTOALEMY Horosopy
OT NpaBa TpebOBaTh WCHONHEHHUS MIOBOro ycioBHs
Wi  NOonoxkeHus Jloropopa, MWIM  OTCYTCTBHE
BO3PAXXCHUA NPOTUB TAKOTO HEMCIIONHEHHUS, WK
compliance with any warranty, representation, | grxas moGoii CTOPOHEHI OT NPaBa TPeBOBATE CTPOroro
agreement, term, or condition in this Agreement, cobmonenus  moGoi  rapanThm, 3aSBIICHUS,
shall not constitute a waiver of any subsequent | JOTOBODEHHOCTH,  YCIOBHS MM OJIOYKEHUS

default or failure, whether similar or dissimilar. HacTosAero Jloroopa He SBIAIOTCA OTKa3oM OT
1paBa BO3PAKEHUA HPOTUB JIFOOOTO HOCIEIYIOLIETO
HEWCIONHEHUA  WIM  HapylleHus, Oyab  TO
aHAJIOTUYHOTO MIIH MHOTO.

The waiver of or acquiescence by any party
hereto to any terms or provision hereunder, or the
failure of any party to insist upon strict

IN  WITNESS THEREOF, the parties | B HOATBEPXJIEHWE BBILIEWU3JIOXEHHOIO

acknowledge and agree to the provisions of this CTOPOHBI IIPU3HAIOT U COMNAIAIOTCS C YCIOBHAMU U

Agreement, and caused this Agreement to be | nonosenmsMu HacTosero Jioropopa, KOTOpEIit

executed by their duly authorized representatives BCTYyNaeT B CHIy C Jarthl ero noAmHCaHUA

as of the latest si gnature date below. MOCHETHHM 3 JOJDKHBIM obpazom
el m YTIOTHOMOY€HHBIX Npe/ICTaBITe el CTOPOH.

47

(1) SPONSOR: Tricida, Tnc.

&

/ /CL“H““‘/M ;

ﬁ’féﬁu, COMAC

/ hi"oﬂgthOMAC’s Manﬁger - Pyé)s
-Z / %/ jc-‘/ ‘ g
Date Jara
(2) Institution: Healthcare Institution “Grodno (2) Yupexpennem:
University Hospital” located at 52 Bulvar KA BIDA Q)fpaHeHHﬂ «I'pofHeHCKas

Hen “;;Kerg OMCOMOJ'Ia 52, I'pozHo,
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Fee and Payment Schedule
(Attachment 1)

Site: Healthcare Institution “Grodno University
Hospital” located at 52 Bulvar Leninskogo
Komsomola, 230017 Grodno, Republic of Belarus

Principal Investigator: Ruslan Yakubtsevich

Institution will be the sole recipient of all
payments under the Study and will be thereafter
responsible for the remuneration of the Principal
Investigator and Study team members with
respect to the Study. Institution release
SPONSOR and COMAC from any payment
obligation to Principal Investigator and Study
Team members.

1. Payment will be prorated as follows:

1.1 Per Completed Subject Grant Amount: The
maximum amount of 13,860.00 (thirteen
thousand, eight hundred and sixty) EUR for
planned visits per patient (without the Additional
and One Time fees) will be paid by COMAC, on
behalf of the SPONSOR to the Institution per one
completed subject (who completes all the study
procedures). The above amount includes Study
Coordinator and Principal Investigator
supervision remuneration for all the wvisits
performed.

1.2 Subject's Reimbursement: Institution will not
be responsible for the reimbursement of
reasonable expenses of the Study subjects, as
COMAC shall organize the travel arrangements
for the study subjects through local travel
company.

1.3 Payments will be prorated based on number
of visits completed; visit payments will be based
upon CRFs completed.

Ilnan naarexei
(ITpuaoxenue 1)

Yupexaenue: YupexaeHue 31paBo0XpaHeHUs
«I'pomHEHCKas yHUBEPCUTETCKAA KIIMHUKA»,
3aperUCTPUPOBAHHBIM T10 ajipecy: 0-p JIeHMHCKOTro
Komcomonra, 52, I'poano, 230017, Pecy0mmka
benapycs

I'maBHebIi1 nccnenoBarens: Skyouesnyd Pycian
DIIBapI0BUY

quem):[em/le ABJIACTCA CAUHCTBCHHBIM MOJYyYaTCJICM

BCEX IUIATEXKEH, MPOU3BOAUMBIX B CBS3H C
UccnegoBanuem  u, CJIeI0BATEIBHO, HeceT
OTBETCTBEHHOCTh 3a BBIIUIATY BO3HATPaKIACHUI
['maBHOMY WCCIIEZIOBATEITIO u YIeHaM
HccnenoBarenbckoi TPYMIIBI B paMKax
Hccnenosanusi. YupexaeHue 0CBOOOXKTaeT

CIIOHCOPA u COMAC or mo0bIX IUIaTEKHBIX
o0si3aTenbCcTB Tiepen [J1aBHBIM Ucclie/oBaTeNeM U
yiieHamMu MccnenoBaTenbCKoi rpyib.

1. Ommara OyaeT NPOM3BOIUTHCS B CIEIYIONIEM
MOPsIIKE:

1.1 Beimrata 3a Kaxaoro cyObeKTa, 3aBEpIIHBIICTO
Hccnenoanue: MakcuManbHas cymMa B pasMmepe
13,860.00 (TpuHaIUATH TBICSY BOCEMBLCOT
LIECTHACCAT ) €BPO 3a 3alUIaHUPOBAHHBIC BU3UTHI
Kakaoro cyObekta (0e3  JOMONHUTENBHBIX U
Pa30BBIX  BBIIUIAT)  BBIIUIAYMBACTCS ~ KOMIIAHUEH
COMAC ot nmenu CITOHCOPA YupexmeHnuto 3a
KaXaoro cyowekrta, 3aBepmuBiiero lccrnemoBanue
(koTopblii 3aBEPIINI BCE MPOLEYPHI,
NpeyCMOTPEHHBIE HccnenoBanuem).
Brimeykazannasi cyMMa BKJIIOYAeT BO3HATPAXKACHHUS,
npuunrtaromuecss KoopauHatopy wuccienoBaHusi u
['maBHOMY wHcCcrnenoBaTeNn0 3a BCE IPOBEIICHHBIC
BU3UTHL.

1.2 BrimaTer cyOBeKTaM Uccnenosanus:
VYupexnenue He OyIeT HECTH OTBETCTBEHHOCThH 3a
BO3MEIICHUE pa3yMHBIX pacXoloB  CYOBEKTOB
HCCIIEAOBAaHUS, tak kak COMAC Oyner
OCYIIECTBIIATH OpTaHU3AIHIO IMOEe310K JUISt
YYaCTHUKOB  HCCIICIOBAaHUS  4Yepe3  MECTHYIO
TYPUCTHYCCKYIO KOMIIAHHIO.

1.3 Ilmatexu MpOW3BOAATCS Ha MPOTOPITUOHATHEHOM
OCHOBE C Y4YeTOM KOJHMYECTBA BBITOJHEHHBIX
BHU3UTOB; IUIATEXU 3a BU3UT OCYLIECTBISIOTCA Ha
ocHoBe 3anofHeHHbIX PK.
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1.4 Prorated Amounts for Subjects Discontinued | 1.4 [IponopuuoHansHbIE BBIIUIATEHI 32 CyOBEKTOB,
Prior to Study Completion, in compliance with | BBIOBIBIINX 110 OKOHYaHus Mccnenosanus, Ha

the patient visits according to the Study protocol: | OCHOBaHHH BU3HUTOB, BBITIOJTHCHHBIX COIIACHO
ITpoToKOTy HCCIIeTOBAHUS:

Visit/Busur Number of Fee/Cymma Overall budget/

Visits/KoJimuecTBo BU3UTOB OO0mmii 0roKeT

S1 1 810 810,00 €

S2 1 685 685,00 €

Al 1 740 740,00 €

A2 1 530 530,00 €

D1 1 450 450,00 €
M3/9/15

M21/27/33 g — 3390,00 €

M12 1 805 805,00 €

M6/18/30 3 655 1 965,00 €

TC
12 170

(g3M) 2 040,00 €

M24/36 2 655 1310,00 €

LT/ET 1 640 640,00 €

PTV 1 495 495,00 €

Total/UToro 13 860,00 €

Visit/Busur Fee (Euro)/ s2 M6/18/30 | M24/36 | LT/ET
Cymma (eBpo)
DXA Sub-Study Procedures/ConyrtcTByIomue
HccenoBaTesibckue nmpouenypsl (JIPA)
Informed Consent (DXA)/UudopmupoBanHoe
85.00 X
corsacue (JIPA)
Whole Body Scan/CkanupoBanue Bcero rejia 345.00 X X X X
DXA//IByxsHepreTnyeckasi peHTTeHOBCKasI X
adcopoumomerpus (JIPA) SO X X X
Additional Fee for DXA Sub-Study procedures: Omlata  CONMYTCTBYIOIIMX  MCCIENOBATEIBCKUX
Institution will receive additional payment to the | npoueayp (JIPA). [Tomumo OOGruieli cyMMbI BBITLIAT
Total Per Subject Fees per DXA Sub-Study 32  CyOBEKTOB, YUPEKJCHUIO  BBITUIAYABACTCS
procedures, done in compliance with the Protocol. | momonauTenpHass cyMMa 3a  COMYTCTBYIOIIWE
The fee for the DXA Sub-Study procedures shall | uccnemnoBatensckue MIPOIIC Ty PhI (IPA),
be based on the actual procedures performed, in MPOBEJCHHBIE B COOTBETCTBUM C [IpoTokomoMm.
accordance with the prices, settled in the payment | Pasmep cymMMsl, BBITIa4MBaeMOH 3a COYTCTBYIOIINE
table above. Payment will be done upon receipt of | uccnegoBarenbckue MpOLe Ay Pl (APA),
valid invoice by Institution. ompenenseTcss Ha OCHOBE (PAaKTUUECKH MPOBEIECHHBIX
MpOLeAYp MO TPEHCKYpaHTY, MPEACTABICHHOMY B
Tabmuie Bbmme. Ommata MPOW3BOAWTCA — ITOCIE
MOJly4YeHUsI  JNEeHCTBUTENBHOTO  cUeTa-(pakTypHl,
BBICTABIIEHHOTO YUpEXKICHUEM.
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Payment of remuneration under this Attachment
will only be made for eligible subjects who meet
all of the applicable inclusion and exclusion
criteria of the Protocol, under the condition that
the Study is conducted in accordance with the
Protocol, the Study documentation is complete
and evaluable, can be verified from the subject
medical files, and is submitted to COMAC at the
stipulated points in time.

1.5 If the subject is discontinued between visits
and does not complete each of the Study visits,
the Institution will only be paid for visits that the
subject completed.

1.6 Should any violation of  the
inclusion/exclusion criteria according to the
Protocol be detected or the documentation to be
incomplete or incorrect, no payment shall be
made by COMAC.

2. ADDITIONAL FEES:

In addition to the amounts listed above,
Institution is entitled to receive the following
additional fees for:

2.1 Additional Fee for Pre-screening: Institution
will receive additional payment in the amount of
350.00 (three hundred fifty) EUR per subject to
the Total Per Subject Fees in case of performed
pre-screening evaluation in accordance with the
Protocol. The fee is due only in case of patient,
eligible for screening, as per the Protocol criteria.

2.2 SCREENING FAILURE: Subjects not
eligible for enrollment in the study will be
considered Screen Failures (SF subject). If a
subject is determined to be a SF subject following
evaluation of eligibility at Screening 1 Visit or at
Screening 2 Visit or at Al Visit, the Institution
shall receive the amount of 870.00 (eight hundred
and seventy) EUR per each SF subject
irrespective of the number of visits attended by a
SF subject.

Brimiara BO3HaArpaxacHus 1o HacTOAIIEMY
HpI/IJ'IO)KCHI/IIO MMPOU3BOAUTCA TOJIBKO 3a Cy6’BeKTOB,
OTBCYAOIINX BCEM MMPUMCHUMBIM KpUTCpUAM
BKIIIOUCHUA u HUCKIIIOYCHUA, KOTOPBIC

npeaycMoTpensl [IpoTokonoM, mpu yCIOBHH, YTO
HccnemoBanne mpOBOAWUTCS B COOTBETCTBHH C
IIpoTokonom, a aokymeHTanus mno FcciegoBaHuio
SIBIISIETCS TIOJTHOM, MOIJAeTCs OIIEHKE, MOXET OBITh
CBepeHa ¢ MEIUIIMHCKON TOKyMEHTAITNEH CyOheKTOB
UccnenoBanuss u mpexacrasiena B COMAC B
YCTaHOBJICHHBIC CPOKH.

1.5 Ecmm cyObekt BBIOBUT W3 McciemoBanusi B
MEPUOA MEXKJIy BHU3UTAMH ¥ HE BBIMOJHUI BCE
BU3HUTHI, npenycMoTpeHHbsle  MccrenoBanuewm,
VYupexkeHue TMoNlydaeT BBIIUIATHI TOJIBKO 33 TE
BU3HTHI, KOTOPBIC OBUTH BEIIOJTHEHBI CyOBEKTOM.

1.6 COMAC He mnpou3BOAWT OIUIaTy B CIydae
BBISIBIICHHS HECOOTBETCTBUS KpUTEPHAM
BKITIOYEHUS/UCKITIOUEeHUs coryiacHo [IpoTokony mnn
HETIOJTHOTBI WJIM HEIOCTOBEPHOCTH HMH(OPMALHH,
MpUBEACHHON B JOKyMEHTaluK 1o MccienoBanuto.

2. JOIIOJIHUTEJIbHBIE TTJIATEXU:

ITomumo BBIIICTICPCUUCIICHHBIX CYMM quexcz[e}me
HUMECT IIPABO HA MOJYUYCHHUC CICAYIOIINX
JOITOJTHUTCIIbHBIX TUIaTEeXKEH:

2.1 JlomomHUTENBHBIA TMJIATEX 3a MPOBEIACHUE
MpeIBapUTEIHLHON OICHKU COOTBETCTBHS KPUTEPUSIM
BrodeHus. [lommumo OOmeli cyMMbl BBITUIAT 3a
CyOBEKTOB, Yupex1eHnro BBITNIAYMBACTCS
TOTIOMHUTENbHAsT cymMma B pasmepe 350.00 (tpucra
MATBAECAT) €BPO 3a CyOBEKTa B Clydyae MPOBEIEHUS
MPeIBapUTEIHLHON OICHKU COOTBETCTBHS KPUTEPUSIM
BKiItoueHUs  cornmacHo  [Iporokomy.  [lmarex
MPOU3BOANTCS TOJHKO B OTHOIICHWM TMAI[UCHTOB,

OTBEYAIOIINX KpUTEPHUSIM CKpUHUHTa B
cooTBeTCTBUM C [IpoTOKOIOM.
2.2 CYBBEKTHI, HE ITPOIIEAIINE

CKPUHUHI'. Cy0ObekTsl, HE COOTBETCTBYIOLIHE
KputepusaM BKIroueHus B Mccnenosanue, cuntarorcs
HE MpolIeAmuMH cKpuHUHT. Ecnu o pesynbraTam
OLIEHKH COOTBETCTBHUSI YCTAHOBJICHHBIM KPUTEPHSIM,
NMpoOBeJICHHOM BO Bpems Busurta ckpunuHra |1,
Busura ckpununra 2 wnu Busuta Al, cyObekr
NpU3HAH HE MPOUICAIINM CKPUHHUHT, YUpPEKICHHIO
BBIIUIaUMBaeTcss cymma B pasmepe  870.00
(BOCEMBCOT CEMBJIECST) €BPO 3a KAXKAOTo CyOBeKTa,
OIIPEJECIICHHOTO KaK HE MpPOIIEJIIEr0o CKpUHUHI HE
3aBUCHMO OT KOJHMYECTBA BHU3HUTOB, IPOBEIEHHBIX
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2.3 Additional Fee for Visit A3: Institution will
receive additional payment in the amount of
515.00 (five hundred and fifteen) EUR to the
Total Per Subject Fees in case of performed A3
Visit in accordance with the Protocol. The above
amount includes Study Coordinator and Principal
Investigator supervision remuneration for this
Visit.

2.4 Additional Fee for Unscheduled visit:
Institution will receive additional payment in the
amount of 565.00 (five hundred sixty-five) EUR
to the Total Per Subject Fees per each
unscheduled visit performed in accordance with
the Protocol. The above amount includes Study
Coordinator and Principal Investigator
supervision remuneration for this visit.

2.5 SAE REPORT PROCESSING FEE: The
Institution will receive the amount of 215.00 (two
hundred and fifteen) EUR per each SAE report
processed in accordance with the Protocol.

2.6 NON-FOR-CAUSE AUDIT: Institution will
receive the amount of 860.00 (eight hundred and
sixty) EUR per each Non-for-cause audit
conducted by the SPONSOR or its designee in the
Institution with regard to the study.

2.7  PROTOCOL AMENDMENT FEE:
Institution will receive the amount of 215.00 (two
hundred and fifteen) EUR per each Protocol
Amendment, related to the Study.

2.8 ENDPOINT PACKAGE PROCESSING
FEE: Institution will receive the amount of
215.00 (two hundred and fifteen) EUR per each
endpoint package processed in accordance with
the Protocol.

2.9 ANNUAL PHARMACY FEE: Pharmacy fee
in the amount of 430.00 (four hundred and thirty)
EUR will be paid to the Institution on yearly basis
for the involvement of Pharmacist and for all

CyOBEKTOM He MPOIIEeANTNM CKPUHUHT.

2.3 JlomonmHUTENbHBIN IIaTeX 3a Busur A3.
[Tomumo OOmIEH CyMMBI BBIILIAT 33 CYOBEKTOB,
VupekAeHUI0  BBIIUIAUMBACTCS  JIOIOJIHUTEIbHAS
cymMma B pazmepe 515.00 (mATbcoT NATHAALATE) EBPO
B ciydae nposeleHus Bwusura A3 cormacHo
[Iporoxkomy. [annas cymma BKJIFOYAET
BO3HArpaxaeHus, npuuurarouecs Koopaunatopy
ucciefoBaHuss M [7aBHOMYy ucCclenoBareNo 3a
YKa3aHHBIN BU3UT.

2.4 JIOMOMHUTENbHBIM TUTATEK 3a BHEIUIAHOBBIN
Bm3uT. Ilomumo OOmEH CcyMMmBl BBIIUIAT 34
CyOBEKTOB, YupexeHnro BBITNIAYMBACTCS
TOTIOTHUTENbHAsT cyMMa B pazMepe 565.00 (marbecoT
IECThIECST TISITh) €BpOo 3a KaKIbI N
He3aIlUIaHUPOBAHHBIN BU3HUT CyOBEKTa, MPOBEICHHBIN
cormacHo Ilporokomy. JlaHHas cyMMa BKIIFOYaeT
BO3HArpaxkJeHusi, npuunraroniuecs KoopauHatopy
uccienoBanus © [ JTaBHOMY UCCIIEZOBaTeO 3a
YKa3aHHBIN BU3UT.

2.5 TIJIATA 3A 3AIIOJTHEHUE OTUETA O CHZI.
YupexIeHUI0 BBIIUIAYMBACTCS CyMMa B pa3Mepe
215.00 (mBecTH MATHAAIATH) €BPO 3a KAXKIBIH OTYET
o CHJ, 3amojHEeHHBIH B  COOTBETCTBHHA C
IIpoTokomom.

2.6 BHEIUIAHOBBIN AVIUT. Yupexaenuio
BRITUIAUMBacTCI cymMmma B pasmepe  860.00
(BOCEMbCOT  IIECTHIECIT) €BpO  3a  KaXJbIH
BHEIUTAHOBBIA ayAWT, MIPOBEIACHHBIN B YUpeKICHUU
CIIOHCOPOM wumu ero  ymnoJHOMOYEHHBIMHU
npeacTaBuTeNsIMH B pamkax MccnenoBanust.

2.7 TUIATA 3A BHECEHUE M3MEHEHUI B
[NPOTOKOJI. YupexaeHuto BBIIUIAYUBAETCS CyMMa
B pasMmepe 215.00 (mBecTH mNATHAALATH) €BpPO 3a

Kaxnoe wu3MeHenue IIpoTokona, CBS3aHHOE C
UccnenoBanuem.
2.8 IINIATA 3A OBPABOTKY HABOPA

JOKYMEHTOB II0 OIIEHKE KOHEYHBIX
TOYEK. VYupexneHHI0 BBIIIAYMBACTCS CyMMa B
pasmepe 215.00 (aBecTH mATHAMIATH) €BPO 3a
00paboTKy KaXX70ro Habopa TOKYMEHTOB II0 OIEHKE
KOHEYHBIX TOYEeK B COOTBETCTBUU C [IpoToKomoM.

29 EJXETOJTHBIN ITJIATEX 3A
®APMAILIEBTUYECKUM VCIIVTU. Cymma B
pasmepe 430.00 (ueTelpecTa TpHUALATH) EBPO
BHIIJIAYUBACTCS  YUPESKACHUIO  €XKETOAHO  3a
npuBieyenne DapmaneBra, a TaKkKe 3a Bce
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related pharmacy services to be performed with
respect to the Study. The first payment of this fee
shall be made one calendar year from the date of
Site Initiation Visit and shall continue to be made
annually wuntil the Site Closeout Visit is
performed.

2.10. FEE FOR RECONSENT PER PROTOCOL
AMENDMENT: Institution will receive the
amount of 50.00 (fifty) EUR per each subject,
reconsented due to protocol amendment (for the
main Study or DXA Sub-Study).

2.11. REFERRAL FEE: A referral fee of 175.00
(one hundred seventy-five) EUR shall be made by
COMAC for each subject referred and enrolled in
the Study. Enrollment into the study is defined as
complete and correct Part A enrollment of an
eligible subject for this stage of the study. This
fee shall be paid based on signed referral form.

Payments to the Institution will be made upon
receipt of the corresponding invoice.

3. ONE TIME FEES:

In addition, Institution is entitled to receive the
following one time fees, as follows:

3.1 START-UP FEE: A non-refundable payment
of 3°000.00 (three thousand) EUR for any and all
start-up related activities, will be made by
COMAUC, on behalf of the SPONSOR upon the
Site Initiation Visit. This payment is considered
full and final compensation for all activities
associated with Study initiation. Payment to
Institution will be made upon receipt of the
corresponding invoice. It is understood and
agreed that in case an equipment, such as, but not
limited to Min/Max thermometers shall be
purchased and provided by COMAC/SPONSOR
for the Study purposes due to request by the

COITYTCTBYIOITHE (hapmareBTHICCKHC YCIIyTH,
npeAocTapisieMble B CBi3u ¢ HMccimenoBaHuem.
[lepBas BBIIUTaTA 3TOM CYMMBI JIOJDKHA OBITh
MPOU3BEICHA B TCUCHHUE OJHOI0 KaJlEHAApHOIo roja
¢ Jatel MHUIUUPYIOMIEr0 BU3WUTA; MOCICAYIOIINE
BBITIIATH TIOJUIEKAT €KETOTHOMY OCYIIICCTBICHHIO
BIUTOTH JI0 TIPOBEICHHUS 3aBEPINAOIICTO BH3UTA.

2.10. TIJIATA 3A TIOJIYYEHUE TTOBTOPHOI'O
NHOOPMMPOBAHHOI'O COI'JIACHUA B
CIIYUAE N3MEHEHUA ITPOTOKOJIA.
VYupexIeHUI0 BBHITNIAYMBACTCA CyMMa B pa3Mepe
50.00 (maTbmecsAT) €BpPO 3a KaXJAOro CYObBEKTa,
JIABIICTO MMOBTOPHOE WHPOPMHUPOBAHHOE COTJIACHE B
CB3M C wm3MeHeHHeM [Iporokona (OCHOBHOTO
Uccnenoanus WA BCIIOMOTaTEIHHOTO
uccienosanus (JIPA)).

2.11. [IJIATA 3A HAIIPABJIEHUE CYBBEKTOB.
CymmMa 3a HampaBiieHHe cyObekTa B pazmepe 175.00
(cto  ceMpaeciaT TATh) €BPO  BBIIAYMBACTCS
kommaaner COMAC 3a KaXIoro CcyObekTa,
HaIpaBJIeHHOTO W BKIIOYeHHOTO B Mccrnemosanue.
Bxatouenue B MHccnenoBaHue omnpenensercs Kak
3aKOHYCHHBIH W TpaBWIbHBIA 0TOOp (Yactes A)
cyObeKTa, OTBEUAIOIIETO YCTaHOBJICHHBIM
KpUTEpUsAM, JUIA ydYacTHs B JIAaHHOM  OTare
Uccnenoanus. Yka3aHHas cymMma BBIIIAYMBACTCS
Ha OCHOBaHWU IOJANMCAHHON (POpPMBI HAIpaBICHUSL
cyOBexTa Ha yuactue B MccnenoBanuu.

BhImiatel CcyMM, MPUYHTAIOIIUXCA YUPEKIACHUIO,
MPOU3BOJATCS HA OCHOBAHHHM COOTBETCTBYIOIIECTO
cuera-(paKTyphl.

3. PA3OBBIE ITJTIATEXMU:

Kpome  Toro, VYupexaeHuto
CJIEAYIOIINE Pa30BbIE TUIATEKU:

MPUYIUTAOTCH

3.1 TUTATA 3A PABOTY, ITPOBEJJEHHYIO HA
OTAIIE 3AIIYCKA MHCCIEOOBAHUA. Ilo
nposenennn Muunumpyromero suzuta COMAC ot
nmenn CITOHCOPA ocymectBnsier 6e3BO3BpaTHBIN
miatexx B pasmepe 3°000.00 (Tpu ThICSYHM) €BpO 3a
mo0ble  JEHUCTBHS, BBIIOJIHEHHBIE B CBSI3U C
3armyckoM MccnenoaHusi. DTOT IUIATEX CUUTACTCS
HOJHBIM M OKOHYATEJIbHBIM BO3HArpaKACHUEM 32
BCIO padory, MIPOBEICHHYIO Ha JTane
MHUIMHPOBAHUS Uccnenosanus. Brimnara
YKa3aHHON CyMMBlI YUpEXIEHHUIO MPOU3BOAATCA Ha
OCHOBaHUHM  COOTBETCTBYIOLIETO  cYeTa-(PaKTypHI.
CTOpOHBI [TOJHOCTHIO IOHUMAIOT ¥ IPUHUMAIOT, YTO
eclid B CIydae HEOOXOAMMOCTH IIOKYNKH U
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Principal Investigator and/or Institution, COMAC
reserves the right to deduct the related expenses
from the start-up fee amount hereto.

3.2 ARCHIVING FEE: Archiving fee in the
amount of 870.00 (eight hundred and seventy)
EUR will be paid to the Institution for the
purposes of archiving of Study documentation at
the  Institution’s  premises upon  Study
completion/termination. Payment to Institution
will be made upon completion of Closeout Visit
and upon receipt of the corresponding invoice.

3.3 CLOSEOUT FEE: Closeout fee in the amount
of 870.00 (eight hundred and seventy) EUR will
be paid to the Institution upon completion of
Closeout Visit and wupon receipt of the
corresponding invoice.

3.4 PHARMACY FEE: Pharmacy fee in the
amount of 430.00 (four hundred and thirty) EUR
will be paid to the Institution upon the Site
Initiation Visit for the involvement of Pharmacist
and for all related pharmacy services to be
performed with respect to the Study. Payment to
Institution will be made upon receipt of the
corresponding invoice.

3.5 COMPLETION OF PATIENT
IDENTIFICATION TOOL (PIT) TRACKER
FEE: Institution will receive the amount of
215.00 (two hundred and fifteen EUR as a one-
time payment for the completion and provision of
the PIT tracker.

Payments will be made on quarterly basis within
45 days upon receipt of invoice/spreadsheet.
Payment for subject visits will be determined
after complete visit data have been entered into
the Electronic Data Capture System and
documentation has been source data verified by
the SPONSOR’s representative. Payments will be
held if any data clarification query is outstanding
or site non-compliance issues are outstanding.

MIPEAOCTABIICHUS JOMOTHUTEILHOTO 000pYAOBaHMS,
Takoro kak Min/Max TepMOMETpPHI U Jp. IO 3ampocy
I'n. UccnenoBatens wunu YupexaeHus il Lenei
uccnenosauua, COMAC/CITOHCOPOM, COMAC
OCTaBIseT 3a  Cco0OW  TpaBO  HAa  BBIYET
COOTBETCTBYIOIINX PAaCXOJIOB U3 JaHHOM CTAThH.

3.2 IIJIATA 3A APXVUBUPOBAHUE.
VYupekIeHUI0 BEHITIAYMBACTCA CyMMa B pa3Mepe
870.00 (BOCEMBCOT  CEMBJIECHT) eBpo  3a
apXUBUPOBaHHUE TOKyMEHTAInH 1o VccienqoBanuio B
YupexneHuu o 3aBepIICHUN/TIPEKPAIICHUN
Hccnenosanusi.  Beimiata  yka3aHHOM — CyMMBI
YupexxIeHUI0  OPOU3BOAATCS  HA  OCHOBaHUU
COOTBETCTBYIOILIECTO cueTa-(paKTypsl rmoce
MPOBEJACHUH 3aBEPIIAIOIICTO BU3UTA.

33 IIJIATA 3A [MPOBEAEHUE
SABEPIIAIOHIET'O BU3UTA. VYupexiaeHuro
BhIIUIauMBaeTcss cymma B pasmepe  870.00
(BOCEMBCOT CEMBECIT) €BpO TIOCIE MPOBEICHUS
3aBepiIaromnero BH3WTA o MOJTyYeHU N
COOTBETCTBYIOIIETO cUeTa-(PaKkTyphl.

34 IIJIATA 3A ®OAPMAILIEBTUUECKUI
YCIIYI'U. Ilocme mposeneHus VHUATMHAPYIOMIETO
BH3WTa YUPEKICHHUIO BHIIUIAYMBACTCA CyMMa B
pasmepe 430.00 ("eThlpecTta TPHUAIIATH) €BPO 3a
npuBieuenne DapmaneBra, a TaKkKe 3a Bce
COIYTCTBYIOIINE (apManieBTUUECKUE  YCIYTH,
npenocTaBisieMble B cBa3u ¢ MccnemoBaHueM.
Breimutata  ykazaHHOH ~ CyMMBI  YUpEeXIEHHUIO
MPOM3BOJATCA HAa OCHOBAaHMHM COOTBETCTBYIOLIETO
cuera-(paKTyphl.

3.5 TUIATA 3A TIOAI'OTOBKY CHUCTEMBI
OTCJIEX)KMBAHIA NHCTPYMEHTA
NAEHTUOUKALIMA IMTAIIMEHTA (AHAID).

VYupexeHue MnojaydaeT eAMHOBPEMEHHbBIN IIATEeXK B
pasmepe 215.00 (mBecTn TMSITHAOIATE €BPO 3a
MOITOTOBKY u MPEIOCTaBICHIE CUCTEMBI
otcnexxuBanus UUII.

[TnaTexxun OyAyT TPOM3BOIUTHCS €KEKBApTAIHLHO B
TeueHue 45 AHEM ¢ MOMEHTa NOJyYeHUsS CcueTa-
¢dakTypbl/cCBOAHON BemoMmocTH. Pasmep mmatel 3a
BU3HUTHI CyOBEKTOB OMNpPEACisIeTCs TOCIE TOro, Kak
MOJIHBIC JIaHHBIC O IMPOBCJACHHHM BHU3UTOB OyayT
BHECCHBI B OJIEKTPOHHYIO CHCTEMY PETHCTpAITIH
MaHHBIX, a JOKyMEHTamus OyIeT CcBepeHa C
HCXOIHBIMU JTaHHBIMH MIpeACTaBUTENIEM
CIIOHCOPA. Berurara He NTPOW3BOAWTCS, €CIH
KaKOW-JIH0O 3ampoc HA YTOYHCHUE NAaHHBIX OCTASTCS
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The final payment for all scheduled and
unscheduled visits or procedures (corrected for
actual work done) will be made following:

* satisfactory Study completion by Study subjects
per the Protocol;

* satisfactory completion in accordance with the
Protocol of all Study subjects’ CRFs;

* resolution of data questions;
* reconciliation of Study Drug supplies;

* submission to SPONSOR of site closure report
and the return of all Equipment and Study
materials

All the payments will be done in EURO. The
remuneration is to be declared for tax assessment
by the payee. All the related income tax, social
security and health insurance payments due is
included in the above amounts.

Unless expressly agreed otherwise in writing,
total payment per completed patient who has
fulfilled all the requirements of the protocol and
all the planned visits has been carried out will not
exceed the amount of 13,860.00 (thirteen
thousand, eight hundred and sixty) EUR,
including the tax and insurance payments and the
remuneration for coordinating and PI supervision
services.

Additional Study-related costs not listed in the
Budget will be paid by COMAC, on behalf of the
SPONSOR only following written approval from
SPONSOR. COMAC will process payment for
these items upon receipt and approval of invoice.
The invoice must clearly document the rationale
and include supporting documentation for review
and approval before payment is distributed.

HEPACCMOTPEHHBIM WJIM  BO3HHKIHU BOIPOCHl K
VYupexkIeHuto, CBS3aHHBIE C  HECOOJIOJICHUEM
TpeOOBaHUIA.

OxoHYaTeNnbHBIN IUIATEXK 3@ BCE 3allJIaHUPOBaHHbIEC U
BHETJIAHOBBIC BU3UTHI 150071 MIpOLEAYPHI
(CKOppeKTHpOBaHHasE €  y4eToM  (PaKTUYEeCKU
NpojAeiNaHHOW paboTel) OyAeT NpoM3BENeH MpHU
BBITIOJTHEHNH CJIEAYIOIIUX yCIOBHM:

® 3aBCPIICHUC UccnenoBanus
I/ICCJ'ICI[OBEIHI/I}I COrjiaCHoO HpOTOKOJ'Iy;

cyOBbeKTaMu

* sanonHenne MPK Bcex cyObekroB ccnenoBanus B
cooTBeTcTBHH ¢ [IpoTokonom;

¢ pC€HICHUEC BCCX BOIIPOCOB, CBA3AHHBIX C JAHHBIMU;

* CBEpKa JaHHBIX O MOCcTaBKax Kcciemyemoro
rpenapara;

* npencrasneaue CIIOHCOPY otuera o 3aKkpsITHH
VYupexaeHus: 1 BO3BpaT BCEro 000pyIOBAHUS H
Matepuanos MccrnenoBanusi.

Bce mmatexxm  ocymectBisitorcss B EBPO.
BozHarpaxaenne  TOMIEKUT  JEKIApUPOBAHHUIO
moJTydaTesieM Juisl Iesied HajorooOnoxenus. Bcee
OTUUCJICHHUSI B CUET MOJOXOJHOTO HAajora, B3HOCOB
[0 COLMAIbHOMY M MEAMIMHCKOMY CTPaXOBaHHIO,
MOAJICKAIINX YIIJIATe, BKIIOUYECHBI B BBIIICYKa3aHHEIE
CYMMBEI.

Ecnu HE 3a70KyMEHTHPOBAHO WHOE, O0IIas IIaTa 3a
KaXXJI0Oro mainueHTa, 3aBepiuuBiiero Mccnenoanue,
KOTOPBIN BBIONHIII Bce TpeboBanms [Iporokona, u
3a BCE MPOBEICHHBIC 3aIUIAHWPOBAHHBIE BU3UTHI HE
mpeBbImaeT cymMmy B pasmepe  13,860.00
(TpyHAAUATH THICAY BOCEMbBCOT IIECTHAECIT) €BPO,
BKJIIOYAsi HAJIOTOBBIC U CTPAXOBBIC MIIATEKH, a TAKKE
BO3HATPaXXICHHUE 34 YCIYTHM MO KOOPAMHALMH U

KOHTPOJIIO, npeaAoOCTaBIACMBbIC I'naBHBIM
HCCICOOBATCIIEM.
HOHOJ’IHI/ITCHBHBIC pacxonnl, CBsA3aHHBIC C

HccnenoBanneM, KOTOphIe HE yKa3aHbl B bromkere,
oraunBatoTcss kommanuer COMAC oT wumeHHu
CIIOHCOPA TOnBpKO TpH YCIOBHH IHCHMEHHOTO
paspemenuss CIIOHCOPA. COMAC odopmiser
IUIATeXU IO TAKUM JIOTIONIHUTENBHBIM TIO3UITUSAM
rocje TMONyYeHUsT W YTBEPIKACHUS cueTa-(paKTyphl.
B cuere-pakType mOMKHO OBITH YETKO YKa3aHO
OCHOBAHHE ]IS €r0 BBICTABJICHUS, a TaKXKEe K HEMY
JIOJDKHA MIPHUJIATaThCS COTPOBOIUTEILHAS
JOKYMEHTAIUS JJII PACCMOTPEHUS W YTBEPXKICHUS
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The total for all amounts included in the Fee and
Payment Schedule represents the entire
compensation under the Agreement and it
includes without limitation, all work and care
anticipated by the Protocol, the use of the
facilities and  equipment, staff  costs,
administrative costs, overhead, third party costs,
taxes, travel and other study-related expenses, etc.

The PARTIES hereto agree that compensation
paid hereunder represents the fair market value of
services rendered and that no part of any
consideration paid pursuant to this Agreement is a
prohibited payment for the recommending or
arranging for the referral of business or the
ordering of items or services, nor are the
payments intended to induce illegal referrals of
business.

The Institution hereby instructs COMAC to pay
the entire compensation under this Fee and
Payment Schedule to the following bank account:

Account holder: Grodno University Hospital

Account IBAN: BY37 AKBB 3632 5010 0014
7400 0000

Bank SWIFT code: AKBBBY21400

Bank name: BELARUSBANK BRANCH Ne 400
Grodno

Bank details of COMAC:
BIC/SWIFT: UBBSBGSF
BANK: United Bulgarian Bank

Bank address: 5 Sveta Sofia St., 1040 Sofia,
Bulgaria

Mepe]T BHIJIATON MPUYUTAIONIINXCS CYMM.

OOmas cymMMa Bcex IUIaTeKel, BKIIOYCHHbBIX B [lnaH
IIaTeKe, TMpeAcTaBiIsieT Cco0ol Bech 00BEM
BO3HarpakaeHus 1mo JloroBopy W BKIIIOYAET Cpeau
MpoYero IUlaTy 3a BCHO MPOBEACHHYI paboTy B
cooTBeTcTBUM C [IpoTOKOIOM, 3a HCIHOJIB30BAHHE

IIOMCUICHUN U 060py2[0BaHI/I$I, a TaxKXKkeE 3a
BO3MCIICHUC pacxoaoB Ha nepcoHal,
AIMUHUCTPATUBHBIX pacxonos, HaKJIaaHbIX

Pacxo/oB, pacXoI0B Ha OIUIATY YCIIYT TPEThUX JIMII,
HAJIOrOBbIE  OTYHUCIICHHS, KOMAHAMPOBOYHBIX U
IPYTHX pacxXxolIOB, CBSI3aHHBIX C IMPOBEACHUEM
Uccnenosanus, u T.1.

CTOPOHBI cormamaiorcs ¢ TeM, YTO pasMmep
BO3MEIICHHS, BBIMJIAYNBACMOTO B COOTBETCTBHH C

HaCTOsAIIUM HOFOBOpOM, COOTBCTCTBYCT
CHpaBeI[J'IHBOﬁ pBIHO‘lHOﬁ CTOMMOCTH OKa3bIBaACMBIX
YCIayr, u HHUKaKas qacTb BO3HArpaxxacHus,

BBIIJIAYMBAEMOTO B COOTBETCTBHM C HACTOSIIUM
JloroBopoM, HE  OTHOCHUTCS K  KaTerOpHH
3ampCeNIEHHBIX IUTATeXKEH 3a PEKOMEHIAIMH WU
MIPUBJICYCHUE KJIIMCHTOB WM 3a 3aKa3 TOBapOB WU

ycIyr, a Takke He TMpenHazHaueHa  JuIs
CTUMYJIMPOBaHHUS  HE3aKOHHOTO TIPHUBIICYCHUS
KIIUCHTOB.

Hacrosimmum  Yupexxnenue mnopyuaer COMAC
MepeBeCTH BCIO CyMMY BO3HATPaXKICHUS,
HAYKMCICHHYI0O B COOTBETCTBHH C HACTOSIIUM

[Mnanom muaTexkel, Ha CISAYIOUIMH OaHKOBCKUI
CUET:

Bna):[eneu cuera: I' POAHCHCKAsA YHUBCPCUTCTCKAs
KJIIMHHUKA

IBAN: BY37 AKBB 3632 5010 0014 7400 0000
Kon SWIFT: AKBBBY21400

Hazpanue 6anka: ['pogaeHcKOe 001acTHOE
ympasierne N400 OAO "ACH benapycoank"

Bbanxosckue pexBuzntel COMAC:
BUK/SWIFT: UBBSBGSF
BAHK: United Bulgarian Bank

Anpec 6anka: 5 Sveta Sofia St., 1040 Codus,
Bounrapus
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