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ated under the laws of tt ith its office located at 1 Hatee

a company incorp

'WHEREAS, the Company has developed and owns the rights to a Registratior Dossier for the Products'
and has compiled the Registration Dossier for the Products in accordance with respective national
legislation in the Territory; and

‘WHEREAS, Teva desires to obtain non - exclusive distribution rights to the Products in the Territory;;
-and

WHEREAS, the Company is willing to grant the non - exclusive distribution rights to the Products to
Teva under the térims and conditions specified in this Agreement; and

WHEREAS, Teva desites to purchase the Products from the Company; and the Company is willing to
supply the.Products to Teva and/or its Affiliates; all.on the terms and conditions set out below.

THE PARTIES AGREE AS FOLLOWS:

1 Definitions and literpretation

1.1. In this Agreement the following expressions:shall have the following meanings:unless:
the context otherwise requites:

1.1.1.  “Affiliate” means ‘with respect to either Party any person, corporation,
organization, company, ‘partnership, joint venture or other entity existing or
established and directly or ‘indirectly controlling; controlled by or under
common control with such Party. For such purpose the term “control” means:
the holding of more than 50% of the common voting stock or ordinary shares-
in, or the right to appoint more than 50% of the directors of; ot the right to
share' in more than 50% of the prof its of, or the possession of sufficient
authority to direct :adoption and execution of policies, management, and
operations of such entity by any means whatsoever of; the said corporation,
company, partnership, joint venture or entity.



1.1

B

1.1.10.

“Actxve lngredxent” or “API” means: paracetamol actwe pharmaceutlcal
Territory or Euro_pean dw_g. master fi _le (DMF) or certlf ca,te. of su1t_ab1]1_ty of
Monographs of the European Phatmacopoeia (CEP):

“Agreement” means this distribution and supply agreement concluded
between the Parties, together with all attached schedules and annexes, and as
may be mutually amended from time to time.

«“Commierecialise” or “Commércialisation” means all the operations required
for the promotion, distribution, marketing and/or sale of the Products in the
Territory.

“cGDP” means all requirements and standards applicable to the transport of
pharmaceutical Product(s) supplied by the Company to Teva distribution
centre, including without limitation good distribution practices in'the European
Union specified. in' Guidelines of 5 November 2013 (2013/C 343/01) and
following amendments and Guideling on Good Distribution Practice of
Medicinal Products for Human Use (94/C 63/03), EU GMP Part [, applicable
parts (Packaging and labelling operations, subcontracting),

“cGMP” means all requirements and standards applicable to the manufacture
of pharmaceutical products for marketing and'sale in the Territory including
withiout limitation good manufacturing practices in the European Unioh
specified in the current Eudralex Volume 4 and all relevant guidelines and
Directives including EU Directives "2001/83/EC as amended, 2017/1572 as
amended and the current relevant EU Rules and Guidance for Pharmaceutical
Manufacturers and Distributors as amended from time to time.

“Claim” means any claim, demand, investigation, action or proceeding;

“Confidential Information” means any secret and/or proprietary information
or data disclosed by the Company to. Teva or vice-versa pursuant to this
Agreement; including without limitation the Registration Dossier, business
information and data, business strategies, product development information,
financial information and data, market studies, sales, inventory, forecasts
regardless whethier such information is verbal, written, graphic, photographic,
recorded, prototype, sample or in any other formand including the execution,
existence and performance of the Agreement.

“Days” means calendar days, unless explicitly the term “Working Days” is
used.

“Effective Date” means the date of receipt of the Competition Tribunal
Approval, as defined below.




1L,

L1112,

1.1.13.

1.1.14.

1.1.15.

1.1.16.

1.1.17,

1-1-180

1.1.19.

“Finisheéd Packs” means the Product, supplied fully packaged and ready to be
released for sale in the Territory, including patient information leaflets.

“Force Majeure” means any cause or event beyond the reasonable control of
gither Party affecting its ability to perform any of its obligations under this
Agreement including, but not limited to: acts of God; act or order; fire, flood,
lightning, explosion, earthquake, storm or other adverse weather, war,
revolutlon, act of terrorism, riot or civil commotion, blockage, embargo,

strikes, lock-outs or other industrial action, currency restrictions, pandemlc,
failure of public utilities or common carriers and temporary closing of the

applicable border, events caused by reason of laws, regulations or orders by
any government, governmental agency or instrumentality, delay or non-
delivery of raw materials by supplier(s) not caused by any wrongful act or
omission fa party hereto, but excluding any circumstance existing on the date
hereof which are known to the: Party wishing to rely on the Force Majeure

event.

“Incoterms 2020 shall mean the Incoterms 2020 of the International Chamber

‘of Commerce,

“Intellectual Property Right” means any patent, copyright, database right,
design right, registered design, trade mark, service mark, domain name; know-

how: (including without limitation the Know-How), utility' model, unregistered

design or, where relevant, any apphcatlon for'such right, or other industrial or
intellectual property right either subsisting in the: Territory: or out of the
Territory.

“Know-How” means all technology, data, processes,. formulae, information

and methods; whether patentable or nof, owned or used by the Company and.
incorporated: into the: Registration Dossier and/or necessary to obtain and.

maintain Mar ketmg Authorisations and/or:any other knowledge relating to the

‘manufacture, importation, distribution, marketing and sales of the Products.

"Kosher Certificate’ — means a formal certificate provided by Badaz Eda

Haridit.

“Laiinch” means date of the first sale of both Products by Teva and/or one of
its Affiliates (the later of the two).

“Losses” means any direct cost, or expense, including interest, fines,

,  OF EXpense, g o
penalties and reasonable lawyers’ fees and other professional adviser’s
or expert fees, as well as disbursements.

“Marketing Authorisation” means the authorisations issued by a Regulatory
Authority, based on the Registration Dossier which provides the necessary:
regulatory -authorization for placing of ‘the Products onto the market in the
Territory by Company;;



1.1.20.

1.1.21.

I .1 .22.

1.1.23.

1.1.25.

1.1.26.

1.1.29,

1.1.30:

"OTC" means the definition as stated in the Marketing Authorization.

“Party” means The Company and Teva, and “Parties” means, together, The
Company and Teva.

“Product(s)” means thé pharmaceutical products as described in Annex 1.

“Products Names™ has the meaning ascribed to such definition under Section
4.1.

“Products Pnces” means the pnce at Whlch the Company will supp!y the
of sectlon 15 hereof mcludmg the prices dunng the Fixed Term Prices (as
defined below) as set out in Annex 2.

“Recall Costs” means all costs and expenses associated with a recall, field
correction or market withdrawal of a Product; whether mandatory or voluntary,

including, without limitation, costs of replacement Product, expenses of
notification and destruction or retumn of the recalled Product, administrative:

and legal expenses, penalties or other charges. exacted by customers, and
refunds to consumers of amounts. ‘paid for the recalled Product, lncludmg any

expenses and/or Losses that mayarise from or in relation to siich recall.

“Registration Dossier” means the registration file of documentation and any
and all information, processes; techmques and data as well as all
correspondence with the relevant authorities in Company's possession relating
to the Product as far as'required to obtain Marketing Authorisations written in

Hebrew and assembled and prepared in CTD format.

“Regulatory Authority” means an authority in a country comprised within the
Territory with.competence to issue a Marketing Authorisation.

“Regulatory Approvals” means all applicable permits, ¢ertificates consents,

approvals. and authorizations required under the applicable law for ‘the:

manufacturing, packing; storage and supply, disposal and delivery of the
Products in the Territory.“Specifications” means the characteristics .of the
Product in accordance with the Registration Dossier in the last updated version.

“Quality Technical Agreement” means the Quality Technical Agreement to

be entered into by and between Teva and Company and/or their Affiliates,

dealing with ¢cGMP, cGDP and quality issues involved in the manufacture and
control of the Product, testing and reléase-of the Product for sale and batch

tracing ‘and recall of the Product.

“Territory” means the countries listed in Annex 3.



2

2.1

1.3.

1.4

1.5.

1.6.

1.7.

1.1.31. “Third Party” means any party other than Company, Teva ortheir respective
Affiliates. '

1.1.32. *Trade Marks” means any (registered or unregistered) trade names,
trademarks, product names, service marks, domain names, logos, design rights,
marketing materials, slogans, labels and/or similar rights used or held by Teva
or its Affiliate for or in connection with the distribution, marketing .and-sale of
the Products in the Territory.

1.1.33,  “Working Day” shall mean Sunday to Thursday excluding public holidays in
the Territory.

Headings are inserted for ease of reference only and do not affect the interpretation or
construction of this Agreement.

References in this Agreenient to Sections and Annexes are references to Sections and
annexes of this Agreem'ent-‘

Words importing a gender iriclude every gender and references to petsons include an
individual, company, corporation, firm or partnership.

Words importing the singular include the plural and vice versa.

Any obligation on a Party not to do any act or thing includes an obligation not to permit
or suffer such act or thing to be done.

Reference to -any patty, person or body (including any government depariment or
regulatory body) includes their successors.

Grant of Distribution Rights

of thi

221

Duringthe Term, The Company grants Teva and its Affiliates a nori-exclusive right to market,.
promote, distribute and sell the Produets in the Territory subject to the terms and conditions:

is‘Agreement.

Without derogating from Section 20 below, during the Teith of this Agreement and
after the termination thereof, Intellectual Property Rights in the Products (other than
rights to any trade mark or service mark related to the Products) and Registration
Dossier vests and will remain vested in'the Company. The Company hereby grants
Teva a free license and right to use the: Company's Intellectual Property Rights

relating to the Products, solely for the purpose of marketing, storing, transporting.

dlstrlbutlng and sellmg the Products in the Terrltory durmg the Term of thlS

otherw:se, any.nghts whatsoe.ven_' in th.e Products; the Reglstratlon Dosswr or other
Company’s Intellectual Property Rights:

£t



3

3.1

3.2

3.3

2.2.2 Teva will sell all Products purchased hereunder in compliance with all applicable

laws in the Territory. Without derogation from the generality of the foregoing, Teva
undertakes that all its marketing activities and materials related to the Product will
comply with all applicable laws in the Territory. Teva will sell, distribute and
market the Products under its own Trade Mark, as stipulated under Section 4 below.

2.2.3 The Company shall bear the responsibility’ for the maintenance of the Marketing

-Authorisation and submitting all-variations within the required timeframe; however,
the revocation thereof other than due to the Company’s fault, will not constitiite
breach of this Agreement by the Company. The costs of handling variations will be
borne by--the-Company' except in the event that the variations are requested by Teva
in éxcess of the requirements of the Ministry of Health regulations in the Territory,
in which event, the costs will be borhe by Teva, Company shall notify Teva in
writing of any regulatory ‘matters related to the Marketing Atthorisation which may
affect the distribution of the Products in the Territory during the Term of this
Agreenient and the Parties will coordinate in good faith the implementation of such
regulatory issue.

-Israeli Competition Tribunal Authorization

This Agreement is subject to the receipt of an approval from the Israeli Competition Tribunal

(“Competition Tribunal's Approval”), Inthis Agreement, Competition Tribunial's Approval
shall be deemed granted only if it is received without any conditions and/or restrictions
whatsoever or; alternatively, that the Party upon whom such conditions and/or restrictions
have been imposed is willing to-comply with them, at its discretion.

As soon as practically possible following the signing date, the Parties will file an application
to. the Israeli Competition Tribunal for an approval in accordance with Section 7 to the
Economic Competition Law, 5748-1988 ("the Competition Law") with respect to this
Agreement ("the Approval Apphcatnon") The Parties shall ‘co-operate; and for that end
shall provide all the information, data and documents: as necessary in order to prepare and
complete the Approval Application as soon as possible..

Following the submission of the Approval Application, the Parties shall diligently assist and

‘cooperate in preparing and filing any and all written. submissions or motions to the

Cormpetition Tribunal, which assistance and cooperation shall include: (i) promptly comply
with any requests for information, including requests for production of -documents and

‘production of witnesses for testimonies before the Competition Tribunal and timely furnish

to the other Paity all information concemning itself and/or its Affiliates required to be included
in: any document: or helpful in obtaining the Competition Tribunal's Approval, provided,
further, that information or docum‘ems'that are ¢ompetitively sensitive may be designated as

“outside antitrust counsel only”; (ii) keeping each other reasonably informed of any
communication received or gwen in connection with the Approval Application by it; and (iii)

‘permitting each Party to review and incorporate that Party’s reasonable comments in any




34

4

4.1

42

5

51

5.3

submission orpleadings by itto the Competition Trlbunal orin connection with the Approval
Application.

If the Competition Tribunal's Approval is not received as stated is Section 3.1 above, for any
reason whatsoever, within 18 months as of the filing of the Approval Application, it shall be
deemed that the Competition Tribunal's Approval has not been granted, and each Party shall
be entitled to notify the other Party, in writing, of the termination of this Agresment with
immediate effect. In such case, this Agreement shall be considered null-and void, and neither
Patty shall have any claim and/or demand against the other in connection with this Agreement
and/or its termination by-virtue-of this Section 3.

vProdu»c’t's Names:

The Parties acknowledge that Teva will market the Products under its awn proprietary Trade

Marks Teva shal] determme the name(s) of thc Pr oducts, at ifs sole dlSCl‘Bthn (the “Products_

and Trade Marks are: and shall remam. follc)ng termination of the. Agieement) vested in
Teva. The Company shall not have, and shall not acquire, by virtue of this Agreement or

otherwise, any rights whatsoever in Teva’s Trade Mark; the Products Names or other Teva’s

Intellectual Property Rights.

The Company shall take all necessary regulatory procedures and. shall submit all necessary
regulatory docunientation to the Regulatory Authorities in order to allow: Teva to market the
Product under the Products Names and Trade Mark in the: Territory. Teva hereby grants the
Company a royalty-free license and right to use the Products Names and Trade Mark, solely
for the purpose of performance of the Company obligations hereunder during the Term of this
Agreement. Upon termination or expiration of this Agreement for whatever reason; the

Company shall cease to use the Products Names, and shall change the Products’ name so that.
neither the Company nor any other Third Party may use said Products Names (or:any similar

names) in corinection with the Products. All costs related to the narmé change in the Territory
shall be borne and paid by the Company.

‘Related Agreements

Pharmacovigilance requirements are as set out in Annex 4 and Pharmacovigilance agreement.

attached hereto as Annex 5 (the “Pharmacovigilance Agreement”),

Teva and agreed with the Cox_npany) as’ part of thls Agreement The Quality Teghmcal_
Agreement shall be attached to this Agreement as Annex 6.

Company. shall enter into a quality technical agreement with all its contract .and API
manufacturers, as well as with subcontractors, prior to the Launch of any of the Products, to
ensure compliance with the Quality Technical Agreement and the Registration Dossier.



5.4 If there is any inconsistency between the provisions of this Agreement and the provisions of
the Pharmacovigilance Agreement and/or the Quality Technical Agreement, the provisions
‘of the Pharmacovigilance Agreement shall prevail regarding pharmacovigilance matters and
the provisions of the Quality Technical Agreement shall prevail regarding quality matters.

55 It is acknowledged that Teva is entering into this Agreement for the benefit of itself and its
Affiliates in the Territory. Teva shall be entitled to enforce the obligations entered into by the
Company and to exercise the rights conferred on Teva for Teva itself and on behalf of its
Affiliates. Teva ‘shall retain full responsibility and hablllty for the performance of its
obligations- under this Agreement whether such obligations are performed by Teva or its
Affiliates, and accordingly the Company may only enforce its rights under this Agreement
against Teva but not against any Teva Affiliate.

6 Commercialisation

6:1 ‘Upon the earliest possible time according to applicable law, Teva will place first order for the
Products. Such order will be delivered ‘within months from receipt, Subject to
applicable law, Teva shall Launch the Products withi months from delivery of the
first order.

62 Teva undertakes to devote its commercially reasonable efforts to maximise the
’ Commercialisation of the Products in the Territory.

6.3 For the avoidance of doubt, the final prices of the Products for-end customers.in the Territory,

f as well as special offers and benefits regarding said | prices, shall be determined by Teva, in
its sole discretion, but in-accordance with all applicable laws in the Territory and regulatory
requirements.

6.4 Teva shall have the right to operate a support care line (TevaCare) that will provide support
for customers-of the Products. In the event that Teva shall notify the Company that it operates
such care line (TevaCare), the Comparniy shall, at no additional charge, provide Teva with all
relevant and available information with respect of any consumer approaches and shall guide
all customers that approach it in connection with the Product to Teva.

7 Payment Terms

7.1 Promptly after delivery thereof, the Company' shall invoice Teva for each shipment of
Products ordered by and delivered to Teva.

27.'2’




:7'.3

74

75

8.1

82

Al payments shall be made in New Israeli Shekels (NIS). Payments shall be made by bank

‘transfer to'the: Company s bank account below or such other-account as may be advised by

the Company in writing. Invoices shall be written in English and niust be addressed to the
entity:mentioned on the relevant purchase order.

account holder: TRIMA ISRAEL PHARMACEUTICAL PRODUCTS MAABAROT LTD

bank name: BANK HAPOALIM

bank address; HATZORAN 4 NATANYA 4250604

IBAN code: 11360120720000000332026
SWIFT code: POALILIT

accotint number: 12-72-332026

bank ¢ode; 12

Financial terms outlined above are definite and final and represent the entire consideration
for the supply of Products and the performance of all other contractual obligations, except as
otherwise sef forth in this Agreement, and are inclusive of all taxes and/or duties, of
whatsoever nature (excluding VAT, which will be added to the Product Price), which are now.
or may hereafter be imposed with regard to the consideration for the Products and the
performance. of the obligations..

If applicable laws require that taxes be withheld from any amounts due to the Company under
this Agreement and unless the Company provides Teva with an exemption from deduction at
source certificate, Teva shall (a) deduct these taxes from the remittable amount, (b) pay the

taxes to the proper taxing authority, and (c) deliver to the Company 4 statement including the.

amount of tax withheld and justification therefore, and such other information as may be

necessary for tax credit purposes. For the avoidance of doubt, any amounts dueto the

Company under this Agreement shall be reduced by any- withholding. or similar taxes:
applicable to such payment, such that the actual maximum payment by Teva shall not exceed-
the amounts or the rates provided in'this Agreement.

Supply

During the Term of this Agreement, the Company shall sell and supply. such quantities of
Produicts. in Finished Packs according to the Specifications, the Marketing Authorisation and
allapplicable laws and Regilatory Approvals; as Tevaand its Affiliates require for marketing,
promotion, distribution and sale by them in the Territory.

The Company shall be responsible and retain full liability for the manufacture; packaging;
testing, labelling (except with regard to the Products’ Names and the Trade Marks) and batch
release certification to market in the Territory of the Product regardless of whether it carries
out such responsibilities itself or uses orie or more subcontractors to do so.

w0



8:3

9.1

9.2

93

Teva shall be responsible and retain liability for the promotion, distribution, marketing and

selling of the Products under the Products' Names and Trade Marks in the Territory.

9 Manufacture of the Products:

Company or its contract manufacturer shall manufacture the Products at its manufacturing
site at Maabarot industrial park or at the contract manufacturer site: (the "Manufacturing

‘Site"). Manufacturing of the Products by the Company's contract manufacturer is subject to
~ the following cumulative preconditions: (1) Advance notice to Teva upon consideration of

transferring the Manufacturing Site; and (2) Approval by the Israeli Ministry of Health and
the Israeli Competition Authority, if required; and (3) Successful audit résults by Teva and
the written approval by Teva that it complies with all quality assurance aspects; and (4)
amendmg this-Agreement to reflect all required modifications ‘as a result of the engagement
with a contract nianufacturer by the Company.

The Company or its contract manufacturer (if approved according to section.9.1 above) shall
manufacture, store and deliver the Products 'in'aécordaqce with the requirements §at oyt in the
Quality Technical Agreement, the Regulatory: Approvals, and all applicable laws, rules and
regulations, including the requirements: of cGMP, cGDP and all other relevant circulars;,
standards and practices, as those may be amended from time to time.

Changes to the Products and/or Finished Packs shall be made in accordance with the Quality
Technical Agreement. Without' derogating from the above, in any case of a change to'a
Product, the following shall take place:

9.3.1 .All changes to the Rregistration Dossier and/or Products and/or Finished Packs will be
promptly advised by the Company to Teva. To the extent permitted under applicable
regulations and instructions of the Regulatory Authority, such changes must be pre-
approved by Teva and thereafter; if required, by the Regulatory Authorities;

9.3.2 Teva must be notified on such changes in accordance with the Quality Technical
Agreement;

9.3.3' The Company shall update: Teva: with any changes in the ¢cGMP status and provide:
Teva with the relevant cértificate.

9.3.4 To the extent permitted under applicable regulations and instructions of the Regulatory
Authority, the Company shall continue to supply Teva the Products in compliarice with
the Registration Dossier which preceded the. above mentioned variations, and/or
Finished Packs which preceded the above mentioned variations until such- variations
have been approved by Teva, the Regulatory Authority and the Marketing
Authorisation has been amended accordingly; '

9.3.5 The Products supplied by the Company to Teva shall comply at all times with the

Specifications, Regulatory Approvals and Marketing Authorisation, as approved.




9.4

9.5

9.6

9.7

9.8

9.9

Teva'will provide the Company with all necessary graphic materials for'the Finished Packs.

Compariy shall add all its relevant data and information (including without limifation, pharma

code, technical data and codes), as well as, perform all necessary pre-press tasks (including
without limitation trapping, overprints, etc.), and return the print proofs (“blueprints™) in
Acrobat PDF format within 10 (ten) Working Days from receipt of Teva’s native-artwork
files. Final artwork to be included in the Finished Packs will be approved by Teva in writing,
prior to the Finished Packs first manufacture.

The Company shall not add and/or change any detail to artwork included in the Finished
Packs approved by Teva, without Teva’s prior written approval.

‘To the extent a change to any packaging: material/PIL/artwork. is required, Company shall

inform Teva of the change required, and act ini accordarice with the Quality Technical

-Agreement

Following Teva’s approval to. the Finished Packs, or Teva’s approval to any such change
contemplated in Section 9.6 above, the Company shall provide Teva with an example of the

Finished Pack or updated package matenal/PIL/artwork for Teva’s final approval:prior to

manufacturing of the Products.

In the event a change of the artwork is requested by’Teva beyOnd the Regulatory Authority

requirements, the Company-shall use all reasonable endeavours to make appropriate changes

to.any then outstanding orders for packaging materials and shall bear all costs related to such

cchange, including the cost of destruction of old packaging materials.

The Company will make reasonable efforts to support Teva to obtain Kosher Certificate of
the Products and update Teva on any change in ingredients. The Kosher Certificate will be
managed and maintained by Teva during the term of the Agreement. Should the Company
wish to use:the Kosher Certificate for other products manufactured and/or distributed by the
Compaiiy, the Company will ask for Teva's prior permission to do so and pay. for the use of
such Kosher Certificate relatively to the costs incurred by Teva.

10. Maiketing of the Products

210,.1

102

All marketing material in connection with the Produgts shall be prepared and approved by
Teva's regulatory experts, and the Company shall provide Teva with any relevant information
required, to the extent available to the Company, as soon as possible, following Teva’s first
request for such information.

In the event marketing material is required to be approved by the Ministry of Health in the

‘Territory, the Company shall submit such material for the Ministry of Health’s approval

within five (5) Working Days following Teva's approval. The Company shall follow up with
the Ministry of Health on a weekly basis regarding the status of the submitted materials. Any
response received by the Ministry of Health will be communicated to- Teva within- twenty-
four (24) hours.
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11.6

12:1

Forecasts an’d Orders

Teva shall comply with the minimum order quantities, as set forth-in Annex 2.

Prior to Launch of each of the Products in the Territory and monthly: thereafter, Teva and/or
its Affiliates will provide the Company with 18 (eighteen) months non-binding rolling
forecast of its/their anticipated requirements for Products in the Territory (the “Forecast”).
The Forecast shall be sent to enable the Company to plan its production.

Teva and/or its Affiliates-shall place ﬁ‘om time to- time orders-for Products with a lead time
o- months (unless agreed otherwise between the Parties). For the avoidance of doubt,
the lead time for Launch orders shall b months, which shall start, at the latest, with
the approval of artwork to be included in the Finished Packs (final print proof) by Teva and
by the Ministry of Health. All purchase orders shall includé the quantities of each Product
required and the requested dehvery date(s) (“Purchase Order”), All Purchase Orders are
subject to the: Company’s confirmation, which shall niot be unreasonably withheld, Upon
confirmation of an order by the Company, which will not be unreasonably withheld and will
be provided within 7 (seven) Days of receipt from Teva, the order shall become a firm order
binding on Teva and the Company. The Company hereby confirms it will fully comply with

‘each approved Purchase Order and throughout the Term' of the Agreement maintain

manufacturing capacity o- from the last rolling forecast.

Teva may, by providing written notice to Company, cancel any Purchase Order in whole or-
in part at-any time, due to extreme and unique cases such as material change to market

‘conditions, which Teva will inform the Company. In such case, the Parties will mutually
discuss and agree on the costs associated with the cancelled Purchase Order which cannot be

cancelled by the Company, including undertakings. thé Com pany has taken prior to
cancellation ofthe Purchase Order and Teva will reimburse the Company for the agreed costs.

In the event of any conflict between the terms and conditions of this Agreement and the terms

and ‘conditions set forth in any standard or otheér Purchase Order documentation or any
-document evidencing acceptance thereof, the terms and conditions of this Agreement shall

prevail unless such other document expressly state that it prevails over this Agreement and is
signed by duly authorized representatives of both Parties.

Teva's Purchase Orders will be for full batch quantities which may be divided between the
two types of Products, at Teva's sole discretion,

Delivery

The Company will dispatch the quantities of Products that aie subject of any Purchase Order
to Teva and/or its Affiliates on ex-works basis Company’s warehouse. which as of the

’Effégtiveﬁ; Date is located in Caesarea, in accordance with Incoterms 2020, on the déiiVery‘

dates specified in the confirmed Purchase Order or as subsequently agreed between the
Company and Teva or its Affiliates; Risk and title in Product shall pass to Teva upon delivery
at Company ex-works.
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a)
b)

c)
d)

e)

a)

b)
€)
d)

8
12.4

125

Pallets dimensions

Pallets maximum height should be up to. 160 e¢m for airfreight or 180 cm.

Build on 100x120 or 80x120 cm. pallet, wrapped well in'order to prevent any damages during

transportation,

The weight of the pallet will not exceed 900 kg:

ISPM 15 standards

The Israeli Ministry of Agnculture requires full compliance with the international reégulation
ISPM 15 standard, meaning that all wooden pallets or wooden packagmg products entering to
[srael should be treated and marked with accordance to the ISPM15 (HT Heat Treatment

‘according to the treatment the wooden products went through).

Stickers and labels on the pallet:

Product description in English as on the goods/invoice and the same as on the purchasing
arders.

Quantity per case/pallet of the trade units.

Batch niumber/Lot number
Temperature range storage

SKU number as on the purchasing order

Batch length must be limited to 10 digits (the maximum character capacity in Teva's systems).

The Company will serve as final batch release and testing site and ensure that a packing. list,
certificate of analysis, batch release for Products sale to market in the Temtory and any other
documentation required under the Quality Technical Agreement, is delivered with every batch
of Products delivered to Teva and/or its Affiliates,

12.7

128

‘Without derogation from Company’s obligation to supply the Products within the agreed lead
tire, in case of any anticipatéd or actual delay in supply, the Company shall immediately
inform Teva or its relevant Affiliate in writing about the reason for the delay and provide'a new
delivery date that should be accepted in writing by Teva or its relevant Affiliate.

For any delay in'supply of a Product which is not caused due:to Force Majeure, the Company:
shall compensate Teva, as listed below:

Penalty (% of Purchase Order value):




T P‘jt.:jnalty?‘(%z ‘of Purchase Order value)
No Penalty

In any case of delay in supply of a Product fbn- consecutive Purchase Orders by more
tha'n—each Teva will be entitled to the following: (1) cancel any pending
Purchase Orders; and/or. terminate the Agreement without-any payment or compensation
due to the termination. In case of termination by Téva under section 12.9, Teva shall be entitled

to claim all Losses caused to Tev_

1210 Tevaandlorits Affiliates shall be entitled (but not obliged) to require the Company to collect
af'its expense any quantity of Products that have been delivered in excess of . above-the
quantity setdn a Purchase Order.

129

13 Nen-Conforming Products

131 Teva shall notify the Company of any damage, defect or shortage in supply relating to'any
Produet supplied by the Company, as follows: (a) with respect to any damage,. defect or
shortage in supply that can be reasonably detected by an external inspection (thhout opening:
a'shipment box), Teva shall notify the Company of such damage, defect or shortage in supply
‘within 20 (twenty) Working Days of delivery-of such Product to Teva; and (b) with respect
to defect damage, or shortage in supply which require opening a box and any other hidden
damages, defects and shortage which are not reasonably detectable by customary inspection,
Teva shall notity the Company of such damage, defect or shortage in supply, within 20

“(twenty) Working Days following discovery of such defect, damage, or shortage but before
‘expiry of the Produet’s shelf life.

132 In the event of any shortage, damage or defect in aily of the Products, which has been niotified
by Teéva to the Company within the time frames mentioned ‘in Section 13:1 above, the
Company shall replace, at its own cost and expense; any such damaged or defective Product
or make up the shortage as soon as reasonably practicable, but not later than 60 (sixty) Days
of being notified of such damage, defect or shortage. Notwithstanding the above, should Teva
inform: the Company that such damaged or defected Product is no longer required; the
Company-shall credit. Teva for the full landed costs-of said Product(s), instead of replacing
such Product(s).

13.3 Subject to $ection 13.1, any Product which is damaged or defective shall be returned to the

' ‘Company (for destruction by the Company in accordance with all applicable laws) and the
‘Company shall reimburse Teva for all costs incurred by Teva with regard to the defective
Products return to-the Company.

134 The Company shall indemnify and hold Teva harmless from and against all Losses suffered
by Teva regarding any Claim or demand made in connection with any defected Product and
from-any penalties suffered by Teva in connection with the above, provided, however, that

14
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the Company: shall not be required to compensate Teva as aforesaid, to the extent that the
damage or .defect is not the responsibility of the Company under this Agreement and/or
according to law. It i5 agreed, that in no event shall Teva be obligated to accept any Product(s)
which/were found to be defectwg,,or with respect to which arecall'notice was issued.

In‘the event of a dispute between the Parties arising out of a-claim made by Teva and/or its

Affiliates regarding nos-conformity of ariy Product which Teva and/or its Affiliates on the
one part aid the Company on the other part cannot resolve through negotiation, such dispute
shall be referred to an independent laboratory agreed upon by the Parties. The independent
laboratory shall carry out analysis on representative samples of the respective shipment of the
Product(s) and its findings shall be final and binding on the Parties. The costs of such analysis
shall be borne by the Party whose position is not upheld by the findings of the independént
laboratory. '

‘14. Products Prices

14.1

14.2

143

144

‘The Products Prices are detailed in-Annex 2. Payment terms are set oiit in.Section 7 above,

‘The Parties agree that, subject to the following provisions, the Products. Prices set out in
Annex 2,-shall be fixed for a duration of dfollowmg Launch (the “Fixed Price
Term”).

Product Prices following the Fixed Price: Term, may be subject to adjustment: (increase or
decrease, including below the Product Prices as of the Effective Date) Pdu‘e to
changes in the costs. of raw materials and/or packaging materials used directly in the
_production of the Products. Such price change will not exceed a value of
per-annum versus the prevxously defermined Product Price and no mor
ersus current agreed product prices aggregately over the course off
following the Fixed Price Term. Any request for price increase or decrease by either the
Company or Téva, must be accompanied with.a specified written justification from the
requesting party, detailing the cost changes and their individual impact on the Product Price.
In-case of a requested price increase where both parties do: not reach an agreement within
@D (¢ cquested price increase shall be equally divided between both Parties.

Adjustrient of Products Prices— insofar as the Parties agree on'increasing the Products Prices
following the Fixed. Price Term, the Parties agree that the new prices shall not apply-to
Products with respect to which Teva has entered-into a written binding supply agresments(s)
and/or undertaking(s) with Third Parties (including in connection with procurement tenders),
prior to such- agreement for as long as Teva has.an. obligation to:supply such Products under
such agreement(s) and/or undertaking(s), but in no event shall the previous prices apply for
deliveries due after expiration.of 12 months from the date of increase of the Products Prices.

15 Representations and Warranties

15.1 The Company hereby represents and warrarits to Teva and its Affiliates that:



1501 itis properly incorporated undet the laws of the state of Israel and has full power and authority
“to-enter into.this' Agreement;

15.1.2it is the owner of the Registration Dossier and will be the owner of the Marketing Authorisation
and has full legal title to the Registration Dossier-and all Intellectual Property Rights in it;

15.1.3 the Registration Dossier is free of all liens and encumbrarices;

15.1:4 it will comply with any and all legal and regulatory requirements applicable to its performance
under this Agreement;

15.1.5 to' the bestof its knowledge the manufacturing, the testing and release of the Products by
“Company and the use of the RegiSt_ration Dossifir'anﬂ the Marketing Authorization will not infringe any
Third Party’s Intellectual Property Rights;

15.1.6 all Products supplied to Teva and/or its Affiliates will be manufactured in accordaince with this
Agreement, the Quality Technical Agreement, cGMP and EU Guidelines, the Specifications, the
Registration Dossier, the Marketing Authorisations. If new requirements will be imposed due to local
laws in the Territory, the Company undertakes t 'éonﬁpiyf with such requirement as well;

: 15.1.7 the manufactiiring, packaging, labelling, quality control and storage facilities used in relation to
‘the manufacture of the Products and the Active Pharmaceutical Ingredient for them will at all times be
fiilly cGMP compliant;

15.2 Teva hereby represents and warrants to the Company that:

15.2.1 itis properly incorporated under the laws of the state of Israel and has full power and authority
‘to enter into this Agreement;

11522 it is the owner of the Trade Marks and has full legal title to all Intellectual Property Rights in it;
115.2.3 'The Trade Marks are free of all liens and encumbrances;

1 5.2.4 it will comply with any and all legal and regulatory requiremerits applicable to its performance
under this-Agréement,

15.3 Each Party represents and warrants to the other that it holds and will at all times during the Term
. of this Agreement hold and maintain all licenses; permits and approvals required from all relevant
~ authorities for the impleémentation of this Agreement and that it will maintain such licenses, permits
- and approvals for the Term of this:Agreement.

16 Product Recall
16.1 The Company. shall establish and maintain a batch tracing and recall system which enables it

to identify and correlate, with minimum delafy,.which Teva Affiliates within the Territory
‘have been supplied with any particular batch of Products, and to recall such Products.

18



16.2

163

Iri the event that any Regulatory Authority issues or request & recall and/or withdrawal or
takes similar action in connection with the Product in any territory, both-Parties shall promptly
.consult with each other for the purpose of deciding the appropriate action to bé taken while
committing to refrain from any public announcement without prior mutual -discussion and
‘agreement in the matter, all subject to applicable laws, regulations and instructions of the
Regulatory Authority. However, ultimate discrétion to recall or withdraw the Product shall
rest with the Company as the Marketing Authorization holder-entity in-connection with the
Produicts. The:Company will investigate or procure the investigation of all product quality
complaints reported by Teva or its Affiliates and the management of complaints and recalls
will be defiried in the Quality Technical Agreement,

The Recall Costs related to any recall or withdrawal of thé Products which are due to acts or
omissions or breach of its obligations hereunder o the part of Teva shall be borme by Teva
(and Teva shall reimburse the Company for any such Recall Costs incutred by the Company).
All Recall Costs related to any recall or w1thdrawal of the Products which are not dueto acts
or omissions on the part of Teva shall be borne by the Company (and the Company shall
reimburse Teva for any such Recall Costs incurred by Teva). Such costs shall include
reimbursement of Teva for all the remaining stock which is subject to such recall at such time.
In the event of a Product recall, should Teva have réasonable concerns regarding the quality
of Product orders which at the time of the recall were not supplied, Teva will be entitled to
cancel such pending orders.

17 Quality Issues, Storage of Documentation and Product Samples

17.1

17.1.1
17:1.2

17.1.3.

17131

17.1.32

17.1.33

‘Without prejudice to the provisions of the Quality Technical Agreement, the Company shall
beé responsible and retain liability for the manufacture, packaging, testing and release by an
‘authorised person of all batches of finished packed Product and without limitation to the
foregoing shall at its cost:

carry out product quality réviews in accordance with Chapter 1 of cGMP and in accordanice
with the Quality Technical Agreement no less frequently than once per year;

carry out-on-going ‘stability tests at the site of manufacture in accordance with Chapter 6 of
¢GMP and-in accordance with the Quality Technical Agreement; and.

retain-and store:

all batch documentation and other documents that come into existence in relation to Product
it supplies pursuant to this Agreement,

samples of Products it supplies in accordance with ¢cGMP and in a quantity sufficient for a
minimum of 2 (two) complete batch sample analyses, and

samples of the Active Ingredient for the Products;

in accordance with Chapters 4 and 6 of Part I and Annex 19 of cGMP and in accordance with
the Quality Technical Agreement.-

17




17:2

17.3

The Company ensures that:.

18.2:1 ‘major and critical deviations in manufacturing and quality inspection are recorded
and analysed in full details in order to detect the root cause of the deviation; and

18.2.2 incase of major and critical deviations during the manufacturing process subsequent
processing (€.g, packaging) will only be started upon Teva's approval; and

18.2.3 any transport; as far as in Company’s responsibility are- undertaken' temperature
controlled and the respective records are, upon. Teva's request, provided to Teva.

The Company shall proyide or procure that upon reasonable prior written notice on annual
‘basis, (except ‘for cause” audits which shall be agreed upon with immeédiate notice) and/or as
further set out in the Quality Technical Agreement, Téva and/or its Affiliates shall have the
rtight to inspect-and audit the. manufacturing, packaging and quality control and storage
facilities being used in relation to the manufacture of the Products and the API for them as
well as the quality auditing system of the Company, in order to verify that such facilities,
procedures relevant sections from the Registration Dossiers and other records are in fll
compliance ‘with ¢cGMP and that the Company -is -adhering to its obligations under this.
Agreement. Such rlght shall also include inspections requested by competent authorities with:
responsibility. for registration of thé Products in the Territory and Teva customers:including,,
but-not limited to preparation meetings, provision of documents: prior to the inspection,
hosting the inspection, follow-up on observations and completmn of CAPA’s, In the event
that Teva or a competent authority is not satisfied with the results of any such inspection and
audit, Teva will give the Company written notification of the results of such inspection and
audit together with details of the déficiencies requiring to be remedied.

‘ 18 .Confidentiality

18 During the Term.of this Agreement and for a period of 5 (five) years thereafter, each Party:

18.1.1  shall treat anid maintain all Confidential Information (including all such information
disclosed prior to the Effective Date) in strict confidence and secrecy, use it solely
for the purposes authorised under this Agreement, and not disclose it to any person
or entity whatsoever, except as specifically provided herein or specifically authorised:
by the other Party; V

18.1.2 may disclose Confidential Information to its respective Affiliates, professional
advisers, directors, officers and employees, but only to. the extent: for which such
disclosure is necessary in furtherance of the Agreement, provided such Party shall
procure from such ‘persons commitments to treat and maintain the Confidential
Information ‘in strict confidence and secrecy and not to use any Confidential
‘Information for any purpose whatsoever except for the performance of its duties in
furtherance of the Agreement;

18.1.3 ‘may. disclose Confidential Information to Regulatory Autiorities in the Territory to-
the extent such disclosure is reasonably necessary,

18
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183

The obligations of confidentiality under this Agreement shall not extend to any matter which
the Party receiving Confidential Information can prove:

18.2.1 is'in, or has become part of, the public domain other than as a result of a breach of its
obligations of conﬁdentlahty under this Agreement; or

18.2.2: was already known to it as evidenced by written documentation in-its files; or

1823 has been independently disclosed to it by a Third Party, who to the best knowledge
of the receiving party, was-entitled to disclose the'same; or

1824 has been independently developed by the receiving party without the use of the
Confidential Information; or

18.2.5 is required to be disclosed under any applicable law, or by order of a court or
governmental body or authority of competent jurisdiction, or to whomsoever Teva
determines has a legitimate need to know such terms including, without limitation,
the Government of relevant country and the: Government of the United States:of
America, and provided that such Party, if possible and legally permitted (i) gives the
disclosing Party prior written notice of such disclosure and (ii):uses reasonable efforts
to limit the scope of the disclosure and to obtain confidential treatment of the
Confidential Information by the coiirt or othier body:or authority.

Neither Party shall not be permitted to publish -any publication and/or press release -of

whatsoever nature regarding this Agreement, its'terms and conditions; without the prior

‘written consent of the other Par_ty.

19 Intellectual Property Rights and Claims

Parties” Intellectual Property Rights

19.1

19.2

;19.'3

194

Other than as expressly provided in this Agreement, neither Party shall acquire ownership of
or obtain any rights in any of the other Party’s Intellectual Property Rights.

Teva and/or its Affiliates may apply for, register and use any Trade‘Marks and Teva's other
Intellectual Property Rights for or in connection with the distribution, marketing and sale of
the Products in the Territory. Teva authorises the Company to. apply; and the Company shall
apply, the artwork and details of the Products Names and Teva's other Intellectual Property:
Rights provided to it by Teva solely for the purposes of applying them to the labelling:and.
packaging of, the Product and Finished Packs to be supplied to Teva and its Affiliates. Teva
and/or its Affiliates shall remain the owner of afty such Trade Marks.

The Company shall not use any trade names or trademarks ‘either during or following

termination of this Agreement which resembles the Products Names, the Trade Marks or other
“Teva's Intellectual Property Rights, or are likelyto cause confusion with them or deception.

The Company and/or its Affiliates may apply for, register and use the Company’s Intellectual

Property Rights.
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19:5

Each Party shall promptly inform the other Party in the event that it becomes aware of any:
-actual, suspected or threatened infringement of the other Party’s Intellectual Property Rights.

Third Party’s Intellectual Property Rights

19:6

19.7

If either Party becomes. awaré of any infringement or threatened infringement of the
Registration Dossier, Marketing Authorisation and/or Know-How or any unfair competmon
disparagement or other tortuous act by any Third Party in relation to the Registration Dossier,
Marketing Authorization and/or Know How, then the Party having such knowledge shall give
immediate niotice thereof to the other Party. '

In the event that any Third Party files an action claiming an alleged infringement -of
Intellectual Property Rights as a consequence of or derived from the performance of any of
the operations contemplated in this Agreement, the Parties will mutually discuss and agree
on"the action, suit or proceeding to protect and enforce the Registration Dossier and/or
Marketing Authorisation and/or Know-How in the Territory,

20 Force Maleure

20.1

202

203

21

211

212

Neither Party shall be liable for delay or failure resulting from an event of Force Majeure,

provided that the Party claiming Force Majeure event will provide sufficient written evidence
and 'shall use reasonable efforts to complete the performance of its obligations underthe
Agreement by other means.

The Party wishing to rely on Force Majeure évent shall immediately notify the other Party
accordingly, identifying the existence. of Force Majeure event, the impact of such. Force
Majeure event upon its ability to perform its obligations under this Agreement, its reasonable
estimate of the time required for the Force Majeure event to come to an' énd and the steps
which it intends to take to remove or mitigate the adverse consequences of the Force Majeure
In such case, the Parties shall meet and discuss the consequences and mediation plan to
avercome the Force Majeure event.

Should the Force Majeure event prevent the performance of a Party's material obligation
hereunder for a period of ninety (90) days or more , the Party which was notified of the Force
Majeure event (under section 21.2) shall be entxtled to terminate this Agreement upon prior
written notice to the other Party.

pia_b’ilitx and Indemnification

No:Party excludes or limits its legal liability for death or personal injury, or for wilful intent
or fraudulent misrepresentation.

The Comipany shall indemnify and hold harmless Teva and its Affiliates, its officers, directors
and employees against any and Losses (including any Third Party Claims) incurred by any 'of
them which are the result of, arising out of or in connection with: (i) the Company’s (or any
of its Affiliates) breach of its obligations, representations or warranties under this Agreement
and/or any of its Annexures and Appendices, including, for the avoidance of doubt, any of its
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215

undertakings under Annex 8 (Anti-Corruption Laws and -'Pri_nciples) and/or under Annex 9
(Compliance with ‘Trade Sanction Laws); (ii} any violation of the Quality Technical

Agreement, Phannacovigilance Agreement and any of applicable laws, rules and/or

regulations which are relevant to this Agreement, by the Company or anyone on its behalf;
(iii) negligence or wilful misconduct of the Company and/or anyone:on its behalf (lncludlng

‘of its Affiliates) and (iv) any defect, harmful effect; death or personal injury, financial damage
and non-physical damage, including damage dueto the violation of the individual's autonomy,

relating to the use of the Products, which is under the responsibility of the Company ‘under
this Agreement and/or according to law; provided, however, that the Company shall not be
liable for any Third Party Claims and Losses to the extent that such Third Party Claims and
Losses are caused by Teva’s negligence or by breach of any of Teva's obligations,

representations and warranties under this Agreement.

“Teva shall indemnify and hold harmless the Company and its Affiliates , its officers, ditectors

and employees from and against any and all Losses (including any Third Party. Claims)
incurred by any of them which are the result of; arising out of or in connection with: (i) Teva’s

(or any of its Affiliates) breach of its obligations, representations or warranties under this

Agreement and/or any of its Annexures and Appendices and; (i) any violation of the Quality
Technical Agreement, Pharmacovigilance Agreement and applicable laws, rules and/or
regulatrons whlch are relevant to tius Agreement by Teva or anyone on its behalf (m)

behalf (1v) any Loss related tothe maxkeﬁng materrals of the Product prepared and used in

relation to the Product; provided, however, that Teva shall not be liable for any Third Party

Claims and Losses to the extent that such Third Party Claims and Losses are caused by the
Com pany s neghgence or by breach of any of the Company’s obligations, representations and

Limitation on Indemnification

‘Neither Party shall have an-obligation pursuant to this Agreement to.defend, indemnify, or
_hold harmless the other Party from any Losses to the extent that such Losses anse from such

such other Party or any of 1ts empioyees and representatwes Nothmg in this Agreement will
limit orexclude a Party's hablllty for: (i); intentional acts or omissions performed in bad faith;
(ii) fraud or fraudulent misrepresentation; (iii) indemnification of costs and damages which
an Indeminified Party is ordered to pay to a Third Party including but not limited for death or
personal injury.

‘Each Party that wish to receive indemnification (an “Indemnified Party”) shall give the other

Party to this.agreement (the “Indemnifying Party”) prompt written notice (and no less than.
3 (three) days) of any Loss or discovery of fact upon which such Indemnified Party intends.

o baséa request for indemnification under Section 22.2 or 22.3 above (an “Indemnification

Claim Notice™). In no event shall the Indemnifying Party be liable for any Loss that results.
fromi any delay in providing the Indemnification Claim Notice, except to the extent that the
Indemnifying Party was actually-prejudiced by a delay in providing such Indemnification

Ty
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21.6.

21.6:0

21.6.2

2163

2164

Claim Notice. Each Indemnification Claim Notice shall contain a description of the claim and
the nature and amount of the Loss claimed (to the extent that the nature and amount of such
Loss is known at such time). The Indemnified: Party shall furnish promptly to the
lndemmfymg Party coples of all papers and ofﬁcxal documents recewed in respect of any
Teva or the Company, as appllc,able .

Third Party Claims

In case of a Third Party Claim, the obligations of an Indemnifying Party under this Agreement

shall . be governed by the following:
At its sole discretion; the Indemnifying Party may assume the defence of any Third Party Claim
by giving written notice t6 the Indemnified Party within 14 (fourteen) Days following the
Indemnifying Party’s receipt of an Indemnification Claim Notice, provided however: (i) that if
the Indemnifying Party coritests its indemnification obhgatmn with reéspect to'such Third Party
Clalm such Indemmfymg Party may pamclpate (mcludmg by way of' thlrd party notlce) but
re.qulred to obtain the pnor wntten ..,consent of the, Indemmﬁed Party to any material matter
relating to such Third Party Claim (including pleadings;. hearings, ete.), that such' procedure
does not harm the Indemnified Party’s interests,

Upon the assumption. of the defence of a Third Party Claim by the-Indemnifying Party the
lnd_emnifying Party may appoint a legal counsel (from a respectable firm with valid credentials
and relevant experiénce) at its sole expense and discretion.

Without: limiting Sections 21.6.1 and 21.6.2, the Indemnified Party shall be entitled to
participate in, but not control, the defence against a Third Party Claim and to retain counsel of
its choice for such purpose; provided, however, that such refention shall be-at the Indemnified
Party’s own expense unless, (a) the Indemnlfyxng Party has failed to assume the defence and
retain counse! in accordarice with Section 21.6.1 above (in which case the Indemnified Party
shall control the defence), or (b) the interests of the Indemnified Party and the Indemnifying
Party ‘with respect to such Third Party Claim are sufficiently adverse to prohibit the
representation by the same: counsel of both parties under applicable. law, ethical rules or
equitable principles. ‘

With respect to all Third Party Claims (other than Third Party Claims with réspect to which the
Indemnifying Party has not assumed the defence in accordance with Section 21.6 above): (i)
the Indemnifying Party shall have power, subject to its indemnification obligation towards the
Indemnified Party, to consent to any judgment (other than a judgment by default), enter into
any séttlement on such terms-as it shall deemappropriate, in its sole discretion, of otherwise
dispose of such Losses, provided that if such settlement will affect any current or future aspects
related to the Indemnified Party (including its reputation), the Indemmfymo Party will obtain
the prior written  consent of the Indemnified Party, which consent shall not be unreasonably
withheld or delayed and (ii) no Indemnified Party shall admit any liability with respect to, or
settle, compromise or discharge, any such Third Party Claim without the prior written consent
of the Indemnifying Party, which consent shall not be unreasonably withheld or delayed.



21,6.5 Ifthe Indemnifying Party chooses to defend any Third Party Claim, the Indemnified Party shall.

reasonably cooperate in the defence or prosecution thereof and shall furnish such records,
information and testimony, provide such witnesses and attend such conferénces, discovery
proceedings, hearings, trials and: appeals as may be reasonably requested in connection
therewith. Such cooperation shall include making the. Indernnified Party's employees and
agents reasonably available on a mutually convenient basis to provide additional. information
and explanation of any records or information prov:ded and the Indemnifying Party shall
reimburse the Indemnified Party for: all its related reasonable out-of-pocket expenses.

22 Insurance

2.1

222

Company's Insurances

Without limiting their obligations hereunder, Company shall maintain at their individual sole
expense, commencing with the Effective Date and continuing throughout the Term and any
renewals: thereof, sufficient insurance coverage to satisfy its obligations heéreunder. Without
derogating from the foregoing, this shall include the following required insurance: (1) Third
Party liability insurance with limits of ILS 20,000,000 per occurrence and ILS 20,000,000.in
the aggregate, (2) employers liability coverage, in amounts of ILS. 20,000, 000; (3) product
liability insurance with limits of $5,000,000 per occurrence and $5,000,000.in the aggregate.
Company's product liability policy shall include Teva as a vendor under the “vendor’s
endorsement” area.

Company shall cause Teva be named an “additional insured” under the third party liability and.
praduct liability policies, with respect to Teva’s liability for any act or omission performed by
the. Company pursuant to this Agreement and limited to the extent of any indemnification
obligations thereunder.

Company agrees to provide written riotice to Teva, within thirty (30) Working Days, upon
becoming aware of any cancellation, material change in, or non-renewal, of required insurance.
Failure to maintain require insurance may be deemed a material breach of the Agreement.
Evidence of insurance, in the form of a ceitificate of insurance as attached in Annex 7(A) oran
alternative wording evidencing the insurance requirements specified herein, shall be provided
upon exécution of the Agreement and upon policy tenewal thereafter, Such evidence of
insurance shall reflect the “additional insured” status described above. Required insurance shall
be placed with Bituach Haklai Cooperative Society Ltd. Should any required insurance be
written on‘a claims made policy form, the first named insured shall ensure continuity of cover
for claims which might be presented following the Term of thé Agreement and present
certificates of ‘insurance 3 (three) years-after termination. The above mentioned insurance
policies are primary and non-contributory with insurance maintained by Teva. The third party
liability and product liability shall be valid in any location worldwide, including woildwide
jurisdictions, for any destination or lawsuit which will be served against Teva.

To the extent that Company engages. subcontractors: to perform services pursuant to this

Agreement, Company shall ensure that all subcontractors will maintain sufficient insurance(s):
onsidering the nature and scope of the Company's engagement with them,

23



Teva's Insurances

22.5  Without limiting their obligations hereunder, Teva shall rmaintain at their individual ‘sole
expense, commencing with the. Effective Date and continuing throughout the Term and any
renewals thereof, the-following insurances which can be maintained in a form of commercial
insurance, self-insurance including a direct risk retention. This shall include the following
required insurance: (1) Third Party liability insurance with limits of USD $ 5,000,000 per
occurrence and USD §$5,000,000 in the annual aggregate, (2) employers liability coverage; in
amounts that satisfy applicable legal and regulatory requirements and at minimum $5,000,000;

22,6  Teva shall caiise the Company be named an “additional insured” under the third party liability
with respect to. Company's liability for any act or omission performed by Teva pursuant to this
Agreement and limited to the extent of any indemnificatior obligations thereunder.

22.7  Teva agrees to provide written notice t6 the Coripany, within thirty (30) Working Days, upon

' becoming aware of any cancellation, material change. in; or non-renewal, of required insurance:
Evidence of insurance, in the form of a certificate of insurance as attached in Annex 23(B) or an.
alternative wording evidencing the insurance requirements specified herein, shall be provided
upon execution of the Agreement and upon policy renewal thereafter. Such evidence of insurarice
shall reflect the “additional insured” status described above. The Policies shall be valid in any
location worldwide; including worldwide jurisdictions, forany destination or lawsuit which will
be served against the Company.

23 Down Payment

23.1.  Teva shall pay the Company a down payment at the amount o

M' for the development of the Product(s) and their
registration with the Regulatory Authority (the “Down Payment”), as specified in subclause

232,

232 The Down Payment shall be paid in 2 (two) installments as follows:.

23,2.1 The Company shall be entitled to the first installment in the amount o

on the Effective Date. The first installment payment shall be made in accordance
with section 7.2 above.

23.2.2 Upon completion of sections 24.2.1 above, and following the earlier of actual
or the due.date for Launch according to section 6,1 above, the. Company shall be:
entitled to the second installment in the amount o

The second installment payment.
shall be in accordance with Section: 7.2 above.

233  The Company shall repay Teva any and all sums received by the Company in conriection with

the Down Payment, within 14 (fourteen) Working Days, if Teva has terminated this.
Agreement pursuant to section 25.1.1 before the Launch.
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25

Term

This Agreement shall come into force as of the Effective Date and shall remain in force for a period
5 (five) years from Launch (the “Initial Term”). The Initial Term shall be automatically extended
for 1 (one) additional term of 2 (two) years (the “Consecutive Term”), unless either Party have

notified the other Party in writing that it does not ‘wish to extend the'term of the Agreement,. at

least 12 (twelve) months prior to the end of the'Initial Term or the Consecutive Term, as applicable.

The Initial Term and the Consecutive Term, to the-extent exercised, shall collectively be referred
to as the “Term”,

Termination
25.1 General

The Company or Teva may terminate this Agreement immediately by giving written notice to the
other Party in the event:

25.1.1  The Company on the one part, or Teva on the other part, commits a breach of any material
provision of the Agreement (including two consecutive events in anderibd

-of failure of the Company to comply with the delivery requirements specified under

sections 12 above, each: exceedmg nd/or two consecutive events' in any
-penod of failure o omipany to comply with requirement to supply Products
within the specification if Teva has requested such Products to be-replaced and the
‘Company has not made the replacement withis which is incapable of remedy.
‘or, if the material breach is capable of remedy, fails to remedy- the breach withi
after written notification of the breach is given to it. It is hereby clarified
that breach of Teva’s obligations pursuant to section 12 hereof shall be deemed, for the
purposes of this Section 25.1.1 as a breach of a material provision of the Agreement by
Teva;

25.1,2 The Company on the one part, or Teva on the othier part, becomes subject to insolvency,
bankruptcy, liquidation, receivership or external administration or any procedures or
proceedings in respect of the same;

252 Product Quality

Teva may terminate this Agreement with immediate effect by giving written notice to:the
Company:

If an. audit by Teva or a conmipétént -authority pursuant to Section 17.3 réveals that the
manufacturing, packaging and quality control or storage facilities being used in relation to-the
manufacture of the Product and/or the API for them are not fully cGMP compliant and the
deficiencies cannot be corrected within 3 (three) months of a notification given: to the
Company pursuant to Section 17,3 above or, if the deficiencies can be corrected within 3
(three) months, the Company fails to correct them or fails to procure the correction of them
within such period of 3 (three) months.

285




25.3

Any Party shall have the right to terminate this Agreement if the other Party Grany of its
Personnel have violated or acted contrary to-any of the terms of Annex 8, the Anti-Corruption
Laws-and Principles, and/or Annex 9 the Trade Sanction Laws.

254  Product withdrawal; illegality

If a Regulatory. Authority orders that the Products must be permanently withdrawn from the:
market inthe Territory, or if the sale, marketing or distribution of the Products in the Territory
becomes unlawful, either Party may terminate the Agreement with respect to such Product by
giving the other a thirty (30) days' prior written notice of such termination.

26 Consequences of Termination

26.1 The termination of this' Agreement for any reason whatsoever shall not affect the
liabilities and responsibilities of the Parties hereunder in respect of matters outstanding at the
time of expiry or termination.

26.2-Any and all undisputed amounts outstanding at the time-of termination shall remain due
and be paid according to the payment terms stated in Section 7.

26.3 Notwithstanding Section 2.1 above, upon b'xpi"ry or termination of the Agréement for
whatever reason, Tevashall discontinue all use of the Marketing Authorization, except that
the: Company ‘will continue to maintain a valid Mari(eting' Authorization and Teva shall be
allowed to sell out stocks of the Products during a period of 2'(two) years or upon completion
of Teva's contractual engagements with its customers, the. earlier of the two. The non-
terminating Party shall bear the Marketing Authorization costs during such 2 (two) year-
period.

For avoidance of doubt, in the event of termination of this Agreement by Teva pursnant to
the provisions of section 25.1, the Company will not be entitled to any compensation.

264 Notw1thstandmg the expiry or termination of this Agreement; the terms and conditions
contairied i Section 15 (Represenitations and Warranties); Section 16 (Product Recall),
Section 116.3 (Quality Issues, Storage of Documentation and Product Samples), Section 18
(Confidentiality), Section 19 (Intellectual Property Rights), ‘Section 21 (Liability and
Indemnification), Section 26 (Consequences of Termination), Section 27 (Anti-Corruption
Law: Acknowledgment) Section 28 (Compliance with Trade Sanction Laws) Section 31
(General) and Section 32 (Applicable Law and Dispute Resolution), shall survive expiry or
termination of this Agreement and remain in: force and effect in' accordance: with their
respective terins and conditions.

27  Anti-Corruption Law Acknowledgment and Certification

The Parties agree to the obligations related to Anti-Corruption Law as set out in Annex 8.
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28 Compliance with Trade Sanction Laws

The Parties undertake to act in compliance with the Trade Sanction Laws, attached as Annex 9.

Code of Conduct

The Parties have each drawn up their own Cod

» of Conduct which they observe within. their mutual

business relationship. Both Parties acknowledge that the other Party’s Code of Conduct provides
for equivalent legal and ethical standards and neither Paity submits contractually to the other
Party’s Code of Conduct. Accordingly, each Party agrees to comply with its own Code of Conduct
at all times during the term of the Agreement.

30.1

30.2

303

304 |

30.5

30.6

30.7

‘General

This Agreement and the other agreements or documents expressly referenced herein. or
therein constitute the entirety of the agreement between the Parties on its subject matter and
cancels and replaces all previous- agreement, negotiations, ¢ommitments and docuriients
pertaining to the object and purposes of the Agreement.

The Parties agree to execute such additional documents and perform such acts as are
reasonably necessary to give effect to the intent of this Agreement.

No purported variation, alteration, modification or other amendment to this Agreement shall
be effective unless it is in writing and signed by the Company and Teva’s duly authorized
representatives. Even if a person who is not a party to this Agreement (mcludmg, butnot
limited to, Affiliates of the Parties) has a right to enforce any Term of this Agreément, the
»Partles, may vary, a_lter, modify, amend or cancel this Agreement by agreement between.

them without requiring-the consent of such Third Party

......

be deemed a modnf cation ora contmuxng waiver by such Party of any of its rights. Any
waiver by either Party to enforce any of its rights arising of a breach of aniy provisions of
this Agreement shall not be considered as a waiver of its rights arising from any subsequent

breach of any other provision of this Agreement.

If at-any time the whole or part of any provision of this Agreement is'ruled to be or becomes:
invalid, void or. otherwise unenforceable for any reason under any applicable law, the same
shall be deemed to be omitted from this Agreement and the validity and/or enforceability of
the remaining prov1snons of this Agreement:shall not in any way be affected or impaired as
a result ‘of that omission. In such case the Parties agree to replace the invalid or
unenforceable provision of this Agreement by a valid or enforceable provision meeting the
economic purpose of the invalid or unenforceablé provision,

This Agreement may not be assigned by either Party, in whole or in part, without the prior
written consent of the other Party, which consent shall not be unreasonably withheld.

Any notice or other written communication required or permitted to be made or given by
this Agreement shall be in writing and in English or Hebrew and shall be given by personal

delivery or by sending it by registered mail or facsimile transmission (conf' rmed by hard
copy given by personal delivery or sent by registered mail) addressed as follows:
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Ifto Teva; If to The Company:
Name: Efrat Manor Name: Yotam Kaddar

or to such other addresses or facsimile numbers as a Party shall designate by notice, similarly
given, to the other Parties.

Notices or written communications shall be deemed to have been sufficiently made or given:
() if delivered personally, on the date of delivery; (ii) if sent by registered mail, 3. (three)
Working Days after being sent; or (iii) if sent by facsimile with confirmed transmission;, the.

date on which the hard copy is deemed to be given or delivered in accordance with (i) or (ii)

above,

31 Applicable Law and Dispute Resolution

311

312

313

The Agreement shall be governed and construéd in accordance with laws of state of Israel
without regard to provisions for conflicts of law.

The United Nations Convention on Contracts for the International Sale of Goods shall not
apply to this Agreement and is hereby excluded.

Place of jurisdiction shall be —Tel-Aviv, Israel

[Signature page io follow]



IN. WITNESS WHEREOF the Company and Teva have executed this Agreement by their duly
»authorised officers or representatives in duplicate, each of the Parties retaining one signed original. '

Teva Israel Ltd AN

Trima Isracl Pharmaceutieal Products
. Magbarot,.

3

e | Dte: 2024,05,20
~ Levental g0 sovon

signaltire: | signature:
Digitally signed : )
: P by Yossi Ofek A, :
| rame: tem’q Date:2024.05.21 | name: 4 Q '\I, Q |
16:29:58 +03'00° |, i \tY
| designation: designation:
CEO
signature:  Efrat E;‘:‘:ig’:f{”ad y “signature: «
Y. DR Date:2024.0520 : :
Midhnor 12:58:52 +03'00° : /
name: name: . . .
| Rop0V Bar- pyp
| designation: designation: A]%
| Date: Date: 9—9‘{ 1
: Oigitally signed
Sarit  osmtievens




Annex 1

Product
Description of product to be added, e.g.:

ontalnmg—produéed by the Company (and all

packaged fills under OTC as stated in the Marketing: Authorization in the Temtory) in PET bottle

including packaging ‘materials approved by the MoH ifi the ‘teritory (including PIL secondary
packaging; adaptor, bottle. label and syringe).




Annex 2

Product Price
1. Product Price and Minimum Order Quantity

During the Fix Price 'I‘erm the Product Price shall be

l /] sage v Pnce - 'MOQ b'ﬁtch size_
- -

* [t is hereby specifically agreed that the Product(s’) price includes the final price for its product
in it Finished Pack, including, but not limited to all packaging material and artwork approved in
advance by Teva and the Israeli Ministry of Health..

For the avoidance of doubt, the Product Price includes-any costs associated with batch release
certification for Product sale to market in the Territory, as well as any costs resulting from the risk
assessment processes for elemental impurities required by the ICH Q3D guideline and
EMA/189634/2019 requirement of Risk evaluation of the presence of nitrosamine impurities in
human medicinal products, where applicable. The Product Price does not include cost resulting
from EU Falsified Medicines Directive's serialization requirements.

2. Priges for tender business

In case the Prodiict should be allotted for a tender, the Parties shall have the right to negotiate
under which conditions Teva will be able to take part in- the tender and if Company-is able to
provide Teva with better Prices ieeded for the tender.
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Annex 3
Te'rritbrg
Israel the West Bank-and Gaza.




‘Annex 4

Pharmacovigilance requirements
1 Pharmacovigilance costs

Each Party will bear its costs resulting from its: Pharmacovigilance responsibilities according to the
Applicable Laws and the Pharmacovigilanice Agreement

2. Pharmacovigilance

‘The Pharmacovigilance requirements as presented in the current local legislation shall be followed by-
.the-Parties as applicable in the Territory:

‘The obligations of Teva hereunder may be performed by Teva or by any of its Affiliates; provided,
“however, that such Affiliate shall be.obliged by the same obligations which apply ‘on Teva according
to the Agreement and: Teva shall at all times remain primarily’ liable for performance of all such
‘obligations by the Affiliate.



Annex 5

PHARMACOVIGILANCE AGREEMENT
BETWEEN

Teva Israel Ltd.
1 Hateena'st. Shoham, 6085001, Israel
("Teva")

and

Trima Israel Pharmaceutical Products Maabarot Ltd.

Kibbutz Maabarot, 40230 Israel

For Products listed in. Annex.I
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| Pharmacovigilance Agreement between Teva and Trima

1. Introduction

This:Pharmacovigilance Agreement (hereinafter this "PV Agreement") is entered into by and between
Teva, and Trima.

Teva and Trima may be referred to herein individually asa "Party" or collectively as the "Parties".

This PV Agreement summarizes the safety data exchange and pharmacowgllance responsibilities of
both Parties to ensure that regulatory reporting requirements are fulfilled; in accordance with the
-applicable regulations and guidelines.

‘This PV Agreement refers to the Principal Agreement(s) as mentioned in Annex L.

As of the Effective Date (as defined below), this PV Agreement supersedes any. prevnously agreed
‘exchange of safety information and/or pharmacovigilance: responsibilities, either in the Principal
-Agreement(s) or as a separate agreement between the Parties regarding the Product(s):

1In the event of any conflict between the terms of this PV Agreement and the terms of the Principal
‘Agreement(s) on matters relating to-the Parties’ respective.responsibilities for pharmacovigilance and
sharing of Product safety information, the terms of this PV Agreement shall govern and control. In the.
‘event. of any conflict between the terms of this. PV Agreement and the terms of the Principal
Agreement(s) relating to any other matters, the Principal Agreement(s) shall govern and control:

2. Third Parties/Subcontracting

‘Should Trima make a contractual agreement with one or more third Parties (e.g: CROs, marketing:
Icompames, detailing companies etc.), Trima shall ensure that a written phannacowgllance agreement.
is‘put in place with each Third Party such-that all safety data exchange is ensured in a manner that
allows Trima to remain.in full regulatory compliance and compliance with this Agreement.

3. Definitions
Capitalized terms used, but not defined in this PV Agreement will conform to International Council on

Harmonisation (“ICH”) guidelines, relevant national PV guidelines-and the Good Pharmacovigilance:
Practice (*GVP”) modules.each as-amended from time to time.

4. Changes in Pharmacovigilance Laws and Regulations and Review Cycle

4.1 Changes in Laws and Regulations

In the event changes in the applicable laws and/or regulatory pharmacovigilance requirements,
applicable to the Products in the Territory arise, or current legal and regulatory obligations in regards.
to drugs safety change during the period of this PV Agreement, each Party shall implement such
requirements and revised obligations and strictly comply with them within their area of responsibility

as necessary. This shall also be the case even if this PV Agreement does not specifically include these’
nnew-or amended duties or responsibilities.

4.2 Review Cycle

The Parties agree to review this PV Agreement and the processes contained herein, at a minimum of
every:5 (five) years from Effective Date of this PV Agreement, and make any necessary amendments
according to appropriate business practices.and regulatory guidelines at that time.

5. Product(s) and Territory
‘The Product(s) and Territory subject to this PV Agreement are included in Annex I.
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(Changes to Annex I should be commumcated ina nmely manner and in writing to the other Party. Each
Party will confirm the updates by dating and signing the updated Annex I; a formal addendum to the
Agreement is not required.

“Trima shall be Marketing Authorisation Holder (MAH) in the Territory and Teva the distributor.

6. Safety Database

Trima shall maintain the safety database for the collection and maintenance of all Adverse Events,
Special Situation or other information  which may influence the safety of a2 medicinal product
(Sectioni 7.4) and Pregnancy/Breastfeeding (Sectlon 7.5) (collectively “AE”) data related to the
Produet(s) received by both Parties under the scope of this PV Agreement.

7. Case-Exchange

In principle, Teva and Trima are responsible for their own pharmacovigilance systems and reporting.
Only case reports from the procedure(s)/products(s) described in Annex. I will require exchange of
information between the Parties.

Each Party is responsible for distribution of the safety information in-their own ‘company- saféty
network. The language of all information and data exchanged will be in Hebrew or English.
Abbreyviations will be spelled out. '

.Case exchange from Teva to Trima shall be done by e-mail or by-fax (the latter only:in case of technical
issues with émail transmission) as a source document (or AE form that contains all data eléments to be
able to-generate a CIOMS I'report). The currently agreed format of exchange is defined in Annex II.
Source documents should remain locally for nspection purposes and should be provided on request via
secure email or other sécure transmission. The currently agreed secure fransmission method.is defined
in Annex 11. :

‘The regulatory. clock start date of the first receipt by the original recipient (i.e. Day Zero)-of any AE.
report must be recorded on each report exchanged. This includes initial and all follow-up receipt dates.
‘The date on which Teva first becomes aware of a valid case, meéting the 4 (four) minimum reporting;
criteria for AE reporting, shall be considered the date of first receipt (Day Zero) and shall be the clock
‘start date for regulatory reporting.

Teva will forward only AE’s that are.specific to Trima’s product. However, Teva is the MAH of other:
paracetamol products, and will process its: AEs accordingly.

In case there-is a réquirement by the health authority in the Temtory fot a 24 hours avallabﬂlty for
‘health care. professxonals and/or patients for medical and/o it
availability via phone for health care professionals and/or pa nts by Trxma Pollcy or has a voice
. recorder for calls outside of working hours, Trima should ensure that AE reports received outside of
working hours are handled by Trima or its delegates according to the terms in this PV Agreements.

;Teva agrees to. provxde Tnma w1th all AE reports of Tnma s product from the Temtoxy, regardless of
?of notification of the event to Teva or: any of its. subsidiaries for senous reports and wnthm‘“lO (ten)=
calendar days for non-serious reports. The AE repott should cotitain all data elements 16 be able to
generate a CIOMS 1 report.

Case exchange from Teva to Trima Case exchange from Trima to Teva

Report type Timelire. Report type Timeline
-Serious reports 5 calendar days ‘Serious reports ‘ no distribution
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I Non-serious reports | 10 calendar days ! non-serious reports | nodistribution |

The Parties agree to answer in a reasonably complete manner all questions that the other Party might
raise that-affect case evaluation or regulatory reporting with regard to exchanged cases:

7.1. F‘oll_ow-u_p information
Trima-as MAH has the responsibility for obtaining follow-up-information.

For follow up reports received by Teva, the data shall be exchanged in the same manner as initial data,
within the same timeframes.

7.2. Solicited Programs including non-interventional studies (NIS)

Both Parties shall have systems in place to ensure receipt of all AE reports from solicited programs,
including but not limited to patient support: programs, ‘market research, post marketing NIS, surveys,
registries and compassionate use programs, in their respectlve Territory (ies)..All AE reports from
solicited programs, including but not limited to patient support programs; market research; post
marketing NIS, surveys, registries and compassionate use programs, including non-serious, not related
AEsand special situations from any solicited program, will be provided by Teva to Trima accordmg to
the timelines as specified in Section 7.

7.3. Reports from literature

Trima, as MAH in:the Territory, is responsible for reviewing local and worldwide medical/scientific

literature, if required per local regulatory requirements in the Territory.

7.4. Special Situations and Other information which may influence the safety of a
medicinal product

Reports of overdose, abuse; misuse, medication errors, lack of efficacy, off-label use, transmission of

an infectious agent via a medicinal product, drug interactions, occupational exposure, Adverse Events

related to ‘counterfeit products or unexpected product benefit should be exchanged according to the

timelines as specified in Section 7.

7.5. Reportsof exposure during Pregnancy and Breastfeeding

All reports'relating to pregnancy (maternal or paternal exposure) and breastfeeding, with or withoiit

Adverse Events, where the foetus or infant, respectively, may have been exposed; shall be exchanged.
accordmg to the tlmehnes as specxﬁed in. Sectlon 7.

AEs related to product complamts shall be exchanged between the Parties according to-the timelines as
specified in Section 7.

7. Medical Information Inquiries associated with Safety Information

AEs related to medical information inquiries shall be exchanged between the Parties according to-the
timelines as'specified in Section 7.

7.8. Websites/Digital Media

Each Party shall be responsible for potential reports of suspected AEs that are received through websites
that are:owned or sponsored by that Party. For example, AEs that are reported through website email
portals: or posting through Party-sponsored digital media. These AEs should be exchanged according.
to the timelines as specified in Section 7.
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7.9. Invalid Reports
Reports which do not meet the 4 (four) minimal criteria for AE reporting as specified in ICH E2D and

the GVP guidance modules,. but contain at least (i) the suspected Product and (ii) an AE (including
unspecnﬁed AESs), shall nevertheless be forwarded to Trima,

8. Acknowledgement and Reconciliation

Trima shall provide acknowledgement of receipt for individual cases received by e-mail to Teva’s

safety mailbox as specified in Annex II within 2 (two) Working Days of receipt.

A process of reconciliation of exchanged safety information will be performed on a frequency defined
in Annex I1. Teva shall initiate the reconciliation process. Trima shall query their systems (if applicable)
to-ensure all case reports were exchanged without discrepancies between Trima and Teva.

_If discrepancies are noted by either reconciliation or other means, the Parties shall handle the issues to
resolution within one week. Teva and Trima shall keep records. of all reconciliations as described in
Section 10,

9.  Expedited Reporting

Trima is responsible for determining the seriousness of an AE report and for preparmg the CIOMS [
form or XML, and for submission of expedlted teports to the regulatory authorities in the Territory.

10. Archiving

Each Party“shall maintain reports and all source documentation related to Safety Information, as wéll
as other information necessary to monitor the safety of the Product; for a time period required by
internal procedures and/or applicable laws and regulations, whichever is longer.

11.  Periodic Reporting

Trima, as MAH, is responsible for producmg Periodic Safety Update Reports/ Periodic Benefit-Risk.
Evaluatlon Reports (“PSUR/PBRERs”™); and shoiild ensure that the PSUR/PBRERs related to the
Product(s) comply with ICH and national leglslatlon

The European Union Reference Date List (“EURD List”) published by the EMA will be used as
reference to determine PSUR submission requirements: If no PBRER is required to be submitted, Trima
will be responsible for periodic review of the safety which is not necessarily in the PBRER format,

_lf néeded, ’mma_shall request ﬁ'om ‘Teva, ‘daia;r_equu:ed for PSUR/PBRER prepara_non (e.g. sales:
figures) in a timely manner. Teva will provide the requested data as soon as possible but no later than
two (2) weeks from the date of request by Ttima, or two (2) weeks after data lock point of the report,
réspectively, whichever is later,

Trima is responsible for submlttmg the PSUR/PBRERS according to requirements, for MAs of the
Territory relating to the reglstratxon procedure described in Annex L.

12. Labelmo

It i$ the respons:blhty of Trima to ensure that the Summary of Produict Characteristics (“SmPC”) for
the. Product(s) is maintainéd and updated with new safety information that reflects the: Core ‘Safety
Jnformatlon agmaintained by Trima,

13. Risk Managenent Program

fl“rima will be responsible for prodiicing and maintaining the Risk-Management Plan (“RMP”) for the:
Product (ﬂ" requ:red) Submlssmn to the regu]atdry authon't:es aéCordlng to Iegal fequlréments is done,

t6 thbe”i’bfo uict comphes with ICH and/or national Ieg1$latxon RMP will be prov1ded to: Tevai,
Pharmacovigilance in case additional measures are needed. :
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Each company shall comply with additional risk minimization and pharmacovigilance activities in the
Temtory, as set out in the RMP and/or as local regulations tequire.

;1 4, Reg_ulatory Requests for Additional Information
14.1 Additional information on a specific case.
The Party: who received the regulatory authority request for follow-up information shall submit the

response to the requesting regulatory authority. If necessary, the Party who first received the case report
will obtain the requested information from the reporter.
:14 2 Additional info'rm'atio’n ofa 'm‘dré general 'n%iture'

'request sha]l be forwarded to Ti riia to prepare an answer The answer shall be commumcated to the
regulatory authority by the Party who received the initial request.

15, Training

Both Parties are responsible for their own internal training on pharmacovigilance and it's documentation
for this PV Agreemerit to ensure that the provisions of this PV Agreement are met.

16. Compliance
pharm acovxgllance and drug safety reg.llatory _reg_ulrements are met in the Temtory
'17- Dispute Resolution

If any dispute arising between the Parties relating to this PV Agreement cannot be resolved by their
respective pharmacovigilance staff, such dispute will be referred promptly to. the respective senior
management'who will makea good faith effort to resolve the matter ina timely fashion from the date
of any such referral.

18. Data Privacy and Data Protection

19 Busmes‘s,Contmulty'

‘Each, Party shall ensure compliance of reporting and notification duties as well as key business
processes described in this PV Agreement by establishing and maintaining a business continuity plan.
This plan shall describe the manner in ‘which such activities relating to AEs for the Product shall be
coordinated in the event of material disruption to the business and identify the personnel responslble
for coordinating activities relating to AEs.

f20 Audits and Inspections

}No more frequently than once every 2 (two) years, except in the case of a “for cause’ audit, each Party
may condisct an audit of the other Party:with respect to this PV. Agreement following reasonable notice
(60-days minimum): Teva agrees to undergo regulatory inspection,. if requested by any competent
regulatory authority. The Parties will support-each other during the inspection in case a Party is being
inspected. In case of a regulatory authority inspection, findings-and conclusions concerning this PV
Agreement shall be shared between-the Parties.

21.. Health Hazard Assessments (HHA):
Trima is responsible for the HHA in the territory where they are MAH..
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22. General Management of Safety

Each Party:shall ensure that they have an appropriate system of pharmacovigilance in place in order to
assume responsibility and hablllty for the Product in their own Territory and to ensure that appropriate
action may be taken when necessary.

Public statements by Teva on the safety of the Product(s), which go beyond the scope of the RSI text
shall, as far as practical, be approved by Trima before pub_ln;;atxon

23. Signal Detection

Trima-shall be responsible for signal detection. Should either Party become aware of a major safety
issue (an issue, requiring urgent safety restrictions or representing an emerging safety concern) relating
to the Product(s) subject of this PV Agreement, that Party shall notify the other Party within 2 (two)
working days.

24, Term and Termination

This PV Agreement and the respective responsibilities of the Parties shall continue in effect until the
whichever occurs first ofi (a) the expiration or earlier termination of the applicable Principal Agreement
related to the Product(s); (b) the latest expiration date of any quantity of the Product(s). distributed
under the Principal Agreements; or (c)as mutually-agreed by the Parties in writing.

25. Confidentiality

The provisions of this PV Agreement shall be subject to the confidentiality obligations of the Principal
-Agreement,

Each Party may use or disclose Confidential Information as required by Competent Authorities (“CA”™),
1n order to comply with reporting obligations or any other applicable laws or regulations. Furthermore,
each Party may report cases exchanged under this PV Agreement as well as evaluation reports for safety
variations, safety signals, emerging safety issues or similar, to other Third Party companies with whom
a Party has a Pharmacovigilance Agreement in place for the same active ingredienit. In any event, the
Receiving Party shall only disclose that portion of the Confidential Information that it is legally required
todisclose.

27 Amendment

This PV Agreement may be amended only by a written amendment signed by authorized
representatives of both Parties except as otherwise indicated in Sections'5 and 28.

28. Contacts

Each Party shall provide-a list of designated safety contacts for the Product having responsibilities for
pharmacovigilance activities in its Territory (Arinex II), Changes in Annex 1, Annex 11l shall be
communicated as soon as possible and in ‘writing to the other Party; however, this does not Tequire a
formal addendum_v to the Agreément,

29. Counterparts.

This PV Agreemeént may be executed in two or more counterparts, each of which shall be deemed an
original but all of which, taken together, shall constitute one and thé same instrument. This PV
Agreement may be delivered by facsimile transmission or via email or electronic signature system.in
portable document format (“PDF”) and receipt of facsimile or PDF copy of any Party’s electronic
signature shall be considered to be receipt of an original copy thereof and will be deemed to have the
.same force and effect as original signatures. B
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30 Qualified Person for Pharmacovigilance (QPPV)

Trima shall be responsible for nominating a QPPV for the Product where they are the MAH. The QPPYV,
or his/her deputy, shall be available to address any safety-related issues concerning the Product.

Iin Witness Whereof this PV Agreement has been entered into by the authorized representatives of
the Parties effective on the latest signature date written below (the “Effective Date”).

Teva Israel Ltd, Trima Israel Pharmaceutical Products Maabarot
Lid. -
Signature: . N >
| Digitally signed Signature: L /
Narie: __te“_ye by-Yassi Ofek _ / C Z \L\
- - Date: 2024:05.21  Name: /3 AN &)
Vitle: 16:31:14.4:03'00" g I
"  Title: (HD
Date: ; :
Date: 2152
/ ~
. : L4
-Signature: . Signature: -
-fr; Digitally signed | / .
Nanie: ETrat _byEfratMenor  Name: _JRONOM Dok - Mk
KA  Date:2024.05.23
Title: Ma NOT 09311850300 Titte: dy o,
. - S .
Date: Dates: Ztg‘ > 1N A
7 CEANCY ) w0
AR
2552
,,,,,, AL ™
0, Y
>, {f\a}%’) ) -,
v &
2
A



PITTORGEEA

o spRpoIg
: poea Pyl IR
[QEAS] BADY. PUE P} JOIEGEEIY SIINPOL] [EIYNOIEULIEY ] JeanosE utEld vzEx) puB t
IRAS] BLLY wddAgaq paudis spasmaa3e toRqLISI jeuoneN [SBIS] BUWILLY, | yuug 35344943 [pRIS]
JapIoy
uonesLIoIpRY .
juswdaady [ediduug ad 4y nonesys1Zoy . Aioy1aa9g, | Jonporg

BuygoaEp

“JUsUISISY Y1 0] XUUR [BIOLJO IR SE PISIDIaX? g 0} dALY A[11ess305u jou $30p 21epdnyong "atui) 03 9t} woy ajepdn 0} 10aqns i | xsuuy siy ],

sjEIa( POpel iy Xeuuy

BUILLL PUE BAS, UDamIBq JRtua0I8y a0t 3iacoruiteyy.



Ligcc §

SUDHRIU03IL
oy 3urod fulalile]

spowa -
dorditoun s, pappuns adaaon, pup. asffo sipaiss 1 oBuwyoxa YSHI Jo poyrowr
JOUD ORI L, PUD. DAY 10y UCISSIUSUILT DU 200238 | ‘moisstwsiaray NI3g
TUILINTOP-DIN0S - ZUBYIXI JRULIOY-
1BU3 JuIUIEY

100 BAG)E)joUIsT fajes SUSD] A0) SEIIPPE [VEU-F
OLBLTIGE7LLE xeg
1]

N ] suoug

RAST “0S§OD. WBYOKS *ST6 1°0°d "ULIPOIN PAYH

[oeasy 0DOEZ0P IOEQUE ZINqary | jLed Ausupug’ 1 hatasd t] $§31PPY
UBWHAl uIAg e JSseg
_E_.M.uy— PEx Jwen JsIny
_AJID By, ‘DIVCPIIAIEUISY L [PBAS] KA JO PEOE APLL
Pl L
JOIBQEEIAl SPPNPOLT [ENINAIRULIBYY [PCIS] (HIULL], )L [oRAS] BAR], Auedwoy

“JUDILIS2IFY ALf} 03 Xolille [BIOLJO UR SE PISIDIONS-9q 0] 9ARY (118553090 J0U S0P 2jepdn gong “ajepdn ou.pou_,n_:m 51 : Xauuy mwﬁl

) S[IEI3(] RO ([f Xouuy
Bl PUT AR, UDIAG JUSt00IS Y 2dueiSiAcoBuLBY Y




WN.

St I J2ASM0Y JUUISSISSE Paseq. sy gad Biliil]

Syl § PIIIXD O JOU PAPUIKI0IZT

Aq pawiusaiop si uenel|du0say 10) Aoitanbay YL

.m_ﬁ.EE.:a.vua:of&,aaﬁ?:ow.“:_uaoo.e”ﬂ.._.&u._.u_..va.auewu___pu__auumw

S[BIa( 108IU0)) ] Rauuy
RILL] PUE-BAQ ], USANIDG MewaIdy-souejidiacoewiey g



Thate

Mar 2022

Oribgina]: a&recmeﬁi




Annéexé QTA #231891

uality Technical Agreemerit’

QUALITY TECHNICAL AGREEMENT
on the division of tasks and responsibilities relating to fi mshed pharmaceutical products

This Quality Technical Agreement (“Agreement”) is made between:

The Contract giver and Distributer — Teva Isra Israel Ltd., whose registered office/ principal place of businessis
at 124 DVORA. HANEVI'A ST., TEL AVIV 6944020, ISRAEL (hereinafter referred to as "Contract Giver" or
llTevau) :

AND

The.Contract _acceptor and MA Holder/Manufacturér — Trima Israel Pharmaceuticals Products Maabarot
Ltd., whose registered .office/ principal place of business is at Kibbutz Maabarot 4023000 lIsrael
{hereinafter referred to as "Contract Acceptor” or "Supplier"),

hereinafter also referred to together as the “Parties” and individually as-“Party”.
The Parties certify agreement as follows:
Con’f’enﬁ of this Agreement:

This Agreement consists of the provisions set out in the body and the provisions set out-in the following table
and appendlces (each an “Appendix”) which form an integral part of this Agreement:

Table't Division of Responsibilities:

Appendix A Products and Supplier facilities and/or subcontractors
‘Appendix B | Contact Information o

Appendix C | Documentation and Samples

Appendix D | Territory-specific Requirements




§ General

1.1. This Agreement is supplemental to the Supply agreement entered into between Teva Israel Ltd.,

12,

1.3.

1.4.

1.5

1.6.

1.7

1.8.

1.9,

1.10.

1.1,

and Trima Israel Pharmaceuticals Products Maabarot Ltd and/ or the purchase orders issuec by
the Contract Acceptor and accepted by the Contract Giver from time to time (collectively, the
“Supply agreement”) relating to the product(s) fisted in Appendix A (the “Product”), as amended
from time to time. Any terms used in this Agreement which are not expressly defined shall bear
the meanings given to them in the Service Agreement, if applicable..

In:this Agreement the term ”Afﬂliate” meansany corpofation or business entity which.directly or
indirectly (i) controls a Party;, {ii} is controlled by a Party or (iii} is . under common ‘control with a
Party (the terms “controls” and “controlled” meaning (i) ownership of fifty {50) percent or more
of the voting rights and equity of such corporation or biisiness entity and/or (i) the power to
direct the management of such corporation or business entity).

This Agreement is entered into by and between (i) the Conract: Giver for and on behalf of itself
and its Affiliates and (ii) the Contract Acceptor MA Holder for and on behalf of itself and its
Affiliates and/or subcontractors listed in-Appendix A that provide the Services (as that term is
defined in §2 below). :

Inthis Agreement the term "Terri__tqry" means, on a Product by Product basis, the Territory where
the Product is‘marketed as set forth in Appéndix A, :

‘Required communication between Supplier and Teva as further stlpuleted in this Agreement shall

be between the responsible persons-at the relevant Affiliates as listed in Appendix B, Each Party
‘must give prompt written notice to the: other Party of any changes to such contact mformatlm

This'Agreement supersedes any quality-agreement relating to the Products and Services (as that
term is defined in §2 below) previously entered into between Suppher and Teva.

All correspondence, reports and communications related to this Agreement shall be in the English
or Hebrew language. In cases where batch documentation, procedures, quality records (e.g.
deviations, CAPAs, etc.), training and instructions for manufacturing, packagingand testing arein
Jocal language, -translated copies must be available as requested by Teva or Competent
Authorities (as defined in §4.2 below).

In the event of a conflict between the provisions of the Body/Table iof this Agreement and the
Appendices, then the provisions of the Appendices shali prevail.

In the event of a conflict between the provisions Qf this Agreement and the provisions in the
Supply Agreement, as applicable, with respect to the quality system matters and/or issues, the
provisions of this: Agreement shall prevail while for any and all other conflicts, the applicable
Supply Agreement shall prevail.

This Agreement shall commence on the date of the last signature below (“Effective Date”),
provided it was signed by authorized representatives of both Parties, and shall remain in effect
until the later of: i)-one (1) year beyond the expiry date of the last batch of Product marketed in
the Territory or i) a Party has provided written notice of termination to the other Party.

Any termination of this Agreement shall neither affect any accrued rights or liabilities of elther
Party nor shall it affect the coming into force or the continuance in force of any provision of this
Agreement which is expressly or by implication intended to come into force or continue in force’



on or after termination. For the avoidance of doubt, the provisions-of ites marked with an “* in
Table 1 shall survive expiry or termination.of this Agreement.

112 Each Party shall maintain in strict confiderice, and shall not disclose to any third party, any or all

infarmation of a conﬁdential nature observed by or dlsc!osed to it by or.on behalf of the other
party, pursuant to the terms and conditions of the apphcable Supply Agreement or-separate
confidentiality agreement, If no such applicable agreement is in force, each Party agrees not to
use or exploit such confidential information or any part thereof and shall not disclose such
confidential information ekcept as permittéd herein. Each Party shall safeguard the confidential
and proprietary nature of the confidential information of the other Party with at least the same
degree of care-as it holds its own confidential or proprietary information. In addition, if the
receiVing Party is requested to disclose the confidential information of the’ disclosing Party in
order to comply with a requirement upder any Law, the receiving Party shall give the disclosing
Party prompt notice of such request so that the disclosing Party may seek an appropriate
protective order or other remedy, if any. Notwithstandmg the above, Teva may disclose
Supplier's: confidential information to appllcable regulatory authorities for obtaining of
maintaining marketing approvals for finished products containing Products,.or to Teva's third
party contract manufacturers using Products. Upon the written request of the disclosing Party,
the receiving Party shall promptly return or destroy, at 'such disclosing Party’s option; all
.confidential information of the disclosing Party. (mcludmg all copies in whatever medium’ prov:ded
to, or made by, the receiving Party) except for any copies remaining at the receiving Party’s
standard computer back-up devices, The obligations under this Section shall survive for five (5)
years following termination or expiry of this Agreement.

§ Scope of the Agréement

This Agreement is exclusively valid for the current Good Manufacturing Practice (“¢cGMP”) and Good
Distribution Practice (“GDP” where Contract Acceptor is responsible for storage of the products prior
to transportatlon to'Teva ) related activities including but not limlted to the manufacture, packaging;
testmg, storage/holding, release, transportation, stability and Product quality surveillance of, including
use of all associated raw materials and packaging components for, the Product(s) (the “Services”).

§ Responsibilities
The division of responsibilities between the Parties with regards to the Services under this Agreement
in.relation to the Products is specified in Table 1.

§ cGMP Standards and Authorizations

4.1 The Services performed by Supplier shall comply with current GMP'standards, and the applicable
‘GMP' laws/regulations, rules and guidelines of the Territory, in particular: EU Directives
'2001/83/EC as. amended, 2003/94/EC as amended and the current. relevant EU Rules and
‘Guidance for Pharmaceutical Manufacturers and Distributors and any relevant Jocal regulations.

4.2, Supplier undertakes to operate, or ensure the operation of, the relevant facilities in accordance

- with {i) the pharmaceutical rules and relevant statutory provisions prevailing in the-applicable

local legislation,{ii) the applicable GMP laws/regulations, rules, guidelines of the Territory as set

out in §4.1 and (iil) any specific commitments made to the appropriate regulatory bodies or
agencies, further referred to in this Agreement as “Competent Authority”.

4.3. Supplier hereby confirms that it holds a manufacturing authorization valid for providing Services
. relating to the Product(s) and is subject to monitoring by the Competent Authority. Supplier
hereby also confirms that it holds formal accreditation as a testing laboratory, if applicable.
Supplier shall provide Teva, upon Teva's request with a copy of such manufacturing authorization
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8,

and testing laboratory accreditation and any renewal thereof. Supplier must inform Teva without
delay of any change inits: manufacturmg authorization or of the site’s overall compliarice status.

4.4, Tevahereby confirms that it has the authority to enterinto this Agreement, as Teva and/or any
of its Affiliates holds the marketing authonzatton/drug .application. Where a Teva Affiliate(s)
holds the marke‘tmg authorization/drug application, Teva approves this Agreement aon behalf of
the affected Teva-Affiliate(s).

§ Section Headings
The section headings:contained in this Agreement are for reference purposes only and shal not affect
in any way the meaning or interpretation of this Agreement

§ Amenidments to the Agreement and Periodic Review of the Agreement

6.1. This Agreement may be -amended only by written améndments, duly sighed by both Parties.
Contact Information in Appendix B may be amended by either Party by providing written notice
to the other Party; which shall come into effect upon delivery of such notice:

6.2. The Parties agree to amend the relévant terms of this Agreement thatmust be amended in'order
that the Products shall continue to meet ¢GMP and regulatory requirements of applicable’
regulatory agencies, as may exist from tlme to time,

6.3. Toensure the Agreement is up to date with current practices, Supplier and Teva will cooperatively
: review the Agreement perlodlcally

§ Dispute Resolution

Disagreements between Supplier.and Teva relating to this Agreement that are not resolved in the
normal course of business shall be brought ‘to the attention of the appropriate contact person for
notices at the Supplier and Teva, in writing. If both Parties agree that a resolution of the disagreement
is reasonably possible, then Supplier and Teva shall agree to wark jointly to develop a strategy for such
resolution, Supplier and Teva further agree to record such resolution in writing. '

§ Cbunterpaﬁs

file or oth_er electronici means, each of Which;_Shall b_e,_d_eemed _to _be a_n_on_ginal_, but which tog_ether shall'
constitute one and the same instrument.



IN WITNESS WHEREOF; each of the Parties hereto has caused this: Agreement to be executed by its duly
authonzed officer(s) or representative(s) as of the last date-below.

Teva israel Ltd :.,

Sig:nat’ure:
Name: Yossi:Ofek _
» Cluster Head, Israel, Ukraine & South
Title: Africa, Corporate Teva Israel
Date:
~ (DD Month YYYY)
DotuSighad by,
Signature:: r‘"‘“‘"“’
Smnhu“rgle':sm luppmalmb"dcemm
Name: | Syning Time: 23 RAyPOATT $liry
Dir Commercial Quality, Commercial
Title: Quality
Date:
(DD Month YYYY)

BODY TEXT REVISION HISTORY

Trima Israel Pharmaceuticals Products Maabarot Ltd:

Signature: e, Ky

Name: | T_amZér Kedar

Title: __ Head of Compliance

Date: 286 .05, 26249
(DD Month YYYY)

Signature: - J’g(e/

“Name: Moshe Levi
Title: v Quality Manager
Date: %05 Yedq

(DD Month YYYY)

QTAID

~ Reason For Change

Supplier:_

Newdocument

TABLE 1: DIVISION OF RESPONSIBILITIES

*Terms that shall survive expiry or termination.of this Agreement.

1. COMPETENT AUTHORITY INSPECT lONS

Teva |Supplier

Allow the Competent Authority, on Teva's requést if appltcable, access to the v
1.4. | premises to perform inspections.of authorized facilities and GMP documents X
that are applicable to the Product.

1.2

| Inform Teva' within five (5) business days:of planned impending Competent
| Authority inspections that affect Product or Services in relation to the Product.

| In case of an unannounced Competent Authority inspection, or any Competent
| Authority request for Product samples or Product batches, inform Teva within
| ten{10) business days.




b

COMPETENT AUTHORITY INSPECTIONS

Teva

Supplier

1.3.

Inform Teva ‘within; twenty-four (24) hours of any Competent Authority
sanctions {e.g. withdrawal of necessary permits-and licenses, warning letters,

Services in relation to the Product.

deficiency letters, etc.) and critical ‘observations that affects Product or |

1.4.

Inform of Competent Authority' inspections and final outcome. In case that
inspection -directly impacts: the Product - provide Teva with relevant
ohservations from the report within three (3) business days.

1.5,

decides to discontinue the Product Supply due to substantial GXP deficiencies

follow the-authorities decision:

Ensure resolution of all observations identified by the Competent Authority
within the committed timeframe In the event any Competent Authority

which impacted Teva's product, then the continuity of the praduct supply will

2,

TEVA AUDITS

Teva

Supplier

'2'.1}:-

Allow ‘every 2'years and with prior notification. of sixty (60) calendar days, up

documents relevant to the Product.

A ‘for cause’ audit shall result from'asignificant quality issue identified by Teva
ot ‘prompted by a reguiatory agenty ev_e_n_t__(l .,
CEP'suspension, etc.). Such audit:shall be accepted in.case of serious-quality
issues (e.g. revoked GMP license , serious guality events that may impact the

safety of the ‘products ) with prior notification of 30 business day'sv-

to have access. to these documents under: the terms of a conﬁdentlahty
agreement:

to two (2) Teva auditors or their designees access to the' premlses forupto two
(2) business days to perform inspections of the authorized Facilities and all

warning letter; import alert;

2.2,

materials:and packaging components for, the Product to ensure adherence to
the agreed upon standards

Allow Tevathé right to observe the. Servnces of, and use of all associated raw’

: 2.3,

Issue. a detailed report {“Audit Report”), listing all observations, if any, as
discuissed during the on-site audit.

24,

Issue & written response, including corrective actions and preventive actions

thirty {30) business days of receipt thereof.

(“CAPA”)- plan for all observations documented in the Audit Report, within: |

1 2:5.

committed timeframe, In the event any:-substantial GMP or GDP deficiencies

without prior Teva ‘authorization or until ‘corrective actions have been
identified to Teva's satisfaction, as reasonably determined by Teva,

‘Ensure timely Tesolution of all deficiencies identified by Teva within the |

are discovered during Teva’s audits, no ijmduct may be delivered to Teva

SELF-INSPECTION

Teva

Supplier|

Implement and maintain a syster for self-inspection.

X




TRAINING/ QUALIFICATION

- Teva

Supplier

44,

Maintaln a training program to assure that all personnel engaged in the
Services have the education, training.and experience, or any combination
thereof, to'enable them to properly perform their assigned functions in
compliance with ¢GMP and the requirements set forth urider this Quality

Agreement.

4.2,

R Training of alt personnel shall be documented and such dociiments shall be
“available for review during on-site audits.

' DOCUMENTATION / RECORDS

Teva

Supplier|

5.1,

Mairitain @ quality management: system fénd-s_tand_ard Operating Procedure
{“SOP”) to cover all applicable cGMP activities..

X

5?27'

Documentation policies, systems and procedures shall ensure compliance with

data integrity requirements:
s Ensure that data in:paper or electronic form, whether original or true

copy; is recorded, processed, retained and used to ensure a complete, '

consistent, traceable and accurate record throughout the data
lifecycle

'« Ensure GMP documents are maintained such that they are i) readily
retrievable and ii) stored in an environment suitable to prevent.
damage or loss

5.3.

Responsible:for the Produict registration documents and updates: and acts as b

Marketing Authorization Holder inthe Territory

5.4,

Supplier shall:ensure manufacturing, packaging, testing and release activities
are performed and documented in conformity with the reglstration documents
atall times.

5.5

Ensure all GMP related documents have an appropriate revision history,

‘approval, issuance, distribution and review cycle that is ‘adequate for each

documentation system used.

506'.

Maintain-a retention program for all GMP documents in accordance with
applicable law and/or regulations of the Territory.

Supplier shall archive quality records and original raw data: Raw data from
testing or stability studies shall be available at the site of testmg or stability

| storage. All-original records pertaining to Product shall be maintained ata

designated Supplier facility or Supplier-contracted facility according to the
following minimum retention times:

« Material release records, batch records, stability, equipment,. shlppingv'

records: five (5) years after certification of the batch by the Qualified
Person, as applicable or Product shelf life plus one (1) year, whichever
is the Jongest

e Regulatory records, development records, validation records: until
obsolete

X*

5.7.

-Where reasonably justified, allow Teva access to raw datd and documentation
| pertaining to the quality, safety and efficacy of the Product, redacted if

| .»applicabblei upon request.



| CHANGE CONTROL / REGISTRATION

Teva

Supplier

8.1..

Maintain a formalized change control procedure to ensure
i) any :changes: to GMP documentation, quality systems, processes,
equipment and facilities occur in a controlled manner,:and
it documentation-of all changes that may Impact the quality, regulatory
status and/or validated status of the Product.

6.2

Notify Teva.via written/ email communication of approved type |l variations
(according to EU variations guudelmes), as well as artwork updates of the label
and/or folding box. Such notification will be done prior implementation of
the change

6.3.

Prepare and submit variations and ‘any regulatory reports required by the
Territory regarding the Product.

6.4.

‘Provide to Teva, upon request, changes that have been initially evaluated by

Supplier-as unlikely to impact the marketing authorization.

8.5.

Implement ‘changes requested by Teva, including labeling changes, in
accordance with mutually agreed timelines,.

6.6.

Prepare and submit variations and any regulatory reports (e.g. Annual Reports)
required by the Territory regarding the Product.

6.7,

Maintaln a quality control program ta ensure compendia revisions that affect
Product are implemented prior to the required effective date

X

- ANNUAL PRODUCT REVIEWS / PRODUCT QUALITY REVIEWS

Teva

71,

Prepare Annual Product Review / Product Quality. Review (“APR/PQR") for the |
: Product, as required per the relevant guidance of the Territory.

; APR/PQR shall be campleted for each review period, regardiess of the number

of batches manufactured within the review period. Should there be insufficient
data (e.g. analytical/in-process test results) to perform the required trend
/statistical analys:s requirements of APR/PQR, the trend/statlstlcal analysis of

| these batches shall be incorporated into APR/PQR of the following review

period, as appropriate.

Supplier

7.2,

| Provide APR/PQR report and supporting data within ninety (90) calendar days

after APR/PQR review period, Product introduction date ot different date when

| mutually agreed.

| Inthe eventthat APR/PQR cannot be sent within the ninety (90) calendar days,
| written natification with reason for ‘delay shall be -sent to Teva for any
-extension request, which shall be negotiated.

X*

7.3.

| Resolve APR/PQR deficiencies, if any, identified by Teva,

X*

DEVIATIONS / INVESTIGATIONS / OUT OF SPEC!F!CAT!ONS / OUT OF TREND
. ] CAPA

Teva

Supplier

8.1.

Maintain a quality system and SOP for investigating and reporting deviations
that occur during any of the Setvices of, or any activity that may have impact
on the Product,

8.2,

Maintain an SOP detailing the actions to be taken:in the event that an Out of
Specification ("00S”) or Out of Trend (“00T") result is obtained during the

| testing  of Active Pharmaceutical Ingredients (“API"),  excipients,
|-container/closure components, bulk and/or finished Product or stability

samples.




DEVIATIONS / INVESTIGATIONS / OUT OF SPECIFICATIONS / OUT OF TREND |
/ CAPA

Teva:

Supplier

8.3,

Notify Teva within three (3) business days of ma;or and critical deviations;

including OOS; during manufacturing, testing, ‘assembly or storage, that
indicate a potential Product problem that may tmpact the release and/or |

delivery of the Product to Teva.

8.4,

Any:serious case of a-data integrity issue sha!i be mvestlgated and if Product |

quality is concerned, Teva shall be informed immediately.

8.5.

Notify Teva within twenty-four (24) hours of major and critical deviations for
Produict that has been reléased to Teva, including but not limited to confirmed
stability OOS and significant stability' OOT results that may result in Product
recall or market action.

X*

8.6,

Provide updates on: the progress of on-going mvestlgatlons to Teva upon
request.

X*

8.7,

Complete the ‘deviation irvestigation report mcludlng at a minimum an
investigation summary, evaluation for trends and justification for' repeat

occurrences (if applicable), root cause; CAPA and a conclusion with disposition.

of Product, within thirty (30) calendar days from the date of the deviation
discovery— all in relate to TEVA products..

Written: notification with reason for delay shall be sent to' Teva for any.

extension request, which shall be agreed upon.

8.8.

,Exped_it_e;investiga:io:ns that may result in Competent Authority reporting (e.g: |
Field Alert; EMA rapld report; etc.) or market action, as mutually agreed orina |
timeframe dependent on the regulatory reporting requirements - -allin relate: |

to TEVA products..

8.9,

Provide the approved major and critical devrat:on reports to Teva for review
and approvai/acceptance all in relate to TEVA products.
All'such deviations are subject to Teva's prior-acceptance/approval before Teva

Jis-obliged to accept affected Product.

8.10.

-Suppher shall ‘promptly provide additional mformatton concerning any

devuatnon or investigation, if reasonable-and necessary, upon Teva's request -
allin relate to TEVA products.

8.11.

Teva shall have approval authority on.any confirmed 00S results involving the
Product’s safety, strength, efficacy, identity, purity or quality. Product may not
be released for shipment to Teva:until an approval signature is provided by
Teva.

8.12;

1 Provide Tevo én annual summary and trend anaiysis of major and/ or crltlcal
| deviations, including O0S, associated with Product as part of APR/PQR.

8'13"5 reports shall be provided to Teva upon request with Product as part of

Maintain a guality system for CAPA, including initiating, monitoring and
compléting CAPA tasks related to discrepancies and incidents, CAPA results and

.APR/’PQR-.-

9

' COMPLAINTS

Teva

Supoliér

9.1.

| Maintain a quality system and SOP for complaint investigations-and reporting.

X*

'9.2.}

| Receive, handle and maintain Product complaints. Product complaints which
| require an investigation to be conducted by Supplier shall be'summarized and

sent by facsimile or émaijl to Supplier for investigation.

X+




- COMPLAINTS

' Teva

Supplier

9.3.

‘Notify Teva of Product quality complaint reports received ’ffom sources other

than Teva, within three (3) business days:

Product complaint reports requiring Competent Authority. reporting (e.g. Field :
Alert, EMA rapid report, etc.) or which may result in a recall shall be

commuinicated to Teva within twenty-four (24) hours.

¥*

9.4,

Investigate all complaints associated with Product. Provide a complete
mvestigauon report; including at a minimum an investigation summary,
evaluation for trénds and justification: for repeat occurrences (if applicable),
Product impact, root cause, CAPA, and a conclusian within thirty 30 calendar

days:after receiving complaint notification from Teva and complaint sample

If the Investigation report is not issued by the due date, despite reasonable
efforts to complete the repart, provide a preliminary investigation. report,
including any assessments, results, a just:’r‘ cation for delay and a commitment
date for providing the final investigation report.

If the complaint sample has not been received by the complaint due date, the
investigation may be approved and closed. If the complaint sample is
received at a later date, the complaint will be re-opened to attach an’
addendum detailing the examination of the complalnt sample.

If the examination of the complaint sample is critical to the investigation, a
new mutually agreed due date will be assigned.

x*

1 9.5.

Expedite complaint investigations that may result in Competent Authonty

reporting {e.g. Field Alert, EMA rapld report, etc.), market action and/or

Product recall as mutually agreed or in a timeframe dependent on the

regulatory reporting requirements: Provide a preliminary investigation report
within.five (5) business days of discovery.

X*

9.6.

Accept/approve complaint and respond to complainant. Teva shall be

v responsuble forall direct commumcatlon/correspondence with complainants.

X+

10.

. RECALLS / REGULATORY REPORTING

Teva

104.

Maintain a quality system and SOP to support Teva in 'perfoErfiihg.e“ cqmpl'ete_
and rapid recall of Product from the market.

Supplier

x*

10.2.

immediately, but no more than twenty-four (24) hours after
occurrence/discovery, report and provide any confirmed data or information

| that potentially requires Competent Authority reporting (e.g. Field Alert, EMA

rapid report, etc.), market action and/or Product recall.

X*

10 3 | communicate to Teva-any récall actions concerning Product prior to:
| informing the applicable Competent Authority(ies).

X+

10.4.

The supplier will be responsible for making the final decision regarding
Competent Authority reporting: (e.g: Field Alert, EMA rapid report, ‘etc.},

market action end/q}' Product recall.

X*




10.

RECALLS / REGULATORY REPORTING

Teva

Supplier

10.5.

Supplier is responsible: for initial and on-going communication with the
Competent Authority(ies) regarding Competent Authority reporting (e.g. Fleld |

Alert, EMA rapid report, etc.) in terms of Defect notification in'accordance with
local regulation..

In. case of market action and/or Product recall - Teva will be responsible for |

market natification in‘accordance with approval of local regulatory authorities.
Such market notification will be prepared by the Supplier and approved
by IMOH and Teva

X*

: 10.6.

Supply any information or documentation and assist with any investigation
or activities to support the Competent Authority reporting (e.g. Field Alert,
EMA rapid report, etc.), market action or Product recall; as requested by
Teva. All requests shall be expedited.

Reasoriable effort shall be-made to complete investigation reparts within an
appropriate timeframe as required by the regulatory reporting requirements
of the Territory.

X*

- 10.7.

Institute Product recalls in the Terntory in accordance with written procedures,

to manage the fecovery of product(s) from the market.

X*

0.8,

implementation of the decision on recall according to MOH requirements:

1.

 SUB-CONTRACTING (OUTSOURCING)

Teva

|Supplier

111,

Any subcontractmg by Supplier to an affiliate or third party, for servicas in

‘Product registration shall be subject to Teva's prior written approval and

requ:re a quality agreement between Suppller and subcontractor, which shall

| be provided to Teva upon request [or directly to Competent Authorityl.

| Notwithstanding Teva's approval for Supplier to use a subcontractor, Supplier
112
| nota third party carries out such obligations per section 11.1 above.

shall remain responsible for all obligations under this Agreement, whether-or

11.3.

Audit-and maintain an audit program for subcontractor(s) and provide the
report of such audits, redacted if required, to Teva upon reguest.
Ensure third-party auditors, if utilized, are qualified and are subject to a quality

| ‘agreement.

11.4.

Aliow Teva upon reasonably justifi ed request the right to audit the
| subcontractor and / or perform a review of executed Product batch documents
1 generated-by the subcontractor.

; Upon reasonably justified request perrmt Teva access to the subcontractor 5
11.5..
recalls, OOS/OOT and stability, as applicable.

SOPs ‘including but not limited to change control, deviations, complalnts,




12, ACTIVEINGREDIENTS, EXCIPIENTS, LABELING-PACKAGING COMPONENTS

Teva

Supplier

Provisions of this section shall apply to Supplier to the extent that Supplier is procuring
excipients; and/or labeling-packaging components (collectively the “Materials”).

any AP,

‘Qualify and routinely. audit Materials manufacturers according to Supplier’s
‘approved procedures. Supplier shall providethe full atdit reports of all material
manifacturersto Teva upon reguest.

12.1. responsuble for mformmg Teva about the brokers/traders used if the
brokers/traders repack, test, relabel or store the APIs, Supplier is responsible
to ensure the'quality of the APIs, either by auditing or sending a questionnaire

to'the brokers/traders.

Implément & written quahty agreement for Materials manufacturers/
| suppliers whose ‘materials areé on Supplier’s reduced testing program.
| Notwithstanding, a quality agreement shall be implemented with all API
supplier(s) ' ' '

12.3. Pravide to Teva, upon request, evidence that such agreement exists. A copy of
"™ | such agreement(s), redacted If necessary, shall be made available to: Teva
during an on-site audit. If requested by a Competent: Authority or during
Competent Authority Inspection, a copy of the complete agreement(s) shall be
| provided to Teva or directly to the Competent Authority.

; 'Suppl_iejr shall use only approved Materials in accordance with the approved
12.3. | specifications. Supplier shall notify Teva of any Certificate of Suitability (“CEP”)
updates received from the relevant approved"APi manufacturers

v 'Transm|ssrble Spnnglform Encephalopathy ("TSE”)/Bovme Spongiform
| Encephalopathy. (“BSE”} in compliance with ‘applicable regulations: (e.g., EU
{ Directive 2001/83/EEC Minimising the Risk of Transmitting Animal Sponglform

12.4. ‘Encephalopathy Agents via Medicinal Preduct).

| Ensure that all Materials are certified to be free from the Fisk of TSE/BSE and
_provide such certifications to Teva.upon request.

Supplier will ensure -cCompliance with any hew regulatory requrrements and
.| their implementation in case those are related to methods development,

12.5. : : X .

| changes in formulations due to MOH request or emerging new regulations

| (e.g. Nitrosamines )

Responsible for developing a nsk assessment process for elemental impuntles
in. accordance ‘with applicable regulations (e.g;, ICH Q3D Guideling, USP
12.6. substance, manufacturing process and/or packaging components must be
evaluated for impact on elemental impurities,.

Chapters <233> .and <232>).. Any changes to equipment, excipients, drug

g Provude cemf“ cation statements relating to the presence of allergens, including
12.7. latex; in the Materials used to manufacture/package the Product to Teva upon
| request,




12.

 ACTIVE lNGREDlENTS EXCIPIENTS, LABELING—PACKAGING COMPONENTS

Teva

: Supplier

2.8,

Enstire the API is manufactured and packaged accordmg to current GMP |

guidelines’ applica ble to the Territory.

Provide the GMP certlficate/writtén confirmation of compliance of the API
manufacturer issued by a Competent Authority, as applicable, to Teva upon

request. The GMP certificate/written confirmation of compliance shall meet
the standard requirements of the Territory (e.g; in accordance with the

template provided in EU GMP part 1),

12.9.

Sample and store reference samples of Materials, according to requirements
of the Territory.

For APland excipients, reference samples shall be retained for at least two (2}
years after release of the finished Product, in quantities sufficient for at least
two (2) sets of full analysis.

12.10.

| Have written procedures, and formalized risk assessments as required by the

Territory, to ensure the use of only approved and appropriately. released
Materials. All subject to the current regulatory status and the regulatory gaps

-as discussed between the parties,

All Materials must be tested and -fo_und to be acceptable against pre- :
established specifications prior to. use in production according to Supplier’s:

internal procedure.

12.11,

Maintain and regularly update information on:the entire supply chain of the

APl-and the Product, in accordance with-Annex 16 as applicable. .

Document the information, preferably in a comprehensive diagram, including
each’party/ subcontractor involved in the Product, as well as the
manufacturing sites of the Materials.

Provide a copy of the information and supply chain map:to Teva upon request
and include the latest version in'the APR/PQR.

12.12.

' Terrltory

,Sample and inspect each Materialin comphance with the requirements of the
‘Temtory Perform an udentif‘ catlon test on API and/or excnplents using a

In cases where the Material manufacturer/ supplier has been certified,

‘sampling for the idenﬁﬁcatiqn testing. may be conducted according to @
‘suitable statistically valid plan:

12 ’ 13 “Ensure printed and non-printed packaging materials shall fulfil the registration

requirements

1244,

Design and ‘provide. digital artwork and proofs for printed packaging
components as mutually agreed between the Parties.

1215,

Approve final artwork and regulatory text, bar code and profile of prmted
packaging compaonents.

1216

Ensure secondary labeling (e.g: bundle labels, shipper labels, etc.) conform to

Tevaformat and barcode’ requnrements ofthe “i"emtory



12.

ACTIVE INGREDIENTS, EXCIPIENTS, LABELING-PACKAGING COMPONENTS

Teva

Supplier

1247,

Use only benzophenone-free labeling materials in the packaging of Product.

Provide a certificate of compliance/statement attesting that the label materials
are benzophenone-free ensuring benzophenone has not been introduced via
the equipment orvarnish.

12.18.

Ensure $pecification of the shipping packag’ihg is suitable for shipbment of

Product, but in-any event must be agreed upon with Teva prior to packing.

13.

VALIDATION/QUALIFICATION related to TEVA Products’

Teva

Suppliér

13.14.

Implement and maintain appropriate formal validation/ qualification/
calibration/ commissioning programs for the facilities, utilities, equipment,
methods, cleaning, process, and GMP computer systems, as applicable,
including preventative maintenance.

13.2

Ensure the effective cleaning processes of the manufacturing equipment,

13.3.

Ensure that the manufacturing process is validated before any routine
production may start, or deéimonstrated in control via continuous process
verification. The validation should-ensuré that the process is capable of
consistently meeting Product specifications:.

13.4..

Specify and validate intermediate (e.g: blend; granulation, uncoated tablets,
etc.) and finished bulk hold times (e:g. tablets, capsules, solutions, etc.).

13.5.

Perform revalidation, based on a documented risk assessment approach and
before implementation, for major changes in manufacturing procedure or

| analytical method, premises, equipment, storage locations’ of conditions,

quality systems:and processes which could have impact on Product quality.

13.6.

Provide process, test method and cleaning (re)validation protocols and reports

| and executed process {re)validation records to Teva for review, upon request;

All subject to the current regulatory status and the regulatory gaps as
discussed between the parties.

14. MANUFACTURING/PACKAGING

Teva

Supplier

14.1.

‘The Party holding the Material Safety Data Sheet (“MSDS”) / Safety Data

Sheet (“SDS”), detailing any specific precautionary and protective measures

| it is'aware of that are required for the safe handling, storage or manufacture
|-of Praduct, shall ensure the MSDS is available to the other Party. If applicable

14.2.

Prepare, review and maintain master manufacturing and packaging record,

“which are in conformity with the registration documentation for use with every
- production batch in accordance with the applicable current GMP guidelines for
| the Territory.

14.3;

Refrain from any activity which may knowingly adVerséEyv'a'ffect the. Product
quality.

| Use Supplier's batch numbering system to Identify each batch of Product

44, produced. The batch number shali appear on all documents relating to the

particular batch of Product and should be uniquely assighed and provide full

| traceability.




14. MANUFACTURING/PACKAGING

Teva

Siipplier

14.5.

Generate-and assign the expiry date foreach hatch of Product in accordance-
| with the approved Product shelf life The expiry date shall be documented in
| the:manufacturing and packaging records and the Certificate of Conformance. |
| (“coc”) or equivalent document.

14.8.

regulatory authorities.

| Ensure Product is not manufactured or packaged on equipment or in|
| departments. that are or have been ‘used in ‘processing of penicillins,
cephalosporins, beta lactams, hormones, pesticides, herbicides, todenticides, |
or cytotoxic compounds, withoit prior written notification t6 Teva and |
produced in accordance to the separation and segregation as approved by the

14.7.

| Maintain & program to monitor and manage c¢ross contamination risk in all |
| facilities processing Product. This program shall comply with the ISPE's “Risk-
| Based Manufacture of Pharmaceutical Products”, the ICH Q9, or another

relevant guidance document.

14.8.

| Ensure physical control and batch segregataon of Materials and Product

throughout manufacturing, packaging, testing, storage, and shipment, so.as to
minimize risk of detenoratlon cross-contamination, or mlx-ups

14.9. .

Manufacture and package each batch in accordance with the master
manufacturing -and packaging record. Perform all required in-process

inspection control ("IPC”) tests using an‘industry accepted standard system:to v

ensure consistency with specifications.

14.10,

Ensure that where applicable Product is appropriately packaged in child- |

resistant configurations, as required by the Territory.and in conformance with

' IMOH requirements if relevant for the Product packaging configuration

1411,

Shall ‘not: 'perfOt‘m rework of Produét unless Teva is notified prior to the |

execution of the procedure and approves such reworking in writing.

1412,

Shall not perform reprocessing of Product unless specified in: the approved

marketing authorization/ drug’ application and/o, with Teva's written consent.

Any reprocessed batches shall be included in. Supplier’s ongoing stability

program; as applicable. Supplier shall notify Teva of the execution of the |
| procedure.

14,13:

Document examination of printed Materials issued for a batch for proper
identity and conformity to requirements in the master production record.

1414,

Ensuré reconciliation of printed Material quantities, unless 100% electronic

examination justifies waiving the reconciliation process.

15. FINISHED PRODUCT RELEASE

Teva

SUppliér

15_:.1.

Review executed batch records of Product,

x :

15._2.’ '

: Suppller shall keep sufficient reference/retention samples of finished and bulk.
; Product as apphcable to permit repeat testing in duplicate as minimum. Such:

samples shall be retained for one (1) year past the expiry date of Product; in a

| suitable secure storage under defined storage conditions. These samples shall.

be available to Teva upon request.

15.3,

| Provide a confirmation that the processes and tests performed fora batch have

been performed in comphance with the requirements as defined in EU GMP;

| 154,

'C,hapter 4, Arinex 16.and/or all the relevant local regulatory requ:rements
Quality Department performs manufacturer’s release of the Product. for
shipment to Teva or Teva's designated facility.




Teva

' 15 FINISHED PRODUCT RELEASE

-15.8.

Qualified Person (“QP”) performs the Product batch certtflcatuon as defined in
EU GMP, Chapter 4, Annex 16 and all the relevant local regulations and

registration file in the Territory

Supplier

| 15.8.

For each batch shipped, provide the applicable documents listed in Appendnx
| Cto Teva.

18.7.

Release each batch of Product for dlstrlbutlon Product that does not meet
approved specifications or fail to meet quality and/or compliance standards as

outlined in this Agreement and/or the GMP regulations of the Territory will be

rejected.

16, QUALITY CONTROL AND TESTING INSTRUCTIONS

Teva

Supplier

16.1.

Comply with applicable standards and compendia ('e.jg; USP/NF, Ph. Eur., BP,

JP); as applicable

X

16.2,

Prepare, review and maintain master test methods (including non- compendial)

‘and specifi ications that are'in conformity with the reglstration documentation

for use with évery production batch, in accordance with the applicable current

GMP guidelines for the Territory.

16.3.:

| Test Materials ‘and in-process, bulk and/or finished Product -and stability

vsamples accordmg to the' methods -and specnt"catlons per the marketing

authorization/drug application, using approved validated and/or verified

methods.

For -compendial items, the relevant and current pharmacopoeial limits and

| 'methodology must be used unless otherwise pre-approved in writing by Teva:
| For non-compendial ‘test methods, formal method validation per ICH
.guidelines shall be performed. All subject to the current regulatory status and
“the regulatory gaps as discussed between the parties.

16.4,

Use pharmacopoeia reference standards or standardtzed ‘working standards as

1 comparison standards in compendial tests and assays.

186.5.

| Where' ‘Supplier uses non-pharmacopoeia reference standards. for APIs,
| provide siich standards to Teva, upon request.

16.6. }Provnde copies of all non- compendlal test methods for review and'
" | acceptance/approval by Teva upon request

16.7.

Perform trend analysis for each parameter tested, as applicable (e. g.

| parameters tested that are key performance indicators as determined during

Product development, Product performance and stability that yield a

| numerical value). Any significant OOT results should be flagged to Teva

without delay.

. Ensure that:all required Product testing is performed agatnst specifications

16.8. | registered in the: approved manufacturing authorization/ drug application and

| batch.

documented. Supplier shall issue a full Certificate of Analysis (“COA”) for each




17. STABILITY

Teva

Supplier

174,

Develop. and approve stability protocols er‘- -oﬁ~going and bulk hold time
stability testing of Product. Protocols shall meet ICH guidelines: and GMP
regulations of the Territory {e.g. Chapter 6 of the EU-GMP guideline, 21 CFR

| 211,166, etc.) and shall be verified to be consistent with regulatory submission

commltments

X¥

17.2.

| Perform accelerated stability testing and/or ongoing stability testing pursuant |

to the-applicable stability protocol.

X*

17.3.

‘Review and provide reports of stability testing data including trends and non-
| conformances.

| The stability data report, indicating reviewed resuits and raw data for each time
: lnterval shail he forwarded to Teva annually at minimum, and Upon request,

X*

18.

STORAGE AND DISTRIBUTION

Teva

Supplier

18.1.

Supplier shall store all Materials, Intermediates and Product under suitable
conditions,. in ‘accordance ‘with ‘the requirements listed in the dossier or

| Product registration documents, as applicable.

18,2

Both Parties shall comply with Good Distribution Practices {“GDP") guidelines

‘with regards to transportation and storage, as applicable and In compliance

with Supply Agreement.

18.3; .

Take the necessary precautions to prevent deterioration of Product quality-and
damage to packaging when preparing the Product for shipment.

18.4.

| Take the necessary precautions to énsure the security of the Product:

» Add tamper—ev;dent securlty to each pailet or each shippmg contamer of
contairiners)

* Ensure each transport container is sealed with‘an‘gmbered security seal;
the security seal number for each container shall be referenced on'the
delivery notification.

18.5.

‘The Party. responsible for shipping, as defined in the Supply Agreement; shall
~select transportation carriers that will ensure Product is shipped securely and
| urider labeled holding condltlons, and is responsible to validate shipping
| conditions as appropriate.

;fif requested by Teva, add suitable' temperature monitoring devices on all
18.6. | shipments of Product.
7Tl Place the clearly labeled temperature: monitor devices: within the delivery

| ensuring easy-access to facilitate retrieval.

18.7.

| Prepare Product for shipment to Teva or Teva's designated facility after release
| by the Quality Department/QP.

| Shipment under quarantine is only permitted with prior written approval from
| Teva,

18.8,
| Pallet certificates shall be provided to Teva upon request.

- Where Product is shipped on wooden pallets, the pallets must be marked in

accordance with International Plant Protection Convention (IPPC) standards.




18.. STORAGE AND DISTRIBUTION

Teva (Supplier

Ensure dispatch sites shipping Product to Teva are qualified and. that the
dispatch locations: are included on documentation supplymg the Product

18.9. | shipments. Notify Teva at least five (5) business days-in advance of any X

| Teva, upon request.

| shipment from a new location, and shall provide the dispatch site licenses to

18.10 ‘Product for. distribution.

1 Perform. shipping ‘temperature evaluatton lf reqmred ‘prior to- release of

In the event of a temperature excursion during shipment discovered by either

18.11.] Party, complete and/or support any Praduct quality investigation, including re- X

testing results, prior to disposition of Product.

19, WASTE AND DESTRUCTION

Teva |Supplier

kjected Materials, intermediates, bulk and/ or finished Product shall be

19.1. | segregated and.disposed of in compliance with local SOP and regulatory GMP X

requ:rements

19.2.

categories.

p-and provide upon request destruction certlflcates for destructlon of any
1 Prodiict, intermediates; Materials, testing standard or any resulting waste
disposed of in‘an appropriate manner, including segregation of specific waste

:X*

20. ANTI-COUNTERFEITING

Teva |Supplier

20:1.

Implement appropriate controls and procedures reasonably designed to
| reduce the risk-of Product counterfeiting. Implementation of the technological
means (e.g. 2D bar-coding, ‘etc.) shall be risk-based and in compliance with
regulatory requirements; with the goal of assuring patient safety.

20.2..
VO of Product..

| Inform Teva without any delay of any counterfeit or suspicion of counterfeit

,x‘*

20.3.

| suspicion of counterfeit of Product.

_Respond rapidly and abpropﬁate’ly for all reported incidents of counterfeit or

X*

21.  DISPUTE RESOLUTION

Teva |Supplier

24, Quality management personnel of both Parties shall cooperate to resolve any: X X
" | disputes regarding the guality of Product; o
TA'B'LEj 1 APPROVAL & REVISION HISTORY

Teva lsrael Ltd F'?"“sw by

Trima Israel Pharmaceuticals Products Maabarot

Avsadsin Herg S Ltd.'; -
lmtlal:&Date: v ﬁﬂ:}"»?e"?m”?&;f"wmsmm Initial & Date: /N0 ¢, ey
o B A R (DD Month YYYY)
Version. ‘Reason For Change

1.0 New document




_ APPENDIXA
Products and Supplier facilities and/or subcontractors

Regardless of whether or not a product is listed in Appendix A (e.g., pending update to
include new products), Supplier will manufacture all Products for Teva according to the

quality requirements defined in this Agreement:

Paracetamol suspension:containing 100mg/1ml in-15ml, 50 mi produced by the Company (and
all packaged fills under OTC as stated in the Marketing Authorization in the Territory) in PET

bottle:
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Teva Cdnt’act' Information:

APPENDIX B

Contact Information

All communications on quality agreements: Qualit

ents@ievapharm.com

Quality: Commercial
- Quality

Sigridur Elin Director TPO Quality EMEA,
Jonasdottir | Global Quality Technical

f Agreements
Department and/or v Telephone / Mobile |
Responsibility Name:/ Title [Fax E-Mail
Dir Commercial

Avraham Hury

Teva.IL QPPV

Q.A COgr‘n"phance Ela Levy
Manager . .
’Regulaj'tbry Affaires Hag'gai‘ Klein
Supply chain Hadar Mama
Pharmacovigilance vael Even

Trima Israel Pharmaceuticals Products Maabarot Ltd. Contact Information

Departiient-and/or o ) Te!ephone_:/ Mobile .

Respohsibility Name / Title | Fax E-Mall

Head of Compliance | Tamar Kedar

Qualified Person {QP) | Ali Daragma

Regulatory Affaires llana S Levi

Supply chain Yafit lluz

Pharmacovigilance . .

QPPV Regina Milman
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APPENDIX C
Documentatioh and Samples

Supplier shall provide the following documentation (in English'or: Hebrew ) and samples to Teva:

Document: Every Batch | Onrequest
Copy of executed Product manufacturing record X
Copy of executed Produict packaging record X
In-praocess test results for Product X
Certificate of Analysis for Product X
Certificate of Conformance, according to Territory requirements including QP
batch release certificate . Certificate of Conformance shall include a list of X
Major /critical deviations
Certlﬂcate of Analysis for APl used in Product
e From APl manufacturer X
¢ From Product manufacturer
Certificate of Analysis for excipients used in Product X
Certificate of Analysis for packaging materials used in Product X
Supplier certificates (e.g. allergen letter, BSE/TSE declaration, residual X
‘solvents, etc.)
Packing list X
<Products samples> _ Only for
. <One sample‘of each finished packaged Product batch> cubmission
s < Reference samples and Analysis samples as applicable '
Documentation delivery instructions:
Please up-load the documents to the SharePoint and follow the instruction:
http:/lishare.tevanet.teva.corp/sites/SCVM/SitePages/Home.aspx
Or send them to the following email; T evalsraelQPImport@tevapharm.com
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APPENDIX D
Territory-specific Requirements

: L ) et . Reference to
# | Territjory' Special Requirement Requirement
1.0 1L COC template NA_

Statenient of Manufacture and Conformance

Name of Product

Strength / Potency

Dosage.Form

Pack size:and type.

Quantity:

Marketing authorization number

Batch number

Date of Manufacturing

Date of Patkaging

Finished product storage conditions

API Manufacturing site:

o Name:
Address
API Manufacturmg site (if more than’ L APl):
+ Name;
P e Address
Name, address and authorization number of all Manufacturing, Packaging, QC and Release sites:
e Name; |
'« Address:
‘» ‘Authorization
number;
Documents

+ CoA (enClose‘d)

e ‘Specifications

_ reference #
Artwork reference number/ version
» s PIL
o label
» Box
o Other:

Deviations

. There were no major or critical deviations reported for this batch
] Major/Critical deviation(s) reported, investigation report enclosed
[] Occurred deviation was appropriately investigated and resolved

Validation batch Yes[ ] No[ ]

If yes , the purpose of the validation is :



Statement

| hereby certify that the above information is. authentic and accurate. This batch of product have been
manufactured mc!udmg packaging/Labelling'and quality control'at the above mentioned site(s) in full
compllance with'the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing authorization of the country.

The batch processing, packaging and analysis records were reviewed and found to'be in compliance with GMP,

Nai_me and position/title of person-authorizing the:
batch release

Signature of person authorizing the batch release

Da_te of signature
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Annex 7(A)

Certificate of Insurance:

CERTIFICATE OF INSURANCE Date of issue

This certificate is conﬁrmatlon that the insured holds a valid insurance poilcy, in accordnnce thh the particulars
appearing therein. The information contained in this certificate does not include all of the terms, conditions and
exclusions of the policy Nonetheless, in the event of any-discrepancy between the conditions. appearing in: this
certificate and the condltlons appearing in the i insurance pohcy -~ that stated in the i msurance pohcy w:ll prevml

certlf‘ cate (heremafter “thea phcant”) ..... .
Theapplicant ¥ The insured "I'ypa of transaction | Status of the applicant*
Name Name OIReal estate OlLandlord
Teva Israel Ltd. Trima Israel OiServices DT@:n‘ant/Iesséev
Pharmaceutieal ) , N
Products Maabarot VS__upply; of DOFranchisee

v Ltd. products CiSubcontractor
LD. number / company no. | LD. number / company | OOther: | Meustomer- services
51.969?29% %%})008402” _g(;ulslfoxper < products
Address Address her:
~ 1Hateena st. Shoham, Kibbutz Maabarot
6085001. 40230
Caovers _
Type of insurance | Policy no. Policy | Inception | Expiry Limits of liability / | Other valid covers

. wordin | date date sums insured . [ éxtensions ]
Breakdown g and Amount Curre | Please state: the'|
between limits of edition - ney cover code in
liability or ‘sums . accordance  with
insured : Appendix D’
Third Party 20,000,000 i ILS 304, 307, 309, 315,
Liability 321, 322 328, 329
Employers v 20,000,000 | ILS | 309, 319,328
Liability _ _ ;
Products Liability 5,000,000 | USD | 309, 310, 321, 328,

332 '(12'n‘1'o‘n'ths)

Details of the services (subject to the services specified in-the agreement between the insured and the appllcant,
please state the service code from the list dippearing in Appendix C)*:

053 (Manufagturmg plant), 071 (Pharmaceuticals)

.Cance!latlon / amendment to the policy

Anyamendment to'the detriment of the applicant.or cancellation of the insurance policy shall on]y take effect 30.
days after notice has. been sent to-the applicant concerning the amendment or the cancellation:

Signature

The insurer::

* In a general msurance certificate these fields may be marked N/A where applicable




Annex 7(B)

.CERTIFICATE OF INSURANCE Date of issue

This certificate: is . confirmation that the insured holds-a valid insurance policy, in accordance with the particulars appearing therein. The
information. contained-in this certificate does not mclude all of the terms, conditions and exclusions of the policy. Nonetheless, in the event
of any. dxscrepancy between the conditions appearmg in this certificate and the conditions appearmg in the insurance policy — that stated in
the insurance policy will prevail other than in a case where the conditions of this certificate improve the situation of the party applymg for the
certificate (hereinafter: “the applicant”).

The applicant * ‘ The insured Type of transaction * Status of the appllcant *
Naime. ' Naime v OReal estate COLandlord.
Trima Israel Pharmaceutical Teva Israel Ltd. OServie [TTenant/lesse
Products Maabarot Ltd, erviees - henanlyiessee
LD: number / company no. LD. number / company DSupply of OFranchisee
no. N ' plfgdyﬂs. & Subcontractor
e 21(1%6.93294 R Other: Drug sales CiCustomer- serviees’
ddress. 4 ress
Kibbutz Maabarot 40230: 1 Hateena st. Shoham, [JCustomer = products
510008402 6085001 ROther: Manufacturer
Covers - . _
Typeof Policy | Policy Inceptio | Expiry | lexts of llablhty /'sums Other-valid covers / extensions
insurance | ne. wording n date date insured v Please state the cover code in
and: -Amiount. Cun‘ency accord{lhcc With Appendzix D
Bieakdown edition :
between
limitsof
liability or
sums
insured : ) L -
“Third Party | ' 5,000,000 USD 304, 307, 309, 315,321,:322,328,
Liability 329
Employers: ' 5,000,000 ‘USD 309, 319;.328
Liability '

Details'of the services (Subject to 1he services: specnﬁed in'the agreement between the. msured and the apphcant, please state the scrv:ce code
from the: hst appearing in Appendix C)*:

Canceilauou /-amendment to the policy

Any,amcndment to the detriment of the applicant or cancellation of the insurance policy shall only take effect- 30 days after notice has:been
sent {o the applicant concérning the amendment or the cancellation. .

Signature.

The insurer:

*Tn a general insurance ccrtiﬁcatevtheseiiﬁelds may be marked N/A where applicable




Annex 8

Anti-Corruption Law Acknowledgment and Certification

1

2.'

4.

Anti-Corruption Principles and Legislation

The Organization for Economic Co-operation and Development (“OECD”) adopted a
convention on combating bribery of foreign public officials in international business
transactions, effective 15 February 1999 (the “Convention”). The Convention requires
contracting states to enact legislation relating to combating bribery of foreign public officials in
international business transactions: Such l_egls_latlon has been passed in Israel and, separately, in
the United States as the Foreign Corrupt Practices Act (“FCPA”) and in the United Kingdom in
the UK Bribery Act 2010. These and other anti-corruption laws are herein refemred to
collectively as the “Anti-Corruption Laws™ and, together with the Convention, as the “Anti-
Corruption Laws and Principles.

The: Anti-Corruption Laws and Principles prohibit the corrupt payment, offer, promise, or
authorization of the payment or transfer of anything of value or any benefit, directly or
indirectly, to any Government Official, or to any other person while knowing that all or some
portion of the payment, thing of value, or benefit will be offered, given, promised, or passed on
to a Government Official. Certain of the Antl—Corruptxon Laws and Principles also prohibit
commercial bribery—i.e., the payment or transfer of anything of value, any benefit, or any
advanitage, directly or mdlrectly, to any private person with the intention to-improperly obtain
or retain business or any business advantage or to improperly influence the recipient’s behavior.

Knowledge and Compliance

Both Parties understands that Teva Pharmaceutical Industries Ltd. and/or its subsidiaries
including without limitation Teva (collectively “Teva”) and Trima Israel -Pharmaceutical
Products Maabarot Ltd. and/or its subsidiaries (collectively "Trima") are subject to the Anti-
Corruption Laws and Principles.

Both Parties agree to ensure that all of their Personnel are knowledgeable regarding the purpose
and provisions of the Ann-Corruptlon Laws and Principles; and also agree to take appropriate
steps to enstire that such Personnel will comply with the letter and spirit of the' Anti-Corruption
Laws and Principles and will not take any actions ‘which would causé either Party to violate or

‘contravene the Anti-Corruption Laws and Principles.

Both Parties will maintain policies, procedures, and internal controls to ensure that they will be
in compliance with the Anti-Corruption Laws and Principles in connection with their
performance of the Agreement. Such policies, procedures, and internal controls will include
processes through which employees will obtain approval for expenditures that may be incurred
on behalf of or result in payments to: Government Officials, healthcare. professionals; or
customers in connection with a Party’s performance of the Agreement (e.g:, gift, travel,
entertainment, hospitality, conference, meeting, event, consulting, and research expenditures).

In its sole discretion, eithet Party may require training of its choosing related to its standards for
ethical business conduct for TPR’s stakeholders and/or employees, Should a Party 1 require such

training, it must be completed within a réasonable period of time.

Status of Employees, Family Relationships

Both Parties represent that none of their Personnel are Government Officials. Both Parties
represents that they have fully disclosed to the other Party any existing Close Family Member
relationships between any of its Personnel and any Government Official, and agree to notify

‘each other of any such Close Family Member relationship that may arise during the term of the

Agreement.

No:Action Contrary to Anti-Corruption Laws and Principles



7.

10

by

Both Parties represent that they have not been found by a:government agency or court to have
violated the FCPA or any Anti-Corruption Law of any country, Both Parties represent and
covenant further that nothlng -of value received under the Agreement has been or will be
accepted or used by it for any purpose that would violate or be contrary to the Anti-Corruption
Laws and Principles, nor has it or will it take any-action that would violate or be contrary to
Anti-Corruption Laws and Principles.

Method of Payments

The Parties agree that all payments made to Company in connection with the Agreement shall
be made after receipt by Teva of an invoice detailing the products or services provided during
the period. All payments under the A greement shall be made by check or bank transfer for the
benefit of, or to. the account of, Company in the countiy where goods and/or ‘services are
delivered/provided or the country of residence/principle place of business of Company.

No Unlawful Payments:

Both Parties represent.and covenant further that, unless permitted under the Anti- Corruptxbn
Laws and Prmcxples they have not pald promised. to pay, authorized a payment, given,
permitted to give, or authorized the giving, and will not pay, promise to pay, authorize a
payment, give, promise to give, or authorize the giving of anything of value or any benefit to
any Government Official for purposes of (i) influencing any act or decision of such Goverriment
Ofﬁclal in his official capacity, (ii) inducing such Government Official to do or omit to do any
act in violation of the lawful duty of such official; (iii) securing any improper advantage; or (iv)
inducing such Government Official to.use his influence to affect or influence any act or decision
of the Government with respect to any activities undertaken relating to the Agreement.

Accurate Books and Records

Neither Party will make or permit any off-the-books accounts, inadequately identified
transactions, recording of non-existent expenditures, entry of liabilities with incorrect
identification of their object, or the use of false documents in connection with performing on
the Agreement. Both Parties will keep books, accounts, and records that, in reasonable detail,
accurately and fairly reflect its transactions and dlsposmons of funds paid under the Agreement,

nghts of Audnt

thc parties, for the texm of the _Agreement anda perlod of five years thereaﬁer_, either Party shall
be entitled to audit all books, records, invoices, and relevant documentation of the other Party
related to the Agreement in order to verify compliance with the terms of this Article and the
requxrements of the Anti-Corruption Laws and Principles. The audited Party will cooperate fuily
in any audit or investigation conducted by the auditing Party in relation to compliance with the
Agreement or the Antl-Corruptnon Laws and Prmcxples For avo:dance of doubt S0 Iong Teva

perform an audxt on Teva
Conduct of Parties Enigaged by the Parties

Both Parties agree that any parties, (including but not limited to subcontractors and
intermediaries) engaged directly or indirectly (e.g., a Party engagesa subcontractor that engages
another party) by a Party to the Agreement to provide services or otherwise fulfil the terms of
the. Agreement will agree to and adhere to comply with the same ethical business clauses that
the Party to the Agreement agrees to herein.

Obligation to Update/Report Changes
Both Parties agree that all of the representations contained herein shall remain true and accurate

throughout the duration of the Agreement. Either Party must inform the other Party promptly- if
it becomes aware of any potential breach of this Article or the Anti-Corruption Laws and
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13

Principles or any other change that would render any of the representations herein untrue or
maccurate Failure to nonfy the other rty underthis Section shall constitute a material breach
ed Party to terminate the Agréement.

Annual Certification

Either Party may require that the other Party complete an annual certification or provide some:
other form of assurance of compliance with this Article.

Inconsistencies

In the event of inconsistency in the requirements of Israeli Anti-Corruption Law and U.S. or
other potentially applicable Anti-Corruption Law, the Parties shall comply with the stricter Anti-
Corruption Law.

Definitions
For the purposes of this Annex; the following terms shall bear the meanings assigned below:

(i) “Personnel” means Party’s (and its Affiliates’) owners, directors, and officers, and any of a
Party’s (or its Affiliates’) employees; agents, or consultants that may reasonably be expected to
perform on the Agreement.

(ii)- “Government Official” means-any of the followmg (i) Official (elected, appointed, or
career) or employee of a federal, national, state, provincial; local, or municipal governinent or
any departmient, agency, or subdivision thereof; (ii) Officer or employee of a government-
owned or controlled enterprise, company, or organization (e.g., a Healthcare' Professional
practicing at a government-owned or controlled hospital or clinic); (iii) Officer or employee of
a public international organization (e.g., UN, World Bank, EU, WTO, NATO); (iv) Individual
acting for or representing a government or any of the organizations referred to above,.even if
he/she is not an employee of such government or organization; (v) Individual who is considered
to be:a government official under applicable local law; (vi) Candidate for political office; and
(vii) an Official of a political party,

(iii) “Close Family- Member” means any parent, child, spouse, or sibii’ng"-, whether by blood or
marriage. .

“Party” or “Parties” refers to. Trima and Teva.

[Signature page fo follow]



IN WITNESS WHEREOF, this Annex has been duly executed by Teva and Trima.

Teva Israel Ltd.

S’lglialul'e.’ Dlgitaiiysigned— srghature;

L by Yossi Ofek o

name. . § namie,

16:32:25 +03'00"

signature: Signature:

name: — Digitally Slgnpgame Rowver é N

i | tTI’at by Efrat Mangr |

Date: ’ Date- | Date: 01 .5 _ 0l

2024.05.23 7
Ma NOY 093216 -
‘ +03'00" 5 ”bzg-, ' "J"'ln\

5 b"y n ’ "’s
10008 ’2’31' n




Annex9

Co

mpliance with trade sanctions laws

_ For the purpose of this annex, Trade Control Laws shall have the following meaning;

“Trade Control Laws" — Apphcable laws and regulations controlling: imports, ‘exports; re-export

and diversion of goods, services-and technology, mcludmg without limitation import and customs
laws; export controls, trade embargoes and economic sanctions, denied party watch. list and anti--
boycott measures.

Notwithstanding any provision in the Agreement, both- ‘parties agree to comply fully: with all
applicable Trade Control Laws in the performance of the Agreement.

Neither party shall cause the other party to be in violation of applicable Trade Control Laws. It shall
be at the sole discretion'of either party to refrain from being directly or indirectly involved in the

provision of products that may be prohibited by apphcable Trade Control Laws. Both parties
‘represent and warrant that all activities under the Agreement and all payments for such activities will
~comply with all applicable Trade Control Laws.

Both parties shall not engage, directly or indirectly, through third parties or third countries, in any
activities pursuant to the Agreement with-any country or territory subject to comprehensive territorial
“sanctions regimes including but not limited to those administered by the United States, Israel.and
the E'u‘rOp"e'an, Union (at present,,vappliéabvle,foi*- the Crimea Region and Sevastopol, Cuba, Iran, North
Korea, Lebarion, and Syria).

restricted parties: without limiting clauses 1, 2 and 3 above, both parties represents and warrant that
they and any parent, subsidiary, or affiliate, or any of their sub-distributors, agents, or purchasers,

~does not engage iri any transactions or deahngs whether directly or indirectly through third parties,
‘with restricted parties including, but not limited to individuals or entities designated on the lists of
restricted parties maintained. by any country or intergovernmental or supranational organization
mc]udmg but not limited to the United Nat:ons the ‘European Union and the United States
(collectively, “Restricted Party Lists™) and is not owried of controlled by any: party designated on
Restricted Party Lists or otherwise targeted by applicable Trade Control Laws. Each party shall
‘immediately notify the other party if it, any of its parent, subsidiary, or affiliate’s or any of its sub-
distributors, agents or purchasers becormes designated on any Restricted Party Lists, or becomes
fowned ‘or controlled by ‘any party .designated on Restricted: Party Lists, or if a party 5§ export
privileges are otherwise denied, suspended or revoked in whole or in‘part by any government entity
or agency.

‘bothi parties hereby acknowledges and confitm that, they will not (dlrectly or indirectly through third

parties: or third countries) sell, export; re-export, re-transfer, or divert products (including samples)
_provided under the Agreement, directly or indirectly through third parties or otherwise, to any
individual or entity designated on Restricted. Party Lists: or located in any country or territory
identified in clause 3 3 above.

the: rlght 10 perform a review of the other party through third pames or otherwxse, to any mdmdual
or entity or laws and with the terms of this: annex in connection with such party’s activities
undertaken pursuant to the Agreement. to enable such review, the party performing the review. shall
be given reasonable access, upon giving at least a 15 (fifteen) day notice, to the reviewed party's




fac‘ilities, records' and/or. personnel related to, or otherwise involved with, its performance of
';actlvxttes under the Agreement. As part of such review, the reviewing patty shall have the right to
receive mformatnon about thé ldennty of the party’s partners or distributors (including but not limited
to sub-dlstrnbutors, agents or purchasers) who have purchased or have used the supplier’s products
that were provided to the party pursuant to the Agreement.

-7 Neither Teva nor the Company shall use any banks.or other financial mstltutlons (including payment
processors) that are desxgnated on Restricted Party Lists or otherwise targeted by applicable Trade
Control Laws as part of any transaction contemplated by the Agreement,

8 Notwithstanding any other provision of the Agreement, neither Teva no; Company shall be required
to take, or to refrain from taking, any action where to do so would be inconsistent with or potentially
incura penalty under applicable Trade Control Laws.

9 if, in connection with the Agreement, a party breaches its obligations under any of the paragraphs of
this annex, becomes designated or otherwise sanctioned under apphcable Trade Control Laws, or
admits to a violation ot is determined by a governmental authority to have violated applicable Trade
Control Laws, then the other party shall be entitled to immediately terminate the: Agreement upon
written: notice. the breaching party shall indemnify and hold harmless the other party from and
agamst the judicial and financial consequences which may be suffered by it asa resultof a breach
of distributor pany s contractual obhgations (including obligations relating to applicable Trade
Control Laws) or any parent; subsidiary or affiliate of the breaching party, or by any of its sub-
distributors, agents or purchasers. The parties' obligations’ under this Annex shall survive the
termination of the Agreement for any reason whatsoever. '

IN WITNESS WHEREOF, this Annex has been duly executed by and on “behalf of Teva and the
Company.

" Tevalsracl Ltd,

signature: signature!.__

Digitatiy stgred—
by Yossi Ofek

name: ridme:
16:41:50 +03'00"
signature: . ‘ , signature: -
name: - Dlgitally signed nanie; oNUN 5/ 98
ra Date

Date: o 2024.0523 Date: _97Z .S, 2’2‘
| —PMBAOF 593700

+03'00"
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