Aneks 4

Kontrata per fabrikim dhe analiza

Ky kre shqyrton pérgjegjésité e fabrikuesit kundrejt Autoriteve Kompetente lidhur me Autorizimin e
Fabrikimit dhe Autorizimin e Tregtimit t€ léshuar.

4.1 Té pérgjithshme

Kontrata pér fabrikim dhe analiza duhet té pércaktohet né ményré korrekte, qé té
shmangen keq kuptimet t€ cilat mund t€ rezultojné né njé produkt ose njé puné jo
cilésore. Duhet t€ keté njé kontraté me shkrim midis Dhénésit t&¢ Kontratés dhe
Pranuesit t&€ Kontratés, e cila n€ ményré té€ qarté pércakton detyrimet e secilés
palé. Kontrata duhet té€ paraqgesé qart€ ményrén népérmjet s€ cilés Personi i1
Kualifikuar ushtron pérgjegjésiné e tij t€ ploté né lejimin/lirimin e ¢do numri serie
té barit (produktit) pér efekt shitjeje. T€ gjitha marréveshjet n€ lidhje me kontratén
pér fabrikim dhe analiza, pérfshire kétu dhe ndonjé ndryshim té propozuar pér
marréveshjen teknike apo t€ tjera, duhet t€ jené né perputhje me autorizimin e
tregtimit pér produktin né fjalé.

4.2 Dhénési i kontratés

Fabrikuesi vendas q€ €shté Mbajtés i njé Autorizimi Tregtimi pér njé bar mund té
bé&het dhénés kontrate pér até bar, por vetem tek fabrikues qé n€ Republikén e
Kosovés jané Mbajtés t€ Autorizimit t€ Tregtimit t€ t€ njéjtit bar (princip aktiv), ky i
fundit duhet té keté qarkulluar mé paré€ né tregun e Rebublikés s€ Kosovés.

a) Dhénési i Kontratés €shté pérgjegj€s pér vleré€simin ¢ kompetencés té
pranuesit t&€ kontratés me q€llim kryerjen e suksesshme té punés sé kérkuar
dhe pér sigurimin népérmjet saj, qé do té€ zbatohen parimet dhe udhézimet e
PMF-se té barnave ashtu si¢ jané parashikuar né kété udhézues.

b) Dhénési i Kontratés duhet té pajisé Pranuesin ¢ Kontratés me té gjithé
informacionin e nevojshém pér kryerjen n€ ményré korrekte t€ operacioneve
té€ kontraktuara, n€ pérputhje me Autorizimin ¢ Tregtimit apo ndonjé
kérkesé tjetér ligjore. Dhénési 1 Kontratés duhet t€ sigurojé q€ Pranuesi i
Kontratés éshté térésisht 1 informuar pér ¢do problem me produktin/barin
ose me punén e cila mund t€ paraqesé ndonjé rrezik pér ambientet e tij,
paisjet, personelin, materialet ose produktet e tjera.

c¢) Dhénési 1 Kontratés duhet té sigurohet qé té gjitha produktet e p€rpunuara
dhe materialet e dorézuara (furnizuara) atij népérmjet Pranuesit t&
Kontratés, jané né pérputhje me specifikimet e tyre dhe q€ produktet jané
lejuar/liruar nga nj€ Person 1 Kualifikuar.

4.3 Pranuesi i Kontratés



Pranuesi 1 Kontratés duhet té keté né zotérim ambientet dhe paisjet e duhura,
njohuri dhe eksperiencé, personel kompetent pér kryerjen né ményré té
suksesshme té punés sé pércaktuar nga Dhénési 1 Kontratés. Kontrata pér
fabrikim mund té ndérmerret vetém nga njé fabrikues, 1 cili €shté mbajtés i njé
autorizimi fabrikimi. Fabrikuesi vendas mund té b&het pranues kontrate pér njé
bar, por vetém nga fabrikues qé n€ Republikén e Kosovés jane Mbajtés té
Autorizimit t€ tregtimit té€ té njé€jtit bar(princip aktiv),ky I fundit t€ keté qarkulluar
mé pare né tregun e Republikés sé Kosovés.Kushtet e mésipérme nuk aplikohen pér
barnat e destinuara vetém pér eksport.

a)
b)

Pranuesi i Kontratés duhet té€ sigurojé qé€ té gjitha produktet apo materialet
e dorézuara (furnizuara) atij jané té pérshtatshme pér qéllimin e synuar.
Pranuesi i Kontratés nuk do té kalojé drejt njé€ pale té tret€ ndonjé€ puné té
besuar atij sipas kontratés, pa vlerésimin paraprak t&€ Dhénésit t€ Kontratés
dhe aprovimit t€ marréveshjeve. Marréveshjet e béra midis Pranuesit té
Kontraté€s dhe ¢do palé té€ treté duhet t& sigurojné qé fabrikimi dhe
informacioni analitik éshté bér€ 1 mundur né té njéjt€n ményré sikurse
midis Dhénésit dhe Pranuesit fillestar t€ Kontratés.

Pranuesi i Kontratés duhet t€ shmanget nga ¢do lloj aktiviteti i cili mund té
ndikojé€ negativisht né€ cilé€sin€ e produktit t€ fabrikuar dhe/ose té analizuar
pér Dhénésin e Kontratés.

4.4 Kontrata

a)

b)

d)

Njé kontraté duhet t€ hartohet midis Dhénésit té Kontratés dhe Pranuesit té
Kontratés, e cila specifikon pérgjegjésité respektive t& tyre lidhur me
fabrikimin dhe kontrollin e produktit. Aspektet teknike te kontratés duhet té
pércaktohen nga persona kompetenté, zotérues t€ miré€ té teknologjisé
farmaceutike, analizave dhe PMF-s¢ té barnave. T¢ gjitha marréveshjet pér
fabrikimin dhe analizat duhet té jené né pérputhje me Autorizimin e
Tregtimit, réné dakort midis dy paléve.

Kontrata duhet té specifikojé ményrén se si Personi i Kualifikuar lejon/liron
serin€ pér shitjeje, siguron qé ¢do seri ka gené e fabrikuar dhe verifikuar pér
pérputhjen me kérkesat e Autorizimit t€ Tregtimit.

Kontrata duhet t€ pérshkruajé né ményré té qarté se kush éshté pérgjegjés
pér blerjen e materialeve, analizén dhe lejimin/lirimin e materialeve/
lendéve, ndérmarrjen e kontrolleve mbi prodhimin dhe cilésing,

duke pérfshiré kontrollet né proces dhe se kush ka pérgjegjésiné mbi
marrjen e mostrave dhe analizat. Né rastin e kontraktimit té analizave,
kontrata duhet t&€ deklarojé nése Pranuesi i Kontratés duhet t&€ marré€ apo jo
mostra né ambientet e fabrikuesit.

Dokumentet mbi fabrikimin, analizén dhe shpérndarjen si dhe mostrat
referencé duhet té mbahen ose té jené té disponueshme te Dhénési i
Kontratés. Né rast ankesash ose njé defekti t&€ dyshuar ¢do dokument qé ka
lidhje me vlerésimin e cilésis€ s€ njé produkti duhet té€ jeté i disponueshém
dhe i specifikuar né procedurat e defekt/térheqjes t€ Dhénésit t& Kontratés.



e) Kontrata duhet té lejojé Dhénésin e Kontratés pér té vizituar paisjet e
Pranuesit té Kontratés.

f) Né& rast kontraktimi té analizave, Pranuesi i Kontratés duhet té nénkuptojé
qé€ ai &shté subjekt inspektimi nga autoritetet kompetente.



CHAPTER 7 CONTRACT MANUFACTURE AND

ANALYSIS

Principle

Contract manufacture and analysis must be correctly defined, agreed and controlled in
order to avoid misunderstandings which could result in a product or work of unsatisfactory
qguality. There must be a written contract between the Contract Giver and the Contract
Acceptor which clearly establishes the duties of each party. The contract must clearly state
the way in which the Qualified Person releasing each batch of product for sale exercises his
full responsibility.

Note:  This Chapter deals with the responsibilities of manufacturers towards the
Competent Authorities of the Member States with respect to the granting of
marketing and manufacturing authorisations. It is not intended in any way to
affect the respective liability of contract acceptors and contract givers to consumers;
this is governed by other provisions of Community and national law.

General

7.1

7.2

There should be a written contract covering the manufacture and/or analysis arranged
under contract and any technical arrangements made in connection with it.

All arrangements for contract manufacture and analysis including any proposed changes in
technical or other arrangements should be in accordance with the marketing authorisation
for the product concerned.

The Contract Giver

7.3

7.4

7.5

The Contract Giver is responsible for assessing the competence of the Contract Acceptor to
carry out successfully the work required and for ensuring by means of the contract that the
principles and guidelines of GMP as interpreted in this Guide are followed.

The Contract Giver should provide the Contract Acceptor with all the information
necessary to carry out the contracted operations correctly in accordance with the marketing
authorisation and any other legal requirements. The Contract Giver should ensure that the
Contract Acceptor is fully aware of any problems associated with the product or the work
which might pose a hazard to his premises, equipment, personnel, other materials or other
products.

The Contract Giver should ensure that all processed products and materials delivered to
him by the Contract Acceptor comply with their specifications or that the products have
been released by a Qualified Person.
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m Chapter 7 Contract Manufacture and Analysis

The Contract Acceptor

7.6

7.7

7.8

7.9

The Contract Acceptor must have adequate premises and equipment, knowledge and
experience, and competent personnel to carry out satisfactorily the work ordered by the
Contract Giver. Contract manufacture may be undertaken only by a manufacturer who is
the holder of a manufacturing authorisation.

The Contract Acceptor should ensure that all products or materials delivered to him are
suitable for their intended purpose.

The Contract Acceptor should not pass to a third party any of the work entrusted to him
under the contract without the Contract Giver's prior evaluation and approval of the
arrangements. Arrangements made between the Contract Acceptor and any third party
should ensure that the manufacturing and analytical information is made available in the
same way as between the original Contract Giver and Contract Acceptor.

The Contract Acceptor should refrain from any activity which may adversely affect the
guality of the product manufactured and/or analysed for the Contract Giver.

The Contract

7.10

7.11

7.12

7.13

7.14

7.15
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A contract should be drawn up between the Contract Giver and the Contract Acceptor
which specifies their respective responsibilities relating to the manufacture and control of
the product. Technical aspects of the contract should be drawn up by competent persons
suitably knowledgeable in pharmaceutical technology, analysis and Good Manufacturing
Practice. All arrangements for manufacture and analysis must be in accordance with the
marketing authorisation and agreed by both parties.

The contract should specify the way in which the Qualified Person releasing the batch for
sale ensures that each batch has been manufactured and checked for compliance with the
requirements of Marketing Authorisation.

The contract should describe clearly who is responsible for purchasing materials, testing
and releasing materials, undertaking production and quality controls, including in-process
controls, and who has responsibility for sampling and analysis. In the case of contract
analysis, the contract should state whether or not the Contract Acceptor should take
samples at the premises of the manufacturer.

Manufacturing, analytical and distribution records, and reference samples should be kept
by, or be available to, the Contract Giver. Any records relevant to assessing the quality of a
product in the event of complaints or a suspected defect must be accessible and specified in
the defect/recall procedures of the Contract Giver.

The contract should permit the Contract Giver to visit the facilities of the Contract
Acceptor.

In the case of contract analysis, the Contract Acceptor should understand that he is subject
to Inspection by the competent Authorities.
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