Quality Control Laboratory Service Contract

Parties

This Contract for Services is made between and binds the following parties:

LEPL State Regulations Agency for Medical Activities
Ministry of Labour, Health and Social Affairs of Georgia
144,Ak, Tsereteli ave, Thilissi 0119- Georgia

Here after referred to as the Principle and represented by Gia Tvalavadze Head of Legal
Entity of Public Law State Regulations Agency for Medical Activities

PAH-CHMP - France
4, voie militaire des Gravanches, 63100 Clermont Ferrand, France

Here after referred to as the Principle and represented by Mr Jean Louis Machuron CEO.

Recitals:

1. The Principal is mainly involved in procurement and supply of medicines, medical

supplies to carry out quality control analysis on drugs supplied to guarantee their
dependability.

The Contractor’s principal mission is to preserve the quality of the drugs in Georgia

by availing a Quality Control laboratory from which relevant quality tests are done.

3. The contractor agrees to assist the Principal in the conduct of the contract on the
terms and conditions set out in this agreement.

The two parties hereby agree as follows:

Article 01: Scope of the contract

1.1 This is a service contract on quality control on drugs supplied to the Contractor by

the Principle defining terms of engagement.




Article 02: commitments of contracting parties:

2.1 Regarding the quality of the service: Quality Control laboratory PAH-CHMP,
commits to perform the quality control of pharmaceutical products sent for this purpose by
LEPL State Regulations Agency for Medical Activities ,Ministry of Labour, Health and Social
Affairs of Georgia according to Good Laboratory Analytical practice (WHO Technical Report
902

Micx]“obioiogical analyzes and research endotoxins will be processed by our partner ICARE
Laboratory which is certified ISO-9001 and accredited COFRAC

2.2 Regarding the request of LEPL State Regulations Agency for Medical Activities
Ministry of Labour, Health and Social Affairs of Georgia: the Agency commits to
communicate as soon as possible and before any sending a detailed list of the samples to be
analyzed, by specifying the DCI; Galenic form; Pharmacopeia of reference of the product or
name of the manufacturer; Types of analyses requested. Appendix technical dossier

2.3 Regarding Deadline for acceptance: The Laboratory of quality control PAH-CHMP
gives its agreement within 2 weeks for the sending of the samples by taking account of the
capacities and possibilities of the laboratory at the moment of the request.

A cost of implementation of the services and the delivery of results will be fixed and will

have to be approved by LEPL State Regulations Agency for Medical Activities Ministry of
Labour, Health and Social Affairs of Georgia

After acceptance of the times and costs, the Laboratory of quality control of the CHMP is
held to respect the deadlines.

2.4 Regarding the samples: LEPL State Regulations Agency for Medical Activities the
Ministry of Labour, Health and Social Affairs of Georgia commits to send per batch the
required number of therapeutic units for the required analyses. A particular care will be
taken to the realization of the parcel in order to avoid any degradation or breaks samples.
Every product contaminated by another or having lost the integrity of initial conditioning
at the time of the transport could be no test object and will be destroyed. It will then be

referred to the LEPL State Regulations Agency for Medical Activities ,Ministry of Labour,
Health and Social Affairs of Georgia

It is advisable to specify that this sending will be consisted one or more samples of drugs
whose list will be joined and a card of sampling, the methods and the required types of
analysis taking again the indications necessary to the laboratory of quality control of the
CHMP. The models provides by the CHMP in its technical dossier will have to be used.

2.5 Regarding the results

The Principal commits to providing to the Contractor any information contributing to the
realization of the objectives of this contract. .

Article 03: Contract Duration
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This contract shall take effect upon signature by both parties.

This contract will be concluded for a period of five months from August15®, 2013 to
December 315t.2013. However, yearly extension period will be considered dependant on
the Contractor meeting pre identified Key Performance Indicators (KP1). Such KP1 are:

3

i. Innovative and creative solutions to the supply of services;
ii. Commitment to assisting the Principal in achieving it's goals and programs;
i Continual demonstration of capability to provide a high standard of
reliability and performance; and
iv.  Provide value for money services.

If the Principal chooses to exercise an extension option of this agreement, the

Principal will:

i.  notify the Contractor in writing at least six (6) months prior to the expiry of
this Contract; and :

ii.  will seek to agree with the Contractor on the terms and conditions to apply to
the agreement during the extension period and based on the principles of
this agreement.

Article 04: End of the contract

4.1

4.2

The contract will end if one of the party fails to satisfy any of its obligations under
this contract. The other party could consider that the failure can be :

i not capable to remedy -the contract will end immediately by notification

i, capable of remedy - the party may, by notification require that the failure be
remedied within the time specified in the notice and, if there is no action
within that time, the contract will end immediately with a second notification

The Principal will not be liable to pay any claim in the event of cancellation of this
contract.

Article 05: Audit and Access

5.1

5.2
Sk |

52

5.2.3

The Contractor accepts audits of its facility by the Principal or duly authorized
representative of the Principal.

The Contractor agrees:

to give the Lead Auditor, or any persons authorised in writing by the Principal’s

representative, access to premises occupied by the Contractor where the Services
are being performed; and

to permit those persons to inspect and take copies of any Material relevant to the
Services.

These rights are subject to:
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i the Principal providing reasonable prior notice;
i the Contractor reasonable security procedures; and

iii. if appropriate, execution of a deed of confidentiality relating to non-
disclosure of the Contractor’s Confidential Information.

Article 06: Confidentiality

6.1 A party must not, without the prior written consent of the other party, disclose any
Confidential Information of the other party toa third party.

6.2 This shall include information, document, data or concept related to activities
within this contract and information the Contractor may have had access to in
executing the purposes of this contract.

Article 07: Traceability

71 The Contractor shall ensure the traceability of all the operations carried out within
the framework of this contract and shall preserve these records for a minimum of
10 years.

Article 08: Fees
81 Invoices issued by the Contractor are to include the following information:
i. title of Services;
i name of Project/Contract Officer;
iii.  details of fees and costs;

iv.  purchase order number

82  The due date for payments is at receipt of the last analyse result with the invoice
to the Principal.

8.3 All invoices and fees paid are subject to the approval of the Principal’s
representative.

Article 09: Result ownership

91  The results of the tests carried out are the property of the Principal who will be in

full control of the manner in which they are to be presented.

Page 4 of 6



9.2 Under no circumstances shall the Contractor use part or results in full for purposes
outside this agreement without prior written authorization by the Principal.

Article 10: Reference

10.1 The Principal accepts that the Contractor can use work done for the Principal as a
reference within the framework of this contract.

Article 11: Dispute resolution.

11.1 The parties agree that a dispute arising under this contract will be dealt with as
follows:

iv.  the party claiming that there is a dispute will give the other party a notice
setting out the nature of the dispute;

v, the representatives will try to settle the dispute by direct negotiation
between them;

vi. failing settlement within 14 Business Days, the parties may agree to refer
the dispute to an independent third person with power:

4. to intervene and direct some form of resolution, in which case the
parties will be bound by that resolution; or

b. to mediate and recommend some form of non-binding resolution;

vii,  the parties will cooperate fully with any process instigated in order to
achieve a speedy resolution;
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SIGNED for and on behalf of the )

Principal by:

Gia Tvalavadze

)

Name of signatory

In the presence of:

David Macharashvii

Name of witness

SIGNED for and
Contractor by:
Alassane BA

Name of signatory

In the presence of:
Nathalie Bedo
Name of witness

ggnature[of Withess

on behalf of

Signature of witness

Les Pharmacienniires
4 voie Militaire des
i Grav
o 023;300 CLERMONT—FEF;Q;E?
; 3082481 Fax: 04 7398 24 80
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I, the notary Mariam Kvezereli-Davitashvili certify the authenticity of the English language translator’s Ketevan Chitanava
(born on 8.02.1975, ldent. Card N G 0743550, Personal N 58001000132, issued by the Khobi regional department of

Civil Register Agency) signature.
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Translator Ketevan Chitanava has presented diploma (Issued by Thilisi Ilia Chavchavadze State University of Languages and
Culture in 2000) I, the notary, have notified the translator, that she is responsible for the accurate translation that has confirmed
her perfect knowledge of Georgian and En(g!ish languages and provides the accurate translation.

g8 bgddmsd@gdol @se@gberds
Number of copies

e Jd90g30b Agaolpisgaob bogsbego, bym -—froo, (bobeyBodim deyldgwgdsms dgbcszaydobsmgob bs bpsg@abs
s bagsdmgganmb bey§sdoglons Joms@obogol @swggboaro bogsbgdiob mwgbmdgdol, domo sowsboggobgdol [gbobs
@ mdbsbydgdol gowgdol @oddgopgdol Tylbsbgd bogs@agganmb dmsgdmdol @owggbosmgds Nes07, 2011 Fenolb 29
©g4998g%0) 319, 399 Igbe.

bsbmBodm  dmdbsbydgdab botx oo o gﬂa%w‘ 2 gnodo, gemgdd@mbagen  bsbmgode Agg9bATo  bsberdode
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