Pirkimo dokumentai pateikiami lietuviy ir angly kalbomis. Esant neatitikimams ar nesutapimams tarp lietuviy ir angly
kalby, angly kalba parasytas tekstas turi virSenybe.

Tender documents are made in Lithuanian and English. In case of discrepancies or inconsistencies between the
Lithuanian and English texts, the text in English shall prevail.

UAB BIOTECHNOLOGINES
FARMACIJOS CENTRAS
,BIOTECHPHARMA*

Imonés kodas 300041719, registruota buveiné Mokslininky g. 4, LT-
08412 Vilnius, Lietuva

KONKURSO SALYGOS
INJEKCINIO VANDENS GENERATORIUS
(NR. 1.021)

PATVIRTINTA
Pirkimo komisijos
2019-07-26 protokolu

1. BENDROSIOS NUOSTATOS

1.1. UAB Biotechnologinés farmacijos centras
,Biotechpharma®“ (toliau vadinama — Pirkéjas)
igyvendindama 2014-2020 m. Europos Sajungos
fondy investicijy  projekta  ,,BiopanaSaus
monokloninio antikiino fragmento, sintetinamo E.
coli lgstelése, gamybos technologijos sukiirimas ir
skalés didinimas iki 3000L* (Nr. JO5-LVPA-K-03-
0021) (priemon¢ ,Intelektas. Bendri mokslo—
verslo projektai®, 1 prioritetas ,,Moksliniy tyrimy,
eksperimentinés plétros ir inovacijy skatinimas®)
(toliau - Projektas), numato jsigyti biofarmacijos
procesy tyrimy jranga.

1.2. Vartojamos pagrindinés sgvokos, apibréztos
Projekty finansavimo ir administravimo taisyklése,
patvirtintose  Lietuvos  Respublikos  finansy
ministro 2014 m. spalio 8 d. jsakymu Nr. 1K-316
(aktualios redakcijos) (toliau — Taisyklés).

1.3. Pirkimas vykdomas vadovaujantis
Taisyklémis, Lietuvos Respublikos civiliniu
kodeksu (toliau — Civilinis kodeksas), kitais teisés
aktais bei konkurso salygomis.

1.4. Skelbimas apie pirkimg paskelbtas Europos
Sajungos  struktlirinés  paramos  svetainéje
www.esinvesticijos.It.

UAB BIOTECHNOLOGINES
FARMACIJOS CENTRAS
,BIOTECHPHARMA*

Company code 300041719, registered office at Mokslininky St. 4,
08412 Vilnius, Lithuania

TENDER CONDITIONS
WATER FOR INJECTIONS
GENERATOR (NO 1.021)

APPROVED

by minutes of the
Procurement Commission
26-07-2019

1. GENERAL PROVISIONS

1.1. UAB Biotechnologinés farmacijos centras
“Biotechpharma” (hereinafter referred to as the
Buyer) implementing 2014-2020 European
Union funds investment project “Creation of the
production technology of the biosimilar
monoclonal antibody fragment, synthesized in E.
coli cells and the scale amplification up to
3000L” (No J05-LVPA-K-03-0021) (measure
“Intellect. Joint Science-Business Projects”,
Priority 1 “Promotion of scientific researches,
experimental development and innovations”
(hereinafter referred to as the “Project”), intends
to purchase the equipment of researches of
biopharmaceutical processes.

1.2. Main concepts, defined in the Project
Funding and Administration Rules, adopted by
the Order No 1K-316 of 8th October 2014 of the
Minister of Finance of the Republic of Lithuania
(actual version) ((hereinafter referred to as the
“Rules”) are used.

1.3. The Procurement shall be executed in
accordance with the Rules, the Civil Code of the
Republic of Lithuania (hereinafter - the Civil
Code), other legal acts and conditions of the
tender.

1.4. The procurement notice is published on the
European Union Structural Assistance website
www.esinvesticijos.It.
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1.5. Pirkimas atliekamas konkurso budu laikantis
lygiateisiSkumo, nediskriminavimo, abipusio
pripazinimo, proporcingumo, skaidrumo principy.

1.6. Konkursui nejvykus dél to, kad nebuvo gauta
né vieno Pirkéjo nustatytus reikalavimus
atitinkancio Tiek¢jo pasitilymo, Pirkéjas pasilieka
teis¢ naujg pirkimg vykdyti Taisykliy 461 punkte
nustatyta tvarka.

1.7. Pirkéjas yra pridétinés vertés mokescio (toliau
— PVM) mokétojas. PVM mokétojo kodas -
LT100001266014.

1.8. Pirkimg organizuoja ir vykdo Pirkéjo sudaryta
pirkimo komisija (toliau — Komisija).

1.9. I8laidos, susijusios su dalyvavimu pirkime,
Tiekéjams nekompensuojamos.

1.10. Pirkéjo jgaliotas asmuo palaikyti tiesioginj
ry$] su tiekéjais ir gauti i§ jy su pirkimo
procediiromis susijusius pranesimus: projekty
vadovas Justinas Ozitinas, tel. +370 5 219 5284.

2. PIRKIMO OBJEKTAS

2.1. Pirkimo objektas: Injekcinio vandens
generatorius (1 vnt). Pirkimas j pirkimo dalis
neskaidomas. Pasitilymas turi biti pateiktas visai
pirkimo  salygy techningje  specifikacijoje
nurodytai apim¢iai, neskaidant jos smulkiau.

2.2. Reikalavimai pirkimo objektui yra nurodyti $iy
konkurso salygy 1 priede pateiktoje techninéje
specifikacijoje ir 3 priede pateiktose pirkimo
sutarties salygose. Apibudinant pirkimo objekta
néra nurodomas konkretus modelis ar Saltinis,
konkretus procesas ar prekés zenklas, patentas,
tipas, konkreti kilme ar gamyba. Jei vis délto biity
nurodomas konkretus modelis ar Saltinis,
konkretus procesas ar prekés zenklas, patentas,
tipai, konkreti kilmé ar gamyba, Tieké&jai gali Siame
pirkime  sitlyti  lygiaverius  sprendinius
nurodytiems.

2.3. Su pirkimo laimétoju bus sudaroma sutartis
pagal konkurso salygy 3 priede pateikiama
sutarties projekta.

2.4. Tiekéjo jsipareigojimai turi buti jvykdyti per
konkurso salygy 3 priede nurodytus terminus.
Pirkimo sutarties vykdymo terminas gali biti

1.5. The procurement shall be carried out by
means of a tendering procedure in accordance
with the principles of equality, non-
discrimination, mutual recognition,
proportionality, transparency.

1.6. If the tender procedure does not take place
because the Supplier's offers, which would
comply with the requirements determined by the
Buyer, were not received, the Buyer reserves the
right to execute the new procurement in
accordance with the procedure established in
Item 461 of the Rules.

1.7. The Buyer is the payer of value added tax
(hereinafter - VAT). VAT payer code -
LT100001266014.

1.8. Procurement Commission (hereinafter -
Commission), formed by the Buyer, organizes
and executes the procurement.

1.9. Expenses related to participation in the
procurement are not refunded to Suppliers.

1.10. The person authorized by the Buyer to
maintain direct contact with suppliers and receive
from them notifications related to procurement
procedures: project manager Justinas Oziiinas,
phone no. +370 5 219 5284.

2. PURCHASE OBJECT

2.1. Purchase object: Water for Injections
Generator (1 pcs). Purchase is not divided into
purchase parts. The tender must be submitted to
the full extent specified in the technical
specification of the terms of purchase without
splitting.

2.2. The requirements for the purchase object are
set out in the technical specification in Annex 1
of these tender conditions and in draft purchase
contract conditions in Annex 3. When describing
a purchase object, the particular model or source,
the specific process or trademark, the patent, the
type, the specific origin or production are not
specified. If, however, a specific model or source,
a specific process or brand, a patent, types, a
particular origin or production were identified,
suppliers may offer solutions that are equivalent
to the specified solutions in this purchase.

2.3. The purchase contract will be concluded with
the winner of the tender in accordance with the
draft purchase contract in Annex 3 of the tender
conditions.

2.4. The Supplier's obligations must be fulfilled
within the deadlines specified in Annex 3 of the
tender conditions. The term for the performance
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pratestas tik kartu su pirkimo dokumentais
paskelbto pirkimo sutarties projekto nustatyta
tvarka bei terminais.

2.5. Pirkimo sutarties vykdymo vieta: Mokslininky
g.4, 08412 Vilnius, Lietuva.

3. REIKALAUJAMA KVALIFIKACIJA

3.1. Tiek¢jas, dalyvaujantis pirkime, turi atitikti
Siuos kvalifikacijos reikalavimus ir su pasitilymu
pateikti toliau nurodytus dokumentus:

3.1.1. Tieké&jas per pastaruosius 3 metus arba per
laikg nuo tiekéjo registracijos dienos (jeigu tiekéjas
vykde veikla maziau nei 3 metus) turi biiti tinkamai
jvykdes bent 1 (vieng) farmacinés laboratorinés
jrangos pardavimo sutartj, kurios vert¢ turi biiti ne
mazesné, kaip pusé (50 %) pasiiilymo kainos Eur
be PVM.

Tiekéjo,  neatitinkanCio  Sio
pasitlymas atmetamas.

reikalavimo,

Tiekéjas kartu su pasidilymu turi pateikti pazyma
apie jvykdyta sutartj pagal Siy pirkimo salygy
priede Nr. 2 pateikta forma.

3.1.2. Tiekéjas turi buti sitilomos jrangos
gamintojas arba turéti gamintojo (gamintojo
jgalioto atstovo) suteiktg teis¢ atlikti sitilomos
jrangos diegimg, garantinj aptarnavimg bei
techning priezilra ir remontg arba turi turéti
galiojancig sutartj su kitu @ikio subjektu, turinciu
tokig teise.

Tiekéjo,  neatitinkan¢io  Sio  reikalavimo,
pasitlymas atmetamas.

Tiekéjas kartu su pasitilymu turi pateikti tiekéjo
jgalioto atstovo pasirasytg pazyma, kad tickéjas yra
silomos jrangos gamintojas arba pateikti
dokumenty, patvirtinanciy, kad tiekéjas turi 3.1.2
punkte nurodytas teises, kopijas.

3.2. Jei pasitulymas teikiamas tikio subjekty grupés
jungtinés veiklos sutarties pagrindu, bent vienas
tkio subjekty grupés narys turi atitikti 3.1 punkte
nustatytus reikalavimus ir pateikti nurodytus
dokumentus.

3.3. Tiekéjo pasiilymas atmetamas, jeigu apie
nustatyty reikalavimy atitikimg jis pateike

of the purchase contract may be extended only in
accordance with the procedure and terms
established in the draft purchase contract
published with the procurement documents.

2.5. Place of implementation of the purchase
contract: Mokslininky g. 4, 08412 Vilnius,
Lithuania.

3. REQUIRED QUALIFICATION

3.1. The Supplier participating in the tender must
meet the following qualification requirements
and submit the following documents with the
proposal:

3.1.1. The supplier must have completed at least
1 (one) contract for the sale of pharmaceutical
laboratory equipment for at least half (50%) the
value of the tender price excluding VAT within
the last 3 years or from the date of its registration
(if the supplier has operated for less than 3 years).

The proposal of the Supplier that does not meet
this requirement is rejected.

The Supplier shall submit a certificate of the
contract executed together with the proposal in
accordance with the form set out in the Annex 2
to these tender conditions.

3.1.2. The Supplier must be the manufacturer of
proposed equipment or shall have the right
granted by the manufacturer (the representative
authorized by the manufacturer) to perform the
installation, warranty service, maintenance and
repair of the proposed equipment or the supplier
shall have a valid contract with another entity
having such right.

The proposal of the Supplier that does not meet
this requirement is rejected.

The Supplier shall submit a certificate signed by
the  supplier's authorized representative
confirming that the Supplier is the manufacturer
of proposed equipment or shall submit copies of
the documents, confirming the rights of the
Supplier required in point 3.1.2.

3.2. Where a group of economic undertakings
operating on the basis of a joint venture
agreement submits a tender, at least one member
of the group of economic undertakings shall meet
the requirements laid down in article 3.1 and
present the documents specified.

3.3. The Supplier's proposal is rejected if it has
provided false information about compliance
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melaginga informacija, kurig pirkéjas gali jrodyti
bet kokiomis teisétomis priemonémis.

3.4. Jei pirkimo procedirose dalyvauja ikio
subjekty grupé, ji pateikia jungtinés veiklos sutartj
arba tinkamai patvirtinta jos kopija. Jungtinés
veiklos sutartyje turi buiti nurodyti kiekvienos $ios
sutarties Salies jsipareigojimai vykdant numatomag
su pirkéju sudaryti pirkimo sutartj, Siy
jsipareigojimy vertés dalis, jeinanti j bendra
pirkimo sutarties vertg. Jungtinés veiklos sutartis
turi numatyti solidarig visy Sios sutarties Saliy
atsakomybe uz prievoliy pirkéjui nevykdyma. Taip
pat jungtinés veiklos sutartyje turi bti numatyta,
kuris asmuo atstovauja iikio subjekty grupei (su
kuo pirkéjas turéty bendrauti pasiiilymo vertinimo
metu kylanciais klausimais ir teikti su pasitilymo
jvertinimu susijusig informacija, kuriam partneriui
suteikti jgaliojimai pateikti pasitilyma, ji pasirasyti,
sudaryti pirkimo sutartj).

4. PASIULYMU RENGIMAS, PATEIKIMAS,
KEITIMAS

4.1. Pateikdamas pasitlymg tieké&jas sutinka su
Siomis konkurso sglygomis ir patvirtina, kad jo
pasitlyme pateikta informacija yra teisinga ir
apima viska, ko reikia tinkamam pirkimo sutarties
ivykdymui.

4.2. Pasiilymas turi buti pateikiamas rastu,
pasiraSytas tiekéjo arba jo jgalioto asmens.

4.3. Tiek¢jo pasiiilymas bei kita korespondencija
pateikiama lietuviy arba angly kalbomis. Jei
atitinkami dokumentai yra iSduoti kita kalba, turi
buti pateiktas tiekéjo ar jo jgalioto asmens parasu
patvirtintas vertimas ] lietuviy arba angly kalba.

4.4. Tiek¢jas pasiilymg privalo pateikti pagal
konkurso salygy 2 priede pateikta forma.
Pasitlymas teikiamas uzklijuotame voke. Ant voko
turi buti uzraSytas Pirkéjo pavadinimas: UAB
,Biotechpharma‘ adresas: Mokslininky g. 4, 08412
Vilnius; pirkimo pavadinimas; tiekéjo pavadinimas
ir adresas. Ant voko taip pat gali biiti uzrasas
»Neatplésti iki pasitlymy pateikimo termino
pabaigos“. Vokas su pasiilymu grazinamas ji
atsiuntusiam tiekéjui, jeigu pasitlymas pateiktas
neuzklijuotame voke.

with the requirements, which can be proved by
the Buyer by any legal means.

3.4. If a group of economic operators is involved
in procurement procedures, it shall submit a joint-
activity agreement or a duly certified copy
thereof. The obligations of each party to this
contract performing the purchase contract,
intended to conclude with the Buyer, the part of
the value of these obligations, which is included
in the total value of the purchase contract, must
be indicated in the joint-activity agreement. The
joint-activity agreement must provide the joint
and several liability of all parties to this
agreement for non-performance of obligations to
the Buyer. Also, it should be provided in the joint-
activity agreement, which person represents the
group of economic operators (with whom the
Buyer should communicate on issues arising
during the evaluation of the proposal and provide
information on the evaluation of the proposal,
which partner is authorized to submit a proposal,
sign it, sign the purchase contract).

4. PREPARATION, PRESENTATION,
CHANGE OF PROPOSALS

4.1. Submitting a tender, the Supplier agrees with
these conditions of the tender and confirms that
the information contained in its proposal is
correct and includes everything necessary for the
proper performance of the purchase contract.

4.2. The tender must be submitted in writing,
signed by the Supplier or its authorized
representative.

43. The Supplier's tender and other
correspondence shall be submitted in Lithuanian
or English. If the relevant documents are issued
in another language, a translation into Lithuanian
or English confirmed by signing by the Supplier
or its authorized person must be submitted.

4.4. The tender must be submitted in accordance
with the form set out in Annex 1 to the tender
specifications. The proposal is presented in a
sealed envelope. The name of the Buyer must be
written on the envelope: UAB “Biotechpharma”
address: Mokslininky St. 4, 08412 Vilnius; the
name of the tender; the name and address of the
Supplier. Also, the note “Not to be opened before
the tender submission deadline” can be on the
envelope. The envelope with the offer is returned
to the Supplier who sent it, if the offer is in a non-
sealed envelope.
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4.5. Pasiulyma sudaro tiekéjo raStu pateikty
dokumenty visuma:

4.5.1. uzpildyta pasiilymo forma, parengta pagal
$iy pirkimo konkurso salygy 2 prieda;

4.5.2. jungtinés veiklos sutartis arba tinkamai
patvirtinta jos kopija, jei bendrg pasiiilyma teikia
tikio subjekty grupé;

4.5.3. Kuvalifikacijos reikalavimus jrodantys
dokumentai, nurodyti pirkimo salygy 3.1 punkte;

4.5.4. kita konkurso salygose praSoma informacija
ir (ar) dokumentai.

4.5.5. prie pasitiilymo pridedama USB laikmena su
pasiilymu Excel formatu ir kity pasitlymo
dokumenty elektroninémis kopijomis.

Spausti nuorodg formy atsisiuntimui:

4.5. The proposal consists of a set of documents
submitted by the Supplier in writing:

4.5.1. the completed tender form prepared in
accordance with Annex 2 of these tender
conditions;

4.5.2. the joint-activity agreement or a duly
certified copy thereof, if a joint tender is
submitted by a group of economic operators;
4.5.3. The documents proving conformity with
the qualification requirements set out in Article
3.1 of these tender conditions;

4.5.4. other information and / or documents
requested in the tender specifications.

4.5.5. The offer shall be accompanied by a USB
storage device with the offer in Excel format and
copies of other documents of proposal.

Click the link to download forms:

https://www.dropbox.com/sh/a5usllfrpnxbt30/AAAKTWbOMF6gXasKcOfEqLBra?dI=0

4.6. Tiekéjas gali pateikti tik vieng pasitilymg —
individualiai arba kaip tikio subjekty grupés narys.
Jei tiekéjas pateikia daugiau kaip vieng pasitilymag
arba tukio subjekty grupés narys dalyvauja teikiant
kelis pasiiilymus, visi tokie pasitilymai bus atmesti.

4.7. Tiek¢jas, pateikdamas pasitilyma, turi sidilyti
visg nurodytg prekiy kiekj nurodant kaing be PVM
ir su PVM.

4.8. Tiekéjams néra leidziama pateikti alternatyviy
pasitlymy.  Tiekéjui  pateikus  alternatyvy
pasitlymg, jo pasitilymas ir alternatyvus
pasitlymas (alternatyviis pasitilymai) bus atmesti.

4.9. Pasitilymas turi buti pateiktas ne véliau kaip
pirkimo skelbime paskelbtame interneto svetainéje
https://www.esinvesticijos.lt nurodyta dieng 10:00
val. (Lietuvos Respublikos laiku) atsiuntus jj pastu,
per pasiuntinj ar tiesiogiai atvykus §iuo adresu:
Mokslininky g. 4, 08412 Vilnius. Tiekéjo praSymu
Pirkéjas nedelsdamas pateikia raSytinj
patvirtinima, kad tiekéjo pasitilymas yra gautas, ir
nurodo gavimo dieng, valandg ir minute.

4.10. Pirkéjas neatsako uz pasto vélavima ar kitus
nenumatytus atvejus, dél kuriy pasiiilymai nebuvo
gauti ar gauti pavéluotai. Pavéluotai gauti
pasitlymai neatpléSiami ir grgzinami tiekéjui
registruotu laisku.

4.11. Pasiilymuose nurodoma prekiy kaina
pateikiama eurais, turi buti iSreiksta ir apskaiciuota

4.6. The Supplier may submit only one tender,
either individually or as a member of a group of
economic operators. If a Supplier submits more
than one tender or a member of a group of
economic operators is presenting several tenders,
all such tenders will be rejected.

4.7. When submitting a tender, the Supplier shall
offer the full quantity of the goods indicated,
specifying the unit price without VAT and with
VAT.

4.8. Suppliers are not allowed to submit
alternative offers. If an alternative offer is
submitted by the Supplier, its offer and
alternative offer (alternative offers) will be
rejected.

4.9. The proposal must be submitted not later than
10 a.m. (time of the Republic of Lithuania) on the
day specified in the procurement notice published
in the web site https://www.esinvesticijos.lt
(sending it by post, courier or arriving directly at
the following address: Mokslininky St. 4, 08412
Vilnius. Upon the Supplier's request, the Buyer
shall promptly provide a written confirmation
that the Supplier's offer has been received and
specify the day, hour and minute of receipt.

4.10. The Buyer is not responsible for the delay
of the mail or other unforeseen events, for which
offers were not received or they were received
late. Delayed offers will not be opened and
returned to the Supplier by registered mail.

4.11. The price of the goods, which is indicated
in the proposals, is given in euro, it must be
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taip, kaip nurodyta Siy konkurso salygy 1 priede.
Apskaiciuojant kaina, turi buti atsizvelgta j visg Siy
konkurso salygy 1 priede nurodyta prekiy kiekj,
kainos sudétines dalis, ] techninés specifikacijos
reikalavimus, pirkimo sutarties salygas pridétas
prie Siy konkurso salygy ir kt. | prekiy kaing turi
buti jskaityti visi mokesCiai ir visos tiekéjo
iSlaidos.

4.12. Pasitlymas turi galioti ne trumpiau nei 6
ménesius nuo pasitlymy pateikimo termino
pabaigos. Jeigu pasiilyme nenurodytas jo
galiojimo laikas, laikoma, kad pasitlymas galioja
tiek, kiek numatyta pirkimo dokumentuose.

4.13. Kol nesibaige pasiiilymy galiojimo laikas,
pirkéjas turi teis¢ prasyti, kad tiekéjai pratgsty jy
galiojimg iki konkreciai nurodyto laiko. Tieké&jas
gali atmesti tokj praSyma.

4.14. Pirkéjas turi teis¢ pratesti pasiiilymo
pateikimo terming. Apie naujg pasiilymy
pateikimo terming Pirkéjas praneSa rastu visiems
tiekéjams, gavusiems konkurso salygas.

4.15. Tiekéjas iki galutinio pasitilymy pateikimo
termino turi teis¢ pakeisti arba atSaukti savo
pasitilymg. Toks pakeitimas arba praneSimas, kad
pasitilymas atSaukiamas, pripazjstamas
galiojanciu, jeigu Pirkéjas jj gauna pateiktg rastu
iki pasiiilymy pateikimo termino pabaigos.

5. KONKURSO SALYGU PAAISKINIMAS IR
PATIKSLINIMAS

5.1. Pirkéjas atsako j kiekvieng Tiekéjo praSyma
paaiskinti pirkimo salygas pateikta uzpildant
paklausimo forma interneto svetainéje
https://forms.gle/jjDyizZ6913HZyj48
(autentifikacija nereikalaujama, prasome pildyti
kiekvieng klausimg atskirai), jeigu prasymas
gautas ne véliau kaip prie§ 4 darbo dienas iki
pirkimo pasitilymy pateikimo termino pabaigos. |
laiku gauta tiekéjo praSymga paaiskinti konkurso
salygas pirkéjas atsako ne veliau kaip per 2 darbo
dienas nuo jo gavimo dienos ir ne véliau kaip likus
2 darbo dienoms iki pasiiilymy pateikimo termino
pabaigos. Pirkéjas, atsakydamas tiekéjui, kartu
paskelbia skelbimg su paaiskinimais interneto
svetainéje https://www.esinvesticijos.It,
nenurodydamas bet nenurodo, kuris tiekéjas
pateiké prasyma paaiskinti konkurso salygas.

expressed and calculated as indicated in Annex 1
to these tender specifications. During calculation
of the price, the total quantity of the goods, the
components of the price, the requirements of the
technical specification, specified in Annex 1 to
these tender conditions shall be taken into
account, also, the main terms and conditions of
the purchase contract annexed to the tender
conditions shall be taken into account and etc.
The price of the goods must include all taxes and
all costs of the Supplier.

4.12. The tender must be valid for at least 6
months from the deadline for submission of
tenders. If the proposal does not specify its period
of validity, the tender shall be deemed to be valid
for the duration of the tender documents.

4.13. While the validity period of the tenders has
not expired, the Buyer has the right to ask that
Suppliers would extend their validity until a
specified time. The Supplier may reject such a
request.

4.14. The Buyer has the right to extend the
deadline for submission of the offer. The Buyer
shall notify all suppliers that received the
conditions of the tender in writing about the new
deadline for submission of tenders.

4.15. The Supplier has the right to change or
cancel its tender before the deadline for
submission of tenders. Such change or notice that
the offer is withdrawn shall be deemed valid if the
Buyer receives it in writing before the deadline
for submission of tenders.

5. EXPLANATION AND CLARIFICATION
OF THE TENDER CONDITIONS

5.1. The Buyer shall respond to each request of
the Supplier to clarify the terms of the purchase
submitted by filling the electronic form on the
web site https:/forms.gle/jjDyizZ69i13HZyj48
(authentication is not required, please fill each
question in separate form) if the request is
received no later than 4 business days before the
deadline for submission of tender offers. The
Buyer responds to the Supplier's timely request
for clarification of the terms of the tender no later
than 2 business days from the date of receipt and
no later than 2 working days before the deadline
for submission of tenders. The Buyer, in response
to the Supplier, is publishing clarifications on the
web site https://www.esinvesticijos.It, but does
not specify which Supplier has submitted the
request to clarify the terms of the tender.
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5.2. Nesibaigus pasitilymy pateikimo terminui, bet
ne véliau kaip likus 2 darbo dienoms iki pasitilymy
pateikimo termino pabaigos, Pirkéjas turi teise
savo iniciatyva paaiskinti, patikslinti konkurso
salygas.

5.3. Pirkéjas nerengs susitikimy su tiekéjais dél
pirkimo dokumenty paaiskinimy.

6. PASIULYMU NAGRINEJIMAS

6.1. Pasiilymy nagrinéjimo, vertinimo ir
palyginimo procediras atlicka Komisija, tiekéjams
ar jy jgaliotiems atstovams nedalyvaujant. Iki voky
atpléSimo posédzio pasitilymai saugomi neatplésti
ir kainos néra tikrinamos.

6.2. Komisija nagrin¢ja ar tiekéjai pasitilyme
pateiké  visus duomenis, dokumentus ir
informacija, apibréZzta Siose konkurso sglygose ir ar
pasitilymas atitinka Siose konkurso salygose
nustatytus reikalavimus. Jeigu dalyvis pateike
netikslius, nei§samius ar klaidingus dokumentus ar
duomenis apie atitikti pirkimo dokumenty
reikalavimams arba $iy dokumenty ar duomeny
triksta,  Komisija  privalo  nepazeisdama
lygiateisiSkumo ir skaidrumo principy prasyti
dalyvi Siuos dokumentus ar duomenis patikslinti,
papildyti arba paaiskinti per jos nustatyta protingg
terming. Tikslinami, papildomi, paaiskinami ir
pateikiami nauji gali buti tik dokumentai ar
duomenys dél tiekéjo atitikties kvalifikacijos
reikalavimams, tiekéjo jgaliojimas asmeniui
pateikti paraiskg ar pasitlyma, jungtinés veiklos
sutartis, pasiilymo  galiojimo  uztikrinimg
patvirtinantis dokumentas ir dokumentai, nesusije¢
su  pirkimo objektu,  jo techninémis
charakteristikomis, pirkimo sutarties vykdymo
salygomis ar pasiilymo kaina. Kiti tiekéjo
pasitlymo dokumentai ar duomenys gali biti
tikslinami, pildomi arba aiskinami vadovaujantis
6.3 punkto nuostatomis.

6.3. Iskilus klausimams dél pasitilymy turinio ir
Komisijai rastu papraSius, tiekéjai privalo per
Komisijos nurodytg terming pateikti rastu
papildomus paaiskinimus nekeisdami pasitilymo
esmes.

6.4. Jeigu pateiktame pasitilyme Komisija randa
pasitlyme nurodytos kainos apskaiciavimo klaidy,
ji privalo rastu papraSyti tiekéjy per jos nurodyta
terming iStaisyti pasitilyme pastebétas aritmetines
klaidas, nekeiciant pasitilyme nurodytos bendros
galutinés kainos. Taisydamas pasitilyme nurodytas

5.2. The Buyer has the right to explain and clarify
the terms of the tender on his own initiative
before the deadline for submission of tenders, but
no later than 2 working days before the deadline
for submission of tenders.

5.3. The Buyer will not organize meetings with
suppliers for explanations of tender documents.

6. EXAMINATION OF TENDERS

6.1. The Commission performs the procedures of
examining, evaluating and comparing of
proposals without the presence of suppliers or
their authorized representatives. Envelopes are
kept sealed and prices are not reviewed until
tender opening session.

6.2. The Commission examines whether the
suppliers have provided in the tender all the data,
documents and information specified in these
tender terms and whether the proposal meets the
requirements set in these tender terms. If the
Supplier has submitted inaccurate, incomplete or
incorrect documents or data on compliance with
the requirements of the procurement documents,
or the lack of such documents or data, the
Commission shall, without prejudice to the
principles of equality and transparency, request
the participant to revise, supplement or clarify
these documents within a reasonable period of
time. Only new documents or data regarding the
Supplier's compliance  with  qualification
requirements, the Supplier's authorization to
submit an application or tender, the joint venture
agreement, the document confirming the validity
of the tender and documents not related to the
object of purchase, its technical characteristics,
terms of execution of the purchase contract or
offer price, may be updated, supplemented, or
submitted. Other documents or data from the
tender offer may be revised, completed or
interpreted in accordance with point 6.3.

6.3. In the event of questions concerning the
content of the tenders and upon written request
from the Commission, suppliers shall provide
additional explanations in writing within the time
limit specified by the Commission without
changing the substance of the tender.

6.4. If the Commission finds calculation errors of
the specified in the tender price in the submitted
tender, it must ask the suppliers in writing to
correct the arithmetical errors observed in the
tender within the time limit specified by the
Commission, without changing of the total final
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aritmetines klaidas, tieké&jas neturi teisés atsisakyti
kainos sudedamyjy daliy arba papildyti kaing
naujomis dalimis.

6.5. Kai pateiktame pasiilyme nurodoma
nejprastai maza kaina (daugiau nei 30 proc.
mazesné uz visy tiekéjy, kuriy pasitilymai nevirsija
pirkimui skirty 1éSy sumos ir neatmesti del kity
priezasCiy, pasiilyty kainy aritmetinj vidurkj),
Komisija turi teis¢, o ketindama atmesti pasitilymg
— privalo tieké&jo rastu papraSyti per Komisijos
nurodyta terming pateikti nejprastai mazos
pasitlymo kainos pagrindima, jskaitant ir detaly
kainy sudétiniy daliy pagrindima.

7. PASIULYMU ATMETIMO PRIEZASTYS

7.1. Komisija atmeta pasitlyma, jeigu:

7.1.1. Tiekéjas pateikia daugiau kaip vieng
pasilymg arba ukio subjekty grupés narys
dalyvauja teikiant kelis pasidilymus, visi tokie
pasitilymai bus atmesti. Tieké&jas gali pateikti tik
vieng pasililymg — individualiai arba kaip tkio
subjekty grupés narys.

7.1.2. Tiekéjas neatitiko minimaliy kvalifikacijos
reikalavimy;

7.1.3. Tiekéjas pasitlyme pateiké netikslius ar
neiSsamius duomenis apie savo kvalifikacijg ir,
Pirkéjui prasant, nepatikslino jy;

7.1.4. pasiiilymas (jei vykdomos derybos -
galutinis pasitilymas) neatitiko pirkimo saglygose
nustatyty reikalavimy arba Tiekéjas, Pirkéjo
praSsymu, nekeisdamas  pasiilymo  esmeés,
nepaaiskino savo pasiiilymo;

7.1.5. Tiekéjas per Pirkéjo nurodyta terming
neistais¢ aritmetiniy klaidy ir (ar) nepaaiskino
pasitlymo;

7.1.6. buvo pasiilyta nejprastai maza kaina ir
Tiekéjas Pirkéjo prasymu nepateiké rastisko kainos
sudétiniy daliy pagrindimo arba kitaip nepagrinde
nejprastai mazos kainos;

7.1.7. Tiekéjas pateiké melaginga informacija,
kurig Pirkéjas gali jrodyti bet kokiomis teisétomis
priemonémis;

7.1.8. Tiekéjo pasiilyta kaina yra per didelé ir
nepriimtina.

price indicated in the tender. During correction of
the arithmetic errors in the tender, the Supplier
does not have the right to refuse the price
components or to add new parts to the price.

6.5. When abnormally low price is specified in
the submitted proposal (30% lower than the
arithmetic average of the prices, offered by all
suppliers, the proposals of which are not rejected
for other reasons and prices does not exceed the
amount of funds allocated for the purchase), the
Commission has the right, and if the Commission
intends to reject the proposal - it must ask the
Supplier in writing to provide a justification for
the abnormally low price within the time limit
specified by the Commission, including a
detailed justification of the price components.

7. REASONS FOR REJECTION OF
TENDERS

7.1. The Commission rejects the tender if:

7.1.1. the Supplier submits more than one tender
or a member of a group of economic operators is
presenting several tenders, all such tenders will
be rejected. The Supplier may submit only one
tender, either individually or as a member of a
group of economic operators.

7.1.2. The Supplier did not meet the minimum
qualification requirements;

7.1.3. The Supplier has submitted inaccurate or
incomplete data on its qualification in the tender
and has not specified them at the request of the
Buyer;

7.1.4. the offer (if the negotiations are performed
- the final offer) did not meet the requirements set
out in the tender conditions or the Supplier, at the
request of the Buyer, has not explained its
proposal without changing the substance of the
proposal;

7.1.5. The Supplier has not corrected arithmetic
errors and / or failed to explain the proposal
within the term specified by the Buyer;

7.1.6. The abnormally low tender was offered and
at the request of the Buyer the Supplier has not
provided a written justification for the component
parts of the price or otherwise did not justify the
abnormally low price;

7.1.7. The Supplier has provided false
information and the Buyer can prove it by any
legal means;

7.1.8. The Supplier offered too high and not
acceptable tender price.
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7.2. Tiekéjai, kuriy pasitlymai  atmesti,
informuojami apie pasitilymo atmetimo prieZastis.

8. PASIULYMU VERTINIMAS
8.1. Pasiulymuose nurodytos kainos bus
vertinamos eurais be PVM, vadovaujantis

maziausios pasitilymo kainos kriterijumi. Pirkimo
laimétoju pripazjstamas maziausig kaing pirkime
pasitles Tieke¢jas, kurio pasitlymas nebuvo
atmestas dél neatitikimo pirkimo reikalavimams ar
kity pirkimo dokumentuose nurodyty pagrindy.

9. DERYBOS

9.1. Jei Pirkéjo netenkina pateiktas pasitilymas
arba pasifilymas atitinka ne visus pirkimo sglygose
nustatytus techninés specifikacijos reikalavimus,
Komisijos sprendimu visi Tiekéjai, kuriy
pasitlymai atitinka Pirkimo salygy 4 skyriuje
nustatytus pasitilymy pateikimo reikalavimus ir
minimalius kvalifikacijos reikalavimus nurodytus
3.1 punkte, gali buti kvie¢iami deryboms.

9.2. Derybos yra vykdomos rastu, taciau leidziami
ir derybiniai susitikimai, vykdomi su kiekvienu
tiekéju atskirai. Pirkéjas siuncia kvietima j derybas,
kuriame nurodomas deryby objektas ir salygos.
Deryby metu Tiekéjams pateikiama ta pati
informacija (iSskyrus informacija apie kitus gautus
pasitlymus).

9.3. Derybos gali biiti vykdomos dél visy perkamy
darby, prekiy ar paslaugy charakteristiky (pvz.
prekés modelio, konfigiliracijos ir kt.), jskaitant
kaing, kokybe, komercines salygas ir socialinius,
aplinkosaugos ir inovacinius aspektus. Nesiderama
dél minimaliy reikalavimy, taikomy pirkimo
objektui,  Tiekéjy  kvalifikacijai,  Tiekéjy
pasitlymams, $iy pasiiilymy vertinimo kriterijy ir
esminiy pirkimo sutarties salygy.

9.4. Deryby procediry metu Komisija tretiesiems
asmenims neatskleidzia jokios i§ teikéjo gautos
informacijos be jo sutikimo. Derybos vykdomos su
kiekvienu Tiekéju atskirai.

7.2. Suppliers, whose proposals are rejected, are
informed about the reasons of rejection.

8. EVALUATION OF TENDERS

8.1. The prices, which are specified in the tender,
will be valued in euro without VAT, based on the
criterion of the lowest bid price. The Supplier
offering the lowest price in the purchase, whose
tender was not rejected due to non-compliance
with the procurement requirements or other
grounds stated in the procurement documents, is
recognized as the winner of the purchase.

9. NEGOTIATIONS

9.1. If the Buyers is not satisfied with the
submitted proposal or proposal does not meet all
requirements of technical specification of the
Tender conditions, by the decision of the
Commission, all Suppliers that meet proposal
submission requirements set out in the article 4 of
these Tender conditions and minimum
qualification requirements set out in the article
3.1 of these Tender conditions can be invited to
negotiations.

9.2. Negotiations are conducted in writing,
nevertheless negotiation meetings are also
allowed, held with each supplier separately.
Buyer can decide to conduct negotiation meetings
in the Buyers premises. The Buyer is sending
invitation to mnegotiations with subject of
negotiations and conditions. The same
information is provided to the Suppliers during
the negotiations (except information about other
received offers).

9.3. Negotiations can be conducted for the
characteristics of all the works, goods or services
purchased (for example: model of good,
configuration and ect.), including the price, the
quality, commercial terms and social,
environmental and innovative aspects
Negotiations are not conducted regarding the
minimum requirements applicable to the object of
purchase, the qualification of the Suppliers, the
proposals of the Suppliers, the evaluation criteria
of these tenders and the essential terms of the
purchase contract.

9.4. During negotiation procedures, the
Commission does not disclose any information
received from the provider to third parties without
its consent. Negotiations are conducted
separately with each Supplier.
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9.5. Galutiniais pasitilymais laikomi deryby metu
pateikti galutiniai pasitilymai (deryby protokolai) ir
pirminiai pasitlymai, kiek jie nebuvo pakeisti
deryby metu. Galutiniai pasitilymai vertinami Siose
pirkimo salygose nustatyta tvarka ir pagal
maziausios kainos kriterijy.

9.6. Baigus derybas ir jvertinus galutinius
pasitlymus patvirtinama galutiné pasitlymy eilé.
Jei Tiek¢jas neatvyko j derybas, sudarant galuting
konkurso pasitlymy eilg, vertinamas pirminis
neatvykusio Tiekéjo pasitilymas.

10. SPRENDIMAS DEL LAIMETOJO

NUSTATYMO

10.1. ISnagrinéjusi, jvertinusi ir palyginusi
pateiktus pasitilymus, Komisija nustato pasitilymy
eilg. Pasililymai Sioje eiléje surasomi kainos
didéjimo tvarka. Jeigu keliy pateikty pasitlymy yra
vienodos kainos, nustatant pasidlymy eilg
pirmesnis ] Sig eilg jraSomas tiekéjas, kurio
pasitilymas jregistruotas anksciausiai.

10.2. Tais atvejais, kai pasitilyma pateiké tik vienas
tiekéjas, pasitlymy eilé nenustatoma ir jo
pasitilymas laikomas laiméjusiu, jeigu nebuvo
atmestas pagal $iy konkurso salygy nuostatas.

10.3. Maziausig kaing pasiiles tiekéjas yra
skelbiamas laiméjusiu konkursg ir jis kvieCiamas
sudaryti pirkimo sutartj, nurodant laika iki kada
reikia sudaryti pirkimo sutart;.

10.4. Jeigu tiekéjas, kurio pasitilymas pripazintas
laiméjusiu, rastu atsisako sudaryti pirkimo sutartj,
iki nurodyto laiko neatvyksta sudaryti pirkimo
sutarties arba atsisako pirkimo sutartj sudaryti
pirkimo dokumentuose nustatytomis salygomis,
laikoma, kad jis atsisaké sudaryti pirkimo sutart;.
Tuo atveju pirkéjas siiillo sudaryti pirkimo sutartj
tiekéjui, kurio pasitlymas pagal sudarytg
pasitlymy eil¢ yra pirmas po tieké&jo, atsisakiusio
sudaryti pirkimo sutart;.

11. PIRKIMO SUTARTIES SALYGOS

9.5. Final proposals are final proposals submitted
during negotiations (protocols of negotiations)
and initial proposals as far as they were not
amended during the negotiations. Final proposals
will be evaluated according to the procedure set
forth in these terms and according to the lowest
price criterion.

9.6. After the negotiations and evaluation of the
final offers, the final ranking of tenders is
confirmed. If the supplier has not arrived at the
negotiations, while organizing the final ranking
of tenders, the initial proposal of the Supplier that
did not arrive, shall be evaluated.

10. DECISION FOR DETERMINING OF
THE WINNER

10.1. After examining, evaluating and comparing
of the proposals submitted, the commission
determines the ranking of proposals. Tenders in
this queue are listed according to the order of
rising of the price. If the prices of several tenders
are equal, when determining the order of tenders,
the supplier whose tender is registered at the
earliest shall be ranked first.

10.2. In cases where the tender is submitted by
only one supplier, the order of tenders shall not
be determined and its tender shall be deemed to
have been successful if it has not been rejected in
accordance with the provisions of these tender
terms.

10.3. The supplier, who has offered the lowest
price, is announced as the successful tenderer and
he is invited to sign the purchase contract,
indicating time by when the purchase contract
should be concluded.

10.4. If the Supplier whose tender has been
awarded, refuses to conclude the purchase
contract in writing, and he does not appear to sign
a purchase contract until the specified time or the
Supplier refuses to conclude the purchase
contract under the conditions laid down in the
procurement documents, it shall be deemed that
he have refused to conclude the purchase
contract. In this case, the Buyer proposes to
conclude a purchase contract with the supplier
whose tender according to the set of tenders is the
first after the Supplier who refused to conclude
the purchase contract.

11. TERMS AND CONDITIONS OF THE
PROCUREMENT CONTRACT
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11.1. Pirkimo sutarties salygos pateikiamos Sio
pirkimo salygy priede Nr. 3.

11.2. Pirkimo sutartis pasiraSoma su laiméjusj
pasitilymg pateikusiu Tiekéju pirkimo salygose
nustatytomis salygomis, vadovaujantis
Taisyklémis ir Lietuvos Respublikos Civiliniu
kodeksu. Pirkimo sutarties pasiraSymui atidéjimo
terminas néra taikomas, taciau pirkimo sutartis
néra pasiraSoma pretenzijy nagringjimo laikotarpiu
(jei tokios biity gautos).

11.3. Sudarant pirkimo sutartj, negali biiti kei¢iama
laiméjusio Tiekéjo galutinio pasitlymo kaina ir
esminés salygos, taip pat kitos pirkimo salygos,
iSskyrus salygas pakeistas/papildytas deryby metu.

12. BAIGIAMOSIOS NUOSTATOS

12.1. Tiekéjams pasiiilymy rengimo ir dalyvavimo
konkurse islaidos neatlyginamos.

12.2. Pirkéjas bet kuriuo metu iki pirkimo sutarties
sudarymo turi teis¢ nutraukti pirkimo proceduras,
jeigu atsirado aplinkybiy, kuriy nebuvo galima
numatyti. Priémes sprendimg nutraukti pirkimo
procediras, pirkéjas ne veéliau kaip per 3 darbo
dienas nuo sprendimo priémimo apie §j sprendimg
praneSa  visiems pasitlymus pateikusiems
tieckéjams, o jeigu pirkimo  procediiros
nutraukiamos iki galutinio pasitilymo pateikimo
termino, visiems pirkimo sglygas ir (arba) pirkimy
dokumentus ijsigijusiems tiekéjams. PraneSimas
apie pirkimo procediiry nutraukima skelbiamas
Europos Sajungos struktiirinés paramos svetaingje
www.esinvesticijos.It.

12.3. Informacija, pateikta pasitlymuose, i§skyrus
bendrg galuting pasitlymo kaina, tiekéjams ir

tretiesiems ~ asmenims,  iS§skyrus  asmenis,
administruojanc¢ius  ir  audituojanCius  ES
struktiiriniy fondy  paramos naudojima,
neskelbiami.

PRIEDALI:

1 priedas. Techniné specifikacija.
2 priedas. Pasitilymo forma.
3 priedas. Pirkimo sutarties projektas.

11.1. The terms and conditions of the purchase
contract are set out in Annex No 3.

11.2. The purchase contract shall be signed with
the Supplier who has submitted the winning
tender under the terms and conditions set out in
the terms of purchase in accordance with the
Rules and the Civil Code of the Republic of
Lithuania. The postponement term is not
applicable for signing the purchase contract, but
the purchase contract is not signed during the
claim settlement period (if any).

11.3. When signing a purchase contract, the price
and essential terms of the winning Supplier, as
well as other terms and conditions of the purchase
cannot be changed except of the terms that were
amended / supplemented during the negotiations.

12. FINAL PROVISIONS

12.1. The costs of preparing of tenders and
participating in the tender are not reimbursed to
suppliers.

12.2. The purchaser shall have the right to
terminate the procurement procedures at any time
prior to the conclusion of the purchase contract if
circumstances have arisen which could not be
foreseen. Having taken the decision to terminate
the procurement procedures, the Buyer shall
notify all tenderers, who have submitted the
tender, of this decision no later than 3 working
days after the decision is taken, and if the
procurement procedures are terminated before
the deadline for the submission of the tenders, for
all suppliers, who have acquired terms and / or
purchase documents. The notice about
termination of procurement procedures is
published on the European Union structural
assistance website www.esinvesticijos.It.

12.3. The information provided in the proposals,
except for the total final offer price, shall not be
made available to suppliers and third parties,
except for persons administering and auditing the
use of EU structural funds.

ANNEXES
Annex 1. Technical specification.

Annex 2. Proposal form.
Annex 2. Purchase contract project.
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PRIEDAS NR. 1 ,TECHNINE SPECIFIKACIJA“

ANNEX NO. 1 "TECHNICAL SPECIFICATION"

LINJEKCINIO VANDENS
GENERATORIUS (NR. 1.021)¢

PATVIRTINTA
Pirkimo komisijos
201 - protokolu

“WATER FOR INJECTIONS
GENERATOR (NO 1.021)*

APPROVED

by minutes of the
Procurement Commission
- -2019
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PRIEDAS NR. 1 ,TECHNINE SPECIFIKACIJA“

ANNEX NO. 1 "TECHNICAL SPECIFICATION"

AUTOMATIZACILJOS SASAJOS
SPECIFIKACIJA
(VLP-URS-0432)

AUTOMATION INTERFACE
SPECIFICATION
(VLP-URS-0432)
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1. ApibréZimai ir sutrumpinimai
1. Definitions and abbreviations

AISI Amerikos gelezies ir plieno institutas American Iron and Steel Institute

BMS Pastato valdymo sistema Building Management System

°C Laipsniai pagal Celsijy Degrees of Celsius

CFR Federaliniy taisykliy kodeksas Code of Federal Regulations

CE Europos atitiktis Conformité Européenne

DOC Dokumentas Document

DWG Brézinys Drawing

EPDM Etileno-propileno-dieno monomeras Ethylene Propylene Diene Monomer

EU Europos Sajunga Europe Union

FDA Federalin¢ vaisty administracija Federal Drug Administration

FR Galutin¢ ataskaita Final Report

GMP Gera gamybos praktika Good Manufacturing Practice

Hz Hercas Hertz

1Q Montavimo atestacija Installation Qualification

0Q Veikimo atestacija Operational Qualification

P&ID Procesy ir jrankiy schemos Process & Instrumentation Diagram

PDF PDF formato failas Portable Document Format

Ph Farmakopéja Pharmacopoeia

PE Apsauginis jzeminimas Protective Earthing

PLC Programuojamas loginis valdiklis Programmable Logic Controller

PS Karsti garai Pure Steam

PTFE Politetrafluoretilenas Polytetrafluoroethylene

SCADA/CAS | Priezitros kontrolé ir duomeny gavimas / | Supervisory Control and Data Acquisition/
Centringé archyvavimo sistema Central archiving System

QA Quality Assurance Kokybés uztikrinimas
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RH Santykiné drégmé Relative Humidity

TC ,» 1i-Clamp® jungtis arba lygiaverte Tri-Clamp or equivalent

URS Vartotojo reikalavimy specifikacija User Requirements Specification
USP Jungtiniy Valstijy farmakopé¢ja United States Pharmacopoeia

v Voltai Volts

WFI Injekcinis vanduo Water for Injections

2. Reikalavimai

2. Requirements

Operaciniai reikalavimai yra i$samiai aprasyti Siose Reikalavimy matricose. Reikalavimy nurodymas yra
toks: Privalomi reikalavimai Zymimi ,,M“.

The operational requirements are specifically detailed in the following Requirements matrixes. Requirements
designation is as follows: The mandatory requirements are designated “M”.

3.1 Reikalavimy matrica validavimo darbams

3.1 Requirements matrix for validation works

Nr.
No.

AprasSymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

Validavimas
Validation

URS-01.01

Visi kvalifikacijos protokolai (FAT / SAT / 1Q / QQ) turi buti
,Biotechpharma“ perzitiréti, i§ anksto patvirtinti prie§ vykdyma ir
patvirtinti po vykdymo.

All qualification protocols (FAT/SAT/IQ/OQ) must be reviewed
and preapproved before execution and approved after execution
by Biotechpharma.

URS-01.02

Patvirtinantys asmenys — sistemos savininkas, techninis
savininkas, Validavimo grupés vadovas ir kokybés uztikrinimo
vadovas.

Approval persons must include system owner, technical owner,
Head of Validation group and QA Manager.

URS-01.03

Nukrypimai ir taisomieji veiksmai privalo biti patvirtinti UAB
»Biotechpharma*,

Deviations and corrective actions must be approved by
Biotechpharma UAB.

URS-01.04

IQ galima paleisti tik kai sistema yra visiskai jdiegta.

1Q can be started only after system is completely installed.
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Nr.
No.

AprasSymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-01.05

SAT, FAT procediry validavimas turi bti atliekamas pries§
vykdant 1Q. 1Q bus visada vykdomas anks¢iau uz OQ. OQ bus
visada vykdomas anksciau uz PQ.

SAT, FAT procedures validation has to be executed prior 1Q
performance. Performance of the 1Q will always precede
performance of OQ. Performance of OQ will always precede
performance of PQ.

URS-01.06

Priimtinumo kriterijai turi buiti aiskiai apibrezti.

Acceptance criteria must be clearly defined.

URS-01.07

Validavima atliekantis asmuo privalo turéti jrodymy, kad buvo
apmokytas atlikti validavima.

Person who performs validation must have evidence about
training on validation activities.

URS-01.08

Kvalifikavimas turi biiti atlickamas tiekéjo arba jo atstovo.

Qualification activities to be performed by supplier or its
representative.

1.1. Techniniai reikalavimai

3.2. Technical Requirements

Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

Bendrieji bruozai
General

URS-02.01

Tiekéjas turi suteikti standarting valdymo sistemos jranga
(PLC, HMI, tinklo dalis ir 1O dalis) atitinkamam masinos
tipui.

Irangos tipas turi biiti pasirinktas su ,,Biotechpharma*
sutikimu.

The supplier shall provide standard control system
equipment (PLC, HMI, network components and 10
components) for the relevant type of machine.

The type of equipment has to be chosen in consent with
Biotechpharma.
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No

AprasSymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-02.02

Visa techning ir programiné jranga, naudojama valdymo
sistemai, turi biiti i§ standartiniy produkty ir produkty
tiekéjo tiekiamos naujausios versijos. Turi biti pateikiama
informacija apie visy valdymo sistemos daliy produkty
tarnavimo trukme.

All software and hardware used for the control system shall
be standard products and of the latest version from the
product supplier. Information on the product life cycle shall
be provided for all parts of the control system.

URS-02.03

Naudota valdymo sistemos jranga turi biiti sukonstruota
procesy valdymui, prieziiiros ir ataskaitos funkcijoms
farmacingje rinkoje.

Used control system equipment shall be designed for
process control, supervisory and reporting functions in the
pharmaceutical industry.

URS-02.04

HMI jranga turi biiti salycio su aplinka pozitriu IP54 ar
aukstesnio lygio. Iranga turi buti atspari valymo
detergentams ir vandeniui.

Irangos tipas turi buti pasirinktas su ,,Biotechpharma“
sutikimu.

HMI equipment shall have environmental grade IP54 or
higher. The equipment shall tolerate cleaning with detergent
and water.

The type of equipment has to be chosen in consent with
Biotechpharma.

Techniné konstrukcija
Technical design

URS-03.01

Tinklo rySys turi buti tiekiamas per pramoninj eterneta,
TCP/IP arba Profinet ar lygiaverte komunikacija.

Naudoti komunikacijos protokolai turi buti aiskiai apibrézti
sistemos schemoje ir sistemos specifikacijose.

Network connectivity shall be realized with industrial
ethernet, TCP/IP or Profinet or equivalent communication.
The used communication protocols shall be clearly
described in the system layout and system specifications.

URS-03.02

Iranga turi leisti integracija / rysj su technologijy tinklu
(,Windows* arba lygiavertis domenas).

D¢l tinklo projektavimo detaliy turi biiti nuspresta su
»Biotechpharmos* sutikimu.

Equipment shall allow integration/ connectivity with the
technological network (Windows or equivalent domain).
Details of the network design shall be decided in consent
with Biotechpharma.
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Pirmen
ybé
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Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-03.03

Iranga turi leisti nuotolinj rysj tiek su HMI, tiek su PLC
tinklu nuotolinés techninés priezitiros ir palaikymo tikslais.
D¢l nuotolinio rySio detaliy turi biti nusprgsta su
»Biotechpharma* sutikimu.

Equipment shall allow remote connectivity to both HMI
and PLC network for the purpose of remote maintenance
and support.

Details of the remote connectivity shall be decided in
consent with Biotechpharma.

URS-03.04

Iranga turi leisti rysj su aukstesnio lygio procesy valdymo
sistema. Ry$io parinktys ir standartiné signalo sgsaja turi
biti apibiidinta sistemos specifikacijose.

Dél rySio parinkciy detaliy turi biiti nuspresta su
»Biotechpharma* sutikimu.

Equipment shall allow connectivity to a higher level
process control system. Connectivity options and standard
signal interface shall be described in the system
specifications.

Details of the connectivity options shall be decided in
consent with Biotechpharma.

URS-03.05

Iranga turi leisti rysj su aukstesnio lygio procesy valdymo
sistema arba iSorine jranga naudojant laidinius signalus (IN
ir OUT). Rysio parinktys ir standartiné signalo sgsaja turi
biti apibidinta sistemos specifikacijose.

D¢l laidinio signalo mainy detaliy turi biiti nusprgsta su
»Biotechpharma* sutikimu.

Equipment shall allow connectivity to a higher level
process control system or external equipment by means of
hardwired signals (IN and OUT). Connectivity options and
standard signal interface shall be described in the system
specifications.

Details of the hardwired signal exchange shall be decided in
consent with Biotechpharma.
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No

AprasSymas
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Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-03.06

Iranga turi leisti automating laiko sinchronizacija per tinklo
rysj su ,,Windows* ar lygiaver¢iu domenu arba rysj su
aukstesnio lygio procesy valdymo sistema. Automating
laiko sinchronizacija turi buiti naudojama bent jau PLC ir
HMI.

D¢l galimy parink¢iy ir laiko sinchronizacijos detaliy turi
btti nuspresta su ,,Biotechpharma® sutikimu.

Equipment shall allow automatic time synchronization via
network connectivity to a Windows or equivalent domain or
connection to a higher level process control system.
Automatic time synchronization shall as a minimum be
used for PLC and HMI.

Possible options and details of the time synchronization
shall be decided in consent with Biotechpharma.

URS-03.07

Valdymo sistema turi aktyvuoti sistemos signalg, kai yra
komunikacijos gedimas. Bent jau Sie komunikacijos
gedimai turi biiti sprendZiami:

Komunikacijos tarp PLC ir HMI gedimas
Komunikacijos tarp PLC ir IO gedimas

Tinklo komponenty gedimas

Komunikacijos su aukstesnio lygio procesy
valdymo sistema gedimas

e Komunikacijos su technologiniu tinklu gedimas

The control system shall activate a system alarm on
communication failure. As a minimum following
communication failures shall be handled:
Communication failure between PLC and HMI
Communication failure between PLC and 1O
Failure on network components

Communication failure to higher level process
control system

e Communication failure to technological network

Programiné jranga ir taikymas
Software and Application

URS-04.01

PLC programos vystymas turi atitikti IEC 61131-3
standartus.

Development of PLC program application shall be in
accordance with IEC 61131-3 standard.

URS-04.02

Visos pastabos skirtingose sistemos dalyse, jskaitant
Saltinio failus projekto specifinei programai ir
programinéms funkcijoms, turi biiti angly kalba.

All comments within different parts of the system
application, including source files for project specific
application and program functions shall be in English.
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URS-04.03

Programos Saltinio kodas turi buti jtrauktas j galutinj
sisteminés programos projekto pristatyma, jskaitant Saltinio
failus projekto specifinei programai ir programinéms
funkcijoms.

The application source code shall be included in the final
project delivery for the system application, including source
files for project specific application and program functions.

URS-04.04

Visy programings jrangos daliy programinés jrangos
laikmenos ir reikalingos veikimo licencijos turi bati
pristatomo projekto dalis.

Software media and required runtime licenses for all
software components shall be part of project delivery.

URS-04.05

Visos programings jrangos dalys ir sisteminés programos
turi biiti kategorizuojamos pagal GAMPS. Kody perzitira
turi bti atlickama visiems 5 kategorijos programinés
jrangos moduliams.

All software components and system applications shall be
categorized according to GAMPS. Code review shall be
performed for all category 5 software modules.

URS-04.06

Instrukcija visos sistemos programinés jrangos atsarginiams
duomenims sukurti ir atkurti bei taikymo, konfigiiracijos,
elektroniniy jrasy (ER) ir audito atsekamumo instrukcijos
turi biiti pridedamos prie sistemos dokumentacijos
(Atkurimo planas).

Instruction for backup and restore for all system software,
application, configuration, electronic records (ER) and audit
trail shall be included within the system documentation
(Disaster Recovery Plan).

URS-04.07

Sistemos PLC turi bati sukurti taip, kad palikty bent 30 %
laisvos atminties.

The system PLC:s shall be designed to provide at least 30%
spare on memory capacity.

URS-04.08

Sistemos 1O turi buti sukurti taip, kad palikty bent 20 %
laisvos atminties IO moduliuose ar atsarginése vietose
papildomiems 10 moduliams.

The system 10:s shall be designed to provide at least 20%
spare capacity on IO modules or spare slots for additional
10 modules.
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URS-04.09

Programinés jrangos licencijos su skaiciy atitinkanciais
objektais, naudojamais sistemoje, turi biiti sukurtos taip,
kad palikty bent 30 % laisvos vietos.

Software licenses with count relevant objects used within
the system shall be designed to provide at least 30% spare
capacity.

URS-04.10

Valdymo sistema turi buti kuriama moduliniu bidu ir
organizuojama taip, kad bty galima toliau plétoti ir gerinti.

The control system shall be modularly developed and
organized allowing for further developments and
extensions.

URS-04.11

Versijos valdymas turi biiti naudojamas sistemos
programai, o iSleista versija turi buiti konfigiiracijos
tvarkymo plano dalis. Sistemos programa turi turéti
perzitry istorijg.

Version control shall be used for the system application and
the released version shall be part of the configuration
management plan. The system application shall include a
revision history.

Operatoriaus sgsaja (HMI)
Operator Interface (HMI)

URS-05.01

Toliau pateikiama informacija turi biiti matoma
operatoriaus sgsajoje, nepriklausomai nuo aktyvaus proceso
paveiksleélio:

e Data ir laikas

e Prisijungusio vartotojo vardas

e Versijos programing¢ jranga (PLC ir HMI)

Following information shall be visible on the operator
interface independent of active process picture:

e Date and time

e User name for logged on user
e Version software application (PLC and HMI)

URS-05.02

Operatoriaus sgsajos ir projekto specifinio teksto HMI kalba
turi buti angly k.

The language of the operator interface and project specific
text on the HMI shall be in English.

URS-05.03

Turéty uztekti maziau kaip penkiy (5) sekundziy nuo
biisenos pasikeitimo, kad realaus laiko reikSmé atsinaujinty
operatoriaus ekrane.

It shall take less than five (5) seconds from status change
for a real-time value to be updated on the operator screen.
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URS-05.04

Kai paveikslélis pasikeicia, tikslinis ekranas turi visiskai
atsinaujinti su faktinémis duomeny reikSmémis per maziau
kaip penkias (5) sekundes.

On picture change, the target display should be completely
updated, with actual data values, within less than five (5)
seconds.

M

URS-05.05

Atsakymo ] vartotojo komandg pakeisti ekrang jrodymas
turi biiti pateikiamas vartotojui per maziau kaip penkias (5)
sekundes.

Evidence of response to a user command to change displays
should be presented to the user within less than five (5)
seconds.

URS-05.06

Datos formatas turi biiti ,,YYYY-MM-DD*,

Date format must be “YYYY-MM-DD” format.

URS-05.07

Laiko formatas turi biiti ,, HH:MM:SS*, 24 h.

Time format must be “HH:MM:SS”, 24 hr format.

URS-05.08

Recepty parametrus, pradines vertes ir ribines vertes gali
reguliuoti vartotojas, turintis pakankamas prieigos teises,
operatoriaus s3sajoje.

Sistemos dokumentacija turi turéti apraSyma apie tai,
kokios vertés yra prieinamos operatoriaus s3sajoje.

Recipe parameters, setpoints and limit values shall be
adjustable for users with sufficient access rights via the
operator interface.

The system documentation shall include description on
which values are available via the operator interface.

URS-05.09

Sistemos parametrai, kaip analoginiy jvesties verciy
matavimo diapazonas, negali biiti reguliuojami operatoriaus
sasajoje.

System parameters such as measurement range for analog
input values shall not be adjustable via the operator
interface.

Receptu valdymas (jei receptai taikomi, jie ne — uzpildykite N/A)
Recipe Management (if recipes are applicable, if not — N/A steps)
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URS-06.01

Receptai turi turéti $ig informacija:
e Recepto identifikacija
e Recepto versijos numeris
e Recepto isleidimo data
e Patvirtinimo statusas
e Proceso parametrai

Recipes shall contain the following information:
e Recipe identification

e Recipe version number
e Recipe issue date

e Approval status

e Process parameters

URS-06.02

Receptai turi turéti bent Siuos patvirtinimo / i§leidimo
statusus:
e Juodrastis / Vykdoma

e Patvirtinta / ISleista testuoti
e Patvirtinta / ISleista gaminti
e Negalima gaminti

Recipes shall use at least following approval/ release status:
e Draft/ In progress

Approved/ Released for test

Approved/ Released for production

Not available for production

URS-06.03

Receptai turi biiti tvarkomi pagal versijg valdymo
sistemoje.

Recipes shall be version handled in the control system.

URS-06.04

Parametrai ir konfigtiracijos pakeitimai receptuose turi biti
atsekami sistemoje per audito atsekamumo arba recepty
lyginimo funkcionaluma.

Parameter and configuration changes within recipes shall be
traceable within the system through audit trail or recipe
compare functionality.

URS-06.05

Versijos valdymas receptams turi biiti tvarkomas
automatiskai recepto sistemoje.

Version control for recipes shall be automatically handled
within the recipe system.
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Nr. ApraSymas Plrm.en Taip / Ne
S, ybé
No Description P Assessment
Yes/No
URS-06.06 Pradiniai taskai ir parametrai receptuose turi biiti ribojami
iki minimumo ir maksimumo riby.
M
Setpoints and parameters within the recipes shall be limited
to the minimum and maximum limits.
Galima pakeisti recepto pradinius taSkus / parametrus
partijai, jei vartotojas turi tinkamus leidimus ir nekeiciant
originalaus recepto.
URS-06.07 M
It shall be possible to modify the setpoints/ parameters of
the recipe for a batch if the user has the proper permissions,
without changing the original recipe.
URS-06.08 Sistemoje turi buti galima perZzitiréti ankstesnes recepto
versijas.
M

Previous versions of recipes shall be available for reviewing
in the system.

Ataskaitos
Reporting
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URS-07.01

Ataskaitos i§ sistemos turi biiti atspausdintos PDF ar
lygiaverc¢iu formatu automatiSkai po programos ciklo ar
partijos. Tiekéjas turi pateikti spausdintiny ataskaity
pavyzdzius.
Bent jau $i informacija turi biiti pateikiama ataskaitose:

e Partijos ID

e Partijos pradzios ir pabaigos laikas / data

e Recepto pavadinimas ir recepto versija ir / ar

Programos pavadinimas ir programos versija

e Signalas ir partijos jvykiy jrasai

e Partijos audito atsekamumo jrasai

e Specifiniy matavimo verciy tendencijos kreiveés

Dél ataskaitos Sablono detaliy turi buti nuspresta su
,Biotechpharma“ ir galutinio kliento sutikimu.

Reports from the system shall be printed out in PDF or
equivalent format automatically after a program cycle or
batch. The supplier shall present examples of printable
reports.
The following information shall be included as a minimum
in the reports:

e Batch ID

e Batch start and stop time/ date

e Recipe name and recipe version and/ or Program

name and program version
e Alarm and event log for batch duration
e Audit trail log for batch duration

e Trend curves of specific measurement values

Details of the report design shall be decided in consent with
Biotechpharma and end customer.

URS-07.02

Ataskaitos funkcionalumas turi leisti automatinj ataskaitos
perkélima  centring faily vietg ar atsarginiy duomeny vieta.
D¢l ataskaitos perkélimo funkcionalumo detaliy turi baiti
nuspresta su ,,Biotechpharma* sutikimu.

The report functionality shall allow automatic report
transfer to a central file location or backup location.
Details of the report transfer functionality shall be decided
in consent with Biotechpharma.

Sauga ir vartotojo administravimas

Security and User Administration
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URS-08.01

Valdymo sistema turi leisti vartotojui prieigg prie sistemos
prisijungimo buidu, pagristu vartotojy grupiy, vartotojy ir
slaptazodziy politika.

Sistema turi suteikti prieigos valdyma pagal vartotojus,
vartotojy grupes ir funkcijas.

The control system shall have the ability to give user access
to the system by login procedure based on user groups,
users and password policies.

The system should provide an access control based on
users, user groups and functions.

URS-08.02

Valdymo sistema turi leisti centrinj vartotojo
administravima per ry$j su aktyvaus katalogo domenu ir
vietinj administravimg per valdymo sistemos vietinio
vartotojo administravima.

D¢l vartotojo administravimo projektavimo detaliy turi bati
nuspresta su ,,Biotechpharma® sutikimu.

The control system shall allow central user administration
via connection to Active Directory Domain and local via
control system local user administration.

Details of the user administration design shall be decided in
consent with Biotechpharma.

URS-08.03

Vartotojai turi galéti prisijungti prie sistemos net jei
komunikacija su aktyvaus katalogo domenu yra nutriikusi.

Users shall be able to log into the system even if the
communication to the Active Directory Domain is lost.

URS-08.04

Reikia prisijungti, kad galétuméte atlikti bet kokj veiksma,
del kurio pasikeicia koks nors proceso atributas.

Taip pat reikia prisijungti, kad galétuméte valdyti procesy
funkcijas, pvz., rankiniu biidu valdyti voztuvus, sekas,
receptus.

Login is required to perform any activity that changes any
process attribute.

Login is also required to perform control of process
functions such as manual control of valves, sequences,
recipes.

URS-08.05

Prieiga prie HMI: turi biiti kontroliuojama vartotojo
prisijungimo lango.

Access to HMI: s shall be controlled by a user login
window.
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URS-08.06

Grafiné sgsaja turi turéti konfigliruojamg loging apsauga,
susidedancig i$ $iy saugos grupiy. Saugos grupé€s turi biiti
naudojamos nustatyti ribota prieiga prie skirtingy valdymo
sistemos sriciy.

Bent jau Sie prieigos lygiai turi biiti naudojami valdymo
sistemai
e ADMINISTRATORIUS

e PRIZIURETOJAS
e TECHNINE PRIEZIURA
e OPERATORIUS

D¢l vartotojo administravimo detaliy turi biiti nuspresta su
»Biotechpharma* sutikimu.

The graphical interface shall have configurable logical
security consisting of following security groups. This
security groups shall be used to achieve restricted access to
all different areas of the control system.

Following access levels shall be used as a minimum for the
control system:

e ADMINISTRATOR
e SUPERVISOR

e MAINTENANCE

e OPERATOR

Details of the user administration shall be decided in
consent with Biotechpharma.

URS-08.07

Sis prieigos lygis turi biti naudojamas leisti tikrinimo
prieigg prie visy operatoriaus sgsajos sric¢iy kontrolés
sistemoje:

e SVECIAS

Following access level shall be used to allow monitoring
access to all areas within the operator interface of the
control system:

e GUEST

URS-08.08

Valdymo sistema gali riboti prieigg prie vartotojo sgsajy.
Login¢ prieiga prie sistemos turi biiti suteikiama tik
autorizuotiems asmenims ir jy atitinkamam prieigos lygiui.

The control system shall be capable of restricting access to
operator interfaces. The logical access to the system must
be limited to authorized individuals and their respective
access level.
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URS-08.09

Slaptazodis turi biiti jvedamas pasléptas. [vedamas
slaptazodis negali buti rodomas.

Password entry must be masked. The password shall not be
displayed on password entry.

URS-08.10

Valdymo sistema turi atpaZinti ir pranesti apie neteisétos
prieigos bandymus.

The control system must be able to detect and report
attempts of unauthorized access.

URS-08.11

Valdymo sistema turi uztikrinti, kad kiekviena vartotojo ID
ir slaptazodzio kombinacija yra unikali, kad jokie du
asmenys neturéty tokios pacios kombinacijos.

The control system must assure that each combination of
user id and password is unique, such that no two individuals
have the same combination.

URS-08.12

Slaptazodis turi nustoti galioti pagal saugumo politika.

Password expiration must be forced according to a security
policy.

URS-08.13

Valdymo sistema negali leisti pakartotinai naudoti anksciau
priskirtg vartotojo ID.

The control system must not allow re-use of a previously
assigned user id.

URS-08.14

Sistema turi leisti vartotojui buti priskirtam prie vienos ar
keliy vartotojy grupiy.

The system should allow a user to be allocated to one or
more user groups.

URS-08.15

Tik pasirinkti vartotojui, pavyzdziui, administratoriai, gali
nustatyti prieigy leidimus ir operacinés sistemos
funkcionaluma.

Only selected users, for example administrators, shall be
able to set access permissions and operating system
functionality.

Duomeny vientisumas ir elektroniniai jrasai / Elektroninis

parasas

Data integrity and Electronic Record/Electronic Signature

URS-09.01

Valdymo sistema turi turéti audito atsekamumo

funkcionaluma.

The control system shall contain an audit trail functionality.

M
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URS-09.02

Audito atsekamumas turi biiti prieinamas visiems su sistema
susijusiems elektroniniams jraSams (ER).

Visi su sistema susij¢ ER turi biiti identifikuoti kaip sistemos
dalis ir dokumentuoti atskirame ER identifikavimo
dokumente. Sis dokumentas turi biiti pridétas prie
atitinkamos sistemos specifikacijos.

Audit trail shall be available for all system relevant
Electronic Record (ER).

All system relevant ER should be identified as part of system
design and documented in a separate ER identification
document. This document shall be attached to relevant
system design specification.

URS-09.03

Audito atsekamumas turi turéti bent §ig informacija:
Vartotojo varda (unikalig vartotojo identifikacijg)
Data ir laiko Zyma (laikas sekundémis, per transakcija)
Ivykio apraSyma, transakcijos tipg

Senajg vertg (verte prie§ pakeitima)

Naujaja verte (verte po pakeitimo)

The audit trail shall at least include the following
information:
User name (unique user identification)

Date and timestamp (time down to second, for transaction)
Event description, transaction type

Old value (value before the change)

New value (value after the change)

URS-09.04

Kiekvienas sistemos vartotojas privalo galéti patikrinti, ar
sistemos data ir laikas yra teisingi, prie§ keisdami bet kokius
duomenis.

Each user of the system must be able to verify that the system
date and time are correct before modifying any data.

URS-09.05

Turi biiti jmanoma tiksliai ir visiSkai atkurti visus ER
zmonéms suprantamu formatu, jskaitant audito atsekamuma,
metaduomenis ir paraSus, elektronine ir popierine forma,
tinkama perzidirai ir kopijavimui.

Kad bty galima atkurti audito atsekamumo informacija,
audito atsekumumo funkcija turi buti atsarginiy duomeny
ktirimo funkcijos dalis sistemoje.

It must be possible to accurately and completely reproduce
all ER to a human-readable format, including audit trail,
metadata, and signatures to electronic and paper form
suitable for review and copying.

To allow reproduction of audit trail information the audit trail
shall be part of backup functionality within the system
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Nr.
No

AprasSymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-09.06

Audito atsekamumas turi biiti generuojamas automatiskai.

The audit trail must be generated automatically.

M

URS-09.07

Audito atsekamumas turi biiti apsaugotas nuo jraSymo ant
virSaus ir redagavimo.

The audit trail must be protected from overwriting and
editing.

URS-09.08

Audito atsekamumo funkcionalumas turi veikti visada, kai
sistema yra prieinama. Audito atsekamumo funkcionalumas
turi jsijungti automatiskai ir neturi biti jmanoma deaktyvuoti
audito atsekamumo.

The audit trail functionality must be operational at all times
when the system is available. The audit trail functionality
shall start automatically and it should not be possible to
deactivate the audit trail.

URS-09.09

GMP kritiniy proceso duomeny atsarginés kopijos turi biiti
idiegtos sistemoje.

Backup of GMP critical process data shall be setup in the
system.

URS-09.10

Gamybos sistemos atsarginé kopija negali turéti jtakos
sistemos veikimui.

Backup of the production system must not affect the
performance of the system operation.

URS-09.11

Duomeny vientisumas turi buati palaikomas duomeny
atsarginiy kopijy kirimo ir atk@irimo procesu. Procesy
duomeny atsarginiy kopijy kiirimo ir atktirimo procedira turi
biti aprasyta tiekéjo.

Data integrity shall be maintained throughout the data
backup and restoration process. The procedure for backup
and restore of process data must be described by the supplier.

URS-09.12

Vartotojai negali nustatyti laikrodzio, kuris naudojamas
nustatyti audito atsekamumo laiko zyma.

Users must not be able to set the clock that is used to write
the audit trail time stamp.

URS-09.13

Sistema turi suteikti galimybe pasiraSyti transakcijg /
operacija tuo metu, kai transakcija / operacija i§ tikryjy
atlieckama.

The system must provide a possibility to sign a
transaction/operation at the time the transaction/ operation
actually takes place.
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Nr.
No

AprasSymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-09.14

Spausdintas pasirasiusiojo vardas ir pavard¢, datos ir laiko
Zyma, pasira§ymo tikslas / paskirtis turi biiti rodomi ekrane
tuo metu, kai naudojamas elektroninis parasas.

The printed name of the signer, date and time stamp,
purpose/intent of the signing must be displayed on-screen
during the act of applying the electronic signature.

URS-09.15

Sistema turi reikalauti jraSyti visus elektroninio paraSo
elementus, kai sesijos metu pasiraSoma vieng kartg arba kai
pasirasoma pirmg kartg.

The system must require that all components of an electronic
signature are entered when executing a single signing, or the
first signing within a session.

URS-09.16

Sistema turi reikalauti i§ naujo jvesti bent vieng elektroninio
paraSo elementg kiekvieng kartg toliau pasirasant tos pacios
sesijos metu.

The system must require re-entry of at least one electronic
signature component for each subsequent signing within a
single session.

URS-09.17

Elektroninis paraSas negali biiti naudojamas jrase kaip nors
kitaip, o ne pasirasyti.

The electronic signature may not be applied to the record in
any other way than by the act of signing.

URS-09.18

Sistema turi uztikrinti, kad elektroninis paraSas yra unikalus
ir asmeninis.

The system must ensure that the electronic signature is
unique and personal.

URS-09.19

Sistema turi suteikti galimybg pagal elektroninj parasa
atsekti asmenj, kuris ji naudoja.

The system must provide traceability of the electronic
signature back to the individual who applies it.

URS-09.20

Elektroninis parasas turi susidaryti i§ identifikacinio kodo ir
slaptazodzio.

The electronic signature components must consist of
identification code and password.

URS-09.21

Elektroninio paraso elementai turi palaikyti skaitmeninius
parasus.

The electronic signature components must support digital
signatures.
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Nr.
No

AprasSymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-09.22

Parasas turi biiti susietas su elektroniniu jrasu, kuris yra
pasirasomas.

The signature must be linked to the electronic record being
signed.

URS-09.23

Pasirasiusiojo spausdintas vardas ir pavardé, datos ir laiko
Zyma ir pasiraSymo tikslas / paskirtis turi matytis bet
kokiame elektroniniame ekrane ar pasiraSyto jraso
popieringje versijoje.

The printed name of the signer, date & time stamp, and
purpose/intent of the signing must be displayed on any
electronic display or paper output of the signed record.

URS-09.24

Elektroninio paraso negalima kirpti, trinti ar kopijuoti i$
jraso.

The electronic signature must not be possible to cut, delete,
or copy from the record.

Reglamentai ir standartai

Regulations and standards

URS-10.01

ES GMP gidas, IV tomas, I, II dalys, 11 priedas ir 21 CFR
210, 211 dalys

EU Guide to GMP, Volume 1V, Part I, II, Annex 11 and 21
CFR Parts 210, 211

URS-10.02

CE atitiktis: pagal Europos Sajungos direktyvas

CE conformity: In accordance with European Union
directives

URS-10.03

Elektromagnetinis suderinamumas: pagal Europos Sajungos
direktyvas dél iSmetamy daleliy ir atsparumo

Electromagnetic compatibility: In accordance with European
Union directives for emissions and immunity
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PIRKIMO SALYGU PRIEDAS NR. 2 ,,PASIULYMO FORMA
ANNEX 2. PROPOSAL FORM

INJEKCINIO VANDENS GENERATORIUS (NR. 1.021)
WATER FOR INJECTIONS GENERATOR (NO 1.021)

Kam/ To: UAB Biotechnologinés farmacijos centras ,,Biotechpharma*

2009-_ -,
Data ir vieta /
Date and place

Tiekéjo pavadinimas / ikio subjekty grupés nariai:
Supplier Name / Group of Entities:

Tiekejo kodas:
Supplier code:

Tiekéjo adresas:
Supplier Address:

Asmens atsakingo uz pasitilyma vardas, pavardé:
Name of person responsible for the offer:

Asmens atsakingo uz pasiiilyma telefono numeris:
Telephone number of the person responsible for
the offer:

Asmens atsakingo uz pasiiilyma el. pasto adresas:
Person Responsible for Proposal Email mail

adress:

Bendrieji reikalavimai:
General requirements:

1. Tiekéjas privalo nurodyti visy objekto sudedamyjy daliy kainas baltuose langeliuose. PasiraSydamas §j
pasitlyma tiekéjas patvirtina savo sutikimg su visomis pirkimo salygomis, jskaitant pirkimo salygy
techning specifikacija (pirkimo sglygy priedas Nr. 1) ir pirkimo sutarties projekta (pirkimo salygy priedas
Nr. 3). Tiekéjas sutinka pasirasyti pirkimo sutartj pagal pirkimo dokumenty priede Nr. 3 pateikta pirkimo
sutarties projekta.

1. The supplier must indicate the prices of all the components of the object in white boxes. By signing this
offer, the supplier confirms his consent to all the terms of the purchase, including the technical
specification of the tender conditions (Annex No 1 to the tender conditions) and the draft procurement
contract (Annex 3 to the tender conditions). The Supplier agrees to sign the Purchase Contract in
accordance with Annex No. 3 to the tender condition.

2. Jeigu pirkimo salygose atskirais atvejais yra nurodytas konkretus modelis ar $altinis, konkretus procesas
ar prekés zenklas, patentas, tipas, konkreti kilmé ar gamyba, yra priimtinas ir analogiskas/lygiavertis
objektas.

2. If'in the terms of tender, in individual cases, the specific model or source, the specific process or the
brand, patent, type, specific origin or production, are specified, the analogous / equivalent object is
acceptable.

3. Sitiloma jranga jsigijimo metu privalo biiti nauja ir nenaudota bei pagaminta ne seniau kaip pries 3
(trejus) metus iki pasiilymy pateikimo termino pabaigos.

3. The proposed equipment must be new and unused at the time of purchase and manufactured no earlier
than 3 (three) years before the deadline for submission of tenders.




4. Irangos pristatymas vykdomas $iais terminais nuo pirkimo sutarties jsigaliojimo dienos:
4. Delivery of the Equipment shall take place within the following terms from the date of entry into force of
the Purchase Contract:

Eil. Nr. . : Pristatymo
/ Pirkimo objektas Kiekis Pristatymo vieta terminas
No. Purchase object Quantity Place of delivery Delivery
time
Mokslininky g. 4, 08412
Vilnius, Lietuva
Injekecinio vandens generatorius 8 mén.
1. Water for Injections Generator 1 8 months
Mokslininky str. 4,
08412 Vilnius, Lithuania

5. Pardavéjas vykdo jrangos surinkimo darby j Pirkéjo moduling laboratorija techning priezitirg adresu
Mokslininky g. 4, 08412 Vilnius, Lietuva.

5. The Seller executes the maintenance of equipment assembly works at the Buyer's Modular Laboratory at
Mokslininky str. 4, 08412 Vilnius, Lithuania.

6. Pardavéjas projekto vykdymo metu (projekto pabaiga 2021-06-30) jsipareigoja konsultuoti Pirkéjo
nurodyta tre€iajj asmenj dél Pardavéjo pristatytos jrangos integravimo j Pirkéjo jrengta moduling
laboratorijg ir suteikti jam visa reikiamg informacija tinkamam $ios jrangos integravimui.

6. The supplier undertakes to advise the third party indicated by the buyer on the integration of the
equipment delivered by the supplier into the modular laboratory installed by the buyer and to provide it
with all necessary information for proper integration of this equipment during project execution (the end
of the project 30-06-2021).

7. Pardavéjas atlieka vietos priimtinumo testa (angl. SAT), instaliavimo ir veikimo kvalifikavimo darbus
(angl. IQ/OQ) bei apmoko Pirkéjo personalg naudotis jranga ne véliau, kaip per 30 dieny nuo Pirkéjo
nurodymo gavimo dienos.

7. The Seller execute a local acceptance test (SAT), installation and operation qualification (1Q / OQ),
and trains the Customer’s staff to use the equipment no later than 30 days after receipt of the Buyer's
instruction.

8. Pardavéjas garantuoja tinkama jrangos ir jrankiy patikrinima dél kenkéjisky programy, virusy ar Trojos
arkliy bei atsako uz jy atsiradimg Pirkéjo sistemose.

8. The Seller guarantees the proper inspection of the equipment and tools for malware, viruses or Trojan
horses and is responsible for their occurrence in the Customer’s systems.

9. Pardavéjas uztikrina, kad paslaugas teikiantis personalas yra tinkamai apmokytas, patyres, sertifikuotas
ir pilnai pajégus vykdyti darbus.

9. The Supplier ensures that the service personnel is properly trained, experienced, certified and fully
operational.

10. Specialieji reikalavimai pateikiami pirkimo sglygy priede Nr. 1. Esant neatitikimams ar nesutapimams
tarp lietuviy ir angly kalby, angly kalba parasytas tekstas turi virSenybeg.

10. Special requirements are presented in Annex I of the tender conditions. In case of discrepancies or
inconsistencies between the Lithuanian and English texts, the text in English shall prevail.

11. Tiekéjas yra jvykdes Sias panasSias sutartis, kurios atinka pirkimo salygy 3.1 punkte nurodytus
reikalavimus:
11. The Supplier has fulfilled these similar agreements that meet the requirements of Clause 3.1:




Sutarties Uzsakovo
ivykdymo | UzZsakovo | kontaktai
data/ pavadinima
Eil. Nr. tarti
! / r Sutarties objektas S:eil;éljs Date of s Customer's
Value of accomplish Contact
Contract object ment of the | Name of details
No. the contract
contract the (Name, e-
DD-MM- Customer mail,
YY phone)
>50%
pasiiilymo
Farmacinés laboratorinés jrangos kainos Eur
: frang be PVM
pardavimas:
1 >50%
’ (50%) the
) value of
Sale' of pharmaceutical laboratory the tender
equipment: .
Pprice
excluding
VAT
Tiekéjo pirkimo sutarties galiojimo laikotarpiui sinlomos kainos (jkainiai):
Bid (prices) offered by the Supplier for the validity period of the Purchase Contract:
Mato Kaina, Eur | Suma Eur,
Eil. /Nr. Pirkimo objektas vienetas/ Kiekis / be PVM/ | be PYM/
. Unit of . Price, Eur | Amount
No. Geiekasaoliess measureme Ly without Eur, VAT
nt VAT excluded
1 Injekcinio vandens generatorius Vnt. 1 0.00
) Water for Injections Generator Units ’
Bendra pasitilymo kaina, Eur be PVM: 0.00
Total bid price, Eur without VAT: ’
o o PVM PVM suma,
* Tais atvejais, kai pagal galiojancius teisés aktus tarifas* Eur:
tiekéjui nereikia mokéti PVM, teikéjas PVM tarifo VAT rate* VAT 0,00
lauka palieka neuzpildyta %) amount,
* In cases where the applicable legislation does ° Eur:
not require the supplier to pay VAT, the supplier Bendra pasitlymo kaina, Eur su PVM
must leave empty field VAT rate (jei taikomas) 0,00
Total bid, Eur with VAT (if applicable)

Pasiillymo priedai:
Annexes to the tender:

Dokumentas yra
konfidencialus?
Lapy skaicius Taip / Ne

Number of pages

Dokumento pavadinimas

Document name
Is the document confidential?

Yes / No




Jgaliojimas pateikti pasitilyma (jei taikoma)
Power of attorney to submit a tender (if applicable)

Jungtinés veiklos sutarties kopija (jei taikoma)
A copy of a joint venture agreement (if applicable)

Atitikimg kvalifikacijos reikalavimams jrodantys
dokumentai, nurodyti pirkimo salygy 3.1 punkte

The documents proving conformity with the qualification
requirements set out in Article 3.1 of these tender
conditions

Kita
Other

(Name of the supplier or job position of its
authorized person)

(Signature)

(Name and surname)




PRIEDAS NR. 1 ,TECHNINE SPECIFIKACIJA“

ANNEX NO. 1 "TECHNICAL SPECIFICATION"

LINJEKCINIO VANDENS
GENERATORIUS (NR. 1.021)¢

PATVIRTINTA
Pirkimo komisijos
201 - protokolu

“WATER FOR INJECTIONS
GENERATOR (NO 1.021)*

APPROVED

by minutes of the
Procurement Commission
- -2019
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1. ApibréZimai ir sutrumpinimai
1. Definitions and abbreviations

AISI Amerikos gelezies ir plieno institutas American Iron and Steel Institute

BMS Pastato valdymo sistema Building Management System

°C Laipsniai pagal Celsijy Degrees of Celsius

CFR Federaliniy taisykliy kodeksas Code of Federal Regulations

CE Europos atitiktis Conformité Européenne

DOC Dokumentas Document

DWG Brézinys Drawing

EPDM Etileno-propileno-dieno monomeras Ethylene Propylene Diene Monomer

EU Europos Sajunga Europe Union

FDA Federalin¢ vaisty administracija Federal Drug Administration

FR Galutin¢ ataskaita Final Report

GMP Gera gamybos praktika Good Manufacturing Practice

Hz Hercas Hertz

1Q Montavimo atestacija Installation Qualification

0Q Veikimo atestacija Operational Qualification

P&ID Procesy ir jrankiy schemos Process & Instrumentation Diagram

PDF PDF formato failas Portable Document Format

Ph Farmakopéja Pharmacopoeia

PE Apsauginis jzeminimas Protective Earthing

PLC Programuojamas loginis valdiklis Programmable Logic Controller

PS Karsti garai Pure Steam

PTFE Politetrafluoretilenas Polytetrafluoroethylene

SCADA/CAS | Priezitros kontrolé ir duomeny gavimas / | Supervisory Control and Data Acquisition/
Centringé archyvavimo sistema Central archiving System

QA Quality Assurance Kokybés uztikrinimas
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RH Santykiné drégmé Relative Humidity

TC ,» 1i-Clamp® jungtis arba lygiaverte Tri-Clamp or equivalent

URS Vartotojo reikalavimy specifikacija User Requirements Specification
USP Jungtiniy Valstijy farmakopéja United States Pharmacopoeia

v Voltai Volts

WFI Injekcinis vanduo Water for Injections

2. Reikalavimai

2. Requirements

Operaciniai reikalavimai yra i$samiai aprasyti Siose Reikalavimy matricose. Reikalavimy nurodymas yra
toks: Privalomi reikalavimai Zymimi ,,M“.

The operational requirements are specifically detailed in the following Requirements matrixes. Requirements
designation is as follows: The mandatory requirements are designated “M”.

3.1 Reikalavimy matrica validavimo darbams

3.1 Requirements matrix for validation works

Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-01

Validavimas

Validation

URS-01.01

Kwvalifikacijos protokolai turi buti perzitiréti, i§ anksto patvirtinti
pries vykdyma ir patvirtinti po vykdymo.

Qualification protocols must be reviewed and preapproved
before execution and approved after execution.

URS-01.02

Patvirtinantys asmenys — sistemos savininkas, techninis
savininkas, Validavimo grupés vadovas ir ,,Biotechpharma“
kokybes uztikrinimo vadovas.

Approval persons must include system owner, technical owner,
Head of QA wvalidation group and QA Manager of
Biotechpharma.

URS-01.03

Nukrypimai ir taisomieji veiksmai turi biiti patvirtinti
,Biotechpharma“ kokybés uztikrinimo skyriaus.

Deviations and corrective actions must be approved by
Biotechpharma Quality Assurance.

URS-01.04

IQ galima paleisti tik kai sistema yra visiskai jdiegta.
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Pirmen Ivertinimas
Nr. Aprasymas X Taip / Ne
A ybé
No Description P Assessment
Yes/No
1Q can be started only after system is completely installed.
1Q bus visada vykdomas anksciau uz OQ.
URS-01.05 Performance of the 1Q will always precede performance of the M
0Q.
Priimtinumo kriterijai turi buiti aiskiai apibrezti.
URS-01.06 M
Acceptance criteria must be clearly defined.
1Q / QQ vartotojo vietoje atlickantys darbuotojai turi turéti
tinkama kvalifikacijg ir turi pateikti patvirtinancia (-ius) Sig
kvalifikacijg sertifikatg (-us).
URS-01.07 M
Personnel, who will perform 1Q/OQ at customer site shall have
appropriate qualification and provide certificate/-s confirming
his qualification.
3.2 Reikalavimy matrica pagrindinei WFI generatoriaus konstrukcijai
3.2 Requirements matrix for basic design of WFI Generator
Pirmen Ivertinimas
Nr. Aprasymas X Taip / Ne
A ybé
No Description P Assessment
Yes/No
Pagrindiné konstrukcija
URS-02
Basic Design
WFI turi buti pagamintas naudojant gary suspaudimo
technologijg arba lygiaverte.
URS-02.01 M
WFTI shall be produced by vapor compression technology or
equivalent.
WEFI generatoriaus nasumas turi biiti bent 4000 L/h su bent jau
3 bary jeinancio gary kaitinimo slégiu. Pagal techninio projekto
vertinimg.
URS-02.02 M
The WFI generator shall have a capacity of 4000 L/h at least
with at least 3 bar incoming steam heating pressure. Based on
basic design estimation.
Didziausias triuk§mo lygis jprastu rezimu neturi virSyti 90 dB
(A).
URS-02.03 M
Maximum noise level shall not exceed 90 dB (A) during normal
operation.
Nuotake turi biiti jrengti ne mazesni kaip 50 mm oro stabdZiai. M
URS-02.04
Air-breaks no less than 50 mm shall be installed at the drain.
URS-02.05 WFI generatorius turi turéti CE Zyméjima. M
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Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas

Taip / Ne

Assessment
Yes/No

The WFI generator shall be CE marked.

URS-02.06

Nuoteky iSleidimo temperatiira — pagal pagrindinj konstrukcijos
vertinimg.

Drain discharge temperature — based on Basic Design
estimation.

URS-02.07

Pagaminto WFI kokybé¢ — kaip apibiidinta:

Europos farmakopéja, dabartinis leidimas, 0169 ,,Injekcinis
vanduo*

USP, dabartinis leidimas, 1231 ,,Vanduo farmaciniais tikslais*,
injekcinis vanduo.

Produced WFI quality — as described in:

European Pharmacopoeia, Current Edition, 0169 “Water for
Injections”,

USP, Current Edition, 1231
Purposes”, Water for Injection.

“Water for Pharmaceutical

URS-02.08

Generatoriai turi veikti automatiskai nepertraukiamai 24 / 7 ir
turi biiti i§jungiami techninei prieziiirai 3 savaitéms per metus.

The generators shall operate automatically continuously 24/7
and will be shut down for maintenance 3 weeks/year.

URS-02.09

Pagamintas WFTI turi turéti laidumo jutiklj

Diapazonas: bent nuo 1 puS iki 900 uS/cm
Tolerancija: bent £ 0,2 uS/cm
Tikslumas: bent + 2,5 %

There shall be a conductivity sensor on the produced WFI
Range: at least 1 uS to 900 puS/cm

Tolerance: at least £0.2 pS/cm
Accuracy: at least +2.5%

URS-02.10

Pagamintas WFTI turi turéti temperattiros jutiklj

Diapazonas: bent 0-200 °C
Tolerancija: bent + 0,5 °C
Tikslumas: bent + 0,1 °C

There shall be a temperature sensor on the produced WFI
Range: at least 0 - 200 °C

Tolerance: at least 0.5 °C
Accuracy: at least 0.1 °C
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Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-02.11

Maitinimo vanduo turi turéti srauto jutiklj

Diapazonas: bent 0—10000 kg/h
Tolerancija: bent = 1 kg/h
Tikslumas: bent + 5 kg

There shall be a flow sensor on the feed water
Range: at least 0 — 10000 kg/h

Tolerance: at least + 1 kg/h
Accuracy: at least + Skg

URS-02.12

Maitinimo vanduo turi turéti slégio jutiklj

Diapazonas: bent 0—8 bar
Tolerancija: bent + 0,1 bar
Tikslumas: bent + 0,2 bar

There shall be a pressure sensor on the feed water

Range: at least 0 - 8 bar
Tolerance: at least 0.1 bar

Accuracy: at least 0.2 bar

URS-02.13

Ieinantys jrenginio garai turi turéti slégio jutiklj

Diapazonas: bent 0—12 bar
Tolerancija: bent + 0,1 bar
Tikslumas: bent + 0,5 bar

There shall be a pressure sensor on incoming plant steam
Range: at least 0 - 12 bar

Tolerance: at least 0.1 bar
Accuracy: at least 0.5 bar
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Ivertinimas

Nr. ApraSymas P1r111.en Taip / Ne
A ybé
No Description Priorit Assessment
Y | Yes/No

Nuotakas turi turéti temperatiiros jutiklj

Diapazonas: bent 0-120 °C
Tolerancija: bent + 0,5 °C
Tikslumas: bent + 0,1 °C

URS-02.14 M
There shall be a temperature sensor on the drain

Range: at least 0 - 120 °C
Tolerance: at least £0.5 °C
Accuracy: at least 0.1 °C

WEFI generatorius turi biiti suderinamas su montavimo ploto
planu ir { jj tilpti.
URS-02.15 M

The WFI generator shall be compatible with and fit within the
layout of the area for installation.

Prieinamas maitinimo i§jungimo jungiklis.
URS-02.16 M
Accessible power disconnect switch.

Avarinio stabdymo mygtukas turi biiti tickiamas prie jprasty
darbiniy stoCiy, pasiekiamas operatoriui. Aktyvavus avarinj
stabdyma generatorius turi nedelsiant i$sijungti j saugia padét;.

URS-02.17 M
Emergency stop button shall be supplied within the reach of the

operator at normal operator stations. When activated, the
emergency stop shall shut the generator down immediately to
the safe state.

Kai nustojama tiekti maitinima, generatorius neveikia saugioje
padétyje. [renginys neturéty biiti i§ naujo paleidziamas, kol bus
atkurtas maitinimas. I§ naujo paleisti generatoriy turi
operatorius.

URS-02.18 M

Upon failure of the power supply, the generator shall fail to a
safe state. Operation shall not restart upon power restoration.
Operator intervention is required to restart the generator.

3.3 Reikalavimy matrica konstrukcijai, medZiagoms ir pavirSiams
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3.3 Requirements matrix for construction, material and surfaces

Nr.
No

Ivertinimas
Taip / Ne
Assessment
Yes/No

Pirmen
ybé
Priority

Aprasymas
Description

URS-03

Konstrukcija, medziagos ir pavirsiai

Construction, material and surfaces

URS-03.01

Visos vidinés dalys turi biiti neridijancio plieno AISI 316L ar
aukstesnio lygio, nuslifuotos elektra iki < 0,8 pm Ra. Ne
neriidijancio plieno dalys neturi biiti reaktyvios, pridedancios ar
sugeriancios, kad nepakeisty produkto saugumo, tapatumo,
kokybés ar grynumo.

All internal parts shall be in stainless steel grade AISI 316L or
higher grade electropolished to <0.8 pm Ra. Parts that cannot
be stainless steel shall not be reactive, additive, or absorptive so
as to alter the safety, identity, strength, quality, or purity of the
product.

URS-03.02

Visos su produktu nekontaktuojancios dalys turi biiti
nertidijancio plieno AISI 316L ar aukStesnio lygio

All non-wetted parts shall be in stainless steel grade AISI 316L
or higher grade

URS-03.03

Nertdijancio plieno virinimas turi biiti atlickamas inertinémis
dujomis. Visos salytyje su produktu esancios virintosios sitilés
turi buti be jtrikimy ar jplySimy

Stainless steel welds shall be performed under inert gas. All
product contact welds shall be crack and crevice free

URS-03.04

Vamzdziy jrengimo darbai turi atitikti ASME BPE ir ASME
BPE medziagy dimensijas (arba lygiavertes) (iSoriskai
nuslifuoti vamzdziai §variose patalpose)

Pipe work shall follow the intention of ASME BPE and material
dimensions per ASME BPE (or equivalent) (externally polished
pipes in clean room areas)

URS-03.05

ISoriniai pavir$iai turi biti i§ neridijancio plieno AISI 304 ar
aukstesnio lygio.

External surfaces shall be manufactured in AISI 304 Stainless
Steel or higher grade.

URS-03.06

Réminimo darbai turi biti juodo plieno. Padengti
antikoroziniais daZzais.

The frame work shall be made in black steel. Coated with
antirust paint.

URS-03.07

Elektriniai skydeliai turi biiti juodo plieno. Padengti
antikoroziniais dazais.

Electrical cabinets shall be in black steel. Coated with antirust
paint.
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Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-03.08

Irangos projektavimas ir konstrukcija turi bati toks, kad nebiity
asStriy kampy bei kity neprieinamy iSvalyti daliy.

Design and construction of the equipment must be such that
sharp angles and other parts not accessible for cleaning, are
avoided.

URS-03.09

Kolony ir vamzdziy sistema turi biiti suprojektuota taip, kad
bty galima visiskai nusausinti.

The columns and piping system should be designed for total
drainability.

URS-03.10

Visi vamzdziai turi turéti bent 1 % nuolydj metrui link nuotako.

All pipes shall have a minimum sloping of 1% per meter
towards the drain.

URS-03.11

Vamzdziai ir generatorius turi biti izoliuoti.

Pipes and generator shall be insulated.

URS-03.12

Izoliacijos gaubtas turi biiti besiiilis suvirinto plieno lakstas.
Gaubtas turi buti jdubes prie jungciy, kad jas biity galima
pasiekti.

The insulation cover shall be a seamless welded steel sheet. The
cover shall be recessed around connections as needed to allow
for access.

URS-03.13

Izoliacijos medziaga turi buiti mineralin¢ vata be chloro ar
lygiaverte.

Insulation material shall be chloride free mineral wool or
equivalent.

URS-03.14

Aklyjy atsaky ilgis neturéty biiti didesnis uz 3 vidiniy vamzdziy
skersmenis.

Dead legs length should not exceed 3 times of the inner pipe
diameter.

URS-03.15

Visi tarpikliai, esantys salytyje su produktu, turi biti i§ EPDM,
PTFE arba silikono arba lygiaverciai bei turi biiti jtraukti j
FDA sgraSa ir patvirtinti sertifikatu.

All gaskets in product contact shall be made of EPDM, PTFE or
silicone or equivalent and shall be FDA listed and be verified
by certificate.

URS-03.16

Masinos turi biiti pazymétos atitinkamais saugos ir pavojaus
zenklais.

The machines shall be labeled with relevant safety and hazard
warning signs.

URS-03.17

Tinkamos kélimo kilpos turi biiti tiekiamos.

Suitable lifting lugs are to be supplied for lifting.
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Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-03.18

Visos virintosios sililés, esancios salytyje su produktu, turi biiti
dokumentuotos suvirinimo Zurnale ir izometriniu bréziniu /
bréziniu, kad biity galima atsekti visas medziagas ir visas
virintgsias siiiles.

All welds in product contact shall be documented in a weld log
and isometric/drawing to allow full traceability of each
material and each weld.

URS-03.19

Turi buti atlickamas vamzdyny suvirinimas automatiniu
orbitiniu tipu, kai tai techniskai jmanoma, ir suvirinimo zurnalai
turi biiti pateikiami.

Welding of the automatic orbital type where technically
possible shall be performed for piping and welding logs shall be
supplied.

URS-03.20

Turi biiti naudojamos sanitarinés jungtys.

Sanitary connections shall be used.

URS-03.21

Tik ,,Tri-Clover tipo arba lygiavertés jungtys arba jleistinio
montazo NovAseptic arba lygiavertés, arba atitinkamos jungtys
turi bliti naudojamos kaip sanitarinés jungtys. Jungtys turi
atitikti ASME BPE arba lygiavertj.

Only “Tri-Clover” type or equivalent connections or flush
mounted NovAseptic or equivalent connections shall be used
for sanitary connections. Connections shall follow ASME BPE
or equivalent.

URS-03.22

Pries pristatyma WFI generatorius turi buti iSvalytas; visi
pavirsiai turi biiti nuriebalinti ir nuvalyti Sarminiu plovikliu.
Valymas turi biti atliekamas ir pries, i§ po apzitros ir
testavimo.

The WFI generator shall be cleaned before delivery; all surfaces
shall be degreased and cleaned with an alkaline detergent.
Cleaning shall be performed both before and after inspection
and tests.

URS-03.23

Vamzdziai turi buti pazyméti medziagos tipu ir srauto kryptimi.

Pipes shall be labelled with type of media and flow direction.

URS-03.24

Visos dalys, jskaitant masinas, voztuvus, laidus, elektrines
dalis ir kt., turi biti pazymétos pagal ,,Biotechpharma“
standartg.

All components including but not limited to machines, valves,
cables and electric components shall be labelled according to
Biotechpharma standard.

URS-03.25

ISorinis atskirtuvo pavirSius turi biiti lygus, valomas ir
suderinamas su vartotojo naudojama valymo priemone.
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Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

External surface of separator must be smooth, cleanable and
compatible with an cleaning agent specified by the user.

URS-03.26

Vidinis generatoriaus pavir$ius turi biiti nuslifuotas elektra.
Ivykdymo ataskaita turi biiti pridéta prie talpos dokumentacijos.

The internal surface of the generator shall be electropolished.
An execution report shall be attached to the tank documentation.

URS-03.27

Kontaktuojancios su produktu dalys turi biiti pasyvuotos su 10
% HNO; arba atitinkamu tirpikliu.

Wetted parts shall be passivated with 10 % HNO; or equivalent.

URS-03.28

Generatorius turi biiti be jtrukimy. Turi biiti atliktas testas su
jitrikimus aptinkanciu ar fluorescenciniu skysciu.

The generator shall be free of cracks. Test with crack detection
penetrant or fluorescent fluid shall be made.

3.4 Reikalavimy matrica pagalbinéms, elektrai ir valdymo sistemai

3.4 Requirements matrix for utilities, electrical and control system

Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-04

Pagalbinés sistemos

Utilities

URS-04.01

Maitinimo Saltinis: 400 V (trifazeé srové + N + PE) arba 230 V
(vienfazé srové + N + PE), 50 Hz

Power supply:
400 V (3 phase + N + PE) or 230 V (1 phase + N + PE), 50 Hz.

URS-04.02

Irenginio gary tiekimas — pagal pagrindinj konstrukcijos
vertinimg (bent 8 bar/g)

Plant steam supply — based on Basic Design estimation (at least
8 bar(g))

URS-04.03

Prietaiso oras, sausas ir be priemaiSy — pagal pagrindinj
konstrukcijos vertinimg (bent 6 bar/g)

Instrument air, dry and oil free — based on Basic design
estimation (at least 6 bar(g))

URS-04.04

Maitinimo vanduo (iSgrynintas vanduo):

ISgrynintas vanduo, kaip apibtidinta:

Europos farmakopéja, dabartinis leidimas, 0008 ,ISgrynintas
vanduo*

USP, dabartinis leidimas, 1231 ,,Vanduo farmaciniais tikslais*,
ISgrynintas vanduo.
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Ivertinimas

Nr. Aprasymas Plrm.en Taip / Ne
A ybé
No Description P Assessment
Yes/No
Feed water (Purified Water):
Purified water as described in:
European Pharmacopoeia, Current Edition, 0008 “Purified
Water”,
USP, Current Edition, 1231 “Water for Pharmaceutical
Purposes”, Purified Water.
Ausinimo vanduo:
Atsaldytas  vanduo, specifikacijos nurodomos  daliy

URS-04.05 konstrukcijos metu. M
Cooling water:

Chilled water, specifications to be defined during detail design.
Aplinkos salygos:

Sistemos jranga ir jrankiai turi buti tinkami jrengti numatytoje
aplinkoje.

URS-04.06 M
Environmental Conditions:

The system equipment and field instruments shall be suitable
for installation in intended environment.
Elektra
URS-05
Electrical
Avarinio stabdymo jungikliai turi bati jdiegti visuose
pagrindiniuose darbiniuose taskuose.

URS-05.01 M
Emergency stop switches shall be installed at all critical
operation points.

Elektrinés dalys turi biiti jdiegtos pagal IP44 arba aukStesnio
standarto reikalavimus.

URS-05.02 M
Electrical parts must be installed in accordance with
requirements of IP44 or higher standard.

Elektros skydeliai turi turéti bent 10 % laisvos talpos gnybtams
irt. t.

URS-05.03 M
Electrical cabinet shall have at least 10 % spare capacity for
terminals etc.

Vidiniai kabeliai turi biiti vienodai pazymeéti abiejuose galuose
su gnybto bloko numeriu arba nuorodos numeriu. Taciau
matomi apsauginiai takeliai (maks. 100 mm) neturi buti

URS-05.04 | PaZymet. M
Internal cabling shall be identically marked on both ends with
the terminal block number or reference number. Visible bridges
(max 100 mm) do not however need to be marked.

Ekranuoti kabeliai turi buiti naudojami analoginiams signalams.

URS-05.05 Ekranas turi biiti jjungtas i kita jZzeminimo lizdg valdymo M

skydelyje.
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Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

Shielded cables shall be used for analogue signals. Shield shall
be connected to a separate earth in the control cabinet.

URS-05.06

Skirtingy potencialy sistemy terminaly blokai turéty biiti

priskirti atskiroms numeriy serijoms pagal CE standartus.

Terminal blocks for systems at different potentials should be

allocated to separate number series according to CE standards
1.

URS-05.07

Vidaus instaliacijos laidy Zyméjimo spalvos turi atitikti CE
standartus.
Colour coding of internal wiring shall follow CE standards.

URS-05.08

Valdymo blokas PLC turi turéti atsarginj maitinimo elementa,
jei nutrikty maitinimas (ne maziau kaip 30 min). Siuo
laikotarpiu turi baiti iSlaikyti data ir nustatymai. Maitinimo
elemento nereikia, jei data ir nustatymai yra saugomi atminties
korteléje.

The control unit PLC shall have a battery for power backup
during power failure (no less 30 min). During this period, date
and settings shall be maintained. Battery is not needed if date
and settings are stored into flash memory card.

URS-06

Valdymo sistema

Control system

URS-06.01

WEFI generatorius turi turéti atskirg valdymo sistema su HMI ir
spausdintuvu, tinkamu GMP gamybai.

The WFI generator shall have a stand-alone control system with
an HMI and printer suitable for GMP production.

URS-06.02

Valdymo sistema turi atitikti VLP-URS-0432 reikalavimus
(pridedama).

The control system shall fulfil the requirements in VLP-URS-
0432 (see attached).

URS-06.03

Pagrindiniams parametrams perduoti turi biiti sgsaja su SCADA
/ CAS (zr.URS 06.05)

There shall be interface to SCADA/CAS for transfer of major
parameters (refer to 06.05).

URS-06.04

Generatorius turi turéti vieng rele bendrajam signalui
elektriniame skydelyje. Relés i$¢jimas turi buti jjungtas i
bendrajj signala.

Generator shall have one relay for collective alarm in electrical
cabinet. Relay output shall be energized on common alarm.

URS-06.05

Pagrindiniai signalai:
e  WEFI laidumas;
e  WFI temperatiira;
e Maitinimo vandens slégis;
e Jrangos gary slégis;
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Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

e  Avarinis stabdymas;
e Nutriikes maitinimas.

Major alarms:

e  WFI conductivity,
WFI temperature,
Feed water pressure,
Plant steam pressure,
Emergency stop,
Power failure.

URS-06.06

Pagrindiniai parametrai (nuor. 06.07) turi buti jrasyti ] SCADA
/ CAS.

Major parameters (ref. to 06.07) shall be recorded into
SCADA/CAS.

URS-06.07

Turi biti pateikiama bent jau $i informacija:
e  WFI temperatiira ir laidumas,
e signalai,
e sistemos rezimas.

As a minimum, the following shall be displayed:
e  WFI temperature and conductivity,
e alarms,
e system mode.

URS-06.08

Angly kalba naudojama ekranuose, parametry pavadinimuose ir
t.t.

English language shall be used for screens, parameter names
etc.

URS-06.09

Kai nustojama tiekti maitinima, generatorius neveikia saugioje
padétyje. [renginys neturéty biiti i§ naujo paleidziamas, kol bus
atkurtas maitinimas. I§ naujo paleisti generatoriy turi
operatorius.

Upon failure of the power supply, the generator shall fail to a
safe state. Operation shall not restart upon power restoration.
Operator intervention is required to restart the generator.

URS-06.10

Generatorius turi veikti visiSkai automatiSkai ir turl turéti
operatoriaus s3saja — operatoriaus skydel;.

Generator shall be fully automatic in operation and shall have
operator interface — operator panel.

URS-06.11

Valdymo blokas PLC turi turéti atsarginj maitinimo elementa,
jei nutrikty maitinimas (ne maZiau kaip 30 min). Siuo
laikotarpiu turi baiti iSlaikyti data ir nustatymai. Maitinimo
elemento nereikia, jei data ir nustatymai yra saugomi atminties
korteléje.
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Ivertinimas
Taip / Ne
Assessment
Yes/No

Pirmen
ybé
Priority

Nr. Aprasymas
No Description

The control unit PLC shall have a battery for power backup
during power failure (no less 30 min). During this period, date
and settings shall be maintained. Battery is not needed if date
and settings are stored into flash memory card.

Stebétini parametrai, dél kuriy turi biiti jjungtas pavojaus
signalas ir WFI automatiskai nustotas tiekti ] WFI saugojimo
talpg bei turi buti informuotas operatorius, yra:

WEFI didelis laidumas.
URS-06.12 M
Parameters which shall be monitored and alarmed and shall take

the action automatically to stop supplying WFI into the WFI
storage tank and notify the operator, shall include:

WEFTI high conductivity.

3.5 Reikalavimy matrica dokumentacijai ir palaikymui

3.5 Requirements matrix for documentation and support

Ivertinimas
Taip / Ne
Assessment
Yes/No

Pirmen
ybé
Priority

Nr. Aprasymas
No Description

Tarpinis dokumenty paketas

URS-07
Intermediate documentation package

Tarpinis dokumenty paketas apibiidina, kaip jranga bus jrengta
jstaigoje pagal projekta. Si informacija ir jos pateikimo laikas
yra esminis ,,Biotechpharma* projektui uzbaigti. Si
dokumentacija turi buti teikiama angly kalba ir prekiautojo
informacijos teikimo etapu, kaip nustatyta projekto
tvarkarastyje.

URS-07.01 N/A N/A
The intermediate documentation package defines how the
equipment will be integrated into the design and the facility.
This information, and the timing thereof, is critical for
Biotechpharma in order to complete the design. The following
documentation shall be supplied in English and at the vendor
information milestone in the project schedule.

Dokumentacijos rinkinio formatas turéty buti:
- Bréziniai bei PID turi biiti teikiami DWG formatu arba
lygiaverciu
- Kokybés dokumentai turi biiti teikiami Microsoft
Word formatu arba lygiaverciu
URS-07.02 - Sarasai turi buti teikiami Microsoft Excel formatu arba
lygiaverciu

Format for the documentation package shall be:
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Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

- Drawings and PIDs shall be supplied in DWG format
or equivalent

- Quality documents shall be supplied in Microsoft
Word format or equivalent

- Lists shall be supplied in Microsoft Excel format or
equivalent

URS-07.03

Bendri jrangos surinkimo bréZziniai ir 3D brézinys DWG
formatu arba lygiaverciu, jtrauktinas i ,,Biotechpharma“ 3D
modelj. Dokumente turi biiti nurodyti jrangos gabaritas,
jungciy vietos su nurodytu jung¢iy dydziais, auks¢iu nuo
pavirsiaus, ilgiu.

General arrangement drawings for equipment and 3D drawing
in DWG format or equivalent for inclusion in Biotechpharma
3D model. Document shall contain at least equipment volume
(black box), connection locations with indicated size, height
from the ground, length.

URS-07.04

Kokybés planas

Quality plan.

URS-07.05

Esminiy daliy sarasas.

Critical component list.

URS-07.06

Esminiy pavojaus signaly sarasas.

Critical alarm list.

URS-07.07

[$samils jungCiy viety bréziniai (jranga grindims / sienoms /
luboms) ir kiti.

Detail drawings of connection locations (equipment for
floor/wall/ceiling) and other.

URS-07.08

Dinaminiai ir statiniai apkrovos duomenys

Dynamic and static load data.

URS-07.09

Pagalbiniy sistemy naudojimas, didziausios ir ciklo vertes.

Utilities consumption, peak and cycle values.

URS-07.10

Vamzdyny ir jrankiy schemos.

Piping and instrumentation diagrams.

URS-07.11

Procesy aprasSymai ir veikimo sekos (jskaitant logines
schemas, tipines ankstesniuose pristatymuose)

Puslapis 16 is 22




Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

Process description and operation sequences (including logic
diagrams, typical from previous deliveries)

URS-07.12

Sistemos planas ir tinklo planas (valdymo sistema)

System layout and network layout (control system)

URS-07.13

Standartinés
sistema)

komunikacijos sgsajos apraSymas (valdymo

Standard communication interface description (control system)

URS-07.14

GAMP programinés jrangos klasifikacija, rizikos vertinimo
dokumentas

GAMP software classification, risk assessment document.

URS-08

Pridavimo paketas

Turn over package

URS-08.01

Dokumentacijos paketo formatas turéty biiti:

- Bréziniai bei PID turi buti teikiami DWG formatu
(Autodesk AutoCAD 2017, ne ankstesniu kaip 2010
m. formatu) arba lygiaverciu

- Kokybés dokumentai turi biiti teikiami Microsoft
Word formatu arba lygiaverciu

- Sarasai turi buti teikiami Microsoft Excel formatu arba
lygiaverciu

Format for the documentation package shall be:

- Drawings and PIDs shall be supplied in DWG format
(Autodesk AutoCAD 2017, not earlier than 2010) or
equivalent

- Quality documents shall be supplied in Microsoft
Word format or equivalent

- Lists shall be supplied in Microsoft Excel format or
equivalent

URS-08.02

Bendri surinkimo bréziniai DWG arba lygiaverciu formatu.

General arrangement drawings in DWG or equivalent format.

URS-08.03

Triuk$mo lygio verifikacija.

Noise level verification.

URS-08.04

Medziagy sertifikatai, kaip apibrézta pagal anksciau pateiktus
reikalavimus, ir visy produkto Slampamy daliy medziagy
sertifikatai 3.1B pagal EN10204 arba lygiavert;.
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Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

Material certificates as defined according to requirements above
and material certificates 3.1B according to EN10204 or
equivalent for all product wetted parts.

URS-08.05

Visy taikomy CE Zenklinimo direktyvy atitikties deklaracija.

Declaration of conformity for all applicable CE marking
directives.

URS-08.06

Visy taikomy ES direktyvy atitikties sertifikatas (zr. URS-
10.01).

Certificate of conformity for all applicable EU directives (see
URS-10.01).

URS-08.07

Suvirinimo kvalifikacijos, procediiros ir sertifikatai.

Welding qualifications, procedures and certificates.

URS-08.08

Naudojimo ir techninés priezitiros vadovai angly kalba.

Operating and maintenance manuals in English.

URS-08.09

Elektros ir laidy sujungimo vadovai (jskaitant elektros bréziniy
sarasa, sroves schemas, skydelio plana, sujungimo schemas ir t.

t).

Electrical and Wiring Manuals (including electrical drawing
list, circuit diagrams, connection diagrams, cabinet layout,
interconnection diagrams, etc.)

URS-08.10

Rekomenduojamy atsarginiy daliy sgrasas.

Recommended spare parts list.

URS-08.11

Perzitirétos vamzdyny ir jrankiy schemos.

As built piping & instrumentation diagrams.

URS-08.12

Procesy apraSymai ir veikimo sekos (iskaitant blokavimo sekas
ir logines schemas)

Process descriptions and operation sequences (including
interlock sequences and logic diagrams)

URS-08.13

Sertifikatas dél atlikto §lifavimo elektra ir pavirSiaus apdailos
(iskaitant pasyvavimo metodus ir procediiras).

Certificate on performed electropolishing and surface finish,
(including passivation methods and procedures).

URS-08.14

Kwvalifikacijos ir paleidimo dokumentai, kaip:
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Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

- 1Q/QQ protokolai ir ataskaitos.

Qualification and commissioning documents such as:
- 1Q/0Q protocols and reports.

URS-08.15

Irankiy, matuokliy ir t. t. kalibravimo sertifikatai, galiojantys
bent 10 ménesiy nuo pristatymo.

Calibration certificates for instruments, gauges, etc. with
minimum 10 months validity at delivery.

URS-08.16

Irankiy, naudoty testuoti ar kalibruoti jrangg, galiojantys
kalibravimo sertifikatai.

Valid calibration certificates for instruments used to test or
calibrate Equipment.

URS-08.17

Testavimo sertifikatai ir testavimo dokumentacija, pvz., slégio
testavimo procediiros sléginiams indams, vamzdyny
sistemoms. TUV arba lygiavertis slégio testy ataskaitos ar
atitinkami dokumentai.

Test certificates and test documentation, e.g. Pressure test
procedures for pressure vessels, pipe systems. TUV or
equivalent pressure test reports or equivalent.

URS-08.18

Visy ne metaliniy daliy, esanciy salytyje su procesy srautais,
biologinio suderinamumo sertifikatai (kaip diafragmy,
tarpikliy, ,,O* formos Ziedy, sandarikliy, jungCiy ir t. t.).

Biological compatibility certificates of all non-metals in contact
with process streams (like diaphragms, gaskets, O-rings, seals,
couplings, etc.)

URS-08.19

Patikrinti ir perzitiréti bréziniai.

Verified as-built drawings.

URS-08.20

Techninés ir programinés jrangos projektavimo specifikacijos
(valdymo sistema)

Hardware and Software design specifications (control system)

URS-08.21

Reikalavimy atsekamumo matrica (atsekamumo reikalavimas
—nuoroda j projekta — nuoroda j testavimg).

Requirement Traceability Matrix (traceability requirement —
design reference — test reference)

URS-08.22

Dokumentacija turi biiti angly kalba, jei nenurodyta kitaip, ir
pateikta dviem (2) popierinémis kopijomis ir (1) indeksuota
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Pirmen Ivertinimas
Nr. Aprasymas X Taip / Ne
A ybé
No Description Priorit Assessment
y Yes/No
elektrine kopija, ,,gimtuoju‘ formatu, kai taikoma,
paskesniems atnaujinimams.
Documentation shall be in English, if not otherwise stated, and
supplied in two (2) hard copies and one (1) indexed electronic
copy, in native format when applicable, for future updates.
Palaikymas
URS-09
Support
Tiekéjas turi pateikti avarijos atklirimo procediirg, kurioje
aprasoma, kaip atlickamas visiskas visos programinés jrangos
diegimo atkiirimas, jskaitant konfigiiracija.
URS-09.01 M
The supplier shall deliver a disaster recovery procedure,
describing how a complete recovery of installation, including
configuration, of all software is performed.
Palaikymas paleidimo metu ir mokymai techninés priezitiros
darbuotojams apie tai, kaip spresti sistemos problemas bei
remontuoti, ir operatoriams.
URS-09.02 M
Start-up support and training for maintenance people on
troubleshooting and repair of the system and for operators.
Gedimo atveju garantinio laikotarpio metu (bent 2 metai)
Tiekéjas turi teikti techning konsultacija ir pagalba.
URS-09.03 M
In case of malfunction the Supplier shall provide technical
advice and help for the warranty period (at least 2 years).
3.6 Reikalavimy matrica dokumentacijai ir palaikymui
3.6 Requirements matrix for documentation and support
Pirmen Ivertinimas
Nr. Aprasymas . Taip / Ne
A ybé
No Description Priorit Assessment
y Yes/No
Reglamentai ir standartai
URS-10
Regulations and standards
Reglamentai jrangai:
Eudralex — Gamybos praktikos gidas (GMP), 4 tomas, I dalis,
URS-10.01 | 3 skyrius; M
Eudralex — Gamybos praktikos gidas (GMP), 4 tomas, 2
priedas;
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Nr.
No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

EudralLex — Gamybos praktikos gidas (GMP), 4 tomas, 11
priedas;
EudralLex — Gamybos praktikos gidas (GMP), 4 tomas, 15
priedas

FDA 21 CFR 210 ir 211 dalys.

Europos farmakopéja, dabartinis leidimas, 0169 ,Injekcinis
vanduo*
USP, dabartinis leidimas, 1231 ,,Vanduo farmaciniais tikslais*

Regulations for equipment:

Eudralex - Volume 4 Good manufacturing practice (GMP)
Guidelines Part I Chapter 3;

Eudralex - Volume 4 Good manufacturing practice (GMP)
Guidelines, Annex 2;

Eudralex - Volume 4 Good manufacturing practice (GMP)
Guidelines, Annex 11;

Eudralex - Volume 4 Good manufacturing practice (GMP)
Guidelines, Annex 15;

FDA 21 CFR Parts 210 and 211.

European Pharmacopoeia, Current Edition, 0169 “Water for
Injections”.

USP, Current Edition, 1231 “Water for Pharmaceutical
Purposes”.

URS-10.02

CE atitiktis:
pagal Europos Sajungos direktyvas

CE conformity:
In accordance with European Union directives.

URS-10.03

ISO 14644 Svarios patalpos ir susijusios kontroliuojamos
aplinkos patalpos — 1 dalis: Oro Svarumo klasifikavimas pagal
daleliy koncentracija

ISO 14644 Cleanroom and associated controlled environments
— Part 1: Classification of air cleanliness

URS-10.04

ASME BPE

ASME BPE

URS-10.05

PIC/S 11 priedas

PIC/s Annex 11

URS-10.06

GAMP 521 CFR 11 dalis

GAMP 521 CFR part 11

URS-10.07

Elektromagnetinis suderinamumas:
Pagal Europos Sajungos direktyvas emisijoms ir atsparumui.
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Nr.

No

Aprasymas
Description

Pirmen
ybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

Electromagnetic compatibility:

In accordance with European Union directives for emissions
and immunity.
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Pirkimo sutarties projektas pateikiamas lietuviy ir angly kalbomis. Esant neatitikimams ar nesutapimams tarp lietuviy

ir angly kalby, angly kalba parasytas tekstas turi virsenybeg.

Draft contract of purchase is made in Lithuanian and English. In case of discrepancies or inconsistencies between the

Lithuanian and English texts, the text in English shall prevail.

PIRKIMO SALYGU PRIEDAS NR. 3
PIRKIMO SUTARTIES PROJEKTAS

PIRKIMO-PARDAVIMO SUTARTIS NR.

INJEKCINIO VANDENS GENERATORIUS

(NR. 1.021)
2019 m. mén. __ d,
Vilnius
UAB ,, “, imongés kodas ,
atstovaujama , (toliau — Pardav¢jas), i$

vienos pusés, ir UAB Biotechnologinés farmacijos
centras  ,,Biotechpharma®“, jmonés  kodas
300041719 (toliau — Pirkéjas), atstovaujama
generalinio direktorius Giedriaus Zundos, i§ kitos
pusés, Lietuvos registruotos jmonés, duomenys
apie kurias yra kaupiami ir saugomi Lietuvos
juridiniy  asmeny registre, vadovaudamosi
konkurso biidu atlikto pirkimo saglygomis, jvykdyto
igyvendinant projekta ,,Biopanasaus monokloninio
antikiino fragmento, sintetinamo E. coli Igstelése,
gamybos technologijos sukiirimas ir skalés
didinimas iki 3000L* (Nr. JO5-LVPA-K-03-0021),
sudaré Sig pirkimo-pardavimo sutartj (toliau —
Sutartis). Toliau Sutartyje abi Salys bendrai
vadinamos Salimis.

1. SUTARTIES OBJEKTAS IR DALYKAS

1.1. Sia Sutartimi Pardavéjas jsipareigoja perduoti
jam nuosavybés teise priklausancias Sutarties
priede Nr. 1 nurodytas prekes Pirkéjo nuosavybén,
o Pirkéjas jsipareigoja priimti prekes ir sumoketi uz
jas nustatyta pinigy sumg Sios Sutarties
numatytomis salygomis ir tvarka. Parduodamy

ANNEX 3 OF TENDER CONDITIONS.
PURCHASE CONTRACT PROJECT

SALE-PURCHASE CONTRACT NO

“WATER FOR INJECTIONS
GENERATOR (NO 1.021)“

O
2019 Vilnius
UAB , company code ,
represented by , (hereinafter -

Seller), on the one hand, and Biotechnologinés
farmacijos centras ‘“Biotechpharma”, company
code 300041719 (hereinafter - Buyer),
represented by Director General Giedrius Zunda,
on the other hand, companies are registered in
Lithuania, the data about these companies are
accumulated and stored in the Register of Legal
Entities of Lithuania, according to the
procurement conditions of open tender conducted
in accordance with the purchase terms
implementing the project “Creation of the
production technology of the biosimilar
monoclonal antibody fragment, synthesized in E.
coli cells and the scale amplification up to
3000L” (No JO5-LVPA-K-03-0021), concluded
this Purchase Contract (hereinafter - Contract).
Hereinafter, both parties are collectively referred
to as the Parties.

1. THE OBJECT AND THE SUBJECT-
MATTER OF THE CONTRACT

1.1. According to this Contract, the Seller
undertakes to transfer the goods, which belong to
the Seller according to the ownership right and
which are specified in Annex No 1 of the
Contract to the Buyer, and the Buyer undertakes
to accept the goods and pay the amount of money
for them in accordance with the terms and
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prekiy pavadinimai, kiekis, kainos ir techninés
charakteristikos nurodytos Sutarties priede Nr. 1.

1.2. Pardavéjas jsipareigoja patiekti prekes, jas
instaliuoti/jdiegti, paleisti ir apmokyti Pirkéjo
personala dirbti su jomis bei atlikti visas kitas
uzduotis numatytas Sutartyje ir jos prieduose per
Sutarties priede Nr. 1 nurodytus terminus.

2. SUTARTIES KAINA IR ATSISKAITYMO
TVARKA

2.1. Parduodamy prekiy kaina, toliau ,,Sutarties
kaina“, yra nurodyta Sutarties priede Nr. 1. |
Sutarties priede nurodyta kaing jtraukti visi
Pardavéjui privalomi mokeéti mokesciai ir visos su
prekiy tiekimu ir instaliavimu susijusios i$laidos.

2.2. Pirkéjas uz gautas prekes su Pardaveéju
atsiskaito Siame skyriuje nustatyta tvarka.

2.3. Pardavéjas turi teis¢ pateikti Pirkéjui praSyma
sumokeéti avansa, kurio dydis ir mokéjimo sglygos
numatytos Siame Sutarties punkte. Maksimalus
galimas avanso dydis yra 30 % (trisdeSimt
procenty) Sutarties kainos. Kartu su praSymu
moketi avansg Pardavéjas privalo pateikti Pirkéjui
avansinio mokéjimo grazinimo banko garantijg
arba draudimo bendrovés laidavimo raSta ne
mazesnei sumai nei praSomas avanso dydis.
Avansinio mokéjimo grazinimo uztikrinimas turi
biiti iSduotas banko arba draudimo bendrovés bet
kurioje  Salyje Pardavéjo pasirinkimu.  Jei
uztikrinanti  institucija yra ne  Lietuvos
Respublikoje, Pardavéjas privalo ijsitikinti, kad ji
priimtina Pirkéjui. Avansinio mokéjimo grazinimo
uztikrinime turi bliti numatyta, kad uztikrinimo
suma turi buti iSmokama Pirkéjui ne véliau, kaip
per 10 (desimt) darbo dieny nuo pirmo rastisko
Pirkéjo praneSimo uZtikrintojui, kad Pardavéjas
nevykdo arba netinkamai vykdo Sutartyje
numatytus savo jsipareigojimus ir Sutartis yra
nutraukiama. Avansinio mokéjimo grazinimo
uztikrinime turi biiti numatyta, kad uztikrintojas
neturi teisés reikalauti, kad Pirkéjas pagristy savo
reikalavimg. Pirkéjas praneSime uztikrintojui
nurodys deél kurios 1§ auksciau iSvardinty
aplinkybiy jai priklauso Sutarties jvykdymo
uztikrinimo suma. Avansinio mokéjimo grazinimo
uztikrinimas turi galioti ne trumpiau nei Sutarties

priede nurodyta jrangos pristatymo,
instaliavimo/jdiegimo,  paleidimo,  personalo
apmokymo  terming. Avansinis moké¢jimas

conditions of this Contract. The names, quantity,
prices and technical characteristics of the goods
sold are specified in Annex No 1.

1.2. The Seller undertakes to deliver the goods,
install, run them, train the Customer's staff to
work with them and perform all other tasks
indicated in the Contract and it’s annexes within
the time limits specified in Annex No 1.

2. CONTRACT PRICE AND SETTLEMENT
PROCEDURE

2.1. The price of the goods to be sold, hereinafter
referred to as the “Contract Price”, is set out in
Annex No 1. All taxes that the Seller must pay
and all costs related to the delivery and
installation of the goods are included in the price,
specified in Annex of the Contract.

2.2. The Buyer shall settle with the Seller for the
goods received according the rules set out in this
article.

2.3. The Seller has the right to submit an
application to the Buyer to pay an advance, the
amount and terms of payment of which are
provided for in this article of the Contract. The
maximum possible advance is 30% (thirty
percent) of the Contract price. The Seller must
provide the Buyer with a bank guarantee for the
advance payment return or a letter of guarantee
from the insurance company for the amount,
which is not less than the amount of the advance
requested. The guarantee of repayment of the
advance payment must be issued by the bank or
insurance company of any country according to
the Seller's choice. If the guaranteeing institution
is not in the Republic of Lithuania, the Seller
must make sure that it is acceptable to the Buyer.
It must be provided in the guarantee of repayment
of the advance payment that that the amount of
the security must be paid to the Buyer not later
than within 10 (ten) business days from the date
of the first written notice of the Buyer to the
institution that ensures the return that the Seller
fails to perform or improperly performs its
obligations under the Contract and the Contract is
terminated. It must provided in the guarantee of
repayment of the advance payment that the
institution that ensures the return is not entitled to
require that the Buyer would substantiate its
claim. The Buyer will inform the securing
institution in the notice, for which of the above
circumstances, the amount of security for the
performance of the contract belongs to it. The
guarantee of repayment of the advance payment
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atlickamas per 7 (septynias) dienas nuo Siame
punkte nurodyty dokumenty gavimo dienos.

2.4. Pardavéjui atlikus pagamintos prekés
testavimg prekés pagaminimo vietoje dalyvaujant
Pirkéjo atstovui, Pirkéjui patvirtinus testavimo
rezultatus, Pardavéjas gali pateikti praSyma ir
sgskaita tarpiniam mokéjimui, kurio dydis ne
didesnis nei 60% (SeSiasdeSimt procenty) Sutarties
kainos. Sis tarpinis mokéjimas atlickamas ne
véliau kaip per 14 (keturiolika) dieny nuo Siame
punkte nurodyty dokumenty gavimo dienos.

2.5. Pirkéjas likusig neapmokéta sumg uz prekes
sumoka Pardavéjui ne véliau kaip per 30
(trisdesimt) dieny nuo visy Pardavéjo
jsipareigojimy, nurodyty Sutarties 1.2 punkte
jvykdymo ir galutinio priémimo — perdavimo akto
pasiraSymo dienos, gavus Pardavéjo pateikta
sgskaitg.

2.6. Sutarties kaina yra fiksuota ir negali buti
pakeista. Jokiais atvejais Pirkéjas neturés prievolés
moketi Pardavéjui daugiau pagal Sig Sutart] negu
Sutarties kaina, nurodyta 2.1 punkte, ir, Sutarties
pazeidimo  atveju, sutartinés  netesybos,
numatytos Sutarties 8.1 ir 9.6 punktuose.

3. PAKUOTE IR ZYMEJIMAS

3.1. Siunciamos prekés turi buti supakuotos
standartingje pakuotéje.

3.2. Kartu su siun¢iamomis prekémis pateikiami:

- Vaztarasciai,

- Prekiy gamintojo teikiami dokumentai, nurodyti
Sutarties priede Nr. 1;

- Gamintojo deklaracija, kurioje privaloma
nurodyti prekés serijini numerj ir prekés
pagaminimo datg.

3.3. Ant visy prekiy iSoriniy pakuoc€iy turi buti
nurodyta tokia informacija:
Loutarties Nr. - -«

[13

»Pardavéjas:

»Pirkéjas UAB Biotechnologinés
centras ,,Biotechpharma*

farmacijos

,»Pirkéjo adresas: Mokslininky g. 4, Vilnius®.

(security) shall be valid not less than the term
specified in the Annex to the Contract for the
delivery, installation, commissioning of the
equipment, training of personnel. Advance
payment is made in 7 (seven) days after receiving
of all documents mentioned in this article

2.4. The Seller can send the request for interim
payment of not more than 60% (sixty percent) of
the Contract price after the approval of the factory
test (FAT) in presence of the Buyer's
representative in the place of manufacturing. This
interim payment is made in 14 (fourteen) days
after receiving of all documents mentioned in this
article.

2.5. The Buyer will pay to the Seller the
remaining amount for goods in 30 (thirty) days
after the Seller will complete all obligations
according article 1.2 of the Contract and the
signature of final acceptance certificate.

2.6. The Contract price is fixed and it cannot be
changed The Buyer will not be obliged to pay the
Seller more under this Contract than the Contract
Price, specified in Item 2.1 in any cases, and, in
the event of a breach of the Contract, the
contractual penalties provided for in Items 8.1
and 9.6 of the Contract.

3. PACKAGING AND LABELING

3.1. Goods to be shipped must be packed in
standard packaging.

3.2. It is submitted together with the shipped
goods:

- Delivery notes:

- Documents provided by the manufacturer of the
goods referred to in Annex No 1 of the Contract;
- Manufacturer's declaration stating the serial
number of the product and the date of
manufacture.

3.3. Such information must be presented on the
outer packaging of all goods:

“ContractNo - - 7
“Seller: ”
“Buyer UAB Biotechnologinés farmacijos

centras “Biotechpharma”
“Buyer‘s address: Mokslininky St. 4, Vilnius”.
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4. TIEKIMO SALYGOS.
IDIEGIMAS IR PRIEMIMAS

PREKIU

4.1. Tiekiamos prekeés turi biiti Pardavéjo saskaita
ir rizika pateiktos DDP (Incoterms 2010)
salygomis ir jdiegtos, kaip numatyta Sutarties
priede Nr. 1.

4.2. Pirkéjas patikrina patiekty prekiy kiekj,
asortimentg bei komplektiskuma, ir Salys pasirago
prekiy priémimo-perdavimo akta, po kuriy
pasiraSymo Pirkéjui pereina prekiy nuosavybés
teisé ir atsitiktinio Zuvimo ar sugedimo rizika.

4.3. Pardavé¢jas savo sgskaita ir rizika atlieka visus
reikiamus prekiy jdiegimo, parengimo naudoti,
kokybés patikrinimo, instaliavimo ir veikimo
patikros veiksmus ir pateikia Pirkéjui visus
tinkamai  uZpildytus  protokolus ir  Kkitus
dokumentus, numatytus Sutarties priede Nr. 1.
Pardavéjas  privalo  pakeisti  dokumentus,
atsizvelgdamas | Pirkéjo pastabas. Po to, kai
Pirkéjas pritaria tiems dokumentams ir neturi jokiy
pastaby, Pardavéjas apmoko Pirkéjo personalg
darbo vietoje naudotis idiegtomis prekémis.

4.4. Pardavéjui jvykdzius visus jsipareigojimus
pagal Sutartj, jskaitant Sutarties prieda Nr. 1,
konkreéiy prekiy atzvilgiu, Salys pasirao galutinj
prekiy priémimo-perdavimo akta.

4.5. Pardavéjas garantuoja, kad prekiy priémimo-
perdavimo akto pasiraSymo metu Pardavéjas bus
vienintelis teisétas prekiy savininkas, jokie tretieji
asmenys neturés jokiy teisiy ar pretenzijy i
perduodamas prekes, prekés nebus areStuotos ir
nebus jokio ginco objektas, taip pat kad Pardavéjo
teisé disponuoti prekémis nebus atimta ar apribota.

4.6. Pardavéjas atsako uz bet kokj prekiy
neatitikima, kuris buvo galutinio prekiy priémimo-
perdavimo akto pasiraSymo metu, net jeigu tas
neatitikimas paaiskéja véliau

5. GARANTINIS TERMINAS

5.1. Pardav¢jas garantuoja, kad tiekiamy prekiy
kokybé atitinka Sios Sutarties salygas, pagal
Europos Sajungos ir Lietuvos teisés aktus keliamus
reikalavimus ir kad galutinio prekiy priémimo-
perdavimo akto pasiraSymo metu nebus paslépty
prekiy trikumy, dél kuriy prekiy nebuty galima
naudoti pagal paskirtj, arba dél kuriy prekiy

4. CONDITIONS OF SUPPLY.
INSTALLATION AND ACCEPTANCE OF
PRODUCTS

4.1. The goods supplied must be at the Seller's
expense and the risk presented in the terms of
DDP (Incoterms 2010) and installed as specified
in Annex No 1.

4.2. The Buyer checks the quantity, assortment
and completeness of the goods supplied, and the
parties sign the goods acceptance-transfer act,
after which the Buyer acquires the right of
ownership of the goods and the risk of accidental
disappearance or spoilage.

4.3. The Seller performs all necessary actions for
the introducing, preparation for use, quality
inspection, installation and inspection of
operation of the goods at its own expense and risk
and the Seller shall provide the Buyer with all
duly completed protocols and other documents
provided for in Annex No 1 to the Contract. The
Seller must change the documents in accordance
with the Buyer's comments. After the Buyer
accepts these documents and has no comments,
the Seller trains the Customer's staff at the
workplace to use the installed goods.

4.4. When the Seller fulfils all obligations under
the Contract, including Annex No 1, in respect of
specific goods, the Parties shall sign the final
acceptance-transfer act.

4.5. The Seller warrants that the Seller will be the
sole legal owner of the goods at the time of
signing of the goods acceptance-transfer act, and
no third party will have any rights or claims to the
goods transferred, the goods will not be seized
and they will not be the subject of any dispute,
also that the Seller's right to dispose of the goods
will not be deprived or restricted.

4.6. The Seller shall be liable for any non-
conformity of the goods that occurred at the time
of signing of the final goods acceptance-transfer
act, even if that discrepancy becomes apparent
later.

5. WARRANTY TERM

5.1. The Seller guarantees that the quality of the
goods supplied complies with the terms of this
Contract and the requirements of the European
Union and Lithuanian legislation and that, at the
time of signing of the final acceptance-transfer
act, there will be no hidden defects of the goods,
which would prevent the goods from being used
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naudingumas sumazéty taip, kad Pirkéjas, apie tuos
trukumus Zinodamas, arba nebiity ty prekiy pirkes,
arba nebiity uz jas mokéjes.

5.2. Sia Sutartimi nustatomi $ie Prekiy garantiniai
terminai, jeigu Sutarties priede Nr. 1 arba su
prekémis pateiktuose dokumentuose néra nurodyti
ilgesni terminai:

5.2.1. 12 mén. nuo galutinio priémimo — perdavimo
akto pasiraSymo dienos.

5.3. Garantinio termino metu Pardavé¢jas atsako uz
prekiy kokybe ir defektus. Garantija netaikoma,
jeigu prekés yra naudojamos ne pagal paskirtj ar
nesilaikant vartotojo instrukcijy, taip pat dél
natiiralaus nusidévéjimo bei dél akivaizdaus
neriipestingumo.

5.4. Garantinio termino metu Pardavéjas padengia
visas remonto iSlaidas bei remonto darbus
organizuoja per i§ anksto su Pirkéju suderintg
jmanomai trumpiausig laiko tarpg.

5.5. Pirkéjas turi nedelsdamas rastu informuoti
Pardavéja apie pastebétus prekiy trikumus.
Pardavéjas, gaves tokj pranesimg, nedelsdamas,
bet ne véliau kaip per 3 (tris) darbo dienas, pateikia
Pirkéjui pasitlymg dél prekiy trikumy istaisymo
plano ir grafiko. Pardavéjas turi pasalinti prekiy
trukumus laikydamasis su Pirkéju suderinto plano
ir grafiko atitinkancio Siame punkte nurodytus
reikalavimus. Tuo atveju, jeigu Pardavéjas laiku
nepradeda arba veéluoja Salinti trikumus, Pirkéjas
turi teisg, rastu pateikes jspé€jima ir suteikes trumpg
papildomg terming pazeidimy pasalinimui, kreiptis
] treCiuosius asmenis dél prekiy trikumy iStaisymo
Pardavéjo saskaita.

6. SALIU TEISES IR ISIPAREIGOJIMAI

6.1. Pardavéjas jsipareigoja:

6.1.1. perduoti prekes Pirkéjo nuosavybén Sios
Sutarties nustatytomis salygomis ir terminais bei
tvarka;

6.1.2. saugoti prekes ir neleisti joms pablogeéti iki
prekiy perdavimo Pirkéjui.

6.2. Pardavéjas turi teisg:

6.2.1. reikalauti, kad Pirkéjas priimty prekes ir
sumokéty Sioje Sutartyje nustatyta kaing;

for their intended purpose or would reduce the
usefulness of the goods in such a way that the
Buyer, knowing about these defects, would not
have purchased the goods, or would not have paid
for them.

5.2. Under this Agreement, these warranty
periods for the goods are determined, if the longer
terms are not specified in Annex No 1 or in the
documents provided with the goods:

5.2.1. 12 months after the signature of final
acceptance certificate.

5.3. During the warranty period, the Seller is
responsible for the quality and defects of the
goods. The warranty is not applied if the goods
are not used for their intended purpose or in
violation of the user's instructions, as well as due
to natural wear and tear and obvious negligence.

5.4. During the warranty period, the Seller covers
all repair costs and organizes repair works within
the shortest possible time agreed with the Buyer.

5.5. The Buyer shall immediately inform the
Seller in writing of any defects in the goods.
Upon receipt of such notification, the Seller shall,
without delay, but no later than within 3 (three)
working days, submit to the Purchaser a proposal
for a plan and timetable for rectification of the
defects. The seller shall eliminate the defects of
the goods in accordance with the plan and
schedule agreed with the buyer and complying
with the requirements specified in this clause. In
the event when the Seller does not begin or delays
the elimination of the defects in a timely manner,
the Buyer shall have the right, upon written notice
and having given a short additional term for
elimination of defects, to contact third parties for
the correction of defects at the expense of the
Seller.

6. RIGHTS AND OBLIGATIONS OF THE
PARTIES

6.1. The Seller undertakes:

6.1.1. to transfer the goods to the Buyer's
ownership under the terms and conditions and in
the order established by this Contract;

6.1.2. to store goods and prevent them from
deteriorating until the goods are delivered to the
Buyer.

6.2. The Seller has the right:

6.2.1. to require that the Buyer would accept the
goods and pay the price specified in this Contract;
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6.2.2. reikalauti, kad Pirkéjas atlyginty nuostolius,
padarytus prekiy priémimo uzdelsimu;

6.2.3. atsisakyti nuo Sutarties ir pareikalauti
atlyginti tiesioginius nuostolius, jeigu Pirkéjas,
pazeisdamas Sutartj, atsisako priimti prekes arba
sumokéti uz jas nustatytg kaing.

6.4. Pirkéjas turi teisg:

6.4.1. reikalauti perduoti jam perkamas prekes;

6.4.2. reikalauti atlyginti nuostolius, padarytus
ivykdymo uzdelsimu;

6.4.3. atsisakyti nuo Sutarties ir pareikalauti
atlyginti nuostolius, jeigu Pardavéjas, pazeisdamas
Sutartj, laiku neperduoda Pirkéjui prekiy.

6.5. Sioje Sutartyje numatyti teisiy gynimo budai
neapriboja Saliy teisés naudotis kitomis teisétomis
jy teisiy gynimo priemonémis.

7. DOKUMENTAI IR INFORMACIJA

7.1. Visi duomenys, dokumentai ir kita
informacija, susijusi su prekémis ar Pirkéjo veikla,
kuriuos Pirkéjas pateiké Pardavéjui arba kuriuos
sukiir¢ Pardavéjas sudarydamas ar vykdydamas Sig
Sutartj, yra konfidencialtis. Pardavéjas jsipareigoja
neatskleisti tokios konfidencialios informacijos
jokiems tretiesiems asmenims, iSskyrus prekiy
tiekéja, su salyga, kad prekiy tiekéjas taip pat
laikysis konfidencialumo pareigos. Pardavéjas
jsipareigoja nenaudoti tokios informacijos jokiais
kitais tikslais nei savo prievoliy pagal Sutart]
vykdymui, ir Pirkéjo praSymu privalo grazinti
visus turimus dokumentus, gautus i§ Pirkéjo.

7.2.  Konfidencialia nelaikoma
informacija, kuri:

7.2.1. Yra arba tapo vieSai zinoma ne d¢l Pardavéjo
kaltés;

7.2.2. Pardavéjui tapo zinoma iki tol, kai Pirkéjas
ja atskleidé.

informacija

7.3. Sios Sutarties nuostatos dél konfidencialumo
pareigos galioja neterminuotai ir nepriklausomai
nuo Sutarties jvykdymo ar nutraukimo.

8. SUTARTINE ATSAKOMYBE.

DELSPINIGIAI

8.1. Pardavéjas per 5 darbo dienas nuo Sutarties
pasiraSymo dienos pateikia Pirkéjui Sutarties

6.2.2. to require that the Buyer would indemnify
for any damage caused by the delay in receiving
the goods;

6.2.3. to refuse from the Contract and to claim
direct damages if the Buyer, in breach of the
Contract, refuses to accept the goods or to pay for
them at a fixed price.

6.4. The Buyer has the right:

6.4.1. to require for the transfer of the purchased
goods;

6.4.2. to claim compensation for the loss caused
by the delay of the execution;

6.4.3. to refuse from the Contract and to claim
damages if the Seller fails to deliver the goods to
the Buyer in time in violation of the Contract.
6.5. The remedies provided for in this Contract
shall not prejudice the right of the Parties to use
their other lawful remedies.

7. DOCUMENTS AND INFORMATION

7.1. All data, documents and other information
related to the goods or the Buyer's activity, which
were provided by the Buyer to the Seller ,or
which were created by the Seller when
concluding or performing this Contract are
confidential. The Seller undertakes not to
disclose such confidential information to any
third party other than the Supplier, provided that
the Supplier also complies with the
confidentiality obligation. The Seller undertakes
not to use such information for any other
purposes than the performance of its obligations
under the Contract and, upon the Buyer's request,
the Seller must return any documents received
from the Buyer.

7.2. The confidential information is not
considered to be the information that:

7.2.1. 1s or has become publicly known not by the
fault of the Seller;

7.2.2. information that has become known to the
Seller before the Buyer has disclosed it.

7.3. The provisions of this Contract concerning
confidentiality shall remain in force indefinitely
and irrespective of the performance or
termination of the Contract

8. CONTRACTUAL LIABILITY. DEFAULT
INTEREST

8.1. The Seller shall provide the Buyer with a
security for the performance of the contract for
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jvykdymo uztikrinimg ne maZesnei sumai nei 5 %
nuo Sutarties priede nurodytos bendros galutinés
Sutarties kainos be PVM.

8.2. Sutarties jvykdymo uztikrinimui pateikiamas
Lietuvos Respublikoje ar uzsienyje registruoto
banko iSduoto banko garantijos rasto originalas
arba draudimo bendrovés laidavimo draudimo
rasto ir poliso originalas.

8.3. Sutarties jvykdymo uztikrinimas turi buti
iSduotas banko arba draudimo bendrovés bet
kurioje salyje tiekéjo pasirinkimu. Jei pasitilymag
uztikrinanti  institucija yra ne  Lietuvos
Respublikoje, tiekéjas privalo jsitikinti, kad ji
priimtina perkanciajai organizacijai.

8.4. Sutarties jvykdymo uztikrinime turi buti
numatyta, kad wuztikrinimo suma turi bati
iSmokama Pirkéjui ne véliau, kaip per 10 (deSimt)
darbo dieny nuo pirmo rastisko Pirkéjo praneSimo
uztikrintojui, kad Pardavéjas nevykdo arba
netinkamai vykdo Sutartyje numatytus savo
isipareigojimus ir Sutartis yra nutraukiama.

8.5. Sutarties jvykdymo uztikrinime turi buti
numatyta, kad uztikrintojas neturi teisés reikalauti,
kad Pirkéjas pagristy savo reikalavima. Pirkéjas
praneSime uZtikrintojui nurodys dél kurios 18§
aukSciau iSvardinty aplinkybiy jai priklauso
Sutarties jvykdymo uZztikrinimo suma.

8.6. Sutarties jvykdymo uZztikrinimas turi galioti ne
trumpiau nei iki galutinio prekiy priémimo-
perdavimo akto pasiraS§ymo dienos.

8.7. Sutarties jvykdymo uztikrinimas taikomas,
jeigu Pardavéjas nevykdo arba netinkamai vykdo
Sutartyje numatytus savo jsipareigojimus ir
Sutartis yra nutraukiama.

8.8. Sutarties jvykdymo uztikrinimas grazinamas
(arba atsisakoma teisiy i ji), kai Pardavéjas jvykdo
visus savo jsipareigojimus pagal Sutartj arba
Sutartis nutraukiama Saliy susitarimu.

8.9. Véluojant atsiskaityti pagal Sios Sutarties 3
skyriuje numatytas salygas Pirkéjas moka
Pardavéjui 0,5% (penkias deSimtasias procento)
delspinigiy nuo véluojancios mokétinos sumos uz
kiekviena vélavimo savaite, bet ne daugiau nei 5%
(penki procentai) nuo véluojanCios mokétinos
sumos.

8.10. Véluojant
jsipareigojimus,

Pardavéjo
Sutartyje,

jvykdyti
numatytus  Sioje

the amount which is not less than 5% of the total
final Contract price excluding VAT, specified in
the Annex of the Contract within 5 working days
from the date of signature of the Contract.

8.2. The original of the bank guarantee letter,
issued by the bank, which is registered in the
Republic of Lithuania or abroad or the original of
the insurance company suretyship insurance
letter and policy is submitted for security for the
performance of the contract.

8.3. The security for the performance of the
contract must be issued by the bank or insurance
company of any country according to the
supplier‘s choice. If the institution that secures
the tender is not in the Republic of Lithuania, the
supplier must make sure that it is acceptable to
the contracting authority.

8.4. It must be provided in the security for the
performance of the contract that the amount of the
security must be paid to the Buyer not later than
within 10 (ten) business days from the date of the
first written notice of the Buyer to the securing
institution that the Seller fails to perform or
improperly performs its obligations under the
Contract and the Contract is terminated.

8.5. It must provided in the security for the
performance of the contract that the securing
institution is not entitled to require that the Buyer
would substantiate its claim. The Buyer will
inform the securing institution in the notice, for
which of the above circumstances, the amount of
security for the performance of the contract
belongs to it.

8.6. Security for the performance of the contract
must be valid at least until the final acceptance-
transfer act signature date.

8.7. Security for the performance of the contract
is applied if the Seller fails to perform or
improperly performs its obligations under the
Contract and the Contract is terminated.

8.8. Security for the performance of the contract
is returned (or waived) when the Seller fulfills all
its obligations under the Contract or the Contract
is terminated by agreement of the Parties.

8.9. If the settlement is delayed under the
conditions provided for in Chapter 3 of this
Contract, the Buyer pays the Seller 0.5% (five
tenths of a percent) interest from the delayed
amount payable for each week of delay, but not
more than 5% (five percent) from late payables.

8.10. If there is a delay in fulfilling of the Seller's
obligations under this Contract, the Seller pays
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Pardavéjas moka Pirkéjui  0,5%  (penkias
desimtgsias procento) delspinigiy nuo Sutarties
kainos uz kiekvieng vélavimo savaitg, bet ne
daugiau nei 5% (penki procentai) nuo Sutarties
kainos.

8.11. Delspinigiy sumokéjimas neatleidzia
Sutarties Saliy nuo jsipareigojimy vykdymo.

9. SUTARTIES
NUTRAUKIMAS

SUSTABDYMAS IR

9.1. Sutartis gali buiti sustabdyta:

9.1.1. Abipusiu Saliy sutarimu.

9.1.2. Pardavéjas gali vienasaliskai sustabdyti
Sutarties vykdyma tik tuo atveju, kai Pirkéjas
nejvykdé savo jsipareigojimy po rasytinio jsp&jimo
ir dél to atsirado klititis kity, Sutartyje numatyty
jsipareigojimy vykdymui. Apie vienaSaliSka
Sutarties vykdymo sustabdymg i§ anksto
informuojama rastu.

9.1.3. Pirké¢jo sprendimu vienasaliSkai bet
kokiomis aplinkybémis, ta¢iau ne ilgiau nei 1 mén.

9.2 Sutartis gali buiti nutraukta vienaSaliskai,
nesikreipiant j teisma, i§ anksto ne véliau kaip prie§
30 (trisdesimt) dieny informuojant kita Salj, kai ta
Salis pazeidzia savo jsipareigojimus ir neiitaiso
pazeidimo per §j jspéjimo terming.

9.3. Pirkéjas taip pat gali atsisakyti Sutarties arba
jos dalies jstatymuose numatytais atvejais.

9.4. Nutraukus Sutartj netesybos sumokamos ir kiti
piniginiai jsipareigojimai jvykdomi per 10 (deSimt)
darbo dieny nuo Sutarties nutraukimo dienos.

10. GINCU SPRENDIMO TVARKA

10.1. Sutartis sudaryta ir aiSkintina vadovaujantis
Lietuvos Respublikos teise.

10.2. Visi gincai, kylantys i§ Sios Sutarties, ar
susij¢ su jos galiojimu, vykdymu ar nutraukimu,
sprendziami Saliy derybomis. Nepavykus susitarti
taikiai per 30 (trisdeSimt) dieny nuo ginco
pradzios, gin¢o sprendimas bet kurios i§ Saliy
iniciatyva gali biiti perduotas spresti teismui
Vilniyje.

11. FORCE MAJEURE

the Buyer 0.5% (five tenths of a percent) of the
interest from the Contract price for each week of
delay but not more than 5% (five percent) of the
Contract price.

8.11. The payment of interest shall not release the
Parties to the Contract from the performance of
their obligations.

9. SUSPENSION AND TERMINATION OF
THE CONTRACT

9.1. The Contract may be suspended:
9.1.1. By mutual consent of the Parties.

9.1.2. The Seller may unilaterally suspend the
performance of the Contract only if the Buyer has
failed to fulfill its obligations after the written
notice and this has impeded the fulfillment of
other obligations under the Contract. Unilateral
suspension of performance of the Contract shall
be notified in writing in advance.

9.1.3. At the Buyer's decision, unilaterally under
any circumstances, but no longer than for 1
month.

9.2. The Contract may be terminated unilaterally
without going to the court, not later than 30
(thirty) days in advance informing the other Party
when that Party violates its obligations and does
not remedy the breach within this notice period.
9.3. The Buyer may also waive the Contract or
part of it in the cases provided by law.

9.4. Upon termination of the Contract, the penalty
shall be paid and other monetary obligations shall
be settled within 10 (ten) business days from the
date of termination of the Contract.

10. PROCEDURE FOR SETTLEMENT OF
DISPUTES

10.1. The Contract is concluded and interpreted
in accordance with the law of the Republic of
Lithuania.

10.2. All disputes arising out of or in connection
with the validity, performance or termination of
this Contract shall be settled by negotiation
between the Parties. In case of failure to reach an
amicable settlement within 30 (thirty) days from
the beginning of the dispute, the dispute
settlement may be referred to the court in Vilnius
on the initiative of any of the Parties.

11. FORCE MAJEURE
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11.1. Jvykus nepaprastoms aplinkybéms (force
majeure), kuriy negalima nei numatyti, nei
isvengti, Sutarties Salys atleidziamos nuo
atsakomybés uz Sutarties nevykdyma arba
netinkamg vykdyma, laikantis taisykliy, patvirtinty
Lietuvos Respublikos Vyriausybés 1996 m. liepos
15 d. nutarimu Nr. 840 (VZ 19960719 Nr.68).
11.2. Salis, prasanti atleisti nuo atsakomybés,
suzinojusi apie force majeure aplinkybg bei jos
poveik] isipareigojimy vykdymui, kuo skubiau turi
praneiti kitai Saliai apie susidariusia situacija.
Bitina pranesti ir tuomet, kai iSnyksta pagrindas
nevykdyti jsipareigojimy. Pagrindas atleisti nuo
atsakomybés atsiranda nuo klitities atsiradimo
momento arba, jeigu apie jg laiku nepranesta, nuo
praneSimo  momento.  Laiku  nepraneSusi
jsipareigojimy nevykdanti Salis tampa i3 dalies
atsakinga uz nuostoliy, kuriy priesingu atveju biity
iSvengta, atlyginima.

12. BAIGIAMOSIOS NUOSTATOS

12.1. Sutartis jsigalioja tik ja pasirasius abiejy Saliy
jgaliotiems atstovams ir galioja iki visisko ir pilno
Saliy jsipareigojimy, numatyty joje, jvykdymo,
jeigu néra nutraukiama anksciau joje nustatytais
pagrindais ir tvarka.

12.2. Sutartis gali biiti pakeista ar papildyta atskiru
radtisku  Saliy susitarimu. Esminés Sutarties
salygos (perkamy prekiy ir susijusiy paslaugy
specifikacija, Sutarties kaina ir kt.) negali buti
keic¢iamos, jeigu:

12.2.1. jos pakeiCiamos numatant naujas salygas,
kurios, jeigu buty nustatytos  pirkimo
dokumentuose, bity suteikusios  galimybg
dalyvauti pirkimo procedirose kitiems, nei
dalyvavo, tick¢jams;

12.2.2. jos pakei¢iamos numatant naujas saglygas,
dél kuriy, jeigu jos bity nustatytos pirkimo
dokumentuose, laiméjusiu pasitilymu galéty buti
pripazintas  kito, mnei pasirinktas, tiekéjo
pasitilymas;

12.2.3. pirkimo objektas yra pakeiCiamas taip, kad
1 Sutartj jtraukiamos naujos (papildomos) prekées,
paslaugos ar darbai;

11.1. In cases of force majeure that cannot be
foreseen or avoided, the Parties shall be exempt
from liability for failure to perform or improper
performance of the Contract, in accordance with
the rules adopted by Decision No 840 (SG
19960719 Nr.68) of 15th July 1996 of the
Government of the Republic of Lithuania.

11.2. The Party, which requests exemption, after
having become aware of the force majeure
circumstance and its effect on the fulfillment of
obligations shall notify the other Party of the
situation as soon as possible. It is also necessary
to report when the grounds for non-performance
cease to exist. The basis for exemption from
liability arises from the moment of occurrence of
the obstacle and, in case if it was not reported
about the obstacle timely, from the moment of the
report. The party that has not reported timely and
does not implement its obligations becomes
partly responsible for the compensation for losses
that would otherwise be avoided.

12. FINAL PROVISIONS

12.1. The Contract shall enter into force only
upon signature by the authorized representatives
of both Parties and shall be valid until full and
complete fulfillment of the obligations of the
Parties provided therein, unless terminated in the
grounds and according to the procedure
previously established therein.

12.2. The Contract may be amended or
supplemented by a separate written agreement of
the Parties. The essential terms of the Contract
(specification of the purchased goods and related
services, the Contract price, etc.) cannot be
changed, if:

12.2.1. they are replaced providing new
conditions, which, in case if they would be
determined in the tender documents, would give
the possibility to participate in the tender
procedures for other suppliers than the suppliers
that participated;

12.2.2. they are replaced  providing new
conditions, for which, in case if they would be
determined in the tender documents, the proposal
of other supplier than the chosen supplier could
be recognized as a winner;

12.2.3. he object of the purchase is changed so
that new (additional) goods, services or works are
included in the Contract;
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12.2.4. ekonomine Sutarties pusiausvyra
pasikeicia Pardavéjo naudai taip, kaip nebuvo
nustatyta pirminés Sutarties salygose.

12.3.  Sutartis sudaryta dviem vienodg juriding
galia turinCiais egzemplioriais — po vieng
kiekvienai Saliai.

12.4.  Paskirti Saliy atstovai taip pat yra atsakingi
uz Sutarties vykdymo prieziiira, jskaitant prekiy

pristatymo,  jdiegimo, parengimo naudoti ir
perdavimo-priémimo  organizavimg ir  kity
sutartiniy  jsipareigojimy vykdyma, savalaikj

sgskaity-faktiry pateikimg, patvirtinimg bei
mokejimy atlikimo organizavima.

12.5. Visi praneSimai, praSymai ir kitas
susirasinéjimas pagal $ig Sutart] turi buiti pateikti
raStu lietuviy arba angly kalba ir jteikti asmeniskai
arba per kurjerj, arba nusiysti registruotu laisku,
elektroniniu laisku ar faksu su patvirtinimu apie
jteikima, Zemiau nurodytais Saliy adresais (jeigu
raStu nenumatyta kitaip).

12.6. Visi praneSimai, praSymai ir kitas
susiraSinéjimas  laikomas  tinkamai jteiktu
nurodytais adresais fakting jo gavimo arba jteikimo
dieng  remiantis gavima ar  pristatymag
patvirtinan¢io rasto data arba kitu gavimg
patvirtinanciu jrodymu.

13. JURIDINIAI
PARASAI

SALIU ADRESAI IR

13.1. Sutarties priedas yra neatsicjama Sutarties
dalis:

13.1.1. Priedas Nr. 1 — Tiek¢jo pasitilymo kopija ir
techniné specifikacija.

12.2.4. The economic balance of the Contract
changes for the benefit of the Seller in a manner
not specified in the initial Contract terms.

12.3. The Contract is made up of two copies of
equal legal force, one for each Party.

12.4. The appointed representatives of the Parties
shall also be responsible for the supervision of the
execution of the Contract, including organization
of delivery, installation, preparation for use and
transfer-acceptance of goods and fulfillment of
other contractual obligations, timely invoicing,
validation and organization of payments.

12.5. All notices, requests and other
correspondence under this Agreement shall be
submitted in writing in Lithuanian or English and
served personally or by courier, or by registered
letter, e-mail or fax with acknowledgment of
receipt according to the addresses of the Parties
specified below (unless otherwise stated in
writing).

12.6. All notifications, requests and other
correspondence shall be deemed to have been
duly delivered according to the specified
addresses on the factual day of its receipt or
delivery in accordance with the date of the letter,
confirming receiving or delivery or other proof of
receipt.

13. LEGAL ADDRESSES AND
SIGNATURES OF THE PARTIES

13.1. Annex to the Contract are an integral part of
the Contract:

13.1.1. Annex No 1 - Copy of Supplier‘s offer
and technical specification.
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13.2. Jeigu paaiskéty neatitikimy ar prieStaravimy
tarp Sios Sutarties teksto ir Sutarties priedy,
Sutarties tekstas turés virSenybe.

14. JURIDINIAI
PARASAI

SALIU ADRESAI IR

PIRKEJAS / THE BUYER

UAB Biotechnologinés
»Biotechpharma*

Mokslininky g. 4, 08412 Vilnius/

Mokslininky St. 4, 08412 Vilnius.

Imonés kodas 300041719/

Company code 300041719

PVM kodas LT100001266014/

VAT code LT100001266014

Bankas: SEB bankas AB/ Bank: SEB bankas AB
S/m: LT517044060004188901

farmacijos centras

Giedrius Zunda
Generalinis direktorius

13.2. In the event of discrepancies or
contradictions between the text of this Contract
and the Annexes to the Contract, the Contract text
shall prevail.

14. LEGAL ADDRESSES AND
SIGNATURES OF THE PARTIES

PARDAVEJAS / SELLER
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