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10.2

10.4
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Whenever a recall of the Product 1n Chile is being contemplated for any reason (“Recalis”) by the relevant
heaith regulatory authuriies, the Paries shall without prejudice o their obligations under any governmental
regulation 1 Clale and prior to any nofificaion 10 the authorines ot prior o any apitareral action and/or
communication, promptly consull with zach other with the view w decide on the appropriate action fo take
with respect thereto.

Buyer shall bear all the expenses of any Recall resulung from damages or defects in the Product oceurrng
after Fmal Accentance of the Product by Buyer, not refated to the manufacturing and delivery of the Produet
by SINOVAC

SINOVAL shall bear all the expenses for the Recalls resulting fromn SINOVACTS Fault, actions or inactions o1
for wandatory Recalls imposed by the relevant regulatory authority in Chie for reasons related to quabity
and/or safety of the Product

Buyer and BINOVAC shall equally share and bear 4l the expenses of any Recall other than those resultng
from the situations described m Articie 10.2 and 10.3 provided always that such Recal is due to the fault of
beither Party

The expenses of Recalls shall inciude, without limitation, the value of the recalled Product and the expense of
notification and destruction or return of the recalled Praduct

Article 11 Anni-Corrupfion
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Buyer fully undersrands that SINOVAC, as a company gsted in Nasdag, U3, shall be subjeet to and comply
with (he Foreign Corrupt Practiees Act (“FCPA”) and as the business parmer of SINOVAC, Baver shall
als0 be subject to vompliance with the reguremenss of FCPA

Buyer hereby represents and warrants that
(2} Buyer will fuliy comply with the reguiremernis of FCPA.

(b} Buyer, its Affiliates or ihest respeciive employees, officers, directors, advisors, cousultanes apd
attorneys will not and shall not, (n any form, dirsetly or wmdirectiv, offer or agree to offer any personal
benefits or interests (Including but not hmted to cash, cash equivalent, securittes, sifis, ;13 cards or
vouchers, meals, accommodations, hospitalines, entertaimment, sighiseeing activities, ravel expenses,
services, einployment offers, loans, donations or conmbutiuns, any wansfer of value, or cther persomal
benefits or interests) (“Jlegitimate Benefits”™} te any zovernment officials, staff of public healthcare
msixtutions, healthcare professionals or business parmers to influence any aci or decisien of those
persons with respect of or in relation to the business coniempiated ander tmis Agreement m order to
gain buSiness opportunilies, advantageous position m the market ot other commmercial or business
benefits for Buyer or SINOVAC.

fcy Buyer, tts Affiliates or ther respective employees, officers, direcrors, advisors, consnitants, artorneys
have never, m any form, directly or indirectly, offered or agreed to offzr and will not offer or agree to
offer any [llegitinate Benefiis 1o any personnel of SINOVAC or his/her relatives, which may have
mappropriately influenced the selection of Buyer by SINOVAU 10 perform this Agreement.

“indirectiv” in this Asticle 11 .2 includes offering the Illegitimate Benefits to the family members or relatives
of the sa1d person or persons otherwise closely relatéd to the person or persons.

If Buver violates any of the above-menricned statements, representations and warranues, it shall be deemed
as material breach of this Agreement, m which case, 3SINGVAU shall have the night to rermmmate this
Agreement with a written notice and Buyer shall pay to SINOVAC a punitive penalty equvalent fo 30% of
the total Purchase Price under this Agreement
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Agticle 15 Geperal Provisions
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e headings of the Arnicles of this Agreement have been inseried for convenience of reference only and do
10t constitute a part of tnterpretation of this Agreement

No Party shall assign, whether entirely or 10 part, the nghts and/or obligations under this Agreement o any
hird party withour first having obtained the other Pariy’s written consent.

No omission or deiay on the part of any Party hereto w0 enforce at any time any of the provisions of this
Agreement shall be deemed or construed to be a waiver by the omitting Party of any such provision or of its
rights hereunder nor shall any single or partial exercise of any rghi or temedy preclude any further or other
SXEECLSE Of sucn nrght or remedy.

SINOVAC and Buyer may agree fo and make amendment and/or supplement to this Agreement accurding
10 the progress of the pertormance of this Agreement.

Ay amepdments and supplements o Hils Agresment agreed upon by both Parties shall be made and signed
m wrifing by poth Parties in the format of wiiticen amendinents or supplemenszl agresment

Any data, miormanon, wncluding the commercial arrangemenis, sxchagsed between the Parties, contalned
in this Agreement shall be kept confidential at all times and netther Party shall disclose or cause to disclose,
or nse or cause the use of. such Confidsntial Information without the express written consent of the other
Party or when 1t 15 required to be disclosed by the relevant laws to which either Party is subject.

This Agreement and the schedules attached thereto constitute and incorporate the complete and sxclusive
understanding of the terms of this Agreement between the Parfies hersto with respect to the subject matter
hereof, and no statements or agreements, oral or written, made prior to or at the sigming hereof shal! vary or
modify the written terms hereof, and neither Party shall claim any modification or rescisston from any
provision dereof unless such modification or rescission s in writing, signed by boih Parfies.

In the event that any agreement or covenant in this Agreement (s held to be wnvalid by a court having
competent junsdiction, the Pariies shall use therr best efforts o mclude a new valid Article thart restores the
mrerests of both Parties.

(his Agreement 1s written and made in Engiish and Spanish. Both language versions shall have equal legal
force and significance In case of discrepancy between the rwo language versions, the Fnglish language
verston shall prevail

This Agreement will take effect on the Effective Daie upon signing by the represenianves of both Pariigs,

13.10 This Agreement shall be made and signed in four (4) onginals which sach Parry holding two (2) onginals
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Appendin € PRC FORMA INVOICE

Dute: INSERT DATE

Pro Forma [nivoige INSERT SE{ LER 8 PriNUMBER

NUmHen

Order Nutnber INSERT SELLER § ORDER NI %ELR

’SEIes Contract Number INSER] SLI,E,L:{ S BALES COl ! A
{ --n; g‘fwc: : I‘dcm:, and Address: INSERT ji YER’S FULLENTITY
SENTITY POST ADDRESS

Exporier’s Name dz..i vldress

PRICE ANTY SHIPMENT
| o By auwr transportatio n Supply bocanon (Ciy =1Vin
H Sefonms o Tranmmerradd Roits Al r,;:.;ylra on oin Supply locauor I =
- ' location (City Name)
Price Term
Product [Jescription uaiiity Gl
NSERTQUANTITY | UsDpricE | - 10N OTAT
RN A ANLIL g = ST L »\UC-UI\”
TOTAL: INSERT TOTAL AMOUNT [N WORDS UsD INSEET TOTAL
AMOUNT
e
PACKING AND MEASUREMENT
= R Packing Volume i . Net Werghs
. B Doy :_1_;; [~ LITORS “:ﬁ'&&gl Kk EE}
Upit Specificaiion
| [z Total Number Nunber \anber Numbes
L viaTks INSERT THE SHIPPING MARKS
¢ Exporter’s Bank Derails
DECLARATION
Tlie Product of the Vacge must be stared between +2°C and +5°C. DO NCOT FREEZE 1
| We declare that
|1} This Pro Fonna Invoice shows the actual price of goods descobed
[2] Ali part:cuiars provided herein are true and corvect fo best of our fwnvwdgr
Pro Forma Invoice Maker Jare:
rap &




Appendix I3 AE and SAT Repocting

Working Procedure of Safery Dara Exchange
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“Summary of reparis Jor gdverse events following irmpmunization in 20XX " attached Annex 3

~ fetore 31 lanuary of each year, Buyer shall provide Sinovac with all dogumants which have not been transmitiad for last year, including| Repartir

form for odverse sveats follaveing immunization (AEFI® “Reporting form for adverse events following immunization [AEFi} ciuster” o

i

gad




Definitons

*  “Dare of first receipt”™ The date of first receipt of adverse event information (e “clock date”) should be
constdered as the date of first receipt by any employes of Buyer or a third party such as a partngr or a CRO
appomted by Buver. The date of first receipr will be considered as Day 0 for the calculation of transmisston
and sutymssion limeframes

¢ “Adverse Event” (AE): Any untoward medical occurrence in a patient or chimeal investigaiion subject
administered 2 medicinal or pharmaceutical product and which does not necessarilv have tc have a causa;
relafionship with the rreatment. An AE can therefore be any unfavorable and unintended sign (including an
abnormal laboratory finding, for example), svmptom, or disease temporally associated with the use of &
product whether or not considered related (o the product

s “Seripus Adverse Event™ (SAE): Any untoward medical cocurrence that al any dose:

v
'

L N S

results 12 death,

18 life-thredtening,

Tequires mm-patient hospiralizanon or prolongarion of existing hospitalization,
results in persistent or sigmificant disability fincapacity

1§ a congenttal anomaly / birth defect

medical and scientific judgment should be exercised in deciding whether expedited reporting 15
appropriale in other situanons, such as important medical events that may not be immediately
life-threatening or result in death or hospitalization, but may jeopardize the patierd or may require
intervention to prevent one of the other cutcomes listed in the defimition above. These cases
should aise usually be considered as SAE=.

The term “hie fhreatening” refers {0 an event in which the panent was at risk of death ai the ume of the
event, and it deas not refer to an event which hypethetically might have cansed death if it were more

SEVErE.

¢ “Claster”

: Two or more cases of the same event or stmilar events related 1n time, geograpliy, and/or the

vaccine adrmstered. Nanonal pregramme managers may decide upon a more precise definition

17




Anuex 1

Reporting form for adverse evenis following imamnnzanon {AST])
Clnibal cFollow-up report AEET Reporting 11} Nuiber

Type of report:Cnew CIserious DCOmMMOn

Reporting orgamzation: ChMedical institurions oBusingss enterprise

cManufactuning enterprise Indrviduals: Cthern

(o ARt
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Patient name: Reporter’s Name:

[elephone Cceupation.  tdoctor  cnurse  Opharmacists
catiner

Sex © oM

Institunon, Department & address:
B

Telephione:

Werghe (kg

P Hemanl

Race .

Signature:

Date of birth ©  (DD/MM/YY YY) /

Or age:

Relevant mmportant mformation | oilistory of smoking cHistory of drinking tiprégnancy oHistory of fiver
dizease

nHisiory of kidney disease nHistory of allergy n{ther

Li
e

MName of JACCITES ns

recerved Date of § Dose Batch/lot | . : e

Bobrcsmmiv vacéinahon ) Fxpiry date Manuofacturer |

Conat t il . A . nrmber Gu
g -l N medication (z.g. lst, 0.5ml

medication(if axist) m
be
%

+
b
Adverse event(s): Describe AEF¥signs. symptoms

znd tme cowse) and treatment e.g.
relevant diagnostic tests/laboratory |
date, if amy. Use one additional
sheet 11 necessary

Pate & Time AEFY started (DD/MM YY YY) )
s Hr ooMin

was the patient hospitatized? «Yes nNo

If Yes, Hosputal departments. Case 1D

Date patient notified event to health system (DDMM/YY YY)

!
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Ouwicome - DRecovering JReeoversd OlNot recovered mlnknown SoRecovered wilh sequeiaé 1018
~Died if died, direct cause of death: date of death DDVMM/YY Y'Y

Antopsy done: aYes oo nUnknown

Pasi disease history apd medication history (including history of stmilar reaction or other adverse reaction and
family history of adverse réaction e.g. Allergic reaction) =¥es oNo oUnknown If Yas, what they were Use
additional sheet i needed:

Influetice on past disesse of patient:aNot clear 1Duration extended c:Sicker mSequelae nbiec

T )
AFFIs are | Assessment of reperier © OVaccme aroduci-related veagtion oVacecine quahity defget-related
grouped 1O | reaction
five
catECoMes almmunization crror-related reaction cimmunizalion a‘;mie1y-re1ated reaction nCoincidenial
- event
Signanare:
Mofes comaen
15
Far &
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SONEN £

Repuorting form for adverse eveuts following lnunuuication {4 E¥1) vlustes

Vacoinated at

Used by (place)

Number of peopie

Number of peopie with adverse
BVEnt

Number of people with serous

adverse svent

Death toll

| Date of first vaccination (DD/MM/YYYY)

Date of first adverse zven LDDMMYYY YY)
Name of vaceine Dose Batch/Lot { License
Magulaciurer )
s ber AUIDDer

{e.g. L, 5.5ml)

Name of medical device
Ot coneenutant
medicationif exist)

Manufaciurer Batch/Lot nunber

License mamber

The medical devices here refer 1o syFinge, infusion, and other medical devize s which weve used with vacemne

recetved nt the same time and were refated with AEFT chister

Name of adverse event

| Describe AEFI

ctuster {(signg, symptoms and fime course) and treamment =g relevant diagnosiic
tests/laboratary date, if anny. Use one additional sheet if necessary
Evaluation of
Reporter  or
Reporang
mstitnnoen

telephone E-mail Signature -
RBeporter
information
Reporting Institution: contact person Telephone

Reporting date{(DD/MMYY YY)
Gas




Annex 3

Summary of reports for adverse events following immunization in 20XX

Country o1 Kegione

¥ eat of Rx-pul AR

Number of Al [ NUter
| SAE (including | Cases Ciuster

of | Mumber of Death | Number

Unexpected Cases

Adverse
Reaction)

af

Janunary

February

Mare

Aprit

May

June

July

&ugast

Septenber

Oetober

Nevember

Precermiber

r'aTAl

: Reporing

Reporier .
DOBD 1ltl‘s“t‘l'f.‘u‘imrl:

information

contact persou;

—
AQETESy:

t-moaii

& Teiephone:

: Signatare:

Reporting date (DD/MMIYTYY
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