
Quality Control Laboratory Service Contract

Parties

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

LEPL State Regulations Agency for Medical Activlties
Ministry ofLabour, Health a[d Social Affairs ofGeorgia
144,Ak,Tsereteli ave, Tbilissi 0119- Ceorgia

Here after referred to as the Principle and represented by Gia Tvalavadze Head of Legal
Entity ofPublic 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 CE0.

Recitals:

1, The Principal is mainly involved in procurement and supp)y of medicines, medical
suppljes to carry out qLtai i ty control analysis on drugs suppiied to guarantee their
dependability,

2. The Contractor's principal mission is to preserue the quality ofthe drugs in Georgja
by availing a Quality Control laboratory from which relevant quality tests are done.

3. The contractor agrees to assist the Principal in the conduct ofthe contmct on the
fprms dnd condit ions spl our in Lhls agrepmcnt.

The two pa*ies hereby agree as follows:

Article 01| Scope ofthe contract

1.1 This is a service contract on quality control on drugs supplied to the Contractor by
the Principle defining terms of engagement,
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Article 02: commitments of contracting parties:

2.I Regarding the quality of the service: Quality Control laboratory PAH-CHMP,
commits to perform the quality control ofpharmaceuticalproducts sent for tbis purpose by
LEPL State Regulations Agency for Medical Activities ,Ministry of Labour, Health and Social
Affairs of Georgia according to Good Laboratory Analytical practice IWH0 Technical Report
902)
Microbiologlcal analyzes and research endotoxins wil l be processed by our partner ICARE
Laboratory which is certif ied ISO'9001 and accredited COFRAC

2,2 Regarding the request ofLEPL State Regulations Agency for Medical Activiti€s
Ministry of Labour, Health and Social Affairs of Ceorgia: the Agency commits to
communicate as soon as possible and before any sending a detailed l ist ofthe samples to be
analyzed, by specilying the DCI; Galenic form; Pharmacopeia of reference ofthe product or
name ofthe manufacturerj Types of anaiyses requested. Appendix technical dossier

2,3 Regarding Deadline for acceptance: The Laboratory of quality control PAll-CHMP
gives its agreement within 2 weeks for the senciing of the samples by taking account ofthe
capacities and possibil i t ies ofthe laboratory atthe moment ofthe request
A cost of lmplementation of the seNices and the delivery of results will be fixed and wiil
have to be approved by LEPL State Reg\rlations Agency for Medical Actiyities Ministry of
Labour, Health and Social Affairs ofceorgia

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

2.4 Regardlng the samplest LEPL State Regulations Agency for Medical Activities the
Ministry of Labour, l lealth and Social Affairs of Georgia commjts to send per batch the
required number of therapeutic units for the required analyses. A particular care wil l be
taken to the realization of the parcel in o.der to avoid any degradation or breaks samples,
Every product contaminated by another or having lost the integrity of init ial conditioning
at the time of the transport could be no test object and will be destroyed. lt 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 wil l be conststed one or more samp)es of drugs
whose list wil l 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. ] 'he models provides by the CHMP in its technical dossier wil i have to be used.

2.5 Regarding the results
The Principal commits to providing to the ContEcto. any information contributing to the
realization ofthe objectives of this contract,

Article 03r Contract Duratiorr
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3.1 This contract shall take effect upon signature by both parties.

This contract will be concluded for a period of five months from Augustlss, 2013 to
December 31't.2013. However, yearly extension period wil l be considered dependant on
the Contractor meeting pre identif ied Key Performance lndicators IKPI] Such KPI are:

i. Innovative and creative soiutions to the supply ofservices;
i i. Commitment to assisting the Principal in achieving it 's goals and programs;
ii i . Continual demonstration of capabil ity to provide a high standard of

reliabil i ty and performance; and
iv. Provide value for money sPrvice<.

3.2 If the Principal
Principalwil l :

writing at ieast six (6J months prior to the expiry ofl. notiry the Contra€tor in
this Colltract; and

ii. will seek to agree with the Contractor on the terms and conditions to apply to

the agreement durirrg the extension period and based on the principles of

this agreement.

Arttcle 04: End ofthe contract

4.7 The contract will end ifone ofthe party fails to satisfy any of its obligations under
this contract. The other party could consider that the failure can be I

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

ii. capable ofremedy - the parq, may, by notjfication require that the failure be
remedied within the t ime specif ied in the notice and, i f  there is no action
within that t ime, the cont.act wil l  end immediately with a second notif ication

4.2 The Principal wi)l not be )iable to pay any claim in the event of cancellation of this
conIracx,

A.rticle 0S: Audit and Access

5,1 The Contractor accepts audits of its facil i ty by the principal or duly autho zed
representatiVe of the Principal.

5,2 The Contractor agrees:
5.2.1 to give the Lead Audjto., ol any persons authorised in writ ing by the principal,s

representative, access [o premises occupied by the Contractor where the SeNices
are being performed; and

5.2.2 to permit those persolls to inspect and take copies of any Material retevant to the
Services.

5.2.3 These rights are subject to:

chooses to exercise an extension option of this agreement, the



the Principal providing reasonable p or notIce;

the Contractor reasonable security procedures: and

if appropriate, execution of 1 d9:d of confidentiality relating to non-

io.iJrriuof ,ft. contractor's confidential lnformation'

Article 06: Confi denfi altty

6.7 A party must no! without the prior written consent ofthe other party' disclose any

CJnnaenti.t tnfot^ation ofthe other party to a third party'

6.2 This shall include information' document' data lt 
*t:jpJ^::lT:d to activities

within this contract ana inform"iion the Contractor may have had access to in

executing the puruoses of this contract'

Article 07: Traceability

7 'TThecont rac to lsha l lensure the t raceab i l i t yo fa l l theopera t ionscar . iedoutw i th in
the tuamework of this contraJand shall preseNe these records for a minimum of

10 years.

Article 08: Fees

8.1 Invoices issued by the Contractor are to inciude the following information:

i. title of Sewices;

ii. name of Project/Contract Officer;

iii. details offees and costs;

iv. purchase order number

The due date for payments is at receipt ofthe last analyse result with the invojce

to the Principal.

All i.voices and fees paid are subject to the approval of the P ncipal's

representative.

Article 09r Result ownershiP

g '1 -The lesu l tso f the tes tscardedoutare thep loper tyo f thePr inc ipa lwhowi l lbe in
full conhol ofthe manner in which they are to be presentecl'

8.2

8.3



).2 lJnder no circumstances shall the Contractor use part or results in full for purposes

outside this agreement wrtnout priii vwitten auth;rization by the Principal'

Ardcle 101Reference

10 L The Principal accepts that the.Contractor can use work done for the Principal as a
'" ^ 

."i"r""""'ititttin the framework ofthis contracl

Article 11: DisPute resolution'

11.1 The pa*ies agree that a digpute adsing under this contact wlll be dealt with as

follows:'---- 

iv the party claiming tbat there is a dispute will give the other party a notice

setting out the nature ofthe dispute;

v the representatives will tly to settle the dispute by direct negotiation

befi'veen them;

vI'fail ingsettlementwithin14BusinessDays,thepartiesmayagreetorelel' 
tft" ditput" to 

"n 
independent third person with power:

a to intervene and direct some form o{ resolution' in which case the

parties will be bound bythat resolution; or

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

vii. the parties will cooperate fully with any process instigated in order to

achieve a sPeedy resolutiou

' : '



SIGNED for and
Principal bYi

GiaTvalavadze

on behalf of the l
l
l

Name of signatorY

ln the presence of:

David Machamshvili
Name of witness

SIGNED for and
Contractor bY:
Alassane BA
Name of signatory

ln the presence of:
Nathalie Bedo
Name ofwitness

on behalf o f J
l
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