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“

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

KONKURSO SALYGOS
TALPOS (NR. 1.007)

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 suktirimas 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  struktiirinés  paramos  svetainéje
www.esinvesticijos.It.

UAB BIOTECHNOLOGINES
FARMACIJOS CENTRAS
,BIOTECHPHARMA*

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

TENDER CONDITIONS
TANKS (NO 1.007)

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 JO5-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 Tiekéjo pasitilymo, Pirkéjas pasilieka
teis¢ naujg pirkima 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:

2.1.1. Talpa tirpaly ruoSimui ir saugojimui
(10000 L) (2 vnt.);

2.1.2. Talpa refoldingui (12000 L) (1 vnt.);
2.1.3. Talpa su maiSykle (3000 L) (1 vnt.);

2.1.4. Talpa su Saldymu (3000 L) po ardymo (1
vnt.);

2.1.5. Talpa 2000L SS MIX (1 vnt.);

2.1.6. Talpa iSgryninto vandens saugojimui
(30000 L) (1 vnt.);

2.1.77. Talpa injekcinio vandens saugojimui
(20000 L) (1 vnt.).

Pirkimas j pirkimo dalis neskaidomas. Pasiiilymas
turi biiti pateiktas visai pirkimo salygy techningje
specifikacijoje nurodytai apimciai, neskaidant jos
smulkiau.

2.2. Reikalavimai pirkimo objektui yra nurodyti $iy
konkurso salygy 1 priede pateiktoje techningje
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 kilmé ar gamyba. Jei vis délto bty
nurodomas konkretus modelis ar Saltinis,

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:

2.1.1. Tank for soak preparation and storage
(2 pes.);

2.1.2. Tank for refolding (12000 L) (1 pcs.);
2.1.3. Tank with mixer (3000 L) (1 pcs.);

2.1.4. Tank with refrigerater (3000 L) after
disassembly (1 pcs.);

2.1.5. Tank 2000L SS MIX (1 pcs.);

2.1.6. Tank for storage of purified water (1
pcs.);

2.1.7. Tank for storing injection water (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,
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konkretus procesas ar prekés Zenklas, patentas,
tipai, konkreti kilmé ar gamyba, Tiekéjai gali Siame
pirkime  sidlyti  lygiaverius  sprendinius
nurodytiems.

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

2.4. Tiekéjo jsipareigojimai turi buti jvykdyti per
konkurso salygy 2 priede nurodytus terminus.
Pirkimo sutarties vykdymo terminas gali buti
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. Tiekéjas, dalyvaujantis pirkime, turi atitikti
Siuos kvalifikacijos reikalavimus ir su pasitlymu
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 verté turi biti ne
mazesne, kaip pusé (50 %) pasiiilymo kainos Eur
be PVM.

Tiekéjo,  neatitinkan¢io  Sio
pasitlymas atmetamas.

reikalavimo,

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

3.1.2. Tiekéjas turi biti sitilomos jrangos
gamintojas arba turéti gamintojo (gamintojo
jgalioto atstovo) suteiktg teis¢ atlikti sitlomos
jrangos diegimg, garantinj aptarnavimag bei
techning priezilira ir remontg arba turi turéti
galiojancig sutartj su kitu tkio subjektu, turinciu
tokig teise.

Tiekéjo,  neatitinkan¢io  §io  reikalavimo,
pasitlymas atmetamas.

Tiekéjas kartu su pasitlymu turi pateikti tiekéjo
jgalioto atstovo pasiraSyta pazyma, kad tiekéjas yra
silomos jrangos gamintojas arba pateikti

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 2 of the
tender conditions. The term for the performance
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

Puslapis / Page 3 is 12



dokumenty, patvirtinanciy, kad tiekéjas turi 3.1.2
punkte nurodytas teises, kopijas.

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

3.3. Tiek¢jo pasiilymas atmetamas, jeigu apie
nustatyty reikalavimy atitikimg jis pateiké
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 buti nurodyti kiekvienos Sios
sutarties Salies jsipareigojimai vykdant numatoma
su pirkéju sudaryti pirkimo sutartj, Siy
jsipareigojimy vertés dalis, jeinanti j bendra
pirkimo sutarties verte. Jungtinés veiklos sutartis
turi numatyti solidarig visy Sios sutarties Saliy
atsakomybe uz prievoliy pirkéjui nevykdyma. Taip
pat jungtinés veiklos sutartyje turi biti numatyta,
kuris asmuo atstovauja iikio subjekty grupei (su
kuo pirkéjas turéty bendrauti pasitilymo 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 pasitilyma tiekéjas sutinka su
Siomis konkurso salygomis ir patvirtina, kad jo
pasitlyme pateikta informacija yra teisinga ir
apima viska, ko reikia tinkamam pirkimo sutarties
ivykdymui.

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

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

4.4. Tiek¢jas pasiiilymg privalo pateikti pagal
konkurso salygy 2 priede pateikta forma.
Pasitlymas teikiamas uzklijuotame voke. Ant voko

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
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.

4.3. 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
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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 ,Neatplesti iki pasiilymy pateikimo
termino  pabaigos®“. Vokas su pasiilymu
grazinamas ji  atsiuntusiam tieké&jui, jeigu
pasitilymas pateiktas neuzklijuotame voke.

4.5. Pasiulyma sudaro tiekéjo raStu pateikty
dokumenty visuma:

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

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

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

4.5.4. kita konkurso sglygose prasoma informacija
ir (ar) dokumentai.

4.5.5. prie pasiiilymo pridedama USB laikmena su
pasiilymu Excel formatu ir kity pasiilymo
dokumenty elektroninémis kopijomis.

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.

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.

https://www.dropbox.com/sh/mjt2 fcbzbz9oqpk/AABMS5jjU 997z HY g8tKs-nUa?dI=0

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

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

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

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

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

4.11. Pasiilymuose nurodoma prekiy kaina
pateikiama eurais, turi buti iSreikSta ir apskaiciuota
taip, kaip nurodyta $iy konkurso salygy 1 priede.
Apskaiciuojant kaing, turi buti atsizvelgta j visg iy
konkurso salygy 1 priede nurodyta prekiy kiekj,
kainos sudétines dalis, | techninés specifikacijos
reikalavimus, pirkimo sutarties sglygas 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 pasiiilymas galioja
tiek, kiek numatyta pirkimo dokumentuose.

4.13. Kol nesibaigé pasitlymy 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 pasitlymo
pateikimo terming. Apie nauja 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
pasitlymg. Toks pakeitimas arba praneSimas, kad
pasitilymas atSaukiamas, pripazjstamas
galiojanciu, jeigu Pirkéjas ji gauna pateiktg rastu
iki pasiiilymy pateikimo termino pabaigos.

5. KONKURSO SALYGU PAAISKINIMAS IR
PATIKSLINIMAS

5.1. Pirk¢jas atsako j kiekvieng Tiek¢jo prasyma
paaiskinti pirkimo salygas pateikta uzpildant
paklausimo forma interneto svetainéje
https://forms.gle/mXKsXgqUuJKtAnTp9

(autentifikacija nereikalaujama, praSome pildyti
kiekvieng klausimg atskirai), jeigu praSymas
gautas ne véliau kaip pries 4 darbo dienas iki
pirkimo pasitilymy pateikimo termino pabaigos. |
laiku gautg tiek&jo praSyma paaiskinti konkurso
salygas pirkéjas atsako ne véliau kaip per 2 darbo

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
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.glemXKsXgqUuJKtAnTp9

(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
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dienas nuo jo gavimo dienos ir ne véliau kaip likus
2 darbo dienoms iki pasitilymy pateikimo termino
pabaigos. Pirkéjas, atsakydamas tiekéjui, kartu
paskelbia skelbimg su paaiskinimais interneto
svetainéje https://www.esinvesticijos.lt,
nenurodydamas bet nenurodo, kuris tieké&jas
pateiké prasyma paaiskinti konkurso salygas.

5.2. Nesibaigus pasitilymy pateikimo terminui, bet
ne veéliau kaip likus 2 darbo dienoms iki pasiiilymy
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 procediiras atlicka Komisija, tieckéjams
ar jy jgaliotiems atstovams nedalyvaujant. Iki voky
atpléSimo posédzio pasitilymai saugomi neatplésti
ir kainos néra tikrinamos.

6.2. Komisija nagrinéja ar tiekéjai pasitilyme
pateiké  visus duomenis, dokumentus ir
informacija, apibrézta Siose konkurso sglygose ir ar
pasitilymas atitinka Siose konkurso salygose
nustatytus reikalavimus. Jeigu dalyvis pateiké
netikslius, nei§samius ar klaidingus dokumentus ar
duomenis apie atitiktj pirkimo dokumenty
reikalavimams arba $iy dokumenty ar duomeny
troksta, = 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 pasitlymg, jungtinés veiklos
sutartis,  pasiilymo  galiojimo  uZtikrinima
patvirtinantis dokumentas ir dokumentai, nesusije¢
su  pirkimo objektu,  jo techninémis
charakteristikomis, pirkimo sutarties vykdymo
salygomis ar pasitlymo kaina. Kiti tiekéjo
pasitlymo dokumentai ar duomenys gali biti
tikslinami, pildomi arba aiskinami vadovaujantis
6.3 punkto nuostatomis.

6.3. Iskilus klausimams dél pasitlymy turinio ir
Komisijai rastu papraSius, tiekéjai privalo per
Komisijos nurodytg terming pateikti raStu

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.

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
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papildomus paaiskinimus nekeisdami pasiiilymo
esmes.

6.4. Jeigu pateiktame pasitilyme Komisija randa
pasitlyme nurodytos kainos apskaic¢iavimo klaidy,
ji privalo rastu paprasyti tiekéjy per jos nurodyta
terming iStaisyti pasitilyme pastebétas aritmetines
klaidas, nekeiciant pasitilyme nurodytos bendros
galutinés kainos. Taisydamas pasiiilyme nurodytas
aritmetines klaidas, tick&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 pasiiilymai nevirsija
pirkimui skirty 1éSy sumos ir neatmesti dél kity
priezasCiy, pasiilyty kainy aritmetinj vidurkj),
Komisija turi teis¢, o ketindama atmesti pasitilyma
— privalo tiekéjo rastu papraSyti per Komisijos
nurodyta terming pateikti nejprastai mazos
pasitilymo kainos pagrindima, jskaitant ir detaly
kainy sudétiniy daliy pagrindima.

7. PASIULYMU ATMETIMO PRIEZASTYS

7.1. Komisija atmeta pasitlyma, jeigu:

7.1.1. Tiek¢jas pateikia daugiau kaip vieng
pasilymg arba tkio subjekty grupés narys
dalyvauja teikiant kelis pasitlymus, visi tokie
pasitlymai bus atmesti. Tiekéjas gali pateikti tik
vieng pasililymg — individualiai arba kaip tikio
subjekty grupés narys.

7.1.2. Tiek¢jas 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. pasiilymas (jei vykdomos derybos -
galutinis pasililymas) neatitiko pirkimo salygose
nustatyty reikalavimy arba Tiekéjas, Pirkéjo
praSymu, nekeisdamas pasililymo  esmés,
nepaaiskino savo pasiiilymo;

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

7.1.6. buvo pasitlyta nejprastai maza kaina ir
Tiekéjas Pirkéjo prasymu nepateikeé rastisko kainos

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
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
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sudétiniy daliy pagrindimo arba kitaip nepagrinde
nejprastai mazos kainos;

7.1.7. Tiek¢jas pateiké melagingg informacija,
kurig Pirkéjas gali jrodyti bet kokiomis teisétomis
priemonémis;

7.1.8. Tiekéjo pasiiilyta kaina yra per didelé ir
nepriimtina.

7.2. Tiekéjai, kuriy pasidlymai  atmesti,
informuojami apie pasitilymo atmetimo priezastis.

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

maziausios pasitlymo kainos kriterijumi. Pirkimo
laimétoju pripazjstamas maziausig kaing pirkime
pasitles Tieke¢jas, kurio pasiilymas 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, tac¢iau leidziami
ir derybiniai susitikimai, vykdomi su kiekvienu
tiekéju atskirai. Pirkéjas siuncia kvietimg j derybas,
kuriame nurodomas deryby objektas ir salygos.
Deryby metu Tiekéjams pateikiama ta pati
informacija (iSskyrus informacija apie kitus gautus
pasitilymus).

9.3. Derybos gali biiti vykdomos dél visy perkamy
darby, prekiy ar paslaugy charakteristiky (pvz.
prekés modelio, konfigiiracijos 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.

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.

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

9.5. Galutiniais pasiiilymais laikomi deryby metu
pateikti galutiniai pasitilymai (deryby protokolai)
ir pirminiai pasitilymai, kiek jie nebuvo pakeisti
deryby metu. Galutiniai pasiiilymai 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 pasiiilymy
eilg. Pasifilymai Sioje eiléje surasomi kainos
didéjimo tvarka. Jeigu keliy pateikty pasitilymy yra
vienodos kainos, nustatant pasiilymy eile
pirmesnis ] Sig eilg jraSomas tiekéjas, kurio
pasitilymas jregistruotas anksciausiai.

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

10.3. Maziausia kaing pasitles tiek&jas yra
skelbiamas laiméjusiu konkursa 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 sutart] sudaryti
pirkimo dokumentuose nustatytomis salygomis,
laikoma, kad jis atsisaké sudaryti pirkimo sutart;.
Tuo atveju pirkéjas sitilo sudaryti pirkimo sutartj
tiekéjui, kurio pasitlymas pagal sudarytg
pasitlymy eile yra pirmas po tiekéjo, atsisakiusio
sudaryti pirkimo sutart;.

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.

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
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11. PIRKIMO SUTARTIES SALYGOS

11.1. Pirkimo sutarties saglygos 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 nagrinéjimo laikotarpiu
(jei tokios biity gautos).

11.3. Sudarant pirkimo sutartj, negali buti kei¢iama
laiméjusio Tiekéjo galutinio pasitilymo 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 procediras,
jeigu atsirado aplinkybiy, kuriy nebuvo galima
numatyti. Priémes sprendimg nutraukti pirkimo
procediras, pirkéjas ne véliau kaip per 3 darbo
dienas nuo sprendimo priémimo apie §j sprendimg
praneSa  visiems pasiilymus pateikusiems
tieckéjams, o jeigu pirkimo  procediiros
nutraukiamos iki galutinio pasitilymo pateikimo
termino, visiems pirkimo salygas ir (arba) pirkimy
dokumentus jsigijusiems tiekéjams. PraneSimas
apie pirkimo procediiry nutraukima skelbiamas
Europos Sajungos struktiirinés paramos svetainéje
www.esinvesticijos.lt.

12.3. Informacija, pateikta pasitilymuose, iSskyrus
bendrg galuting pasitilymo kaing, tiekéjams ir

tretiesiems ~ asmenims,  i$skyrus = asmenis,
administruojanc¢ius  ir  audituojanCius  ES
struktiriniy  fondy  paramos naudojima,
neskelbiami.

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

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.
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PRIEDALI: ANNEXES

1 priedas. Technin¢ specifikacija. Annex 1. Technical specification.
2 priedas. Pasitilymo forma. Annex 2. Proposal form.
3 priedas. Pirkimo sutarties projektas. Annex 2. Purchase contract project.
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PRIEDAS NR. 1 ,TECHNINE SPECIFIKACIJA“

ANNEX NO. 1 "TECHNICAL SPECIFICATION"

TALPOS (NR. 1.007)

PATVIRTINTA
Pirkimo komisijos
2019-07-26 protokolu

TANKS (NO 1.007)

APPROVED

by minutes of the
Procurement Commission
26-07-2019

TALPA TIRPALU RUOSIMUI IR
SAUGOJIMUI (10000 L)

TANK FOR SOAK PREPARATION AND
STORAGE (10000 L)

Puslapis 11§ 18



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

Priorite
tas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

Validavimas
Validation

URS-01.01

Pries pradedant vykdyti ir po to ,,Biotechpharma“ turi perziiiréti
ir patvirtinti kvalifikacinius protokolus (jrangos montavimo,

eksploatavimo, pirmojo gamyklinio bandymo, bandymo vietoje).

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

URS-01.02

Tvirtinantys asmenys turi biiti sistemos operatorius, techninis
operatorius, validavimo grupés vadovas ir kokybés vadovas.
Approval persons must include system owner, technical owner,
Head of Validation group and QA Manager.

URS-01.03

Nuokrypius ir korekcinius veiksmus privalo patvirtinti UAB
»,Biotechpharma“.

Deviations and corrective actions must be approved by
Biotechpharma UAB.

URS-01.04

Montavimo patikrinimo procesas gali buti pradétas tik iki galo
idiegus sistema.
1Q can be started only after system is completely installed.

URS-01.05

Irangos eksploatavimo bandymo vietoje (angl. SAT) ir pirmieji
gamykliniai bandymai (angl. FAT) privalo biiti patvirtinti pries
atlieckant montavimo patikrinimg. Montavimo patikrinimas
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Nr.
No.

Aprasymas
Description

tas

Priorite

Priority

Vertinimas
taip / ne
Assessment
Yes/No

privalo buti atliekamas anksc¢iau nei jrangos eksploatavimo
patikrinimas.

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

URS-01.06

Tinkamumo kriterijai turi biiti aiskiai apibrézti.
Acceptance criteria must be clearly defined.

URS-01.07

Validavimo asmenys turi turéti jrodyty apie mokymus vykdyti
validavimo veikla.

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

URS-01.08

Tiekéjo ar jo atstovo atlieckamos kvalifikacinés veiklos.
Qualification activities performed by supplier or its
representative.

1.1 Pagrindiniams 10000 L talpyklos techniniams parametrams keliami reikalavimai

Requirements matrix for basic design of 10000 L stainless steel tank

Nr.
No

ApraSymas
Description

Priorit
etas
Priorit
y

Vertinimas
taip / ne
Assessment
Yes/No

Pagrindiniai techniniai parametrai
Basic design

URS-02.01

Talpykly tariai:
e Ne daugiau kaip 10 000 1 bendro tiiris
e 8500-10000 1 darbinio ttrio

Vessel volumes:
o Not more than 10000 L total volume
e 8500-10000 L working volume

URS-02.02

Talpykla neturi biiti platesné nei 2,2 metrai. [rangos plotis
turi biiti pasirinktas su ,,Biotechpharma* sutikimu.

The tank shall not be wider than 2.2 meter. The width of
equipment has to be chosen in consent with Biotechpharma

URS-02.03

Talpykloje turi biiti montavimo laikikliai, skirti montuoti
talpyklai. IS viso turi buti maziausiai keturi (4) laikikliai.
Laikiklius reikia paruosti sukti prie grindy.

The tank shall be equipped with mounting brackets for
suspended installation. There shall be at least four (4)
brackets. The brackets shall be prepared for bolting into the
floor.

URS-02.04

Montavimui skirtas laikiklis turi biiti toks, kad biity galima
uztikrinti §iluminj plétimasi.

The mounting bracket shall be designed to allow for thermal
expansion.
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Nr.
No

AprasSymas
Description

Priorit
etas
Priorit
Yy

Vertinimas
taip / ne
Assessment
Yes/No

URS-02.05

Bendras aukstis nuo montavimo laikiklio iki talpyklos
virSaus su maiSykle negali virSyti 6 m. [rangos aukstis turi
biti pasirinktas su ,,Biotechpharma® sutikimu.

The overall height from the mounting bracket to the top of
the tank including agitator shall not exceed 6 m. The height
of equipment has to be chosen in consent with
Biotechpharma

URS-02.06

Talpykla turi bati cilindro formos su nuozulniu dugnu ir
torasferine virSutine plokste. Dugne turi biiti suformuotas
maziausiai 8 % nuolydis.

The tank must be cylindrical with a sloped bottom and tori-
spherical head plate. The bottom must have at least 8 %
slope.

URS-02.07

Talpykloje turi buti jrengtas liukas (bent DN600 anga). Anga
turi turéti spyruoklinj mechanizma ir lankstg su sandarinimo
ziedu uzsandarintomis jungémis bei sparnuotyjy verzliy tipo
spaustuvais. Vidinis angos kraStas turi biiti nusklembtas, o
angos kaklo aukstis turi biiti sumazintas, kad biity lengviau
valyti.

The tank shall be provided with a manway/manhole (min
DN600 opening). The manway shall be spring assisted and
hinged with O-ring sealed flanges and wing-nut clamps.
Internal edge of manhole shall be chamfered and the height
of the manhole neck shall be minimized to improve cleaning
ability.

URS-02.08

Talpyklos virSuje turi buti patikros langelis su lempute ir
mygtukiniu jungikliu lemputei

The tank shall have a sight glass mounted on the top with a
lamp and a push button for the lamp

URS-02.09

Talpyklos dugne turi biti jrengtas termosulinys.
There shall be a thermowell installed at the bottom of the
tank.

URS-02.10

Talpykla turi biiti su $aldymo kontiiru ir izoliuota. Saldymo
konturas turi siekti virSutinj darbinio tirio lygi.

The tank shall be jacketed and insulated. The jacket shall
reach the upper working volume level.

URS-02.11

Konstrukcijg reikia pritaikyti taip, kad talpyklos turinj buty
galima atvésinti ir palaikyti zemesne nei 5 °C temperatiirg.
The design must be adapted for the possibility cooling down
tank content and maintain temperature below 5 °C.

URS-02.12

Konstrukcijg reikia pritaikyti taip, kad talpyklos turinj buty
galima pasildyti ir palaikyti aukStesne nei 95 °C temperatiira.
The design must be adapted for the possibility preheat tank
content and maintain temperature above 95 °C.

URS-02.13

Talpyklos ir Saldymo konttiro projektinis slégis: -bent +4

bar(g)
Design pressure for tank and jacket: at least up to +4 bar(g)

URS-02.14

Talpyklos ir Saldymo konttros projektiné temperatiira: -
0/+150 °C arba didesnis diapazonas
Design temperature for tank and jacket: -0/+150 °C or wider
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Nr.
No

AprasSymas
Description

Priorit
etas
Priorit
Yy

Vertinimas
taip / ne
Assessment
Yes/No

URS-02.15

Talpykloje turi biiti apkrovos ar panasus jutiklis:

Jutiklio diapazonas: maziausiai 0—15 000 kg (be talpyklos
SVOorio)

Jutiklio skiriamoji geba: < 1,0 kg

Jutiklio tikslumas: < 0,02 %

The tank shall be supplied with a load sensor or equivalent:

Sensor range: at least 0 — 15000 kg (excluding tank weight)
Sensor resolution: < 1.0 kg
Sensor accuracy: < 0.02 %

URS-02.16

Turi bati jrengti bent du rutuliniai purkstuvai, kad biity
uztikrintas visiskas talpyklos vidinio pavirSiaus i§valymas,
iskaitant visas talpykloje esancias jungtis / antgalius.
Reikalaujama statiné plovimo galvuté (360°). Rutuliniai
purkstuvai turi biiti visiskai iSdrenuojamas.

Pries pradedant gaminti talpyklas, bttina pateikti purSkimo
principing schema.

Purskimo buidg reikia patvirtinti prie§ pradedant baky
gamyba.

At least two spray balls shall be installed to ensure complete
cleaning of the internal surface of the tank, including all
tank connections/ nozzles. A static spray ball assembly
(360°) is required. Spray balls shall be completely
drainable.

A spray pattern drawing must be issued for approval before
start of manufacturing of tanks.

URS-02.17

Talpykla turi baiti suprojektuota su virSuje arba apacioje
sumontuota maiSykle ir su aseptinio tipo sparnuote.
Maisyklé paruosiama veikimui su kintamo daznio pavara

Greitis: maziausiai 0-350 aps./min

MaiSymo tikslumas: maZziausiai +10 aps./min

Maitinimas: 400 V ar panasus

The tank shall be equipped with a top or bottom mounted
agitator with an aseptic type impeller. The agitator shall be
prepared for variable frequency drive

Speed: at least 0 — 350 RPM
Agitation accuracy: at least £10 RPM
Power supply: 400 V or equivalent

URS-02.18

Apatiniy talpyklos isleidimo angy kampas turi baiti 15-25
laipsniai.

The tank shall have a set of lower port outlets angled at 15 —
25 degrees.
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Nr.
No

AprasSymas
Description

Priorit
etas
Priorit
Yy

Vertinimas
taip / ne
Assessment
Yes/No

URS-02.19

Ties 5-20 % darbinio tiirio lygmeniu turi buti jrengta
meéginiy émimo anga.

There shall be a sample port at 5 — 20 % from the working
volume.

M

URS-02.20

sve—

prieinami
Equipment and components which require regular
maintenance shall be accessible

URS-02.21

Talpykloje turi biiti bent 3 — 4 kartus uz talpyklos i§leidimo
angg didesnis sukuriy pertraukiklis. Stikuriy pertraukiklio
konstrukcija turi biiti tokia, kad uztikrinty i§drenavima i$
visy kampy bei virSutiniy daliy

The tank shall include a vortex breaker sized minimum at 3
— 4 times of tank outlet dimension. Vortex breaker shall be
designed to allow complete drainability with all corners and
top edge rounded to prevent build-up

URS-02.22

Buferio jleidimo vamzdziai turi biiti pritvirtinti prie sienos
ir bako dugno galo (panardinamas vamzdelis)

Buffer inlet pipes shall be attached to the wall and end at
the bottom of the tank (dip tube)

URS-02.23

Talpykloje turi biiti membraninis i§leidimo angos voztuvas
su PTFE ar atitinkama membrana bei pavara. El. voztuvas
pajungimui prie CIP.

The tank shall be equipped with a diaphragm outlet valve
with PTFE or equivalent membrane and actuator. The valve
shall have a satellite for CIP connection.

URS-02.24

Talpykloje turi biiti pramu$§imo membrana ir pramusimo
membranos indikatorius.

Pramusimo slégis pagal Sléginiy jrenginiy direktyvos
reikalavimus.

The tank shall be supplied with a burst disc and a burst disc
indicator

Burst pressure according to PED.

URS-02.25

Pramusimo membrang reikia montuoti taip, kad biity patogu
valyti visg talpykla.

The burst disc shall be mounted so complete cleaning of the
tank is possible

URS-02.26

Talpykloje turi biiti 1 priede aprasytos jungtys.
The tank shall be equipped with the connections described
in Attachment 1

URS-02.27

Visi komponentai, jskaitant, bet neapsiribojant, jranga,
voZztuvais, laidais ir prietaisais, privalo biiti identifikuojami
unikaliais Zymenimis, kurie taip pat turi biiti nurodyti
dokumentuose.

All components, including but not limited to equipment,
valves, cables and instruments, shall have a unique tag also
to be defined in the documentation

1.2 Reikalavimy matrica konstrukcijai, medZiagoms ir pavirS§iams
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Requirement matrix for construction, material and surfaces

Nr.
No

AprasSymas
Description

Priorit
etas
Priorit
y

Vertinimas
taip / ne
Assessment
Yes/No

Konstrukcija, medziagos ir pavirsiai

Construction, material and surfaces

URS-03.01

Visos produkto kontaktinés dalys turi buiti pagamintos 18
AISI 316L ar aukstesnés klasés neriidijanciojo plieno.
MedZiaga turi biiti tinkama didelés koncentracijos druskos
tirpalams.

All product contact parts shall be in stainless steel grade
AISI 316L or higher grade. The material must be suitable
for highly concentrated salt solutions.

URS-03.02

Visos nekontaktuojancios su produktu turi buiti pagamintos
i§ AISI 316L ar aukstesnés klasés nertidijanciojo plieno
All non-wetted parts shall be in stainless steel grade AISI
316L or higher grade

URS-03.03

Sandarinimo ziedai ir tarpikliai turi buti pagaminti i§ FDA
atitinkan¢ios EPDM, PTFE ar atitinkamos kitokios
medziagos.

O-rings and gaskets shall be in FDA compliant EPDM or
PTFE or equivalent.

URS-03.04

Vidiniai talpyklos pavirsiai turi biiti apdoroti mechaniniu
poliravimo biidu iki Ra < 0,8 pm. Prie talpyklos
dokumentacijos turi buti pridedama darby jvykdymo
ataskaita.

The internal surface of the tank shall be mechanically
polished to Ra < 0.8 pum. An execution report shall be
attached to the tank documentation.

URS-03.05

Talpyklos vidus turi buti pasyvuotas 10 % azoto rigstimi
HNO:s ar atitinkamu tirpalu

The inside of the tank shall be passivated with 10 % HNO;
or equivalent solution

URS-03.06

Nerudijantjjj plieng suvirinti galima inertinémis dujomis.
Produkto suvirinimo sitilése negali biiti itrikimy ar plysiy,
jos turi biiti lygios ir nupoliruotos pagal tokius pacius
standartus, kokie galioja aplinkinéms vietoms.

Stainless steel welds shall be performed under inert gas. All
product contact welds shall be crack and crevice free,
ground smooth and polished to the same standards as the
surrounding areas.

URS-03.07

Talpyklos kojos ir iSorinis plieninis apvalkalas turi bti
pagaminti i§ AISI 304 arba aukstesnés klasés nertidijanciojo
plieno.

Tank legs and external steel cladding shall be made in AISI
304 stainless steel or higher grade.

URS-03.08

Talpyklos suvirinimo darbai turi atitikti Sléginiy jrenginiy
direktyvos reikalavimus

Tank welding shall be in accordance with pressure vessel
code (PED).
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Nr.
No

AprasSymas
Description

Priorit
etas
Priorit
y

Vertinimas
taip / ne
Assessment
Yes/No

URS-03.09

Talpykla negali baiti jtrukusi.

Siekiant aptikti jtrikimus, turi biti atliekami specialiis
skverbties bandymai arba fluorescencinio skys¢io bandymai
The vessel shall be free of cracks. Test with crack detection
penetrant or fluorescent fluid shall be made.

URS-03.10

ISoriniai pavirSiai turi biiti pagaminti i§ nusveisty, suvirinty
plieno laksty. Banguoti, lopyti ar nelygus pavirSiai yra
nepriimtini.

Visus pavirsius turi buti galima valyti.

The external surface shall be by pre-brushed, seal welded
steel sheets. Wavy, patchy or uneven appearance is not
acceptable.

All surfaces shall be cleanable.

URS-03.11

Sanitarinés talpyklos jungtys / antgaliai turi atitikti projekto
parametrus bei ASME BPE ar lygiaverciai medziagy
matmenis.

Sanitary tank connections/nozzles shall follow the design
intention and material dimensions of ASME BPE or
equivalent.

URS-03.12

Talpyklos konfigtiracija turi tikti montavimo vietos
iSdéstymui.

The Tank configuration shall be compatible with and fit
within the layout of the area for installation.

URS-03.13

Kélimui ir montavimui palengvinti reikia pridéti tinkamas
keélimo kilpas (maziausiai 3).

Suitable lifting lugs (3 minimum) shall be supplied to
facilitate lifting and installation.

URS-03.14

Izoliacinis apvalkalas turi buti i$ vientiso plieno laksto, be
suvirinimo sitliy. Apvalkalas uzleidziamas ant sujungimy,
tiek kiek reikia, paliekant pri¢jima.

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

URS-03.15

Izoliaciné medZziaga turi biiti mineraliné vata be chlorido ar
lygiaverté medziaga.

Insulation material shall be chloride free mineral wool or
equivalent.

URS-03.16

Talpykla turi biiti pagaminta gamykloje, kuri specializuojasi
neriidijancio plieno jrangos gamybos srityje.

Valcuotas plienas neturi biiti apdirbamas tose paciose
apdirbimo vietose, o talpyklos gamybai turi buti
naudojamos tik specialios staklés ir masinos

The tank shall be manufactured in an area dedicated for
manufacturing of stainless steel equipment.

Milled steel must not be worked in the same areas and only
dedicated tools and machines shall be used for the
manufacturing of the tank

URS-03.17

Pries pristatant, talpyklg reikia nuvalyti; visus pavirSius
reikia nuriebalinti bei nuvalyti Sarminiu valikliu. Valyti
reikia prie§ patikrg ir testus bei po jy
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Nr.
No

AprasSymas
Description

Priorit
etas
Priorit
y

Vertinimas
taip / ne
Assessment
Yes/No

The tank 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-03.18

LeidZziamos ne daugiau kaip 3D aklosios atSakos.
No more than 3D dead legs are allowed

URS-03.19

Talpykloje montuojamos tik vieno-lygio jungtys, zr. 1
priedg. Prie$ pradedant gaminti talpykla, ,,Biotechpharma“
nurodys konkrecias jungtis, kurios negali buti naudojamos
kaip vieno-lygio jungtys.

Only flush connections shall be mounted on the tank, see
Attachment 1. Biotechpharma shall approve specific
connections that cannot be flush connections before
manufacturing of the tank begins.

1.3 Reikalavimy matrica pagalbinéms, elektros ir valdymo sistemoms

Requirement matrix for utilities, electrical and control system

Nr.
No

AprasSymas
Description

Priorit
etas
Priorit
y

Vertinimas
taip / ne
Assessment
Yes/No

Pagalbinéms sistemos

Utilities

URS-04.01

Maitinimas: 400 V (3 faziy+ N + E) arba 230 V (1 fazés +
N +E), 50 Hz

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

URS-04.02

Maitinimo $altinj reikia padalinti j dvi atskiras dalis:
® 400 V talpos maisyklei
e 230 V apkrovos jutikliui
Power supply shall be divided into two independent parts:
e 400 V for tank agitator
e 230 V for load sensor

Elektros sistema

Electrical

URS-05.03

Visos elektros sistemos dalys ir jranga turi atitikti [P 44 ar
aukstesn;j standartg.

All electrical enclosures and equipment shall be rated for I[P
44 or higher standard.

URS-05.04

Ant talpyklos montavimo laikikliy turi buti po dvi AISI
Tanks shall be provided with two grounding lugs or stud of
AISI 304L or higher grade on the mounting brackets of the
tank.
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Priorit | Vertinimas
Nr. Aprasymas etas taip / ne
No Description Priorit | Assessment
y Yes/No
Valdymo sistema
Control system
URS-06.01 Talpykloje nebus jrengta valdymo sistema. Néra Néra
' No control system shall be provided with the tank N/A N/A
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1.4 Reikalavimy matrica dokumentacijai ir palaikymui

Requirement matrix for Documentation and Support

Nr.
No

AprasSymas
Description

Priorit
etas
Priorit
y

Vertinimas
taip / ne
Assessment
Yes/No

Tarpinés dokumentacijos rinkinys

Intermediate documentation package

URS-07.01

Tarpiniame dokumenty rinkinyje pateikiama informacija
apie tai, kaip jranga bus suprojektuota ir sumontuota. Si
informacija ir jos parengimo trukmé yra labai svarbiis UAB
,Biotechpharma®, siekiant sckmingai uzbaigti projektavimo
etapg. Toliau pateikiami dokumentai turi biiti pateikiami
angly kalba ir jtraukti | Pardavejui skirtos informacijos
gairiy prieda.

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.

Néra

Néra

URS-07.02

Dokumentacijos rinkinio formatas turi biti:

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

- Kokybés dokumentai turi buti teikiami Microsoft
Word arba lygiaverciu formatu

- Sarasai turi buti teikiami Microsoft Excel arba
lygiaverciu formatu

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 or equivalent format

- Lists shall be supplied in Microsoft Excel or
equivalent format

URS-07.03

Bendri jrangos surinkimo bréZziniai ir 3D brézinys DWG
formatu arba lygiaverciu, jtrauktinas j ,,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.
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Priorit | Vertinimas
Nr. Aprasymas etas taip / ne
No Description Priorit | Assessment
y Yes/No
URS-07.04 Kokybinis planas M
Quality plan
URS-07.05 Esm.iniq kornponentl} sgrasSas M
Critical component list
I$samils jungciy viety bréziniai (jranga grindims / sienoms /
luboms) ir kiti DWG formatu arba lygiaverciu
URS-07.06 M
Detail drawings of connection locations (equipment for
floor/wall/ceiling) and other in DWG format or equivalent
Duomenys apie dinamines ir statines apkrovas
URS-07.07 Dynamic and static load data M
Perduodamas paketas
Turn over package
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 biiti teikiami Microsoft Excel formatu
arba lygiaverciu
URS-08.01 Format for the documentation package shall be: M
- 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
Bendrieji konstrukciniai bréziniai DWG arba lygiaverciu
formatu
URS-08.02 General arrangement drawings in DWG or equivalent M
format
Medziagy sertifikatai, kaip apibrézta pirmiau nurodytuose
reikalavimuose ir medziagy sertifikatai 3.1B pagal standartg
EN10204 arba lygiavertj visoms nuo gaminio
URS-08.03 suSlampanc¢ioms dalims. M
Material certificates as defined according to requirements
above and material certificates 3.1B according to EN10204
or equivalent for all product wetted parts.
Visy taikomy CE Zenklinimo direktyvy atitikties
deklaracija.
URS-08.04 M

Declaration of conformity for all applicable CE marking
directives.
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Nr.
No

AprasSymas
Description

Priorit
etas
Priorit
y

Vertinimas
taip / ne
Assessment
Yes/No

URS-08.05

Suvirinimo procediiry patvirtinimas, tvarka ir sertifikatai.
Welding qualifications, procedures and certificates.

URS-08.06

Naudojimo ir techninés priezitros vadovai angly kalba
Operating and maintenance manuals in English

URS-08.07

Rekomenduojamy atsarginiy daliy sgrasas.
Recommended spare parts list.

M
M
M

URS-08.08

Pazyméjimas apie mechaniniu biidu atlikta poliravimg ir
pavirsiy padengima bei apdirbimg (jskaitant pasyvavimo
metodus ir procediiras).

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

=

URS-08.09

Sertifikavimo ir eksploatavimo pradzios dokumentai:
e Pirmojo gamyklinio bandymo (angl. FAT)
dokumentai
e Jrangos eksploatavimo bandymo vietoje (angl.
SAT) dokumentai (montavimo ir paleidimo vietoje
dokumentacija, paleidimas vietoje)

e Jrangos montavimo, eksploatavimo (angl. IQ / OQ)
protokolai ir ataskaitos
Qualification and commissioning documents such as:
- FAT documentation
- SAT documentation (installation and start-up
documentation at site, commissioning at site)
- 1Q/0OQ protocols and reports

URS-08.10

Prietaisy, matuokliy ir kt. kalibravimo sertifikatai, kurie
pristatymo metu galioty maziausiai 10 ménesiy.
Calibration certificates for instruments, gauges, etc. with
minimum 10 months validity at delivery.

URS-08.11

Irangai testuoti ar kalibruoti naudojamy prietaisy
galiojantys kalibravimo sertifikatai.

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

URS-08.12

Bandymy sertifikatai ir atlikty bandymy dokumentai,
pavyzdziui, sléginiy indy, vamzdyny sistemy slégio
bandymo procediiros.

,,TUV* slégio bandymo ataskaitos arba kitos analogiskos
ataskaitos.

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

URS-08.13

Biologinio suderinamumo sertifikatai su proceso srautais
(pvz., diafragmomis, tarpikliais, sandarinimo ziedais,
sandarikliais, movomis ir kt.) kontaktuojantiems ne
metalams.

Biological compatibility certificates of all non-metals in
contact with process streams (like diaphragms, gaskets, O-
rings, seals, couplings, etc.).
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Nr.
No

AprasSymas
Description

Priorit
etas
Priorit
y

Vertinimas
taip / ne
Assessment
Yes/No

URS-08.14

Patvirtinti i$pildymo bréZiniai.
Verified as-built drawings.

M

URS-08.15

Reikalavimy atsekamumo matrica (atsekamumo
reikalavimas — projektiné nuoroda — testo nuoroda).
Requirement Traceability Matrix (traceability requirement —
design reference — test reference).

URS-08.16

Jei kitaip nenurodoma, dokumentacija turi biiti paruosta
angly kalba ir pateikta dviem (2) popieriniais
egzemplioriais bei viena (1) indeksuota elektronine kopija
(jei taikytina, natyviuoju formatu), kad véliau biity galima
atnaujinti.

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.

Pagalba
Support

URS-09.01

Trikties atveju, garantiniu laikotarpiu (maziausiai 2 metus)
tiekéjas privalo suteikti techning pagalba.

In case of malfunction the Supplier shall provide technical
support for the warranty period (at least 2 year).

URS-09.02

Pagalba paleidimo metu, techning prieziiirg atlickanciy
darbuotojy mokymai dél trik¢iy $alinimo ir sistemos
remonto bei operatoriy mokymai.

Start-up support and training for maintenance employees on
troubleshooting and repair of the system and for operators.

URS-09.03

Turi biiti pridétos atsarginés dalys, kuriy pakakty
vieneriems eksploatavimo metams.
Spare parts for one year of operation shall be included.
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1.5 Reikalavimy matrica reglamentams ir standartams

Requirements matrix for regulations and Standards

Nr.
No

AprasSymas
Description

Priorit
etas
Priorit
y

Vertinimas
taip / ne
Assessment
Yes/No

Reglamentai ir standartai

Regulations and standards

URS-10.01

Irangai taikomi reglamentai:

Eudralex. 4 tomas. Gerosios gamybos praktikos (GMP)
gairiy I dalis 3 skyrius;

Eudralex. 4 tomas. Gerosios gamybos praktikos (GMP)
gairiy 2 priedas;

Eudralex. 4 tomas. Gerosios gamybos praktikos (GMP)
gairiy 11 priedas;

Eudralex. 4 tomas. Gerosios gamybos praktikos (GMP)
gairiy 15 priedas;

Maisto ir vaisty administracija (FDA) 21 CFR Dalys 210 ir
211.

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.

URS-10.02

CE atitiktis: Pagal Europos Sgjungos direktyvas
CE conformity: In accordance with European Union
directives

URS-10.03

ISO 14644 Svariosios patalpos ir su jomis susijusi
kontroliuojamoji aplinka. 1 dalis. Oro §varos klasifikavimas
ISO 14644 Cleanroom and associated controlled
environments — Part 1: Classification of air cleanliness

URS-10.04

Amerikos mechanikos inzinieriy draugija: Biologinio
apdorojimo
ASME BPE

URS-10.05

Farmacijos inspekcijy bendradarbiavimo sistema (PIC/s),
11 priedas
PIC/s Annex 11
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1 priedas

Attachment 1
Talpyklos jungéiy specifikacijos'
Tank Connections Specification'

Antgalio Jungties tipas
ID Padétis ApraSymas Dydis .
Nozzle Position Description Size Connection
D Type
N1. | VirSus Lygio jungiklis DN50 TC

Top Level Switch
N2. | VirSus Suspausto oro jleidimo anga DN25 TC
Top Compressed air inlet
N3. | VirSus Angos dangtis DN600 Sleginis
Top Manhole Cover dangtis
Pressure lid
N4. | VirSus Patikros langelis angos DN200 TC
Top dangtyje su apSvietimu
Sight glass in manhole cover
incl. light
N5. | VirSus Slegio indikatorius DN25 TC
Top Pressure indicator
N6. | VirSus Buferio jleidimo anga su DN50 TC
Top imerkiamu vamzdziu
Buffer inlet including dip tube
N7. | VirSus Buferio jleidimo anga su DN50 TC
Top imerkiamu vamzdziu
Buffer inlet including dip tube
N8. | VirSus Atsarginé jungtis DNS50 TC
Top Spare
N9. | VirSus PramusSimo membrana DNS50 TC
Top Rupture Disc
N10. | VirSus Atsarginé jungtis DNS50 TC
Top Spare
N11. | VirSus Atsarginé jungtis DN25 TC
Top Spare
N12. | VirSus Atsarginé jungtis DN25 TC
Top Spare
N13. | VirSus CIP jleidimo anga su purSkimo | DN25 TC
Top galvute
CIP inlet including spray ball
N14. | VirSus CIP jleidimo anga su purskimo | DN25 TC
Top galvute
CIP inlet including spray ball
N15. | VirSus Injekcinio vandens jleidimo DN40 TC
Top anga
WFT inlet
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Antgalio

Jungties tipas

ID Padétis ApraSymas Dydis .
Nozzle Position Description Size Connection
D Type
N16. | VirSus/apacia | MaiSytkle Priderintas Maisykle
Top/Bottom Agitator prie Agitator
maiSyklés
To fit
agitator
N17. | Saldymo Ausinamoji jleidimo anga DNS50 Flansas
kontiiras Cooling inlet Flange
Jacket
Ni8. | Saldymo Ausinamoji i$leidimo anga DNS50 Flansas
kontiiras Cooling outlet Flange
Jacket
N19. | Saldymo Saldymo kontiiro drenavimas DN20 Sriegis
kontiiras Jacket drainage Thread
Jacket
N20. | Apatinés angos | pH jutiklis DN25 TC
lygis pH sensor
Lower port level
N21. | Apatinés angos | pH jutiklis DN25 TC
lygis pH sensor
Lower port level
N22. | Apatinés angos | Laidumo jutiklis DN25 TC
lygis Conductivity sensor
Lower port level
N23. | Apatinés angos | Atsarginé anga DN25 TC
lygis Spare
Lower port level
N24. | Apatinés angos | Atsarginé anga DN25 TC
lygis Spare
Lower port level
N25. | Apatinés angos | Atsarginé anga DN25 TC
lygis Spare
Lower port level
N26. | Apatinés angos | Méginio émimo anga DNS50 TC
lygis Sample port
Lower port level
N27. | Apacia Temperatiiros kiSené M18x1.5 Suvirinta
Bottom Temperature pocket kiSene
Welded Pocket
N28. | Apacia Apatin¢ iSleidimo anga DNS50 TC
Bottom (stikurio pertraukiklis talpyklos

viduje)
Bottom outlet (vortex breaker
inside tank)

! Antgaliy matmenys bus konfigiiruojami detalaus projektavimo metu.
"Nozzle dimensions to be confirmed during detail design.
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PRIEDAS NR. 1 ,TECHNINE SPECIFIKACIJA“

ANNEX NO. 1 "TECHNICAL SPECIFICATION"

TALPOS (NR. 1.007)

PATVIRTINTA
Pirkimo komisijos
2019-07-26 protokolu

TANKS (NO 1.007)

APPROVED

by minutes of the
Procurement Commission
26-07-2019

TALPA REFOLDINGUI (12000 L)

TANK FOR REFOLDING (12000 L)
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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

Pirme
nybé
Priorit
Yy

Ivertinimas
Taip / Ne
Assessment
Yes/No

Validavimas
Validation

URS-01.01

Visi kvalifikacijos protokolai (FAT / SAT /1Q / QQ) turi
bti ,,Biotechpharma“ perzitiréti, i§ anksto patvirtinti pries
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

Nukrypiai ir taisomieji veiksmai privalo biiti patvirtinti
UAB ,,Biotechpharma*.

Deviations and corrective actions must be approved by
Biotechpharma UAB.
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Pirme | Jvertinimas
Nr. ApraSymas nybé Taip / Ne
No. Description Priorit | Assessment
y Yes/No
IQ galima paleisti tik kai sistema yra visiskai jdiegta.
URS-01.04 M
1Q can be started only after system is completely installed.
SAT, FAT procediry validavimas turi bti atliekamas pries§
vykdant 1Q. 1Q bus visada vykdomas anksc¢iau uz OQ.
URS-01.05 L . M
SAT, FAT procedures validation has to be executed prior
1Q performance. Performance of the 1Q will always
precede performance of OQ.
Priimtinumo kriterijai turi buti aiskiai apibrezti.
URS-01.06 M
Acceptance criteria must be clearly defined.
Validavima atliekantis asmuo privalo turéti jrodymy, kad
buvo apmokytas atlikti validavima.
URS-01.07 M
Person who performs validation must have evidence about
training on validation activities.
Kvalifikavimas turi biiti atlickamas tiekéjo arba jo atstovo.
URS-01.08 M

Qualification activities to be performed by supplier or its
representative.

3.1 Reikalavimy matrica pagrindinei 12000 1 nerudijancio plieno talpos konstrukcijai

3.2 Requirements matrix for basic design of 12000 L stainless steel tank

Stand:
e Square or equivalent, at least 4 legs
e Not wider than 3 meter. The width of equipment has to
be chosen in consent with Biotechpharma

Pirme | Jvertinimas
Nr. ApraSymas nybé Taip / Ne
No Description Priorit | Assessment
y Yes/No
Pagrindiniai techniniai parametrai
Basic design
Talpos turis:
e Nedaugiau kaip 12000 1 bendro tiirio
* 9000-10000 1 darbinio tiirio
URS-02.01 M
Vessel volumes:
e Not more than 12000 L total volume
* 9000-10000 L working volume
Stovas:
o Keturkampis arba jo atitikmuo, bent 4 kojos
e Ne platesnis kaip 3 metry. [rangos plotis turi bati
pasirinktas su ,,Biotechpharma“ sutikimu.
URS-02.02 M
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Nr.
No

AprasSymas
Description

Pirme
nybé
Priorit
Yy

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-02.03

Kojos turi biiti suprojektuotos taip, kad dél Silumos galéty
iSsiplésti

The legs shall be designed to allow for thermal expansion

M

URS-02.04

Talpa turi buti cilindro formos, nuzulniu dugnu ir toroidine-
sferine virSutine plokSte. Dugnas privalo turéti bent 8 %
nuolydj.

The tank must be cylindrical with a sloped bottom and
spherical head plate. The bottom must have at least 8 %
slope.

URS-02.05

Talpoje turi biiti anga / liukas (min. DN600 atidarymo). Anga
turi buti pritvirtinta spyruokle ir sujungta sandariais ,,0%
formos ziedais -ir verzliniais spaustukais

The tank shall be provided with a manway/manhole (min
DN600 opening). The manway shall be spring assisted and
hinged with O-ring sealed flanges and wing-nut clamps

URS-02.06

Talpa turi turéti apzitiros langelj, pritvirtinta virSuje su
lempute ir mygtuku lemputei

The tank shall have a sight glass mounted on the top with a
lamp and a push button for the lamp

URS-02.07

Salytyje su produktu esantys voZtuvai turi biiti sanitarinio
tipo

Product contact valves must be sanitary type

URS-02.08

Temperatiiros matavimo kanalas turi biiti jrengtas talpos
apacioje.

There shall be a thermowell installed at the bottom of the
tank.

URS-02.09

Talpa turi biiti su $aldymo kontiiru ir izoliuota. ,,Saldymo
konturas turi siekti virSutinj darbinio ttirio lygi.

The tank shall be jacketed and insulated. The jacket shall
reach the upper working volume level.

URS-02.10

Konstrukcija turi bati pritaikyta auSinti talpos turinj ir
palaikyti mazesng kaip 5 °C temperatiirg.

The design must be adapted for cooling down tank content
and maintaining the temperature below 5 °C.

URS-02.11

Konstrukcija turi biiti pritaikyta kaitinti talpos turinj ir
palaikyti didesng kaip 95 °C temperatiirg.

The design must be adapted for preheating the tank content
and maintaining temperature above 95 °C.
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Nr.
No

AprasSymas
Description

Pirme
nybé
Priorit
Yy

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-02.12

Konstrukcija turi buti pritaikyta tuscios talpos sterilinimui
(SIP) $variais garais iki > 121 °C.

The design must be adapted for sterilization of empty tank
(SIP) with pure steam up to > 121 °C.

URS-02.13

Konstrukcijos slégis talpai ir Saldymo kontiirui: bent +4 bar

(2

Design pressure for tank and jacket: at least up to +4 bar(g)

URS-02.14

Konstrukcijos temperatiira talpai ir Saldymo kontiirui: -
0/+150 °C arba platesnio diapazono

Design temperature for tank and jacket: -0 / +150 °C or wider

URS-02.15

Talpa turi biiti tiekiama su apkrovos jutikliu ar jo
atitikmeniu:

Jutiklio diapazonas: bent 0—15000 kg (neskaitant talpos
SVOorio)

Jutiklio matavimo zingsnis: < 1,0 kg

Jutiklio tikslumas: < 0,02 %

The tank shall be supplied with a load sensor or equivalent:

Sensor range: at least 0 — 15000 kg (excluding the weight of
the tank)

Sensor resolution: < 1.0 kg

Sensor accuracy: < 0.02 %

URS-02.16

Turi biiti jrengtos bent dvi plovimo galvutés, kad biity
uztikrintas visiskas vidinio talpos pavirsiaus, jskaitant visas
talpos jungtis / antgalius, iSvalymas. Reikalaujama statiné
plovimo galvuté (360°). Plovimo galvutés turi biiti visiskai
iSdrenuojamos.

Pries pradedant talpy gamyba, pavyzdinis plovimo brézinys
turi biiti iSduotas patvirtinimui.

At least two spray balls shall be installed to ensure complete
cleaning of the internal surface of the tank, including all
tank connections/ nozzles. A static spray ball assembly
(360°) is required. Spray balls shall be completely
drainable.

A spray pattern drawing must be issued for approval before
start of manufacturing of tanks.
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Nr.
No

AprasSymas
Description

Pirme
nybé
Priorit
Yy

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-02.17

Talpa turi biiti apriipinta virSutine arba apatine maiSykle su
aseptinio tipo sparnuote. MaiSyklé turi buti parengta
kintamojo daznio pavarai

Greitis: bent 0-250 aps./min
MaiSymo tikslumas: bent £+ 10 aps./min
Maitinimo S$altinis: 400 V arba atitinkamas

The tank shall be equipped with a top or bottom mounted
agitator with an aseptic type impeller. The agitator shall be
prepared for variable frequency drive

Speed: at least 0 — 250 RPM
Agitation accuracy: at least £10 RPM
Power supply: 400 V or equivalent

URS-02.18

Talpa turi turéti apatines angas, nustatytas 15-25 laipsniy
kampu.

The tank shall have a set of lower port outlets angled at 15 —
25 degrees.

URS-02.19

Turi biiti méginio paémimo anga ties 5-20 % nuo darbinio
tirio.

There shall be a sample port at 5 - 20 % from the working
volume.

URS-02.20

Iranga ir dalys, kuriems reikia nuolatinés techninés
priezitiros, turi buti prieinami.

Equipment and components which require regular
maintenance shall be accessible

URS-02.21

Talpa turi turéti stikurinj pertraukiklj, kurio minimalus

dydis — 3—4 kartus didesnis uz talpos i§¢jimo dimensijas.
Stikurinis pertraukiklis turi buti suprojektuotas taip, kad
leisty visiska iSdrenavima, su suapvalintais visais kampais ir
virSutiniais krastais, siekiant i§vengti susikaupimo

The tank shall include a vortex breaker sized minimum at 3
— 4 times of tank outlet dimension. Vortex breaker shall be
designed to allow complete drainability with all corners and
top edge rounded to prevent build-up

URS-02.22

Buferiy jleidimo vamzdziai turi biiti pritvirtinti prie sieny ir
siekti talpos apacig (kritimo vamzdelis)

Buffer inlet pipes shall be attached to walls and end at the
bottom of the tank (dip tube)
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Pirme | Jvertinimas
Nr. ApraSymas nybé Taip / Ne
No Description Priorit | Assessment
y Yes/No
Talpa turi biiti apriipinta diafragminiu i§¢jimo voZtuvu su
PTFE ar atitinkama tarpine ir mechanizmu atidaryt/uzdaryti
voztuvg. Voztuvas turi turéti antreilj voztuvg CIP jungciai.
URS-02.23 M
The tank shall be equipped with a diaphragm outlet valve
with PTFE or equivalent membrane and actuator. The valve
shall have a satellite for CIP connection.
Talpa turi biiti tickiama su pramusimo membrana ir
pramusimo membranos indikatoriumi
Pramusimo slégis pagal PED
URS-02.24 M
The tank shall be supplied with a burst disc and a burst disc
indicator
Burst pressure according to PED
Pramus$imo membrana turi biiti pritvirtinta taip, kad biity
galimas visiSkas talpos iSvalymas
URS-02.25 M
The burst disc shall be mounted so complete cleaning of the
tank is possible
Bendras talpos aukstis, kartu su maisykle, neturi vir§yti 6,5
metry. [rangos aukstis turi biiti pasirinktas su
»Biotechpharma* sutikimu.
URS-02.26 M
The overall height of the tank, including agitator, shall not
exceed 6.5 meters. The height of equipment has to be
chosen in consent with Biotechpharma
Talpa turi biiti apriipinta jungtimis, apraSytomis 1 priede
URS-02.27 The tank shall be equipped with the connections described M
in Attachment 1
Visos dalys, jskaitant jrangg, voztuvus, laidus, prietaisus ir
kt., turi turéti unikalig Zyma, apibiidinting dokumentacijoje
URS-02.28 All components, including but not limited to equipment, M
valves, cables and instruments, shall have a unique tag also
to be defined in the documentation
3.3 Reikalavimy matrica konstrukcijai, medZiagoms ir pavirSiams
3.3 Requirement matrix for construction, material and surfaces
Pirme | Ivertinimas
Nr. Aprasymas nybé Taip / Ne
No Description Priorit | Assessment
y Yes/No

Konstrukcija, medzZiagos ir pavirsiai
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Nr.
No

AprasSymas
Description

Pirme
nybé
Priorit
y

Ivertinimas
Taip / Ne
Assessment
Yes/No

Construction, material and surfaces

URS-03.01

Visos salytyje su produktu esancios dalys turi biiti
nertidijancio plieno AISI 316L ar aukStesnio lygio.
Medziaga turi biiti tinkama labai koncentruotiems druskos
tirpalams.

All product contact parts shall be in stainless steel grade
AISI 316L or higher grade. The material must be suitable
for highly concentrated salt solutions.

URS-03.02

Visos nekontaktuojancios su produktu 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

,O formos ziedai ir tarpikliai turi biti i§ EPDM arba PTFE
arba atitinkamos medziagos, atitinkancios FDA.

O-rings and gaskets shall be in FDA compliant EPDM or
PTFE or equivalent.

URS-03.04

Vidinis talpos pavir$ius turi bati nuslifuotas mechaniniu
btdu iki Ra < 0,8 pm. [vykdymo ataskaita turi biiti pridéta
prie talpos dokumentacijos.

The internal surface of the tank shall be mechanically
polished to Ra < 0.8 pum. An execution report shall be
attached to the tank documentation.

URS-03.05

Talpos vidus turi biiti pasyvuotas 10 % HNOs arba
atitinkamu tirpikliu

The inside of the tank shall be passivated with 10 % HNO;
or equivalent solution

URS-03.06

Nertidijancio plieno virinimas turi biiti atlieckamas
inertinémis dujomis. Visos salytyje su produktu esanc¢ios
suvirinimo sitilés turi biti be jtrukimy ar jplySimy, lygaus
pagrindo ir nuslifuotos pagal ta patj standartg kaip ir
aplinkiniai plotai

Stainless steel welds shall be performed under inert gas. All
product contact welds shall be crack and crevice free,
ground smooth and polished to the same standards as the
surrounding areas.

URS-03.07

Talpos kojos ir iSoriné plieno apdaila turi baiti AISI 304
nertidijancio plieno ar aukStesnio lygio.

Tank legs and external steel cladding shall be made in AISI
304 stainless steel or higher grade.

URS-03.08

Talpos suvirinimo sitilés turi atitikti sléginiy indy taisykles
(PED).
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Nr.
No

AprasSymas
Description

Pirme
nybé
Priorit
y

Ivertinimas
Taip / Ne
Assessment
Yes/No

Tank welding shall be in accordance with pressure vessel
code (PED).

URS-03.09

Talpa turi biiti be jtrukimy. Turi bati atliktas testas su
jtrikimus aptinkanciu ar fluorescenciniu skysciu.

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

URS-03.10

ISorinis pavirsius turi biti i§ anksto nuslifuotas ir sandariai
suvirintas plieno lakStais. Banguota, déméta ar nevienoda
apdaila néra tinkama.

Visi pavirSiai turi biiti valytini.

The external surface shall be by pre-brushed, seal welded
steel sheets. Wavy, patchy or uneven appearance is not
acceptable.

All surfaces shall be cleanable.

URS-03.11

Sanitarinés talpos jungtys / antgaliai turi atitikti ASME BPE
arba lygiaverciai konstrukcijos plang ir medziagos
dimensijas.

Sanitary tank connections/nozzles shall follow the design
intention and material dimensions of ASME BPE or
equivalent.

URS-03.12

Talpos forma turi biiti suderinama su montavimo ploto
planu ir { jj tilpti.

The tank configuration shall be compatible with and fit the
within the layout of the area for installation.

URS-03.13

Turi biiti pateikiamos tinkamos kélimo kilpos (bent 3), kad
bty lengviau kelti ir montuoti.

Suitable lifting lugs (3 minimum) shall be supplied to
facilitate lifting and installation.

URS-03.14

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-03.15

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

Insulation material shall be chloride free mineral wool or
equivalent.

URS-03.16

Talpa turi biiti gaminama nertidijancio plieno jrangos
gamybai skirtoje vietoje.
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Nr.
No

AprasSymas
Description

Pirme
nybé
Priorit
y

Ivertinimas
Taip / Ne
Assessment
Yes/No

Frezuotas plienas neturi biiti apdirbamas toje pacioje
vietoje, talpos gamybai turi biiti naudojami tik tam skirti
jrankiai ir masSinos

The tank shall be manufactured in an area dedicated for
manufacturing of stainless steel equipment.

Milled steel must not be worked in the same areas and only
dedicated tools and machines shall be used for the
manufacturing of the tank

URS-03.17

Pries pristatyma talpa turi biiti iSvalyta; visi pavirSiai turi
biti nuriebalinti ir nuvalyti Sarminiu plovikliu. Valymas turi
bti atlieckamas ir pries, i§ po apZzitiros ir testavimo.

The tank 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-03.18

Leidziama ne daugiau kaip 3D aklosios atSakos

No more than 3D dead legs are allowed

URS-03.19

Tik vieno lygio jungtys turi biti jrengiamos ant talpos, zr. 1
prieds. ,,Biotechpharma® turi patvirtinti jungtis, kurios néra,
vieno lygio prie§ pradedant talpos gamyba.

Only flush connections shall be mounted on the tank, see
Attachment 1. Biotechpharma shall approve specific
connections that cannot be flush connections before
manufacturing of the tank begins.

3.4 Reikalavimy matrica pagalbinei, elektrai ir valdymo sistemai

3.4 Requirement matrix for Utilities, Electrical and Control system

Nr.
No

AprasSymas
Description

Pirme
nybé
Priorit
y

Ivertinimas
Taip / Ne
Assessment
Yes/No

Pagalbinés sistemos

Utilities

URS-04.01

Maitinimo S$altinis: 400 V (trifazeé srové + N + E) arba 230
V (vienfazé srové + N + E), 50 Hz

Power supply: 400 V (3 phase + N + E) or 230 V (1 phase
+ N +E), 50 Hz
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Pirme | Ivertinimas
Nr. Aprasymas nybé Taip / Ne
No Description Priorit | Assessment
y Yes/No
Maitinimo tiekimas turi biiti padalytas j dvi atskiras dalis:
e 400 V talpos maisyklei
e 230 V svérimo jutikliui
URS-04.02 M
Power supply shall be divided into two independent parts:
e 400 V for tank agitator
e 230 V for load sensor
Elektra
Electrical
Visi elektriniai skydeliai ir jranga turi biti klasifikuojami
pagal IP 44 arba aukstesn] standartg.
URS-05.03 M
All electrical enclosures and equipment shall be rated for [P
44 or higher standard.
Talpa turi biiti apriipinta dviem jZzeminimo kilpomis ar
sriegiais ant talpos kojy.
URS-05.04 M
Tanks shall be provided with two grounding lugs or stud of
or higher graded on the legs of the tank.
Valdymo sistema
Control system
Jokia valdymo sistema neturi biiti pateikiama su talpa
URS-06.01 N/A N/A

No control system shall be provided with the tank
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3.5 Reikalavimy matrica dokumentacijai ir palaikymui

3.5 Requirement matrix for Documentation and Support

Nr.
No

AprasSymas
Description

Pirme
nybé
Priorit
y

Ivertinimas
Taip / Ne
Assessment
Yes/No

Tarpinis dokumenty rinkinys

Intermediate documentation package

URS-07.01

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

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.

N/A

N/A

URS-07.02

Dokumentacijos rinkinio formatas turi biti:

- 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 arba lygiaverciu formatu

- Sarasai turi buti teikiami Microsoft Excel arba
lygiaverciu formatu

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 or equivalent format

- Lists shall be supplied in Microsoft Excel or
equivalent format

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.
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Nr.
No

AprasSymas
Description

Pirme
nybé
Priorit
y

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-07.04

Kokybés planas

Quality plan

M

URS-07.05

Esminiy daliy sarasas

Critical component list

URS-07.06

I$samils jungCiy viety bréziniai (jranga grindims / sienoms /
luboms) ir kiti DWG formatu arba lygiaverciu

Detail drawings of connection locations (equipment for
floor/wall/ceiling) and other in DWG format or equivalent

URS-07.07

Dinaminiai ir statiniai apkrovos duomenys

Dynamic and static load data

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 biiti 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 lygiaver¢iu formatu

General arrangement drawings in DWG or equivalent
format

URS-08.03

Medziagy sertifikatai, kaip apibrézta pagal anksciau
pateiktus reikalavimus, ir visy produkto kontaktuojanciy
daliy medziagy sertifikatai 3.1B pagal EN10204 arba
lygiavertj

Material certificates as defined according to requirements
above and material certificates 3.1B according to EN10204
or equivalent for all product wetted parts.
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Nr.
No

AprasSymas
Description

Pirme
nybé
Priorit
y

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-08.04

Visy taikomy CE Zenklinimo direktyvy atitikties
deklaracija.

Declaration of conformity for all applicable CE marking
directives.

URS-08.05

Suvirinimo kvalifikacijos, procediiros ir sertifikatai.

Welding qualifications, procedures and certificates.

URS-08.06

Naudojimo ir techninés priezitiros vadovai angly kalba

Operating and maintenance manuals in English

URS-08.07

Rekomenduojamy atsarginiy daliy sgrasas.

Recommended spare parts list.

URS-08.08

Sertifikatas dél atlikto §lifavimo mechaniniu biidu ir
pavirSiaus uzbaigtumo (jskaitant pasyvavimo metodus ir
procediiras).

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

URS-08.09

Kvalifikacijos ir paleidimo dokumentai, kaip:
- FAT dokumentacija
- SAT dokumentacija (jdiegimo ir jjungimo vietoje
dokumentacija, paleidimas vietoje)
- 1Q/QQ protokolai ir ataskaitos

Qualification and commissioning documents such as:

- FAT documentation

- SAT documentation (installation and start-up
documentation at site, commissioning at site)

- 1Q/OQ protocols and reports

URS-08.10

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

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

URS-08.11

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

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

Puslapis 15 i 20



Nr.
No

AprasSymas
Description

Pirme
nybé
Priorit
y

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-08.12

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

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

URS-08.13

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

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

URS-08.14

Patikrinti ir perzitiréti bréziniai.

Verified as-built drawings.

URS-08.15

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

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

URS-08.16

Dokumentacija turi biiti angly kalba, jei nenurodyta kitaip,
ir pateikta dviem (2) popierinémis kopijomis ir (1)
indeksuota 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

Support

URS-09.01

Gedimo atveju garantinio laikotarpio metu (bent 2 metai)
Tiekéjas turi teikti technine pagalba

In case of malfunction the Supplier shall provide technical
support for the warranty period (at least 2 year).

URS-09.02

Palaikymas paleidimo metu ir mokymai techninés
priezitros darbuotojams apie tai, kaip sprgsti sistemos
problemas bei remontuoti, ir operatoriams.

Start-up support and training for maintenance employees on
troubleshooting and repair of the system and for operators.
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Pirme | Ivertinimas
Nr. ApraSymas nybé Taip / Ne
No Description Priorit | Assessment
y Yes/No
Atsarginés dalys vieneriems naudojimo metams turi biiti
URS-09.03 pridedamos. M

Spare parts for one year of operation shall be included.
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3.6 Reglamentai ir standartai

3.6 Regulations and Standards

Nr.
No

AprasSymas
Description

Pirme
nybé
Priorit
M

Ivertinimas
Taip / Ne
Assessment
Yes/No

Reglamentai ir standartai

Regulations and standards

URS-10.01

Reglamentai jrangai:

Eudralex — Gamybos praktikos gidas (GMP), 4 tomas, I
dalis, 3 skyrius;

Eudralex — Gamybos praktikos gidas (GMP), 4 tomas, 2
priedas;

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

Eudralex — Gamybos praktikos gidas (GMP), 4 tomas, 15
priedas

FDA 21 CFR 210 ir 211 dalys.

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.

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
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Talpos jungéiy specifikacija'

Tank Connections Specification'

Attachment 1

1 priedas

Antgalio

Jungties tipas

D | iion Deseription Sze | Comnection
Nozzle ID Type
N1. VirSus Lygio jungiklis DNS50 TC
Top Level Switch
N2. VirSus Suspausto oro jleidimo anga DN25 TC
Top Compressed air inlet
N3. VirSus Liuko gaubtas DN600 Sleginis
Top Manhole Cover dangtis
Pressure lid
N4. Virsus Apzitros stiklas liuke su apSvietimu DN200 TC
Top Sight glass in manhole cover incl light
N5. VirSus Slegio indikatorius DN25 TC
Top Pressure indicator
N6. VirSus Buferine¢ jleidimo anga su kritimo DN25 TC
Top vamzdeliu
Buffer inlet including dip tube
N7. VirSus Buferiné¢ jleidimo anga su kritimo DN25 TC
Top vamzdeliu
Buffer inlet including dip tube
NS. VirSus Atsarginé jungtis DNS50 TC
Top Spare
NO. VirSus Pramus$imo membrana DNS50 TC
Top Rupture Disc
N10. VirSus Atsarginé jungtis DNS50 TC
Top Spare
N11. VirSus Atsarginé jungtis DN25 TC
Top Spare
N12. VirSus Atsarginé jungtis DN25 TC
Top Spare
N13. VirSus CIP jéjimas su plovimo galvute DN25 TC
Top CIP inlet including spray ball
N14. Virsus CIP j¢jimas su plovimo galvute DN25 TC
Top CIP inlet including spray ball
N15. VirSus WFI jé¢jimas DN50 TC
Top WFT inlet
N16. VirSus PW j¢jimas DN50 TC
Top PW inlet
N17. VirSus / Apacia | MaiSyklé Kad tikty Maisykle
Top/Bottom Agitator maiSyklei Agitator
To fit agitator
N18. Saldymo Ausinantis jéjimas DNS50 Flansas
kontiiras Cooling inlet Flange
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Antgalio

Jungties tipas

b | e Aprtymas Dt Commeton
Nozzle ID Type

Jacket

N19. Saldymo Ausinantis i§¢jimas DNS50 Flansas
kontiiras Jacket | Cooling outlet Flange

N20. Saldymo Saldymo kontiiro drenaZas DN20 Sriegis
kontiiras Jacket | Jacket drainage Thread

N21. Apatinis jungties | pH jutiklis DN25 TC
lygmuo pH sensor
Lower port level

N22. Apatinis jungties | pH jutiklis DN25 TC
lygmuo pH sensor
Lower port level

N23. Apatinis jungties | Laidumo jutiklis DN25 TC
lygmuo Conductivity sensor
Lower port level

N24. Apatinis jungties | Laidumo jutiklis DN25 TC
lygmuo Conductivity sensor
Lower port level

N25. Apatinis jungties | Atsarginé jungtis DN25 TC
lygmuo Spare
Lower port level

N26. Apatinis jungties | Atsarginé jungtis DN25 TC
lygmuo Spare
Lower port level

N27. Apatinis jungties | Méginio émimo jungtis DNS50 TC
lygmuo Sample port
Lower port level

N28. Apacia Temperatiiros sensorius MI8x 1.5 Suvirintas
Bottom Temperature pocket sensorius

Welded Pocket

N29. Apacia Apatinis i$¢jimas (siikurinis DNS50 TC

Bottom pertraukiklis talpos viduje)

Bottom outlet (vortex breaker inside
tank)

! Antgaliy dimensijos turi biti patvirtintos detaliy konstrukcijos metu.
"Nozzle dimensions to be verified during detail design.
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PRIEDAS NR. 1 ,TECHNINE SPECIFIKACIJA“

ANNEX NO. 1 "TECHNICAL SPECIFICATION"

TALPOS (NR. 1.007)

PATVIRTINTA
Pirkimo komisijos
2019-07-26 protokolu

TANKS (NO 1.007)

APPROVED

by minutes of the
Procurement Commission
26-07-2019

TALPA SU MAISYKLE (3000 L)

TANK WITH MIXER (3000 L)
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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

Priorite
tas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

Validavimas
Validation

URS-01.01

Pries pradedant vykdyti ir po to ,,Biotechpharma“ turi perziiiréti
ir patvirtinti kvalifikacinius protokolus (jrangos montavimo,

eksploatavimo, pirmojo gamyklinio bandymo, bandymo vietoje).

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

URS-01.02

Tvirtinantys asmenys turi biiti sistemos operatorius, techninis
operatorius, validavimo grupés vadovas ir kokybés vadovas.
Approval persons must include system owner, technical owner,
Head of Validation group and QA Manager.

URS-01.03

Nuokrypius ir korekcinius veiksmus privalo patvirtinti UAB
,Biotechpharma*,

Deviations and corrective actions must be approved by
Biotechpharma UAB.

URS-01.04

Montavimo patikrinimo procesas gali buti pradétas tik iki galo
idiegus sistema.
1Q can be started only after system is completely installed.

URS-01.05

Irangos eksploatavimo bandymo vietoje (angl. SAT) ir pirmieji
gamykliniai bandymai (angl. FAT) privalo biiti patvirtinti pries
atliekant montavimo patikrinimg. Montavimo patikrinimas
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Nr.
No.

Aprasymas
Description

Priorite
tas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

privalo buti atliekamas anksc¢iau nei jrangos eksploatavimo
patikrinimas.

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

URS-01.06

Tinkamumo kriterijai turi biiti aiskiai apibrézti.
Acceptance criteria must be clearly defined.

URS-01.07

Validavimo asmenys turi turéti jrodyty apie mokymus vykdyti
validavimo veikla.

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

URS-01.08

Tiekéjo ar jo atstovo atlieckamos kvalifikacinés veiklos.
Qualification activities performed by supplier or its
representative.

1.1

Requirements matrix for basic design of 3000 L tank

Pagrindiniams 3000 1 talpyklos techniniams parametrams keliami reikalavimai

Nr.
No

ApraSymas
Description

Prioritetas
Priority

Vertinimas

Assessment

taip / ne

Yes/No

Pagrindiniai techniniai parametrai
Basic design

URS-02.01

Talpykly turiai:
o Nedaugiau kaip 3000 1 bendro tiirio
e 2700-3000 1 darbinio tiirio

Vessel volumes:
e Not more than 3000 L total volume
e 2700-3000 L working volume

URS-02.02

Talpykloje turi biti stovas:
e Kvadratinis ar panasus, maziausiai 4 kojy
e Ne platesnis nei 1,3 metro. [rangos plotis turi buti
pasirinktas su ,,Biotechpharma* sutikimu
The tank shall be equipped with a stand:
e Square or equivalent, at least 4 legs
e Not wider than 1.3 meter. The width of equipment has
to be chosen in consent with Biotechpharma

URS-02.03

Kojos turi biiti tokios, kad buty galima uZztikrinti Siluminj
plétimasi.
The legs shall be designed to allow for thermal expansion.

URS-02.04

Talpykla turi biiti cilindro formos su nuozulniu dugnu ir
torasferine virSutine plokste. Dugne turi biiti suformuotas
maziausiai 8 % nuolydis.

The tank must be cylindrical with a sloped bottom and tori-
spherical head plate. The bottom must have at least 8 %
slope.

Puslapis 4 1§ 18




Nr.
No

ApraSymas
Description

Prioritetas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

URS-02.05

Talpykloje turi biiti jrengtas liukas (bent DN600 anga).
Anga turi turéti spyruoklinj mechanizma ir lankstg su
sandarinimo  ziedu uZsandarintomis jungémis bei
sparnuotyjy verzliy tipo spaustuvais

The tank shall be provided with a manway/manhole (min
DN600 opening). The manway shall be spring assisted and
hinged with O-ring sealed flanges and wing-nut clamps

URS-02.06

Talpyklos virSuje turi buti patikros langelis su lempute ir
mygtukiniu jungikliu lemputei

The tank shall have a sight glass mounted on the top with a
lamp and a push button for the lamp

URS-02.07

Talpyklos dugne turi biti jrengtas termometrinis jutiklis.
There shall be a thermowell installed at the bottom of the
tank.

URS-02.08

Talpykla turi biiti su $aldymo kontiiru ir izoliuota. Saldymo
konturas turi siekti virSutinj darbinio tirio lygi.

The tank shall be jacketed and insulated. The jacket shall
reach the upper working volume level.

URS-02.09

Konstrukcijg reikia pritaikyti taip, kad talpyklos turinj biity
galima atvésinti ir palaikyti zemesne nei 5 °C temperatiirg.
The design must be adapted for the possibility cooling down
tank content and maintain temperature below 5 °C.

URS-02.10

Konstrukcijg reikia pritaikyti taip, kad talpyklos turinj biity
galima pa8ildyti ir palaikyti aukStesne nei 95 °C
temperatiirg.

The design must be adapted for the possibility preheat tank
content and maintain temperature above 95 °C.

URS-02.11

Konstrukcijg reikia pritaikyti taip, kad tu$cia talpg (SIP)
bty galima sterilizuoti §variais garais iki > 121 °C.
The design must be adapted for the possibility sterilization
of empty tank (SIP) with pure steam up to > 121 °C.

URS-02.12

Talpyklos ir Saldymo kontiiroprojektinis slégis: -bent +4

bar(g)
Design pressure for tank and jacket: at least up to+4 bar(g)

URS-02.13

Talpyklos ir Saldymo kontiiro projektiné temperatiira: -
0/+150 °C arba didesnis diapazonas
Design temperature for tank and jacket: -0/+150 °C or wider

URS-02.14

Talpykloje turi biiti apkrovos jutiklis:

Jutiklio diapazonas: maziausiai 0—5 000 kg (be talpyklos
SVorio)

Jutiklio skiriamoji geba: < 0,5 kg

Jutiklio tikslumas: < 0,02 %

The tank shall be supplied with a load sensor:

Sensor range: at least 0 — 5000 kg (excluding tank weight)
Sensor resolution: < 0.5 kg
Sensor accuracy: < 0.02 %
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Nr.
No

ApraSymas
Description

Prioritetas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

URS-02.15

Turi biiti jrengtas bent vienas rutulinis purkStuvas, kad
bty uztikrintas visiskas talpyklos vidinio pavirSiaus
iSvalymas, jskaitant visas talpykloje esancias jungtis /
antgalius.

Reikalingas standartinis statinis rutulinis purkStuvas (360
°). Rutulinis purksStuvas turi biiti visiskai iSdrenuojamas.

Pries pradedant gaminti talpyklas, bttina pateikti purSkimo
principing schema.

At least one spray ball shall be installed to ensure
complete cleaning of the internal surface of the tank,
including all tank connections/ nozzles. A static spray ball
assembly (360°) is required. Spray balls shall be
completely drainable.

A spray pattern drawing must be issued for approval before
start of manufacturing of tanks.

URS-02.16

Talpykla turi biti suprojektuota su virSuje arba apacioje
sumontuota maisykle ir su aseptinio tipo sparnuote.
Maisyklé paruosiama veikimui su kintamo daznio pavara
Greitis: maziausiai 0—450 aps./min

MaiSymo tikslumas: maZziausiai +10 aps./min

Maitinimas: 400 V ar atitinkamas

The tank shall be equipped with a top or bottom mounted
agitator with an aseptic type impeller. The agitator shall be
prepared for variable frequency drive

Speed: at least 0 — 450 RPM
Agitation accuracy: at least £10 RPM
Power supply: 400 V or equivalent

URS-02.17

Apatiniy talpyklos iSleidimo angy kampas turi biiti 15-25
laipsniai.

The tank shall have a set of lower port outlets angled at 15
— 25 degrees.

URS-02.18

Ties 5-20 % darbinio thrio lygmeniu turi biti jrengta
meéginiy émimo anga.

There shall be a sample port at 5 — 20 % from the working
volume.

URS-02.19

prieinami
Equipment and components which require regular
maintenance shall be accessible

URS-02.20

Talpykloje turi buti bent 3 — 4 kartus uz talpyklos
iSleidimo angg didesnis stikuriy pertraukiklis. Stkuriy
pertraukiklio konstrukcija turi biti tokia, kad uztikrinty
iSdrenavimg i§ visy kampy bei virSutiniy daliy

The tank shall include a vortex breaker sized minimum at
3 — 4 times of tank outlet dimension. Vortex breaker shall
be designed to allow complete drainability with all corners
and top edge rounded to prevent build-up
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Vertinimas

Nr. ApraSymas Prioritetas taip / ne
No Description Priority | Assessment
Yes/No

Ileidimo vamzdziai turi biiti pritvirtinti prie sienos ir
talpyklos dugno galo (panardinamas vamzdelis)

URS-02.21 Inlet pipes shall be attached to the wall and end at the M
bottom of the tank (dip tube)
Talpykloje turi biiti membraninis i$leidimo angos voztuvas
su PTFE ar atitinkama membrana bei pavara. El. voztuvas
pajungimui prie CIP.

URS-02.22 The tank shall be equipped with a diaphragm outlet valve M
with PTFE or equivalent membrane and actuator. The
valve shall have a satellite for CIP connection.
Talpykloje turi biiti pramu$§imo membrana ir pramusimo
membranos indikatorius.
Pramusimo slégis pagal Sléginiy jrenginiy direktyvos
reikalavimus.

URS-02.23 The tank shall be supplied with a burst disc and a burst M
disc indicator
Burst pressure according to PED.
Pramusimo membrang reikia montuoti taip, kad biity
patogu valyti visg talpykla.

URS-02.24 The burst disc shall be mounted so complete cleaning of M
the tank is possible.
Talpykloje turi biiti 1 priede aprasytos jungtys.

URS-02.25 The tank shall be equipped with the connections described M
in Attachment 1
Visi komponentai, jskaitant, bet neapsiribojant, jranga,
voZztuvais, laidais ir prietaisais, privalo buti
identifikuojami unikaliais Zymenimis, kurie taip pat turi

URS-02.26 | bati nurodyti dokumentuose. M

All components, including but not limited to equipment,
valves, cables and instruments, shall have a unique tag
also to be defined in the documentation
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1.2 Reikalavimy matrica konstrukcijai, medZiagoms ir pavir§iams

Requirement matrix for Construction, Material and Surfaces

Nr.
No

Aprasymas
Description

Prioritetas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

Konstrukcija, medziagos ir pavirsiai

Construction, material and surfaces

URS-03.01

Visos produkto kontaktinés dalys turi buiti pagamintos 1§
AISI 316L ar aukstesnés klasés neriidijanciojo plieno.
All product contact parts shall be in stainless steel grade
AISI 316L or higher grade.

URS-03.02

Visos nekontaktuojancios su produktu dalys turi biiti
pagamintos i§ AISI 316L ar aukstesnés klasés
nertidijanciojo plieno

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

URS-03.03

Sandarinimo ziedai ir tarpikliai turi buti pagaminti i§ FDA
atitinkan¢ios EPDM, PTFE ar atitinkamos kitokios
medziagos

O-rings and gaskets shall be in FDA compliant EPDM or
PTFE or equivalent

URS-03.04

Produkto kontaktuojanc¢ioms dalims naudojama medziaga
turi bti tinkama naudoti su didelés koncentracijos druskos
tirpalais.

Material used for wetted parts shall be compatible with
highly concentrated salt solutions.

URS-03.05

Vidiniai talpyklos pavirsiai turi biiti apdoroti mechaniniu
btidu iki Ra < 0,8 pm. Prie talpyklos dokumentacijos turi
biti pridedama darby jvykdymo ataskaita.

The internal surface of the tank shall be mechanically
polished to Ra < 0.8 pum. An execution report shall be
attached to the tank documentation.

URS-03.06

Talpyklos vidus turi buti pasyvuotas 10 % azoto rugstimi
HNO:s ar atitinkamu tirpalu

The inside of the tank shall be passivated with 10 % HNO;
or equivalent solution

URS-03.07

Nerudijantjjj plieng suvirinti inertinémis dujomis.
Produkto suvirinimo sitilése negali biiti itrikimy ar plysiy,
jos turi biiti lygios ir nupoliruotos pagal tokius pacius
standartus, kokie galioja aplinkinéms vietoms

Stainless steel welds shall be performed under inert gas.
All product contact welds shall be crack and crevice free,
ground smooth and polished to the same standards as the
surrounding areas

URS-03.08

Talpyklos kojos ir iSorinis plieninis apvalkalas turi buti
pagaminti i§ AISI 304 arba aukstesnés klasés
neriidijanciojo plieno.

Tank legs and external steel cladding shall be made in
AISI 304 stainless steel or higher grade.
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Nr.
No

Aprasymas
Description

Prioritetas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

URS-03.09

Talpyklos suvirinimo darbai turi atitikti Sléginiy jrenginiy
direktyvos reikalavimus.

Tank welding shall be in accordance with pressure vessel
code (PED).

URS-03.10

Talpykla negali baiti jtrukusi.

Siekiant aptikti jtrikimus, turi biti atliekami specialiis
skverbties bandymai arba fluorescencinio skyscio
bandymai.

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

URS-03.11

ISoriniai pavirSiai turi biiti pagaminti i§ nusveisty,
suvirinty plieno laksty. Banguoti, lopyti ar nelygiis
pavirsiai yra nepriimtini.

Visus pavirsius turi buti galima valyti.

The external surface shall be by pre-brushed, seal welded
steel sheets. Wavy, patchy or uneven appearance is not
acceptable.

All surfaces shall be cleanable.

URS-03.12

Sanitarinés talpyklos jungtys / antgaliai turi atitikti
projekto parametrus bei ASME BPE ar lygiavertts
medZziagy matmenis.

Sanitary tank connections/nozzles shall follow the design
intention and material dimensions of ASME BPE or
equivalent.

URS-03.13

Talpyklos konfigtiracija turi tikti montavimo vietos
iSdéstymui.

The tank configuration shall be compatible with and fit
within the layout of the area for installation.

URS-03.14

Kélimui ir montavimui palengvinti reikia pridéti tinkamas
keélimo kilpas (maziausiai 3).

Suitable lifting lugs (3 minimum) shall be supplied to
facilitate lifting and installation.

URS-03.15

Izoliacinis apvalkalas turi buti i$ vientiso plieno laksto, be
suvirinimo sitliy. Apvalkalas uzleidziamas ant sujungimy,
tiek kiek reikia, paliekant pri¢jima.

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

URS-03.16

Izoliaciné medZziaga turi biiti mineraliné vata be chlorido ar
lygiaverté medziaga.

Insulation material shall be chloride free mineral wool or
equivalent.

URS-03.17

Talpykla turi biiti pagaminta gamykloje, kuri
specializuojasi neridijancio plieno jrangos gamybos
srityje.

Valcuotas plienas neturi biiti apdirbamas tose paciose
apdirbimo vietose, o talpyklos gamybai turi buti
naudojamos tik specialios staklés ir masinos

The tank shall be manufactured in an area dedicated for
manufacturing of stainless steel equipment.
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Nr.
No

Aprasymas
Description

Prioritetas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

Milled steel must not be worked in the same areas and
only dedicated tools and machines shall be used for the
manufacturing of the tank

URS-03.18

Pries pristatant, talpyklg reikia nuvalyti; visus pavirSius
reikia nuriebalinti bei nuvalyti Sarminiu valikliu. Valyti
reikia pries§ patikrg ir testus bei po jy

The tank 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-03.19

Leidziamos ne daugiau kaip 3D aklosios atSakos.
No more than 3D dead legs are allowed

URS-03.20

Talpykloje montuojamos tik vieno-lygio jungtys, zr. 1
priedg. Prie§ pradedant gaminti talpykla, ,,Biotechpharma“
nurodys konkrecias jungtis, kurios negali buti naudojamos
kaip vieno-lygio jungtys.

Only flush connections shall be mounted on the tank, see
Attachment 1. Biotechpharma shall approve specific
connections that cannot be flush connections before
manufacturing of the tank begins.

1.3 Reikalavimy matrica pagalbinéms, elektros ir valdymo sistemoms

Requirement matrix for Utilities, Electrical and Control system

Nr.
No

Aprasymas
Description

Prioritetas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

Pagalbinés sistemos

Utilities

URS-04.01

Maitinimas: 400 V (3 faziy+ N + E) arba 230 V (1 fazés +
N +E), 50 Hz

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

URS-04.02

Maitinimo $altinj reikia padalinti j dvi atskiras dalis:
® 400 V talpos maisyklei
e 230 V apkrovos jutikliui
Power supply shall be divided into two independent parts:
e 400 V for tank agitator
e 230 V for load sensor

Elektros sistema

Electrical

URS-05.03

Visos elektros sistemos dalys ir jranga turi atitikti [P 44 ar
aukstesnj standartg.

All electrical enclosures and equipment shall be rated for
IP 44 or higher standard.
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Nr.
No

Aprasymas

Description Priority

Prioritetas

Vertinimas
taip / ne
Assessment
Yes/No

URS-05.04

Ant talpyklos kojy turi biiti po dvi AISI 304L ar

ovve

Tanks shall be provided with two grounding lugs or stud
of AISI 304L or higher grade on the legs of the tank.

Valdymo sistema

Control system

URS-06.01

Néra
N/A

Talpykloje nebus jrengta valdymo sistema.
No control system shall be provided with the tank

Néra
N/A

1.4 Reikalavimy matrica dokumentacijai ir palaikymui

Requirement matrix for Documentation and Support

Nr.
No

AprasSymas
Description

Priorite
tas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

Tarpinés dokumentacijos rinkinys

Intermediate documentation package

URS-07.01

Tarpiniame dokumenty rinkinyje pateikiama informacija apie tai,
kaip jranga bus suprojektuota ir sumontuota. Si informacija ir jos
parengimo trukmé yra labai svarbiis UAB ,,Biotechpharma®,
siekiant sekmingai uzbaigti projektavimo etapg. Toliau pateikiami
dokumentai turi biiti pateikiami angly kalba ir jtraukti j Pardavéjui
skirtos informacijos gairiy prieda.

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.

Néra

Néra
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Nr.
No

AprasSymas
Description

Vertinimas
taip / ne
Assessment
Yes/No

Priorite
tas
Priority

URS-07.02

Dokumentacijos rinkinio formatas turi biti:

- 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
arba lygiaverc¢iu formatu

- Sarasai turi biti teikiami Microsoft Excel arba lygiaverciu
formatu

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 or
equivalent format

o Lists shall be supplied in Microsoft Excel or equivalent
format

URS-07.03

Bendri jrangos surinkimo bréZziniai ir 3D brézinys DWG formatu
arba lygiaverciu, jtrauktinas j ,,Biotechpharma“ 3D modelj.
Dokumente turi biiti nurodyti jrangos gabaritas, jungciy vietos su
nurodytu jungéiy dydziais, auk$c¢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

Kokybinis planas
Quality plan

URS-07.05

Esminiy komponenty sgraSas
Critical component list

URS-07.06

I$samils prijungimo viety bréziniai (grindy / sieny / luby jranga) ir
kt DWG arba lygiaverc¢iu formatu

Detail drawings of connection locations (equipment for
floor/wall/ceiling) and other in DWG or equivalent format

URS-07.07

Duomenys apie dinamines ir statines apkrovas
Dynamic and static load data

Perduodamas paketas

Turn over package
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Nr.
No

AprasSymas
Description

Priorite
tas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

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

Bendrieji konstrukciniai bréziniai DWG arba lygiaverciu formatu
General arrangement drawings in DWG or equivalent format

URS-08.03

Medziagy sertifikatai, kaip apibréZzta pagal anksciau pateiktus
reikalavimus, ir visy produkto kontaktuojanciy daliy medziagy
sertifikatai 3.1B pagal EN10204 arba lygiavert]

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

URS-08.04

Atitikties deklaracija visoms taikomoms CE Zenklinimo
direktyvoms.

Declaration of conformity for all applicable CE marking
directives.

URS-08.05

Suvirinimo procediiry patvirtinimas, tvarka ir sertifikatai.
Welding qualifications, procedures and certificates.

URS-08.06

Naudojimo ir techninés priezitiros vadovai angly kalba
Operating and maintenance manuals in English

URS-08.07

Rekomenduojamy atsarginiy daliy sgrasas.
Recommended spare parts list.

URS-08.08

Pazyméjimas apie mechaniniu biidu atlikta poliravimg ir pavirsiy
padengimg bei apdirbima (jskaitant pasyvavimo metodus ir
procediiras).

Certificate on performed mechanical polishing and surface finish,
(including passivation methods and procedures).
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Nr.
No

AprasSymas
Description

Priorite
tas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

URS-08.09

Sertifikavimo ir eksploatavimo pradzios dokumentai:
e Pirmojo gamyklinio bandymo (angl. FAT) dokumentai

e Jrangos eksploatavimo bandymo vietoje (angl. SAT)
dokumentai (montavimo ir paleidimo vietoje
dokumentacija, paleidimas vietoje)

e Jrangos montavimo, eksploatavimo (angl. IQ / OQ)
protokolai ir ataskaitos
Qualification and commissioning documents such as:
- FAT documentation
- SAT documentation (installation and start-up
documentation at site, commissioning at site)
- 1Q/OQ protocols and reports

URS-08.10

Prietaisy, matuokliy ir kt. kalibravimo sertifikatai, kurie
pristatymo metu galioty maziausiai 10 ménesiy.
Calibration certificates for instruments, gauges, etc. with
minimum 10 months validity at delivery.

URS-08.11

Irangai testuoti ar kalibruoti naudojamy prietaisy galiojantys
kalibravimo sertifikatai.

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

URS-08.12

Bandymy sertifikatai ir atlikty bandymy dokumentai, pavyzdziui,
sléginiy indy, vamzdyny sistemy slégio bandymo procediiros.
,,TUV* slégio bandymo ataskaitos arba kitos analogiskos
ataskaitos.

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

URS-08.13

Biologinio suderinamumo sertifikatai su proceso srautais (pvz.,
diafragmomis, tarpikliais, sandarinimo ziedais, sandarikliais,
movomis ir kt.) kontaktuojantiems ne metalams.

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

URS-08.14

Patvirtinti i$pildymo bréziniai.
Verified as-built drawings.

URS-08.15

Reikalavimy atsekamumo matrica (atsekamumo reikalavimas —
projektiné nuoroda — testo nuoroda).

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

URS-08.16

Jei kitaip nenurodoma, dokumentacija turi biiti paruoSta angly
kalba ir pateikta dviem (2) popieriniais egzemplioriais bei viena
(1) indeksuota elektronine kopija (jei taikytina, natyviuoju
formatu), kad véliau biity galima atnaujinti

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
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Nr.
No

AprasSymas
Description

Vertinimas
taip / ne
Assessment
Yes/No

Priorite
tas
Priority

Pagalba
Support

URS-09.01

Trikties atveju, garantiniu laikotarpiu (maziausiai 2 metus)
tiekéjas privalo suteikti techning pagalba.

In case of malfunction the Supplier shall provide technical support
for the warranty period (at least 2 year).

URS-09.02

Pagalba paleidimo metu, techning prieZiiirg atliekanciy darbuotojy
mokymai dél trik¢iy Salinimo ir sistemos remonto bei operatoriy
mokymai.

Start-up support and training for maintenance employees on
troubleshooting and repair of the system and for operators.

URS-09.03

Turi biti pridétos atsarginés dalys, kuriy pakakty vieneriems
eksploatavimo metams.
Spare parts for one year of operation shall be included.
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1.5 Reglamentai ir standartai

Regulations and Standards

priedas
PIC/s Annex 11

Priorite Vertinimas
Nr. ApraSymas tas taip / ne
No Description Priority | Assessment
y Yes/No
Reglamentai ir standartai
Regulations and standards
Irangai taikomi reglamentai:
Eudralex. 4 tomas. Gerosios gamybos praktikos (GMP) gairiy I
dalis 3 skyrius;
Eudralex. 4 tomas. Gerosios gamybos praktikos (GMP) gairiy 2
priedas;
Eudralex. 4 tomas. Gerosios gamybos praktikos (GMP) gairiy 11
priedas;
Eudralex. 4 tomas. Gerosios gamybos praktikos (GMP) gairiy 15
priedas;
URS-10.01 Maisto ir vaisty administracija (FDA) 21 CFR Dalys 210 ir 211. M
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.
URS-10.02 CE atitiktis: Pagal Europos Sajungos direktyvas M
CE conformity: In accordance with European Union directives
ISO 14644 Svariosios patalpos ir su jomis susijusi kontroliuojamoji
URS-10.03 aplinka. 1 dalis. Oro Svaros klasifikavimas M
ISO 14644 Cleanroom and associated controlled environments —
Part 1: Classification of air cleanliness
URS-10.04 Amerikos mechanikos inzinieriy draugija: Biologinio apdorojimo M
ASME BPE
Farmacijos inspekcijy bendradarbiavimo sistema (PIC/s), 11
URS-10.05 M
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1 priedas

Attachment 1

Talpyklos jungéiy specifikacijos'

Tank Connections Specification’

Antgalio
ID Padétis ApraSymas Dydis Jungties tipas
Nozzle Position Description Size Connection Type
ID
NI. VirSus Lygio jungiklis DN50 TC
Top Level Switch
N2. VirSus Suspausto oro jleidimo anga DN25 TC
Top Compressed air inlet
N3. VirSus Angos dangtis DN600 Sléginis dangtis
Top Manhole Cover Pressure lid
N4. VirSus Patikros langelis angos dangtyje | DN200 TC
Top su apSvietimu
Sight glass in manhole cover incl
light
N5. VirSus Slegio indikatorius DN25 TC
Top Pressure indicator
N6. VirSus Buferio jleidimo anga su DN25 TC
Top imerkiamu vamzdziu
Buffer inlet including dip tube
N7. VirSus Buferio jleidimo anga su DN25 TC
Top imerkiamu vamzdziu
Buffer inlet including dip tube
NS. VirSus Atsarginé jungtis DNS50 TC
Top Spare
NO. VirSus PramusSimo membrana DNS50 TC
Top Rupture Disc
N10. | VirSus Atsarginé jungtis DNS50 TC
Top Spare
N11. | VirSus Atsarginé jungtis DN25 TC
Top Spare
N12. | VirSus Atsarginé jungtis DN25 TC
Top Spare
N13. | VirSus CIP jleidimo anga su purskimo DN25 TC
Top galvute
CIP inlet including spray ball
N14. | VirSus CIP jleidimo anga su purSkimo DN25 TC
Top galvute
CIP inlet including spray ball
N15. | VirSus ISgryninto vandens jleidimo anga | DN25 TC
Top PW inlet
N16. | VirSus/apacia Maisykle Priderintas Maisykle
Top/Bottom Agitator prie maiSyklés | Agitator

' Antgaliy matmenys bus konfiglruojami detalaus projektavimo metu
2 Nozzle dimensions to be confirmed during detail design
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Antgalio

ID Padétis ApraSymas Dydis Jungties tipas
Nozzle Position Description Size Connection Type
ID
To fit agitator
N17. | Saldymo kontiiras Ausinamoji jleidimo anga DNS50 Flansas
Jacket Cooling inlet Flange
Ni1s. | Saldymo kontiiras Ausinamoji i$leidimo anga DNS50 Flansas
Jacket Cooling outlet Flange
N19. | Saldymo kontiiras Saldymo kontiiro drenavimas DN20 Sriegis
Jacket Jacket drainage Thread
N20. | Apatinés angos lygis | pH jutiklis DN25 TC
Lower port level pH sensor
N21. | Apatinés angos lygis | pH jutiklis DN25 TC
Lower port level pH sensor
N22. | Apatinés angos lygis | Laidumo jutiklis DN25 TC
Lower port level Conductivity sensor
N23. | Apatinés angos lygis | Laidumo jutiklis DN25 TC
Lower port level Conductivity sensor
N24. | Apatinés angos lygis | Atsarginé anga DN25 TC
Lower port level Spare
N25. | Apatinés angos lygis | Atsarginé anga DN25 TC
Lower port level Spare
N26. | Apatinés angos lygis | Méginio émimo anga DNS50 TC
Lower port level Sample port
N27. | Apacia Temperatiiros kiSené MI18x1.5 Suvirinta kiSené
Bottom Temperature pocket
N28. | Apacia Apatin¢ iSleidimo anga (stukurio | DN50 TC
Bottom pertraukiklis talpyklos viduje)

Bottom outlet (vortex breaker
inside tank)
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PRIEDAS NR. 1 ,TECHNINE SPECIFIKACIJA“

ANNEX NO. 1 "TECHNICAL SPECIFICATION"

TALPOS (NR. 1.007)

PATVIRTINTA
Pirkimo komisijos
2019-07-26 protokolu

TANKS (NO 1.007)

APPROVED

by minutes of the
Procurement Commission
26-07-2019

TALPA SU SALDYMU (3000 L) PO
ARDYMO

TANK WITH REFRIGERATER (3000 L)
AFTER DISASSEMBLY
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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

Priorite
tas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

Validavimas
Validation

URS-01.01

Pries pradedant vykdyti ir po to ,,Biotechpharma“ turi perziiiréti ir
patvirtinti kvalifikacinius protokolus (jrangos montavimo,
eksploatavimo, pirmojo gamyklinio bandymo, bandymo vietoje).
Qualification protocols (FAT/SAT/IQ/OQ) must be reviewed and
preapproved before execution and approved after execution by
Biotechpharma.

URS-01.02

Tvirtinantys asmenys turi biiti sistemos operatorius, techninis
operatorius, validavimo grupés vadovas ir kokybés vadovas.
Approval persons must include system owner, technical owner,
Head of Validation group and QA Manager.

URS-01.03

Nuokrypius ir korekcinius veiksmus privalo patvirtinti UAB
»,Biotechpharma*.

Deviations and corrective actions must be approved by
Biotechpharma UAB.

URS-01.04

Montavimo patikrinimo procesas gali buti pradétas tik iki galo
idiegus sistema.
1Q can be started only after system is completely installed.

URS-01.05

Irangos eksploatavimo bandymo vietoje (angl. SAT) ir pirmieji
gamykliniai bandymai (angl. FAT) privalo biiti patvirtinti pries
atliekant montavimo patikrinimg. Montavimo patikrinimas privalo
biti atlickamas anksciau nei jrangos eksploatavimo patikrinimas.
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Nr.
No.

ApraSymas
Description

tas

Priorite

Priority

Vertinimas
taip / ne
Assessment
Yes/No

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

URS-01.06

Tinkamumo kriterijai turi biiti aiskiai apibrézti.
Acceptance criteria must be clearly defined.

URS-01.07

Validavimo asmenys turi turéti jrodyty apie mokymus vykdyti
validavimo veikla.

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

URS-01.08

Tiekéjo ar jo atstovo atlieckamos kvalifikacinés veiklos.
Qualification activities performed by supplier or its representative.

1.1 Reikalavimy matrica bazés konstrukcijos 3000 1 talpyklai

Requirements matrix for basic design of 3000 L tank

Nr.
No

ApraSymas
Description

Prioritetas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

Pagrindiniai techniniai parametrai
Basic design

URS-02.01

Talpykly tariai:
e Nedaugiau kaip 3000 1 bendro tiirio
e 2700-3000 1 darbinio tiirio

Vessel volumes:
e Not more than 3000 L total volume
e 2700-3000 L working volume

URS-02.02

Talpyklos stovas:
e Kvadratinis ar panasus, maziausiai 4 kojos
e Ne platesnis nei 1,3 metro. [rangos plotis turi buti
pasirinktas su ,,Biotechpharma* sutikimu
The tank shall be equipped with a stand:
e Square or equivalent, at least 4 legs
e Not wider than 1.3 meter. The width of equipment has
to be chosen in consent with Biotechpharma

URS-02.03

Kojos turi biiti tokios, kad buty galima uZztikrinti Siluminj
plétimasi.
The legs shall be designed to allow for thermal expansion.

URS-02.04

Talpykla turi biiti cilindro formos su nuozulniu dugnu ir
torasferine virSutine plokste. Dugne turi biiti suformuotas
maziausiai 8 % nuolydis.

The tank must be cylindrical with a sloped bottom and tori-
spherical head plate. The bottom must have at least 8 %
slope.
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Nr.
No

ApraSymas
Description

Prioritetas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

URS-02.05

Talpykloje turi biiti jrengtas liukas (bent DN600 anga).
Anga turi turéti spyruoklinj mechanizma ir lankstg su
sandarinimo  ziedu uZsandarintomis jungémis bei
sparnuotyjy verzliy tipo spaustuvais

The tank shall be provided with a manway/manhole (min
DN600 opening). The manway shall be spring assisted and
hinged with O-ring sealed flanges and wing-nut clamps

URS-02.06

Talpyklos virSuje turi buti patikros langelis su lempute ir
mygtukiniu jungikliu lemputei

The tank shall have a sight glass mounted on the top with a
lamp and a push button for the lamp

URS-02.07

Talpyklos dugne turi biti jrengtas termometrinis jutiklis.
There shall be a thermowell installed at the bottom of the
tank.

URS-02.08

Talpykla turi buti su ,marskiniais“ ir izoliuota.
»Marskiniai“ turi siekti vir§utinj darbinio tiirio lygi.

The tank shall be jacketed and insulated. The jacket shall
reach the upper working volume level.

URS-02.09

Konstrukcijg reikia pritaikyti taip, kad talpyklos turinj biity
galima atvésinti ir palaikyti zemesne nei 5 °C temperatiirg.
The design must be adapted for the possibility cooling down
tank content and maintain temperature below 5 °C.

URS-02.10

Konstrukcijg reikia pritaikyti taip, kad bako talpyklos biity
galima pa8ildyti ir palaikyti aukStesne nei 95 °C
temperatiirg.

The design must be adapted for the possibility preheat tank
content and maintain temperature above 95 °C.

URS-02.11

Konstrukcijg reikia pritaikyti taip, kad tu$cia talpg (SIP)
bty galima sterilizuoti §variais garais iki > 121 °C.
The design must be adapted for the possibility sterilization
of empty tank (SIP) with pure steam up to > 121 °C.

URS-02.12

Talpyklos ir Saldymo konttro projektinis slégis: bent +4

bar(g)
Design pressure for tank and jacket: at least up to +4 bar(g)

URS-02.13

Talpyklos ir Saldymo kontiiro projektiné temperatiira: -
0/+150 °C arba didesnis diapazonas
Design temperature for tank and jacket: -0/+150 °C or wider

URS-02.14

Talpykloje turi biiti apkrovos jutiklis:

Jutiklio diapazonas: maziausiai 0—5 000 kg (be talpyklos
SVorio)

Jutiklio skiriamoji geba: < 0,5 kg

Jutiklio tikslumas: < 0,02 %

The tank shall be supplied with a load sensor:

Sensor range: at least 0 — 5000 kg (excluding tank weight)
Sensor resolution: < 0.5 kg
Sensor accuracy: < 0.02 %

Puslapis 518 18



Nr.
No

ApraSymas
Description

Prioritetas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

URS-02.15

Turi biiti jrengtas bent vienas rutulinis purkStuvas, kad
bty uztikrintas visiskas talpyklos vidinio pavirSiaus
iSvalymas, jskaitant visas talpykloje esancias jungtis /
antgalius.

Reikalingas standartinis statinis rutulinis purkStuvas (360
°). Rutulinis purksStuvas turi biiti visiskai iSdrenuojamas.
Pries pradedant gaminti talpyklas, bttina pateikti purSkimo
principing schema

At least one spray ball shall be installed to ensure
complete cleaning of the internal surface of the tank,
including all tank connections/ nozzles. A static spray ball
assembly (360°) is required. Spray balls shall be
completely drainable.

A spray pattern drawing must be issued for approval before
start of manufacturing of tanks.

URS-02.16

Talpyklos turi buti virSuje ir apacioje montuojama
maisyklé su specialaus tipo didelio Slyties stiprio maiSymo
mechanizmu (geriausia ,,NoVAseptic*). Maisyklé
paruosSiama veikimui su kintamo daznio pavara

Greitis: maziausiai 0—10 000 aps./minMaiSymo tikslumas:
maziausiai =10 aps./min

Maitinimas: 400 V ar atitinkamas

The tank shall be equipped with a top or bottom mounted
agitator with an aseptic type high shear mixer (preferably
NovAseptic). The agitator shall be prepared for variable
frequency drive

Speed: at least 0 — 10000 RPM
Agitation accuracy: at least £10 RPM
Power supply: 400 V or equivalent

URS-02.17

Didelio Slyties stiprio maiSymo mechanizmg reikia
montuoti kuo toliau nuo dugno / vir§aus centro.

The high shear mixer shall be installed as far from the
centerline of the bottom/top as possible.

URS-02.18

Apatiniy talpyklos iSleidimo angy kampas turi biiti 15-25
laipsniai.

The tank shall have a set of lower port outlets angled at 15
— 25 degrees.

URS-02.19

Ties 5-20 % darbinio tlrio lygmeniu turi biti jrengta
meéginiy émimo anga

There shall be a sample port at 5 — 20 % from the working
volume

URS-02.20

prieinami
Equipment and components which require regular
maintenance shall be accessible
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Nr.
No

ApraSymas
Description

Prioritetas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

URS-02.21

Talpykloje turi buti bent 3 — 4 kartus uz talpyklos
iSleidimo angg didesnis stikuriy pertraukiklis. Stkuriy
pertraukiklio konstrukcija turi biti tokia, kad uztikrinty
iSdrenavimg i§ visy kampy bei virSutiniy daliy

The tank shall include a vortex breaker sized minimum at
3 — 4 times of tank outlet dimension. Vortex breaker shall
be designed to allow complete drainability with all corners
and top edge rounded to prevent build-up

URS-02.22

Ileidimo vamzdziai turi biiti pritvirtinti prie sienos ir
talpyklos dugno galo (panardinamas vamzdelis)

Inlet pipes shall be attached to the wall and end at the
bottom of the tank (dip tube)

URS-02.23

Talpykloje turi biiti membraninis i§leidimo angos voztuvas
su PTFE ar atitinkama membrana bei pavara. El. voztuvas
pajungimui prie CIP.

The tank shall be equipped with a diaphragm outlet valve
with PTFE or equivalent membrane and actuator. The
valve shall have a satellite for CIP connection

URS-02.24

Talpykloje turi biiti pramu$imo membrana ir pramusimo
membranos indikatorius.

Pramusimo slégis pagal Sléginiy jrenginiy direktyvos
reikalavimus.

The tank shall be supplied with a burst disc and a burst
disc indicator

Burst pressure according to PED.

URS-02.25

Pramusimo membrang reikia montuoti taip, kad biity
patogu valyti visg talpykla.

The burst disc shall be mounted so complete cleaning of
the tank is possible.

URS-02.26

Talpykloje turi biiti 1 priede aprasytos jungtys.
The tank shall be equipped with the connections described
in Attachment 1

URS-02.27

Visi komponentai, jskaitant, bet neapsiribojant, jranga,
voZztuvais, laidais ir prietaisais, privalo buti
identifikuojami unikaliais Zymenimis, kurie taip pat turi
biti nurodyti dokumentuose.

All components, including but not limited to equipment,
valves, cables and instruments, shall have a unique tag
also to be defined in the documentation

1.2 Reikalavimy matrica konstrukcijai, medZiagoms ir pavirSiams

Requirement matrix for Construction, Material and Surfaces
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Nr.
No

Aprasymas
Description

Prioritetas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

Konstrukcija, medziagos ir pavirsiai

Construction, material and surfaces

URS-03.01

Visos produkto kontaktinés dalys turi buiti pagamintos 1§
AISI 316L ar aukstesnés klasés neriidijanciojo plieno.
All product contact parts shall be in stainless steel grade
AISI 316L or higher grade.

URS-03.02

Visos nekontaktuojancios su produktu dalys turi biti
pagamintos i§ AISI 316L ar geresnés klasés nertidijanciojo
plieno

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

URS-03.03

Sandarinimo ziedai ir tarpikliai turi buti pagaminti i§ FDA
atitinkan¢ios EPDM, PTFE ar atitinkamos kitokios
medziagos.

O-rings and gaskets shall be in FDA compliant EPDM or
PTFE or equivalent.

URS-03.04

Produkto kontaktuojanc¢ioms dalims naudojama medziaga
turi bti tinkama naudoti su didelés koncentracijos druskos
tirpalais.

Material used for wetted parts shall be compatible with
highly concentrated salt solutions.

URS-03.05

Vidiniai bako pavirSiai turi biiti apdoroti mechaniniu badu
iki Ra < 0,8 um. Prie talpyklos dokumentacijos turi biti
pridedama darby jvykdymo ataskaita.

The internal surface of the tank shall be mechanically
polished to Ra < 0.8 pum. An execution report shall be
attached to the tank documentation.

URS-03.06

Talpyklos vidus turi bti pasyvuotas 10 % azoto rugstimi
HNO:s ar atitinkamu tirpalu

The inside of the tank shall be passivated with 10 % HNO;
or equivalent solution

URS-03.07

Nerudijantjjj plieng suvirinti galima inertinémis dujomis.
Produkto suvirinimo sitilése negali biiti itrikimy ar plysiy,
jos turi biiti lygios ir nupoliruotos pagal tokius pacius
standartus, kokie galioja aplinkinéms vietoms

Stainless steel welds shall be performed under inert gas.
All product contact welds shall be crack and crevice free,
ground smooth and polished to the same standards as the
surrounding areas

URS-03.08

Talpyklos kojos ir iSorinis plieninis apvalkalas turi buti
pagaminti i§ AISI 304 arba aukstesnés klasés
neriidijanciojo plieno.

Tank legs and external steel cladding shall be made in
AISI 304 stainless steel or higher grade.

URS-03.09

Talpyklos suvirinimo darbai turi atitikti Sléginiy jrenginiy
direktyvos reikalavimus.

Tank welding shall be in accordance with pressure vessel
code (PED).
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Nr.
No

Aprasymas
Description

Prioritetas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

URS-03.10

Rezervuaras negali biti jtrukes.

Siekiant aptikti jtrikimus, turi biti atliekami specialiis
skverbties bandymai arba fluorescencinio skyscio
bandymai.

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

URS-03.11

ISoriniai pavirSiai turi biiti pagaminti i§ nusveisty,
suvirinty plieno laksty. Banguoti, lopyti ar nelygiis
pavirsiai yra nepriimtini.

Visus pavirsius turi buti galima valyti.

The external surface shall be by pre-brushed, seal welded
steel sheets. Wavy, patchy or uneven appearance is not
acceptable.

All surfaces shall be cleanable.

URS-03.12

Sanitarinés bako jungtys / antgaliai turi atitikti projekto
parametrus bei ASME BPE ar lygiavertis medziagy
matmenis.

Sanitary tank connections/nozzles shall follow the design
intention and material dimensions of ASME BPE or
equivalent.

URS-03.13

Bako konfigiiracija turi tikti montavimo vietos iSdéstymui.
The tank configuration shall be compatible with and fit
within the layout of the area for installation.

URS-03.14

Kélimui ir montavimui palengvinti reikia pridéti tinkamas
keélimo kilpas (maziausiai 3).

Suitable lifting lugs (3 minimum) shall be supplied to
facilitate lifting and installation.

URS-03.15

Izoliacinis apvalkalas turi buti i$ vientiso plieno laksto, be
suvirinimo sitiliy. Apvalkalas uzleidziamas ant sujungimy,
tiek kiek reikia, paliekant pri¢jima.

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

URS-03.16

Izoliaciné medZziaga turi biiti mineraliné vata be chlorido ar
lygiaverté medziaga.

Insulation material shall be chloride free mineral wool or
equivalent.

URS-03.17

Talpykla turi biiti pagaminta gamykloje, kuri
specializuojasi neridijancio plieno jrangos gamybos
srityje.

Valcuotas plienas neturi biiti apdirbamas tose paciose
apdirbimo vietose, o talpyklos gamybai turi buti
naudojamos tik specialios staklés ir masinos

The tank shall be manufactured in an area dedicated for
manufacturing of stainless steel equipment.

Milled steel must not be worked in the same areas and
only dedicated tools and machines shall be used for the
manufacturing of the tank

Puslapis 91§ 18



Nr.
No

Aprasymas
Description

Prioritetas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

URS-03.18

Pries pristatant, talpykla reikia nuvalyti; visus pavirSius
reikia nuriebalinti bei nuvalyti Sarminiu valikliu. Valyti
reikia prie§ patikrg ir testus bei po jy

The tank 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-03.19

LeidZziamos ne daugiau kaip 3D aklosios atSakos.
No more than 3D dead legs are allowed

URS-03.20

Talpykloje montuojamos tik vieno-lygio jungtys, zr. 1
priedg. Prie§ pradedant gaminti talpykla, ,,Biotechpharma“
nurodys konkrecias jungtis, kurios negali buti naudojamos
kaip vieno-lygio jungtys.

Only flush connections shall be mounted on the tank, see
Attachment 1. Biotechpharma shall approve specific
connections that cannot be flush connections before
manufacturing of the tank begins.

1.3 Reikalavimy matrica pagalbinéms, elektros ir valdymo sistemoms

Requirement matrix for Utilities, Electrical and Control system

Nr.
No

Aprasymas
Description

Prioritetas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

Pagalbinés sistemos

Utilities

URS-04.01

Maitinimas: 400 V (3 faziy+ N + E) arba 230 V (1 fazés +
N +E), 50 Hz

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

URS-04.02

Maitinimo S$altinj reikia padalinti j dvi atskiras dalis:
® 400 V talpos maisyklei
e 230 V apkrovos jutikliui
Power supply shall be divided into two independent parts:
e 400 V for tank agitator
e 230 V for load sensor

Elektros sistema

Electrical

URS-05.03

Visos elektros sistemos dalys ir jranga turi atitikti [P 44 ar
aukstesnj standartg.

All electrical enclosures and equipment shall be rated for
IP 44 or higher standard.
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Vertinimas

Nr. ApraSymas Prioritetas taip / ne
No Description Priority | Assessment
Yes/No
Ant talpyklos kojy turi biiti po dvi AISI 304L ar
aukstesnés klasés jzeminimo kilpos ar kaisciai.
URS-03.04 Tanks shall be provided with two grounding lugs or stud M
of AISI 304L or higher grade on the legs of the tank.
Valdymo sistema
Control system
URS-06.01 Talpykloje nebus jrengta valdymo sistema Néra Néra
' No control system shall be provided with the tank N/A N/A
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1.4 Reikalavimy matrica dokumentacijai ir palaikymui

Requirement matrix for Documentation and Support

Nr.
No

AprasSymas
Description

Priorite
tas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

Tarpinés dokumentacijos rinkinys

Intermediate documentation package

URS-07.01

Tarpiniame dokumenty rinkinyje pateikiama informacija apie tai,
kaip jranga bus suprojektuota ir sumontuota. Si informacija ir jos
parengimo trukmé yra labai svarbiis UAB ,,Biotechpharma®,
siekiant sekmingai uzbaigti projektavimo etapg. Toliau
pateikiami dokumentai turi biiti pateikiami angly kalba ir jtraukti
1 Pardavéjui skirtos informacijos gairiy prieda.

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.

Néra

Néra

URS-07.02

Dokumentacijos rinkinio formatas turi biti:

- 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
arba lygiaverc¢iu formatu

- Sarasai turi buti teikiami Microsoft Excel arba
lygiaverciu formatu

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
or equivalent format

- Lists shall be supplied in Microsoft Excel or equivalent
format

URS-07.03

Bendri jrangos surinkimo bréZziniai ir 3D brézinys DWG formatu
arba lygiaverciu, jtrauktinas j ,,Biotechpharma“ 3D modelj.
Dokumente turi biiti nurodyti jrangos gabaritas, jungciy vietos su
nurodytu jungéiy dydziais, auk$¢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

Kokybinis planas
Quality plan
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Nr.
No

AprasSymas
Description

Priorite
tas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

URS-07.05

Esminiy komponenty sgraSas
Critical component list

M

URS-07.06

I$samils prijungimo viety bréziniai (grindy / sieny / luby jranga)
ir kt DWG arba lygiaverciu formatu

Detail drawings of connection locations (equipment for
floor/wall/ceiling) and other in DWG or equivalent format

URS-07.07

Duomenys apie dinamines ir statines apkrovas
Dynamic and static load data

Perduodamas 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

Bendrieji konstrukciniai bréziniai DWG arba lygiaverciu formatu

General arrangement drawings in DWG or equivalent format

URS-08.03

Medziagy sertifikatai, kaip apibrézta pirmiau nurodytuose
reikalavimuose ir medziagy sertifikatai 3.1B pagal standartg
EN10204 ar lygiavertj visoms nuo gaminio suslampancioms
dalims.

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

URS-08.04

Atitikties deklaracija visoms taikomoms CE Zenklinimo
direktyvoms.

Declaration of conformity for all applicable CE marking
directives.

URS-08.05

Suvirinimo procediiry patvirtinimas, tvarka ir sertifikatai.
Welding qualifications, procedures and certificates.

URS-08.06

Naudojimo ir techninés priezitros vadovai angly kalba
Operating and maintenance manuals in English

URS-08.07

Rekomenduojamy atsarginiy daliy sgrasas.
Recommended spare parts list.
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Nr.
No

AprasSymas
Description

Vertinimas
taip / ne
Assessment
Yes/No

Priorite
tas
Priority

URS-08.08

Pazyméjimas apie mechaniniu biidu atlikta poliravimg ir pavirsiy
padengimg bei apdirbima (jskaitant pasyvavimo metodus ir
procediiras).

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

URS-08.09

Sertifikavimo ir eksploatavimo pradzios dokumentai:
e Pirmojo gamyklinio bandymo (angl. FAT) dokumentai

e Jrangos eksploatavimo bandymo vietoje (angl. SAT)
dokumentai (montavimo ir paleidimo vietoje
dokumentacija, paleidimas vietoje)

e Jrangos montavimo, eksploatavimo (angl. IQ / OQ)
protokolai ir ataskaitos

Qualification and commissioning documents such as;
FAT documentation

SAT documentation (installation and start-up documentation at
site, commissioning at site)

1Q/0Q protocols and reports

URS-08.10

Prietaisy, matuokliy ir kt. kalibravimo sertifikatai, kurie
pristatymo metu galioty maziausiai 10 ménesiy.
Calibration certificates for instruments, gauges, etc. with
minimum 10 months validity at delivery.

URS-08.11

Irangai testuoti ar kalibruoti naudojamy prietaisy galiojantys
kalibravimo sertifikatai.

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

URS-08.12

Bandymy sertifikatai ir atlikty bandymy dokumentai, pavyzdziui,
sléginiy indy, vamzdyny sistemy slégio bandymo procediros.
,,TUV* slégio bandymo ataskaitos arba kitos analogiskos
ataskaitos.

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

URS-08.13

Biologinio suderinamumo sertifikatai su proceso srautais (pvz.,
diafragmomis, tarpikliais, sandarinimo ziedais, sandarikliais,
movomis ir kt.) kontaktuojantiems ne metalams.

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

URS-08.14

Patvirtinti i$pildymo bréZiniai.
Verified as-built drawings.

URS-08.15

Reikalavimy atsekamumo matrica (atsekamumo reikalavimas —
projektiné nuoroda — testo nuoroda).

Requirement Traceability Matrix (traceability requirement —
design reference — test reference).
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Nr.
No

AprasSymas
Description

Priorite
tas
Priority

Vertinimas
taip / ne
Assessment
Yes/No

URS-08.16

Jei kitaip nenurodoma, dokumentacija turi biiti paruosta angly
kalba ir pateikta dviem (2) popieriniais egzemplioriais bei viena
(1) indeksuota elektronine kopija (jei taikytina, natyviuoju
formatu), kad véliau biity galima atnaujinti

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

Support

URS-09.01

Trikties atveju, garantiniu laikotarpiu (maziausiai 2 metus)
tiekéjas privalo suteikti techning pagalba.

In case of malfunction the Supplier shall provide technical
support for the warranty period (at least 2 year) and after.

URS-09.02

Pagalba paleidimo metu, techning prieziiirg atliekanciy
darbuotojy mokymai dél trik¢iy $alinimo ir sistemos remonto bei
operatoriy mokymai.

Start-up support and training for maintenance employees on
troubleshooting and repair of the system and for operators.

URS-09.03

Turi biti pridétos atsarginés dalys, kuriy pakakty vieneriems
eksploatavimo metams.
Spare parts for one year of operation shall be included.
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1.5 Reglamentai ir standartai

Priorite Vertinimas
Nr. ApraSymas tas taip / ne
No Description Priorit Assessment
y Yes/No
Reglamentai ir standartai
Regulations and standards
Irangai taikomi reglamentai:
Eudralex. 4 tomas. Gerosios gamybos praktikos (GMP) gairiy I
dalis 3 skyrius;
Eudralex. 4 tomas. Gerosios gamybos praktikos (GMP) gairiy 2
priedas;
Eudralex. 4 tomas. Gerosios gamybos praktikos (GMP) gairiy 11
priedas;
Eudralex. 4 tomas. Gerosios gamybos praktikos (GMP) gairiy 15
priedas;
URS-10.01 Maisto ir vaisty administracija (FDA) 21 CFR Dalys 210 ir 211. M
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.
URS-10.02 CE atitiktis: Pagal Europos Sajungos direktyvas M
CE conformity: In accordance with European Union directives
ISO 14644 Svariosios patalpos ir su jomis susijusi
URS-10.03 kontroliuojamoji aplinka. 1 dalis. Oro §varos klasifikavimas M
ISO 14644 Cleanroom and associated controlled environments —
Part 1: Classification of air cleanliness
URS-10.04 Amerikos mechanikos inzinieriy draugija: Biologinio apdorojimo M
ASME BPE
Farmacijos inspekcijy bendradarbiavimo sistema (PIC/s), 11
URS-10.05 priedas M
PIC/s Annex 11
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1 priedas
Attachment 1

Talpyklos jungéiy specifikacijos'

Tank Connections Specification

Antgalio

Jungties tipas

i Postion Description S | Comnection
Nozzle ID Type
NI. VirSus Lygio jungiklis DN50 TC
Top Level Switch

N2. VirSus Suspausto oro jleidimo anga DN25 TC
Compressed air inlet

N3. Top Angos dangtis DN600 Sléginis dangtis
Manhole Cover

N4. VirSus Patikros langelis angos dangtyje | DN200 TC
su apSvietimu
Sight glass in manhole cover incl
light

N5. Top Slegio indikatorius DN25 TC
Pressure indicator

N6. VirSus Buferio jleidimo anga su DN25 TC
imerkiamu vamzdziu
Buffer inlet including dip tube

N7. Top Buferio jleidimo anga su DN25 TC
imerkiamu vamzdziu
Buffer inlet including dip tube

NS. VirSus Atsarginé jungtis DNS50 TC
Spare

NO. Top Pramu$imo membrana DN350 TC
Rupture Disc

N10. VirSus Atsarginé jungtis DNS50 TC
Spare

N11. Top Atsarginé jungtis DN25 TC
Spare

N12. VirSus Atsarginé jungtis DN25 TC
Spare

N13. Top CIP jleidimo anga su purskimo DN25 TC
galvute
CIP inlet including spray ball

N14. Virsus CIP jleidimo anga su purSkimo DN25 TC
galvute
CIP inlet including spray ball

N15. Top ISgryninto vandens jleidimo anga | DN25 TC
PW inlet

N16. VirSus / apacia Maisykle Priderintas prie | MaiSykle

Top/bottom Agitator maiSyklés Agitator

! Antgaliy matmenys bus konfigiiruojami detalaus projektavimo metu
Nozzle dimensions to be confirmed during detail design
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Antgalio

Jungties tipas

b Aprtrmas D | oo
Nozzle ID Type
To fit agitator
N17. Saldymo kontiiras | Ausinamoji jleidimo anga DNS50 Flansas
Jacket Cooling inlet Flange
N18. Saldymo kontiiras | Ausinamoji i§leidimo anga DNS50 Flansas
Jacket Cooling outlet Flange
N19. Saldymo kontiiras Saldymo kontiiro drenavimas DN20 Sriegis
Jacket Jacket drainage Thread
N20. Apatinés angos pH jutiklis DN25 TC
lygis pH sensor
Lower port level
N21. Apatinés angos pH jutiklis DN25 TC
lygis pH sensor
Lower port level
N22. Apatinés angos Laidumo jutiklis DN25 TC
lygis Conductivity sensor
Lower port level
N23. Apatinés angos Laidumo jutiklis DN25 TC
lygis Conductivity sensor
Lower port level
N24. Apatinés angos Atsarginé anga DN25 TC
lygis Spare
Lower port level
N25. Apatinés angos Atsarginé anga DN25 TC
lygis Spare
Lower port level
N26. Apatinés angos Méginio émimo anga DNS50 TC
lygis Sample port
Lower port level
N27. Apacia Temperatiiros kiSené M18x1.5 Suvirinta kiSené
Bottom Temperature pocket Welded Pocket
N28. Apacia Apatin¢ iSleidimo anga (sukurio | DN50 TC
Bottom pertraukiklis talpyklos viduje)

Bottom outlet (vortex breaker
inside tank)
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PRIEDAS NR. 1 ,TECHNINE SPECIFIKACIJA“

ANNEX NO. 1 "TECHNICAL SPECIFICATION"

TALPOS (NR. 1.007)

PATVIRTINTA
Pirkimo komisijos
2019-07-26 protokolu

TANKS (NO 1.007)

APPROVED

by minutes of the
Procurement Commission
26-07-2019

TALPA 2000L SS MIX

TANK 2000L SS MIX
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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.

Aprasymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

Validavimas
Validation

URS-01.01

UAB ,,Biotechpharma® privalo perziiréti ir patvirtinti
patikrinimy (jrangos montavimo, eksploatavimo, pirmojo
gamyklinio bandymo, bandymo vietoje) protokolus pries bet
kokiy darby vykdyma ir juos jvykdzius.

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

URS-01.02

Protokolus patvirtinti privalo 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

UAB ,,Biotechpharma® privalo patvirtinti bet kokius nukrypimus
ir taisomuosius veiksmus.

Deviations and corrective actions must be approved by
Biotechpharma UAB.

URS-01.04

Montavimo patikrinimo procesas gali buti pradétas tik po to, kai
visa sistema yra pilnai sumontuota ir sukomplektuota.
1Q can be started only after system is completely installed.
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Nr.
No.

Aprasymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

URS-01.05

Irangos eksploatavimo bandymo vietoje (angl. SAT) ir pirmieji
gamykliniai bandymai (angl. FAT) privalo biiti patvirtinti pries
atliekant montavimo patikrinimg. Montavimo patikrinimas
privalo buti atliekamas anksc¢iau nei jrangos eksploatavimo
patikrinimas.

SAT, FAT procedures validation has to be executed prior IQ
performance.

Performance of the 1Q will always precede performance of OQ.

URS-01.06

Patvirtinimo kriterijai privalo buti aiskiai apibrézti.
Acceptance criteria must be clearly defined.

URS-01.07

Asmuo, atliekantis validavimus, privalo turéti dokumentus,
patvirtinancius jo dalyvavimg validavimo veiklos mokymuose.
Persons who perform validations must have evidence about
training on validation activities.

URS-01.08

Visus patikrinimus turi atlikti tiekéjas arba jo atstovas.
Qualification activities performed by supplier or its
representative.

3.2. Lentelé: Pagrindiniams 2000 L talpyklos techniniams parametrams keliami reikalavimai

3.2 Requirements matrix for basic design of 2000 L tank

Nr.
No.

ApraSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment

Yes/No

Pagrindiniai techniniai parametrai
Basic design

URS-02.01

Talpykly turiai:
o Nedaugiau kaip 2000 1 bendro tiirio
e 1800-2000 1 darbinio tiirio

Vessel volumes:
e Not more than 2000 L total volume
® 1800-2000 L working volume

URS-02.02

Talpykla privalo biiti patiekiama su stovu:
Kvadratinis, bent 4 kojy

The tank shall be equipped with a stand:
e Square, at least 4 legs

URS-02.03

Kojos turi biiti suprojektuotos taip, kad biity sudarytos
salygos Siluminiam plétimuisi.

The legs shall be designed to allow for thermal
expansion.
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Nr.
No.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

URS-02.04

Bendras talpyklos aukstis turi buiti mazesnis nei 3 m.
Irangos dimensijos turi biiti pasirinktos su
»Biotechpharma* sutikimu.

Detalaus projekto rengimo etape turéty biiti jvertinama
erdve, reikalinga sausy medziagy kélimo jrenginiui ir
pritaikyta talpyklai medZziagy paruoSimo patalpoje.
Total tank height should be less than 3 m. The
dimensions of equipment have to be chosen in consent
with Biotechpharma.

Space for lifting device of dry materials should be
considered and aligned for tank in media preparation
room during detail design of facilities

URS-02.05

Talpykla turi biti cilindro formos su nuozulniu dugnu ir
torasferine virsiutine plokste. Apacios nuolydis turi biti
bent 8 %.

The tank must be cylindrical with a slope bottom and
tori-spherical head plate. The bottom must have at least 8
% slope.

URS-02.06

Talpykloje turi biiti jrengta apziiiros anga / landa (bent
DN600 skersmens anga).

Apziiiros anga (liukas) turi biiti su spyruokle ir dangtis
pritvirtintas sandariais ,,O* formos flansais ir
atlenkiamomis sparnuotomis verzlémis.

The tank shall be provided with a manway/manhole (min
DN600 opening). The manway shall be spring assisted
and hinged with O-ring sealed flanges and wing-nut
clamps

URS-02.07

Talpyklos virSuje turi biti jrengtas steb¢jimo langelis su
apzitros lempa ir mygtukiniu jungikliu lempai jjungti.
The tank shall have a sight glass mounted on the top with
a lamp and a push button for the lamp.

URS-02.08

Talpyklos apacioje turi biiti jrengtas termometrinis
jutiklis.

There shall be a thermowell installed at the bottom of the
tank.

URS-02.09

Talpykla turi biti su Saldymo kontirais ir izoliuota.
Saldymo kontiiras turi siekti auk§¢iausia darbinj tirj.
The tank shall be jacketed and insulated. The jacket shall
reach the upper working volume level.

URS-02.10

Talpyklos konstrukcija turi biti suprojektuota taip, kad
biity galima atvésinti talpyklos turinj ir palaikyti Zemesng
nei 5 °C temperatiira.

Design must be adapted for the possibility cooling down
tank content and maintain temperature below 5 °C.

URS-02.11

Talpyklos konstrukcija turi biti suprojektuota taip, kad
biity galima jkaitinti talpyklos turinj ir palaikyti
aukstesng nei 95 °C temperatiira.

Design must be adapted for the possibility preheat tank
content and maintain temperature above 95 °C.
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Nr.
No.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

URS-02.12

Konstrukcija turi biiti pritaikyta tuscios talpos (SIP)
sterilizavimui $variais garais iki > 121 °C.

Design must be adapted for the possibility sterilization of
empty tank (SIP) with pure steam up to > 121 °C.

URS-02.13

Talpyklos ir $aldymo kontiiro projektinio slégio
diapazonas:bent + 4 barai.
Design pressure for tank and jacket: at least up to +4

bar(g)

URS-02.14

Talpyklos ir $aldymo kontiiroprojektinés temperatiiros
diapazonas:

-0/+150 °C ar platesnis.

Design temperature for tank and jacket: -0/+150 °C or
wider

URS-02.15

Talpykloje privalo biti jrengtas apkrovos daviklis:
Jutiklio diapazonas: 0 - 3 000 kg (nejskaitant talpyklos
SVOorio)

Jutiklio skiriamoji geba: < 0,5 kg

Jutiklio tikslumas: < 0,05%

The tank shall be supplied with a load sensor:

Sensor range: 0 — 3000 kg (excluding tank weight)
Sensor resolution: < 0.5 kg

Sensor accuracy: < 0.05 %

URS-02.16

Turi biti jrengtas bent vienas rutulinis purkStuvas, kad
biity uztikrintas visiskas talpyklos vidinio pavirSiaus
iSvalymas, jskaitant visas talpykloje esancias jungtis /
antgalius.

Reikalingas standartinis statinis rutulinis purkStuvas (360
o)'

Rutulinis purkstuvas turi bti visiskai iSdrenuojamas.
Pries pradedant gaminti talpyklas, butina pateikti
purskimo principing schemg.

At least one spray ball shall be installed to ensure
complete cleaning of the internal surface of the tank,
including all tank connections/ nozzles. A static spray
ball assembly (360°) is required. Spray balls shall be
completely drainable.

A spray pattern drawing must be issued for approval
before start of manufacturing of tanks.

URS-02.17

Talpykla turi baiti suprojektuota su virSuje arba apacioje
sumontuota maisykle ir su aseptinio tipo sparnuote.
Maisyklé paruosiama veikimui su kintamo daznio pavara
Greitis: maziausiai 0 - 400 aps./min

MaiSymo tikslumas: bent £+ 10 aps./min

Maitinimo $altinis:400 V arba atitinkamas.

The tank shall be equipped with a top or bottom mounted
agitator with an aseptic type impeller. The agitator shall
be prepared for variable frequency drive

Speed: at least 0 — 400 RPM

Agitation accuracy: at least £10 RPM

Power Power supply: 400 V or equivalent
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Nr.
No.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

URS-02.18

Talpykloje turi biiti apatinés iSleidimo angos, pakreiptos
15-25 laipsniy kampu.

The tank shall have a set of lower port outlets angled at
15 — 25 degrees.

URS-02.19

Meéginiy émimo anga turi buti jrengta vietoje, esancioje 5
-20 % nuo darbinio kiekio.

There shall be a sample port at 5 — 20 % from the
working volume

URS-02.20

Iranga ir komponentai, kuriuos reikia reguliariai
prizitréti, turi biiti prieinami.

Equipment and components which require regular
maintenance shall be accessible.

URS-02.21

Talpykloje turi buti sumontuotas stkuriy pertraukiklis,
kurio dydis turi buti bent 3—4 kartus didesnis uz talpyklos
iSleidimo angg. Stkuriy pertraukiklis turi bati
suprojektuotas taip, kad biity galima pilnai iSdrenuoti,
visi kampai ir virSutinis krastas turi biti uzapvalinti, kad
biity galima iS§vengti sankaupy.

The tank shall include a vortex breaker sized at minimum
3 — 4 times of tank outlet dimension.

Vortex breaker shall be designed to allow complete
drainability with all corners and top edge rounded to
prevent build-up

URS-02.22

Ileidimo vamzdziai turi biiti pritvirtinti prie sienos ir biiti
nuvesti iki talpyklos dugno (panardinamas vamzdelis).
Inlet pipes shall be attached to the wall and end at the
bottom of the tank

URS-02.23

Talpykloje turi biiti sumontuotas membraninis i$leidimo
voztuvas su PTFE membrana bei pavara. El. voztuvas
pajungimui prie CIP.

The tank shall be equipped with a diaphragm outlet valve
with PTFE membrane and actuator The valve shall have
a satellite for CIP connection.

URS-02.24

Talpykloje privalo biiti sumontuota pramusimo
membrana su indikatoriumi.

Pramusimo slégis nustatomas pagal Sléginiy irenginiy
direktyvos reikalavimus.

The tank shall be supplied with a burst disc and a burst
disc indicator.

Burst pressure according to PED.

URS-02.25

Pramu$imo membrana turi biiti sumontuota taip, kad
talpykla buty galima pilnai iSvalyti.

The burst disc shall be mounted so complete cleaning of
the tank is possible.

URS-02.26

Talpykla turi biti sujungta su 1 priede aprasytomis
jungtimis.

The tank shall be equipped with the connections
described in Attachment 1.
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Nr.
No.

ApraSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

URS-02.27

Visi komponentai, jskaitant, bet neapsiribojant, jranga,
voZztuvais, laidais ir prietaisais, privalo buti
identifikuojami unikaliais Zymenimis, kurie taip pat turi
biti nurodyti dokumentuose.

All components, including but not limited to equipment,
valves, cables and instruments, shall have a unique tag
also to be defined in the documentation

3.3.

3.3 Requirements matrix for construction, material and surfaces

Lentelé: Konstrukcijai, medZiagoms ir pavirS§iams keliami reikalavimai

Nr.
No.

Aprasymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

Konstrukcija, medziagos ir pavirsiai

Construction, material and surfaces

URS-03.01

Visos su produktu kontaktuojancios dalys turi biiti
pagamintos i8 neriidijancio plieno markés AISI 316L arba
aukstesnés klasés.

All product contact parts shall be in stainless steel grade
AISI 316L or higher grade.

URS-03.02

Visos kontakto su produktu neturincios dalys turi biiti
pagamintos i8 neriidijancio plieno markés AISI 316L arba
aukstesnés klasésAll non-wetted parts shall be in stainless
steel grade AISI 316L or higher grade.

URS-03.03

O-formos ziedai ir tarpikliai — i§ granuliuoto
politetrafluoretileno (PTFE) arba EPDM, atitinkantys FDA
reikalavimus arba analogiski.

O-rings and gaskets shall be in FDA compliant EPDM or
PTFE or equivalent.

URS-03.04

Produkto kontaktuojanc¢ioms dalims naudojama medziaga
turi bti tinkama naudoti su didelés koncentracijos druskos
tirpalais.

Material used for wetted parts shall be compatible with
highly concentrated salt solutions

URS-03.05

Vidinis talpyklos pavirSius turi biiti apdorotas mechaniniu
biidu iki Ra < 0.8 pm. Prie talpyklos dokumenty
pridedama vykdymo ataskaita.

The internal surface of the tank shall be mechanically
polished to Ra < 0.8 pum. An execution report shall be
attached to the tank documentation.

URS-03.06

Talpyklos vidus pasyvuojamas 10 % azoto riig§timi HNO;
arba analogisku tirpikliu.

The inside of the tank shall be passivated with 10 % HNO;
or equivalent solution.
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Nr.
No.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne

Assessment
Yes/No

URS-03.07

Nertidijancio plieno virinimo atveju, turi biiti naudojamos
apsaugings inertinés dujos. Visos gaminio kontaktinés
suvirinimo sitilés turi biti be jtrukimy ir plysiy, lygiai
nuslifuotos ir nupoliruotos pagal tuos pacius standartus,
taikomus greta esantiems pavirSiams.

Stainless steel welds shall be performed under inert gas.
All product contact welds shall be crack and crevice free,
ground smooth and polished to the same standards as the
surrounding areas.

URS-03.08

Talpyklos kojos ir iSoriné plieniné apdaila turi bati
pagaminta i$ neriidijancio plieno, kurio marke AISI 304
arba aukstesnés klasés.

Tank legs and external steel cladding shall be made in
AISI 304 stainless steel or higher grade.

URS-03.09

Talpyklos suvirinimo darbai turi atitikti Sléginiy jrenginiy
direktyvos reikalavimus.

Tank welding shall be in accordance with pressure vessel
code (PED).

URS-03.10

Talpykla negali baiti jtrukusi.

Siekiant aptikti jtrikimus, turi biti atliekami specialiis
skverbties bandymai arba fluorescencinio skyscio
bandymai.

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

URS-03.11

ISorinis pavirsius turi biti i§ anksto nuslifuojamas,
suvirinami plieno lakstai. Banguotas, nevienodas ar
netolygus pavirSius yra nepriimtinas. Visi pavirsiai turi
bati valomi.

The external surface shall be by pre-brushed, seal welded
steel sheets. Wavy, patchy or uneven appearance is not
acceptable. All surfaces shall be cleanable.

URS-03.12

Talpykloje jrengtos santechninés jungtys / antgaliai turi
atitikti ASME ar lygiavertj Biologinio apdorojimo jrangos
projektavimo paskirtj ir ten nurodytus medziagy
matmenis.

Sanitary tank connections/nozzles shall follow the design
intention and material dimensions of ASME BPE or
equivalent.

URS-03.13

Talpyklos konfigtiracija turi buiti suderinama su numatytu
jrengimo vietos iSdéstymu.

The tank configuration shall be compatible with and fit
within the layout of the area for installation.

URS-03.14

Tam, kad bty galima lengvai pakelti, bus pristatytos
tinkamos kélimo gsos (maziausiai tris).

Suitable lifting lugs (3 minimum) shall be supplied to
facilitate lifting and installation.

URS-03.15

Izoliacinis apvalkalas turi buti i$ vientiso plieno laksto, be
suvirinimo sitiliy. Apvalkalas uzleidziamas ant sujungimy,
tiek kiek reikia, paliekant pri¢jima.
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Nr.
No.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne

Assessment
Yes/No

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

URS-03.16

Izoliaciné medZziaga — mineraliné vata be chloro arba
lygiaverte.

Insulation material shall be chloride free mineral wool or
equivalent.

URS-03.17

Talpykla turi biiti pagaminta gamykloje, kuri
specializuojasi neridijancio plieno jrangos gamybos
srityje.

Valcuotas plienas neturi biiti apdirbamas tose paciose
apdirbimo vietose, o talpyklos gamybai turi buti
naudojamos tik specialios staklés ir masinos.

The tank shall be manufactured in an area dedicated for
manufacturing of stainless-steel equipment.

Milled steel must not be worked in the same areas and
only dedicated tools and machines shall be used for the
manufacturing of the tank.

URS-03.18

Talpykla turi bati kruopsciai iSvaloma prie§ pristatyma;
visi pavirsiai turi biiti nuriebalinti ir nuvalyti Sarminiu
plovikliu.

Valymas atliekamas pries ir po patikrinimo ir bandymy
procediry.

The tank 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-03.19

LeidZziamos ne daugiau kaip 3D aklosios atSakos
No more than 3D dead legs are allowed

URS-03.20

Talpykloje montuojamos tik vieno-lygio jungtys, zr. 1
prieda.

Pries pradedant gaminti talpykla, ,,Biotechpharma*
nurodys konkrecias jungtis, kurios negali buti naudojamos
kaip vieno-lygio jungtys.

Only flush connections shall be mounted on the tank, see
Attachment 1. Biotechpharma shall approve specific
connections that cannot be flush connections before
manufacturing of the tank begins.

3.4. Lentelé: Pagalbinéms, elektros ir valdymo sistemoms keliami reikalavimai

3.4 Requirements matrix for utilities, electrical and control system

Puslapis 10 1§ 18




Vertinimas
Nr. AprasSymas Pirmumas | Taip/Ne
No. Description Priority | Assessment
Yes/No
Pagalbinés sistemos
Utilities
Maitinimo Saltinis:
URS-04.01 400V (3 fazé + N+ E) ar 230 V (1 fazé + N+ E), 50 Hz M
Power supply: 400 V (3 phase + N + E) or 230 V (1 phase
+ N+ E), 50 Hz.
Maitinimo S$altinj sudarys dvi atskiros dalys:
400 V — talpyklos maiSyklei
230 V — apkrovos jutikliui
URS-04.02 Power supply shall be divided into two independent parts: M
e 400 V for tank agitator
e 230 V for load sensor
Elektrinés dalys
Electrical
Visi elektriniai uzdoriai ir jranga turi biiti [P 44 klasés arba
aukstesnio standarto.
URS-03.03 All electrical enclosures and equipment shall be rated for M
IP 44 or higher standard.
Talpyklose turi biiti jrengtos dvi jZeminimo kilpos arba
AISI 304L arba aukstesnés klasés neriidijancio plieno
URS-05.04 jzeminimo jdéklai, tvirtinami prie rezervuaro kojy. M
Tanks shall be provided with two grounding lugs or stud
of AISI 304L or higher grade on the legs of the tank.
Valdymo sistema
Control system
URS-06.01 Talpykloje nebus jrengta valdymo sistema. Netaikom Netaikoma
' No control system shall be provided with the tank. aN/A N/A
3.5. Lentelé: Dokumentams ir techninei pagalbai keliami reikalavimai
3.5 Requirements matrix for documentation and support
Pirmu | Vertinimas
Nr. ApraSymas mas Taip / Ne
No Description Priorit | Assessment
y Yes/No

Tarpinis dokumenty rinkinys

Intermediate documentation package
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Pirmu | Vertinimas

Nr. AprasSymas mas Taip / Ne
No Description Priorit | Assessment
y Yes/No

Tarpiniame dokumenty rinkinyje pateikiama informacija
apie tai, kaip jranga bus suprojektuota ir sumontuota. Si
informacija ir jos parengimo trukmé yra labai svarbiis
UAB ,,Biotechpharma®, siekiant sékmingai uzbaigti
projektavimo etapg. Toliau pateikiami dokumentai turi biiti
pateikiami angly kalba ir jtraukti j Pardavéjui skirtos
informacijos gairiy prieda.

The initial documentation package purpose is to define
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.

Netaik | Netaikoma

oma

URS-07.01

Dokumentacijos rinkinio formatas turi biti:

- 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 arba lygiaverciu formatu

- Sarasai turi buti teikiami Microsoft Excel arba
lygiaverciu formatu

URS-07.02 Format for the documentation package shall be: M

- 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 or equivalent format

- Lists shall be supplied in Microsoft Excel or
equivalent format

Bendri jrangos surinkimo bréZziniai ir 3D brézinys DWG
formatu arba lygiaverciu, jtrauktinas j ,,Biotechpharma“
3D modelj. Dokumente turi buiti nurodyti jrangos
gabaritas, jungCiy vietos su nurodytu jungciy dydziais,
auksc¢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-07.03

Kokybés planas

URS-07.04 Quality Plan

Svarbiausiy komponenty sarasas.

URS-07.05 Critical component list.

[$samils prijungimo viety bréziniai (grindy / sieny / luby
jranga) ir kt.

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

URS-07.06
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Nr.
No

Aprasymas
Description

Pirmu
mas
Priorit
Yy

Vertinimas
Taip / Ne

Assessment
Yes/No

URS-07.07

Duomenys apie dinamines ir statines apkrovas.
Dynamic and static load data.

M

Uzpildymo paketas

Turn over package

URS-08.01

Dokumentacijos rinkinio formatas turi biti:

- 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 arba lygiaverciu formatu

- Sarasai turi buti teikiami Microsoft Excel arba
lygiaverciu formatu

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 or equivalent format

- Lists shall be supplied in Microsoft Excel or
equivalent format

URS-08.02

Bendrieji konstrukciniai bréziniai DWG arba lygiaverciu
formatu

General arrangement drawings in DWG or equivalent
format

URS-08.03

Medziagy sertifikatai, kaip apibrézta pirmiau nurodytuose
reikalavimuose ir medziagy sertifikatai 3.1B pagal
standartag EN10204 ar lygiavertj visoms nuo gaminio
suSlampanc¢ioms dalims. Material certificates as defined
according to requirements above and material certificates
3.1B according to EN10204 or equivalent for all product
wetted parts.

URS-08.04

Atitikties deklaracija visoms taikomoms CE Zenklinimo
direktyvoms.

Declaration of conformity for all applicable CE marking
directives.

URS-08.05

Suvirinimo procediiry patvirtinimas, tvarka ir sertifikatai.
Welding qualifications, procedures and certificates.

URS-08.06

Naudojimo ir techninés priezitiros vadovai angly kalba.
Operating and maintenance manuals in English.

<

URS-08.07

Rekomenduojamas atsarginiy daliy sarasas.
Recommended spare parts list.

URS-08.08

Pazyméjimas apie mechaniniu biidu atlikta poliravimg ir
pavirsiy padengima bei apdirbimg (jskaitant pasyvavimo
metodus ir procediiras).

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

Puslapis 13 1§ 18



Nr.
No

Aprasymas
Description

Pirmu
mas
Priorit
Yy

Vertinimas
Taip / Ne

Assessment
Yes/No

URS-08.09

Sertifikavimo ir eksploatavimo pradzios dokumentai:
e Pirmojo gamyklinio bandymo (angl. FAT)
dokumentai
e Jrangos eksploatavimo bandymo vietoje (angl.
SAT) dokumentai (montavimo ir paleidimo vietoje
dokumentacija, paleidimas vietoje)

e Jrangos montavimo, eksploatavimo (angl. IQ /
0Q) protokolai ir ataskaitos
Qualification and commissioning documents such as:
- FAT documentation
- SAT documentation (installation and start-up
documentation at site, commissioning at site)
- 1Q/0OQ protocols and reports

URS-08.10

Prietaisy, matuokliy ir kity matavimo priemoniy
kalibravimo sertifikatai, kuriy galiojimo laikas yra ne
trumpesnis kaip 10 ménesiy.

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

URS-08.11

Galiojantys prietaisy (naudojamy bandymuose ar jrangos
kalibravimui) kalibravimo sertifikatai

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

URS-08.12

Bandymy sertifikatai ir atlikty bandymy dokumentai,
pavyzdziui, sléginiy indy, vamzdyny sistemy slégio
bandymo procediiros.

,,TUV* slégio bandymo ataskaitos arba kitos analogiskos
ataskaitos.

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

URS-08.13

Biologinio suderinamumo sertifikatai visiems
nemetaliniams pavirSiams ir dalims, turin¢ioms kontakta
su technologiniais srautais (pavyzdziui, diafragmos,
tarpikliai, O-formos ziedai, sandarikliai, movos ir t.t.).
Biological compatibility certificates of all non-metals in
contact with process streams (like diaphragms, gaskets, O-
rings, seals, couplings, etc.).

URS-08.14

Patvirtinti i$pildymo bréZiniai.
Verified as-built drawings.

URS-08.15

Reikalavimy atsekamumo lentel¢ (atsekamumo
reikalavimas — projektavimo nuoroda — bandymo
nuoroda).

Requirement Traceability Matrix (traceability requirement
— design reference — test reference).
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No

Aprasymas
Description

Pirmu
mas
Priorit
Yy

Vertinimas
Taip / Ne

Assessment
Yes/No

URS-08.16

Dokumentai, jei nenurodyta kitaip, pateikiami angly kalba
dviem (2) popieriniais egzemplioriais ir (1) egzempliorius
pateikiamas elektroningje formoje su rodykle, kai taikoma,
vietiniu formatu, atnaujinimui ateityje.

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.

Pagalba
Support

URS-09.01

Gedimo atveju, tiek¢jas teikia techning pagalba viso
garantinio laikotarpio metu (bent 2 m.).

In case of malfunction the Supplier shall provide technical
support for the warranty period (at least 2 year).

URS-09.02

Techning prieziiirg vykdantys darbuotojai ir operatoriai yra
apmokomi dirbti su jranga, jie yra apmokomi nustatyti
gedimus ir atlikti reikiamus remonto darbus.

Start-up support and training for maintenance employees
on troubleshooting and repair of the system and for
operators.

URS-09.03

Komplekte turi biti atsarginés dalys, reikalingos jrangos
eksploatavimui vienerius metus.
Spare parts for one year of operation shall be included.
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3.6. Reglamentai ir standartai

3.6 Regulations and standards

No.

Aprasymas
Description

Pirmumas

Priority

Vertinimas

Taip / Ne

Assessment
Yes/No

Reglamentai ir standartai

Regulations and standards

URS-10.01

Jrangai taikomi reglamentai:Regulations for equipment:

Eudralex - 4 tomas Gerosios gamybos praktikos (GGP)
gairés, I dalis 3 skyrius;

Eudralex - 4 tomas Gerosios gamybos praktikos (GGP)
gairés, 2 priedas;

Eudralex - 4 tomas Gerosios gamybos praktikos (GGP)
gairés, 11 priedas;

Eudralex - 4 tomas Gerosios gamybos praktikos (GGP)
gairiy 15 priedas;

Maisto ir vaisty administracija (FDA) 21 CFR Dalys 210 ir
211.

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.

URS-10.02

Atitikties zenklas CE:

Pagal Europos Sajungos direktyvas.

CE conformity:

In accordance with European Union directives.

URS-10.03

ISO 14644: Svarios patalpos ir su jomis susijusi
kontroliuojama aplinka — 1 dalis: Oro §varumo
klasifikavimas

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

URS-10.04

Amerikos mechanikos inzinieriy draugija: Biologinio
apdorojimo
ASME BPE

URS-10.05

Farmacijos inspekcijy bendradarbiavimo sistema (PIC/s),
11 priedas
PIC/s Annex 11
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Talpyklos sujungimy specifikacija

Tank Connections Specification'

1 Priedas

Attachment 1

Antgalio Sujungimo
identifikacinis Padétis ApraSymas Dydis tipas
kodas Position Description Size Connection
Nozzle ID Type
NI. VirSus / Top Lygio jungiklis / Level Switch DN50 TC
N2. Virsus / Top Suspausto oro ileidimo anga / DN25 TC
Compressed air inlet
N3. Virsus / Top Angos dangtis / Manhole Cover DN600 Sléginis
dangtis /
Pressure lid
N4. Virsus / Top Stebéjimo langelis, jrengtas angos | DN200 TC
dangtyje, su lempa / Sight glass in
manhole cover incl light
N5. VirSus / Top Slegio indikatorius / Pressure DN25 TC
indicator
N6. VirSus / Top Buferio jleidimo anga, jskaitant DN25 TC
panardinamg vamzdelj / Buffer
inlet including dip tube
N7. VirSus / Top Buferio jleidimo anga, jskaitant DN25 TC
panardinamg vamzdelj / Buffer
inlet including dip tube
NS. VirSus / Top Atsarginé jungtis / Spare DN50 TC
NO. VirSus / Top Pramus$imo membrana / Rupture DNS50 TC
Disc
N10. VirSus / Top Atsarginé juntis/ Spare DN50 TC
NI11. VirSus / Top Atsarging jungtis / Spare DN25 TC
N12. VirSus / Top Atsarginé jungtis / Spare DN25 TC
N13. VirSus / Top CIP anga, jskaitant rutulinj DN25 TC
purkstuva / CIP inlet including
spray ball
N14. Virsus / Top CIP anga, jskaitant rutulinj DN25 TC
purkstuva / CIP inlet including
spray ball
N15. VirSus / Top Injekcinio vandens jvadas / WFI DN50 TC
inlet
N16. VirSus/Apacia/ | MaiSyklé / Agitator Priderintas Maisykle /
Top/Bottom prie maiSyklés | Agitator
/ To fit agitator

' Antgaliy matmenys bus patvirtinti detaliojo projektavimo etape
" Nozzle dimensions to be confirmed during detail design
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Antgalio Sujungimo
identifikacinis Padétis ApraSymas Dydis tipas
kodas Position Description Size Connection
Nozzle ID Type
N17. Saldymo Ausinimo jleidziamoji anga / DNS50 Flansas /
kontiiras / Cooling inlet Flange
Jacket
N18. Saldymo Ausinimo i$leidziamoji anga / DNS50 Flansas /
kontiiras / Cooling outlet Flange
Jacket
N19. Saldymo Saldymo kontiiro drenavimas / DN20 Sriegis /
kontiiras / Jacket drainage Thread
Jacket
N20. Apatinés angos | pH jutiklis / pH sensor DN25 TC
lygis / Lower
port level
N21. Apatinés angos | pH jutiklis / pH sensor DN25 TC
lygis / Lower
port level
N22. Apatinés angos | Laidumo daviklis / Conductivity DN25 TC
lygis / Lower sensor
port level
N23. Apatinés angos | Laidumo daviklis / Conductivity DN25 TC
lygis / Lower sensor
port level
N24. Apatinés angos | Atsarginé anga / Spare DN25 TC
lygis / Lower
port level
N25. Apatinés angos | Atsarginé anga / Spare DN25 TC
lygis / Lower
port level
N26. Apatinés angos | Méginiy émimo anga / Sample port | DN50 TC
lygis / Lower
port level
N27. Apacia Temperatiiros kiSen¢ / Temperature | M18x1.5 Suvirinta
pocket kisené /
Welded
Pocket
N28. Apacia Apatin¢ iSleidimo anga (stkurio DNS50 TC
pertraukiklis talpyklos viduje) /
Bottom outlet (vortex breaker
inside tank)
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PRIEDAS NR. 1 ,TECHNINE SPECIFIKACIJA“

ANNEX NO. 1 "TECHNICAL SPECIFICATION"

TALPOS (NR. 1.007)

PATVIRTINTA
Pirkimo komisijos
2019-07-26 protokolu

TANKS (NO 1.007)

APPROVED

by minutes of the
Procurement Commission
26-07-2019

TALPA ISGRYNINTO VANDENS
SAUGOJIMUI (30000 L)

TANK FOR STORAGE OF PURIFIED
WATER (30000 L)
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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

Pirmenvb Ivertinimas
Nr. Aprasymas 6 y Taip / Ne
No. Description Priori Assessment
o Yes/No
Validavimas
Validation
Visi kvalifikacijos protokolai (IQ / QQ) turi biiti ,,Biotechpharma“
erziliréti, i§ anksto patvirtinti prie$ vykdyma ir patvirtinti po vykdymo
URS-01.01 p p p ykdyma 1r p po vykdy M
All qualification protocols (IQ/OQ) must be reviewed and preapproved
before execution and approved after execution by Biotechpharma
Patvirtinantys asmenys — sistemos savininkas, techninis savininkas,
Validavimo grupés vadovas ir kokybés uztikrinimo vadovas
URS-01.02 M
Approval persons must include system owner, technical owner, Head of
Validation group and QA Manager
Nuokrypiai ir taisomieji veiksmai turi biiti patvirtinti ,,UAB
Biotechpharma*
URS-01.03 M
Deviations and corrections actions must be approved by Biotechpharma
UAB
IQ galima paleisti tik kai sistema yra visiskai jdiegta
URS-01.04 Qe P Y e M
1Q can be started only after system is completely installed
URS-01.05 | 1Q bus visada vykdomas anksciau uz OQ M

Puslapis 31§ 17



Pirmenyb Ivertinimas
Nr. Aprasymas X Taip / Ne
No. Description Pri:ri - Assessment
Yes/No
Performance of the 1Q will always precede performance of OQ
Priimtinumo kriterijai turi biti aiskiai apibrézti M
URS-01.06 Acceptance criteria must be clearly defined
Validavima atliekantis asmuo privalo turéti jrodymy, kad buvo
apmokytas atlikti validavima
URS-01.07 M
Persons who perform qualification must have evidence about training
on validation activities
3.1 Reikalavimy matrica pagrindinei PW saugojimo talpos konstrukcijai
3.2 Requirements matrix for basic design of the PW storage tank
Ivertinimas
Nr. Aprasymas Pirmenybé Taip / Ne
No Description Priority Assessment
Yes/No
Pagrindiniai techniniai parametrai
Basic design
Talpos turis:
o Bendras tiiris ne daugiau kaip, I: 30000
e 25000-30000 1 darbinio tairio
URS-02.01 M
Vessel volumes:
e Not more than 30000 L total volume
e 25000-30000 L working volume
Talpa turi biiti tinkama jrengti horizontaliai
URS-02.02 M
The tank shall be suitable for horizontal installation
Talpa turi biiti apriipinta stovu ir bent 4 kojomis
URS-02.03 M
The tank shall be equipped with a stand with at least 4 legs
Kojos turi biiti suprojektuotos taip, kad dél silumos galéty issiplésti
URS-02.04 M
The legs shall be designed to allow for thermal expansion
Talpa privalo biti cilindro formos ir toroidiniais-sferiniais Sonais.
URS-02.05 M
The tank must be cylindrical with tori-spherical sides.
Talpa turi turéti bent 1 laipsnio nuolyd; prie 8l jungciy, kad biity galima
visiSkai iSdrenuoti
URS-02.06 M
The tank shall have a slope of at least 1 degree towards the outlet
connections to allow complete drainage.
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No

Aprasymas

Description

Pirmenybé
Priority

Ivertinimas
Taip / Ne

Assessment
Yes/No

URS-02.07

Talpoje turi bati anga / liukas (min. DN600 atidarymo). Anga turi bati
pritvirtinta spyruokle ir sujungta sandariais ,,O* formos Ziedais bei
lenktais verzliniais spaustukais. Anga turi biiti jrengta talpos Sone arba
virSuje. Vidinis liuko krastas turi biiti nuozulnus, o liuko rémo aukstis
turi biiti sumazintas, kad biity galima geriau valyti.

The tank shall be provided with a manway/manhole (min DN600
opening). The manway shall be spring assisted and hinged with O-ring
sealed flanges and wing-nut clamps. The manway shall be installed on
the side or on the top of the tank. Internal edge of manhole shall be
chamfered and the height of the manhole neck shall be minimized to
improve cleaning ability.

URS-02.08

Talpa turi turéti apzitros langelj, pritvirtintg atidarymo liuke su lempute
ir mygtuku lemputei

The tank shall have a sight glass mounted on the manhole with a lamp
and a push button for the lamp

URS-02.09

Tik ,,Tri-Clover* tipo jungtys arba vieno lygio NovAseptic, arba
atitinkamos jungtys turi biti naudojamos kaip sanitarinés jungtys.
Jungtys turi atitikti ASME BPE arba lygiavert;.

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

URS-02.10

Temperatiiros matavimo kanalas turi biiti jrengtas talpos apacioje.

There shall be a thermowell installed at the bottom of the tank.

URS-02.11

Talpa turi biiti su $aldymo kontiiru ir izoliuota. Saldymo kontiiras turi
siekti virSutinj darbinio tiirio lygi.

The tank shall be jacketed and insulated. The jacket shall reach the upper
working volume level..

URS-02.12

Konstrukcijos slégis talpai ir gaubtui: bent +4 bar(g)

Design pressure for the tank and jacket: -at least up to +4 bar(g)

URS-02.13

Konstrukcijos temperatiira talpai ir gautui: -0/+150 °C arba platesnio
diapazono

Design temperature for the tank and jacket: -0/+150 °C or wider
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No

Aprasymas

Description

Pirmenybé
Priority

Ivertinimas
Taip / Ne

Assessment
Yes/No

URS-02.14

Talpa turi biiti tiekiama su apkrovos jutikliu ar jo atitikmeniu:

Jutiklio diapazonas: bent 0-50000 kg
Jutiklio matavimo Zingsnis: < 1,0 kg
Jutiklio tikslumas: < 0,02 %

The tank shall be supplied with a load sensor or equivalent:
Sensor range: at least 0 — 50 000 kg

Sensor resolution: < 1.0 kg
Sensor accuracy: < 0.02 %

URS-02.15

Turi biiti jrengtos bent keturios plovimo galvutés, kad biity uztikrintas
visiSkas vidinio talpos pavirSiaus, jskaitant visas talpos jungtis /
antgalius, i§valymas. Reikalaujama statin¢ plovimo galvute (360°).
Plovimo galvutés turi buti visiSkai iSdrenuojamos

Pries pradedant talpy gamyba, pavyzdinis plovimo brézinys turi bti
iSduotas patvirtinimui.

At least four spray balls shall be installed to ensure complete cleaning
of the internal surface of the tank, including all tank connections/
nozzles. A static spray ball assembly (360°) is required. Spray balls
shall be completely drainable.

A spray pattern drawing must be issued for approval before start of
manufacturing of tanks.

URS-02.16

Talpa turi biiti apriipinta diafragminiu i$leidimo voztuvu su PTFE ar
atitinkama tarpine ir mechanizmu atidaryt/uzdaryti voztuva

The tank shall be equipped with a diaphragm outlet valve with PTFE
or equivalent membrane and actuator

URS-02.17

Iranga ir dalys, kurioms reikia nuolatinés techninés priezitiros, turi bti
prieinami.

Equipment and components which require regular maintenance shall be
accessible

URS-02.18

Talpa turi biiti tiekiama su pramusimo membrana ir pramusSimo
membranos indikatoriumi.

Pramusimo slégis pagal PED
The tank shall be supplied with a burst disc and a burst disc indicator

Burst pressure according to PED

URS-02.19

Pramus$imo membrana turi biiti pritvirtinta taip, kad biity galimas
visiSkas talpos iSvalymas

The burst disc shall be mounted so complete cleaning of the tank is
possible
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No

Aprasymas

Description

Pirmenybé
Priority

Ivertinimas
Taip / Ne

Assessment
Yes/No

URS-02.20

Bendras talpos aukstis, kartu su stovu, neturi vir§yti 3000 mm Irangos
aukstis turi biiti pasirinktas su ,,Biotechpharma* sutikimu.

The overall height of the tank including stand shall not exceed 3 000
mm. The height of equipment has to be chosen in consent with
Biotechpharma

URS-02.21

Bendras talpos ilgis neturi virS§yti 9500 mm. Jrangos ilgis turi bati
pasirinktas su ,,Biotechpharma“ sutikimu

The overall length of the tank shall not exceed 9 500 mm. The length of
equipment have to be chosen in consent with Biotechpharma

URS-02.22

Talpos forma turi biiti suderinama su montavimo ploto planu ir jame
tilpti.

The tank configuration shall be compatible with and fit within the layout
of the area for installation.

URS-02.23

Talpa turi biiti apriipinta jungtimis, apraSytomis 1 priede

The tank shall be equipped with the connections described in
Attachment 1

URS-02.24

Visos dalys, jskaitant jranga, voztuvus, laidus, prietaisus ir kt., turi
turéti unikalig Zyma, taip pat apibiidinting dokumentacijoje

All components, including but not limited to equipment, valves, cables
and instruments, shall have a unique tag also to be defined in the
documentation

URS-02.25

Visi gamybos bréziniai privalo biiti iSduoti patvirtinti ir pasiraSyti kaip
patvirtinti prie§ pradedant gamyba.

All fabrication drawings must be issued for approval and signed
approved before start of manufacturing.

URS-02.26

Visos jungtys turi biiti iSvardytos pagal tipg ir matmenis bendruose
jrangos surinkimo bréziniuose.

All connections shall be listed with type and dimension on the general
arrangement drawings.

3.3 Reikalavimy matrica konstrukcijai, medZiagoms ir pavirSiams

3.3 Requirements matrix for construction, material and design

Nr.
No

Aprasymas
Description

Pirmenybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

Konstrukcija, medziagos ir pavirsiai

Construction, material and design
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Nr.
No

Aprasymas
Description

Pirmenybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-03.01

Visos salytyje su produktu esancios dalys turi biiti neriidijancio plieno
AISI 316L ar aukstesnio lygio, mechaniniu biidu atliktas §lifavimas iki
Ra<0,8 um.

All product contact parts shall be in stainless steel grade AISI 316L or
higher grade mechanical polished to Ra < 0.8 um.

URS-03.02

Visos nekontaktuojancios su produktu dalys turi biiti neriidijancio
plieno AISI 316L ar aukstesnio lygio

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

URS-03.03

,O formos ziedai ir tarpikliai turi biiti i§ EPDM arba PTFE arba
atitinkamos medziagos, atitinkancios FDA

O-rings and gaskets shall be in FDA compliant EPDM or PTFE or
equivalent

URS-03.04

Vidinis talpos pavirsius turi biti nuslifuotas mechaniniu biidu.
Ivykdymo ataskaita turi biti pridéta prie talpos dokumentacijos.

The internal surface of the tank shall be mechanically polished. An
execution report shall be attached to the tank documentation.

URS-03.05

Talpos vidus turi biiti pasyvuotas 10 % HNOs arba atitinkamu tirpikliu

The inside of the tank shall be passivated with 10 % HNO; or equivalent

URS-03.06

Nertidijancio plieno virinimas turi biiti atlickamas inertinémis dujomis.
Visos salytyje su produktu esancios suvirinimo siiilés turi biiti be
jtrikimy ar jplySimy

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

URS-03.07

Talpos kojos ir iSoriné plieno apdaila turi baiti AISI 304 neriidijancio
plieno ar aukstesnio lygio.

Tank legs and external steel cladding shall be made in AISI 304 stainless
steel or higher grade.

URS-03.08

Talpos suvirinimo sitlés turi atitikti sléginiy indy taisykles (PED).

Tank welding shall be in accordance with pressure vessel code (PED).

URS-03.09

ISorinis pavirsius turi biti i§ anksto nuslifuotas ir sandariai suvirintas
plieno lakstais. Banguota, déméta ar nevienoda apdaila néra tinkama.
Visi pavirSiai turi biiti valytini.

The external surface shall be by pre-brushed, seal welded steel sheets.
Wavy, patchy or uneven appearance is not acceptable.
All surfaces shall be cleanable.

URS-03.10

Sanitarinés talpos jungtys / antgaliai turi atitikti ASME BPE ar
lygiaverciai konstrukcijos plang ir medziagos dimensijas.

Sanitary tank connections/nozzles shall follow the design intention and
material dimensions of ASME BPE or equivalent.
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Nr.
No

Aprasymas
Description

Pirmenybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-03.11

Turi biiti pateikiamos tinkamos kélimo kilpos (bent 4), kad bty
lengviau kelti ir montuoti.

Suitable lifting lugs (4 minimum) shall be supplied to facilitate lifting
and installation.

URS-03.12

Izoliacijos gaubtas turi biiti besitlis suvirinto plieno lakstas. Gaubtas
turi biiti jdubes prie jungciy, kad jas buty 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 medZziaga turi biiti mineraliné vata be chloro ar panasi.

Insulation material shall be chloride free mineral wool or similar.

URS-03.14

Talpa turi biiti gaminama nertdijancio plieno jrangos gamybai skirtoje
vietoje.

Frezuotas plienas neturi buti apdirbamas toje pacioje vietoje, talpos
gamybai turi biti naudojami tik tam skirti jrankiai ir masinos

The tank shall be manufactured in an area dedicated for manufacturing
of stainless steel equipment.

Milled steel must not be worked in the same areas and only dedicated
tools and machines shall be used for the manufacturing of the tank

URS-03.15

Pries pristatyma talpa turi biiti iSvalyta; visi pavirSiai turi bati
nuriebalinti ir nuvalyti Sarminiu plovikliu. Valymas turi buti atlickamas
ir pries, ir po apziiiros ir testavimo

The tank 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-03.16

Leidziama ne daugiau kaip 3D aklyjy atSaky

No more than 3D dead legs are allowed

URS-03.17

Tik vieno-lygio jungtys turi biiti jrengiamos ant talpos, Zr. 1 prieda.
,Biotechpharma“ turi patvirtinti jungtis, kurios negali biiti vieno-lygio,
pries pradedant talpos gamyba.

Only flush connections shall be mounted on the tank, see Attachment 1.
Biotechpharma shall approve specific connections that cannot be flush
connections before manufacturing of the tank begins.
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3.4 Reikalavimy matrica pagalbinéms sistemoms, elektrai ir valdymo sistemai

3.4 Requirements matrix for utilities, electrical and control system

Ivertinimas
Nr. Aprasymas Pirmenybé Taip / Ne
No Description Priority Assessment
Yes/No
Pagalbinés sistemos
Utilities
Maitinimo $altinis: 400 V (trifazé srové + N + E) arba 230 V (vienfazé
srové + N+ E), 50 Hz
URS-04.01 M
Power supply: 400 V (3 phase + N + E) or 230 V (1 phase + N + E), 50
Hz
Elektra
Electrical
Visi elektriniai skydeliai ir jranga turi buti klasifikuojami pagal IP 44
arba aukStesn;j standartg.
URS-05.01 M
All electrical enclosures and equipment shall be rated for IP 44 or higher
standard.
Talpa turi buiti aprupinta AISI 304L ar aukStesnio lygio dviem
jzeminimo kilpomis ar sriegiais ant talpos kojy.
URS-05.02 M
Tanks shall be provided with two grounding lugs or stud of AISI 304L
or higher grade on the legs of the tank.
Valdymo sistema
Control System
Jokia valdymo sistemos neturi biiti pateikiama su talpa N/A
URS-06.01 N/A
No control system shall be provided with the tank
3.5 Reikalavimy matrica dokumentacijai ir palaikymui
3.5 Requirements matrix for documentation and support
Ivertinimas
Nr. Aprasymas Pirmenybé Taip / Ne
No Description Priority Assessment
Yes/No

Tarpinis dokumenty rinkinys

Intermediate documentation package
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Nr.
No

Aprasymas
Description

Pirmenybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-07.01

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

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.

N/A

N/A

URS-07.02

Dokumentacijos rinkinio formatas turéty bti:

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

- Kokybés dokumentai turi biiti teikiami Microsoft Word ar
lygiaverciu formatu

- Sarasai turi bati teikiami Microsoft Excel ar lygiaverciu
formatu

Format for the documentation package shall be:

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

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

- Lists shall be supplied in Microsoft Excel or equivalent format

URS-07.03

Bendrieji jrangos konstrukciniai bréziniai ir 3D bréziniai privalo buti
pateikiami DWG ar lygiaverciuformatu, kad biity galima juos jtraukti
,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
or equivalent format 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

ISsamiis jungcCiy viety bréziniai (jranga grindims / sienoms / luboms) ir
kiti DWG arba lygiaverc¢iu formatu

Detail drawings of connection locations (equipment for
floor/wall/ceiling) and other in DWG or equivalent format
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Nr.
No

Aprasymas
Description

Pirmenybé
Priority

Ivertinimas
Taip / Ne
Assessment
Yes/No

URS-07.07

Dinaminiai ir statiniai apkrovos duomenys

Dynamic and static load data

M

Pridavimo paketas

Turn over package

URS-08.01

Dokumentacijos rinkinio formatas turéty buti:

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

- Kokybés dokumentai turi biiti teikiami Microsoft Word ar
lygiaverciu formatu

- Sarasai turi buti teikiami Microsoft Excel ar lygiaverciu
formatu

Format for the documentation package shall be:

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

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

- Lists shall be supplied in Microsoft Excel or equivalent format

URS-08.02

Bendri surinkimo bréziniai DWG arba lygiaver¢iu formatu

General arrangement drawings in DWG or equivalent format

URS-08.03

Medziagy sertifikatai, kaip apibrézta pagal anksciau pateiktus
reikalavimus, ir visy produkto kontaktuojamy daliy medziagy
sertifikatai 3.1B pagal EN10204 arba lygiavert]

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

URS-08.04

Visy taikomy CE Zenklinimo direktyvy atitikties deklaracija.

Declaration of conformity for all applicable CE marking directives.

URS-08.05

Suvirinimo kvalifikacijos, procediiros ir sertifikatai.

Welding qualifications, procedures and certificates.

URS-08.06

Naudojimo ir techninés priezitros vadovai angly kalba

Operating and maintenance manuals in English

URS-08.07

Rekomenduojamy atsarginiy daliy sgrasas.

Recommended spare parts list.

URS-08.08

Sertifikatas dél atlikto §lifavimo mechaniniu biidu ir pavirSiaus
uzbaigtumo (jskaitant pasyvavimo metodus ir procediiras).

Certificate on performed mechanically polishing and surface finish,
(including passivation methods and procedures).
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Ivertinimas
Nr. ApraSymas Pirmenybé Taip / Ne
No Description Priority Assessment
Yes/No
Kvalifikacijos ir paleidimo dokumentai, kaip:
- FAT dokumentacija
- SAT dokumentacija (jdiegimo ir jjungimo vietoje
dokumentacija, paleidimas vietoje)
- 1Q/QQ protokolai ir ataskaitos
URS-08.09 M
Qualification and commissioning documents such as:
- FAT documentation
- SAT documentation (installation and start-up documentation at
site, commissioning at site)
- 1Q/OQ protocols and reports
Irankiy, matuokliy ir t. t. kalibravimo sertifikatai, galiojantys bent 10
meénesiy nuo pristatymo laiko.
URS-08.10 M
Calibration certificates for instruments, gauges, etc. with minimum 10
months validity at delivery.
Irankiy, naudoty testuoti ar kalibruoti jranga, galiojantys kalibravimo
sertifikatai.
URS-08.11 M
Valid calibration certificates for instruments used to test or calibrate
Equipment.
Testavimo sertifikatai ir testavimo dokumentacija, pvz., slégio
testavimo procediiros sléginiams indams, vamzdyny sistemoms. TUV
URS-08.12 slégio testy ataskaitos ar atitinkami dokumentai. M
Test certificates and test documentation, e.g. Pressure test procedures for
pressure vessels, pipe systems. TUV pressure test reports or equivalent.
Visy ne metaliniy daliy, esanciy salytyje su procesy srautais, biologinio
suderinamumo sertifikatai (kaip diafragmuy, tarpikliy, ,,O* formos
ziedy, sandarikliy, jung¢iy ir t. t.).
URS-08.13 M
Biological compatibility certificates of all non-metals in contact with
process streams (like diaphragms, gaskets, O-rings, seals, couplings,
etc.).
Patikrinti ir perzitiréti bréziniai.
URS-08.14 M
Verified as-built drawings.
Reikalavimy atsekamumo matrica (atsekamumo reikalavimas —
nuoroda j projekta — nuoroda j testavima).
URS-08.15 M
Requirement Traceability Matrix (traceability requirement — design
reference — test reference).
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Ivertinimas
Nr. ApraSymas Pirmenybé Taip / Ne
No Description Priority Assessment
Yes/No
Dokumentacija turi biiti angly kalba, jei nenurodyta kitaip, ir pateikta
dviem (2) popierinémis kopijomis ir (1) indeksuota elektrine kopija,
»gimtuoju‘ formatu, kai taikoma, paskesniems atnaujinimams
URS-08.16 M
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
Support
Gedimo atveju garantinio laikotarpio metu (bent 2 metai) Tiekéjas turi
teikti techning pagalba
URS-09.01 M
In case of malfunction the Supplier shall provide technical support for
the warranty period (at least 2 year).
Palaikymas paleidimo metu ir mokymai techninés prieziiiros
darbuotojams apie tai, kaip spresti sistemos problemas bei remontuoti,
URS-09.02 ir operatoriams. M
Start-up support and training for maintenance employees on
troubleshooting and repair of the system and for operators.
Atsarginés dalys vieneriems naudojimo metams turi biiti pridedamos.
URS-09.03 M
Spare parts for one year of operation shall be included.
3.6 Reikalavimy matrica reglamentams ir standartams
3.6 Requirements matrix for regulations and standards
Ivertinimas
Pi bé Taip /N
Nr. AprasSymas frmenybe HEERE
No Description Priority Assessment
Yes/No

Reglamentai ir standartai

Regulations and standards
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Reglamentai jrangai:
Eudralex — Gamybos praktikos gidas (GMP), 4 tomas, I dalis, 3
skyrius;
Eudralex — Gamybos praktikos gidas (GMP), 4 tomas, 2 priedas;
EudralLex — Gamybos praktikos gidas (GMP), 4 tomas, 11 priedas;
Eudralex — Gamybos praktikos gidas (GMP), 4 tomas, 15 priedas
FDA 21 CFR 210 ir 211 dalys.
URS-10.01 Regulations for equipment: M
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.
CE atitiktis: pagal Europos Sajungos direktyvas
URS-10.02 M
CE conformity: In accordance with European Union directives
ISO 14644 Svarios patalpos ir susijusios kontroliuojamos aplinkos N/A
patalpos — 1 dalis: Oro Svarumo klasifikavimas pagal daleliy
URS-10.03 koncentracija N/A
ISO 14644 Cleanroom and associated controlled environments — Part
1: Classification of air cleanliness
ASME BPE
URS-10.04 M
ASME BPE
PIC/S 11 priedas
URS-10.05 M
PIC/s Annex 11
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Talpos jungéiy specifikacija'

Tank Connections Specification'

1 priedas

Attachment 1

Antgalio

Jungties tipas

= Position Description S | Conmection
Nozzle 1D Type
N1. VirSus Lygio jungiklis DNS50 TC
Top Level Switch
N2. Virsus Slégio indikatorius DN25 TC
Top Pressure indicator
N3. VirSus ISgryninto vandens grazinimo linija DNS8O TC
Top Purified water loop return
N4. Virsus ISgryninto vandens grazinimo linija DNS8O0 TC
Top Purified water loop return
N5. VirSus ISgryninto vandens grazinimo linija DNS8O TC
Top Purified water loop return
N6. VirSus ISgryninto vandens grazinimo linija DNS8O TC
Top Purified water loop return
N7. Virsus Pramus$imo membrana DNS8O0 TC
Top Rupture Disc
N8S. Virsus ISleidimo anga DNS50 TC
Top Vent outlet
NO. VirSus Atsarginé jungtis DNS50 TC
Top Spare
N10. VirSus Atsarginé jungtis DNS50 TC
Top Spare
N11. VirSus Atsarginé jungtis DN25 TC
Top Spare
N12. VirSus Atsarginé jungtis DN25 TC
Top Spare
N13. Sonas ISgryninto vandens i¢jimas DNS50 TC
Side Purified water inlet
N14. Sonas/Virsus / Liuko gaubtas DN600 Sléginis
Side/Top Manhole Cover dangtis
Pressure lid
Ni15. | Sonas/Virsus/ | Apzidros stiklas liuke su ap§vietimu | DN200 TC
Side/Top Sight glass in manhole cover incl light
N16. Saldymo Ausinamoji jleidimo anga DNS50 Flansas
konttiras Cooling inlet Flange
Jacket
N17. Saldymo Ausinamoji i$leidimo anga DNS50 Flansas
kontiiras Cooling outlet Flange
Jacket

' Antgaliy dimensijos turi biti patvirtintos detaliy konstrukcijos metu.
" Nozzle dimensions to be confirmed during detail design
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Antgalio

Jungties tipas

b | e Aprtymas Dt oo
Nozzle ID Type
N18. Saldymo Saldymo kontiiro drenavimas DN20 Sriegis
kontiiras Jacket drainage Thread
Jacket
N19. Apacia Temperatiiros sensorius M18x1.5 Suvirintas
Bottom Temperature pocket sensorius
Welded Pocket
N20. Apacia Apatinis iSleidimas DNI125 TC
Bottom Bottom outlet
N21. Apacia Talpos drenavimas DNS50 TC
Bottom Tank drain

* Detaliojo projektavimo etape bus tikrinami antgaliy matmenys, dydis ir skaicius
*Dimensions, size and number of nozzles to be verified during detail design
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PRIEDAS NR. 1 ,TECHNINE SPECIFIKACIJA“

ANNEX NO. 1 "TECHNICAL SPECIFICATION"

TALPOS (NR. 1.007)

PATVIRTINTA
Pirkimo komisijos
2019-07-26 protokolu

TANKS (NO 1.007)

APPROVED

by minutes of the
Procurement Commission
26-07-2019

TALPA INJEKCINIO VANDENS
SAUGOJIMUI (20000 L)

TANK FOR STORING INJECTION
WATER (20000 L)
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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.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

URS-01

Validavimas / Validation

URS-01.01

Patikrinimy protokolai turi buti perzitirimi ir patikrinami
pries bet kokiy darby vykdyma ir juos jvykdzius.
Qualification protocols must be reviewed and preapproved
before execution and approved after execution.

URS-01.02

Protokolus patvirtinti privalo sistemos savininkas, techninis
savininkas, kokybés uztikrinimo validavimo grupés
vadovas ir UAB ,,Biotechpharma“ kokybés uztikrinimo
vadovas.

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

URS-01.03

UAB ,,Biotechpharma“ kokybés uZztikrinimo skyrius privalo
patvirtinti bet kokius nukrypimus ir taisomuosius veiksmus.
Deviations and corrective actions must be approved by
Biotechpharma Quality Assurance.

URS-01.04

Montavimo patikrinimo procesas gali biiti pradétas tik po
to, kai visa sistema yra pilnai sumontuota ir
sukomplektuota.

1Q can be started only after system is completely installed.

URS-01.05

Montavimo patikrinimas privalo biiti atlickamas anksciau
nei jrangos eksploatavimo patikrinimas.
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Nr.
No.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

Performance of the 1Q will always precede performance of
the OQ.

URS-01.06

Irangos eksploatavimo bandymo vietoje (angl. SAT) ir
pirmieji gamykliniai bandymai (angl. FAT) privalo biiti
patvirtinti prie§ atliekant montavimo patikrinima.
Montavimo patikrinimas privalo biiti atlickamas anksciau
nei jrangos eksploatavimo patikrinimas.

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

URS-01.07

Patvirtinimo kriterijai privalo buti aiskiai apibrézti.
Acceptance criteria must be clearly defined.

URS-01.08

Personalas, atliekantis montavimo patikrinima / jrangos
eksploatavimo patikrinimg klienty aptarnavimo vietoje,
privalo turéti atitinkamg kvalifikacijg ir pateikti
kvalifikacijg patvirtinantj pazyméjima.

Personnel, who will perform IQ/OQ at customer site shall
have appropriate qualification and provide certificate/-s
confirming his qualification.

3.2. Lentelé: Pagrindiniams techniniams parametrams keliami reikalavimai

3.2 Requirements matrix for basic design

Nr.
No.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

URS-02

Pagrindiniai techniniai parametrai

Basic design

URS-02.01

Rezervuary tiiriai:
e Bendra tiiris ne daugiau kaip, 1: 20000
e 15000-20000 1 darbinio tario

Vessel volumes
e Not more than 20000 L total volume
e 15000-20000 L working volume

URS-02.02

Konfigiiracija: horizontali
Configuration: Horizontal

URS-02.03

Stovas:

e Maziausiai 4 kojos
Stand:

o Atleast 4 legs

URS-02.04

Kojos turi biiti suprojektuotos taip, kad bty sudarytos
salygos Siluminiam plétimuisi.
The legs shall be designed to allow for thermal expansion.

URS-02.05

Talpyklos skersmuo ne didesnis kaip 2,5 m, bendras aukstis
ne didesnis kaip 3,1 m. [rangos iSmatavimai turi buti
pasirinkti su ,,Biotechpharma“ sutikimu
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Nr.
No.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

Tank diameter not wider than 2.5 m, overall Height not
higher than 3.1 m. The dimensions of equipment have to be
chosen in consent with Biotechpharma

URS-02.06

Talpykloje turi biiti jrengta apziiiros anga / landa (bent
DN600 skersmens anga), esanti talpyklos Sone arba virSuje.
Apziiiros anga (liukas) turi biiti su spyruokle ir dangtis
tvirtinamas sandariais ,,O* formos flans$ais ir atlenkiamomis
sparnuotomis verzlémis. Vidinis apziiiros angos krastas turi
biiti su nuozulnus, o angos kaklo aukstis turi buti kuo
mazesnis, kad biity galima lengviau iSvalyti.

The tank shall be provided with a manway/manhole (min
DN600 opening) located at the side or on the top of the
tank. The manway shall be spring assisted and hinged with
O-ring sealed flanges and wing-nut clamps. Internal edge of
manhole shall be chamfered, and the height of the manhole
neck shall be minimized to improve cleaning ability.

URS-02.07

Talpykloje virSuje ar Sone turi biiti jrengtas stebéjimo
langelis su apziiiros lempa ir mygtukiniu jungikliu lempai
jjungti.

The tank shall have a sight glass mounted on the top or at
the side with a lamp and a push button for the lamp.

URS-02.08

Sanitarinés sklendés turi biiti sumontuotos tose vietose,
kuriose jos lieciasi su produktu.
Product contact valves must be sanitary type.

URS-02.09

Talpyklos apacioje turi biiti jrengtas termometrinis jutiklis.
There shall be a thermowell installed at the bottom of the
tank.

URS-02.10

Talpykla turi biiti su $aldymo kontiiru ir izoliuota. Saldymo
konturas turi siekti virSutinj darbinio tirio lygi.

The tank shall be jacketed and insulated. The jacket shall
reach the upper working volume level..

URS-02.11

Talpyklos ir gaubto projektinio slégio diapazonas:
bent + 4 barai.
Design pressure for tank and jacket: -at least up to bar.

URS-02.12

Talpyklos ir gaubto projektinés temperatiiros diapazonas: -
0/+150 °C ar platesnis.

Design temperature for tank and jacket: -0/+150 °C or
wider.

URS-02.13

Talpykloje privalo biti jrengtas apkrovos daviklis arba kitas
panaSus daviklis:

Jutiklio diapazonas: 0 - 25 000 kg (nejskaitant talpyklos
SVOorio)

Jutiklio skiriamoji geba: < 1,0 kg

Jutiklio tikslumas: < 0,02%

The tank shall be supplied with a load sensor or equivalent:
Sensor range: 0 — 25 000 kg (Excluding the weight of the
tank)

Sensor resolution: < 1.0 kg

Sensor accuracy: < 0.02 %
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Nr.
No.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

URS-02.14

Turi biiti jrengti bent du rutuliniai purkstuvai, kad biity
uztikrintas visiskas talpyklos vidinio pavirSiaus i§valymas,
iskaitant visas talpykloje esancias jungtis / antgalius.
Reikalingas standartinis statinis rutulinis purkStuvas (360
©). Rutuliniai purkstuvai turi biiti visiSkai iSdrenuojami.
Pries pradedant gaminti talpyklas, bttina pateikti purSkimo
principing schema.

At least two spray balls shall be installed to ensure
complete cleaning of the internal surface of the tank,
including all tank connections/ nozzles. A static spray ball
assembly (360°) is required. Spray balls shall be completely
drainable.

A spray pattern drawing must be issued for approval before
start of manufacturing of tanks.

URS-02.15

Iranga ir komponentai, kuriuos reikia reguliariai prizitiréti,
turi biiti prieinami.

Equipment and components which require regular
maintenance shall be accessible.

URS-02.16

Talpykla turi biiti aprupinta su 1 priede aprasSytomis
jungtimis.

The tank shall be equipped with the connections described
in Attachment 1.

URS-02.17

Talpykloje privalo biiti sumontuota pramuSimo membrana
su indikatoriumi.

Pramusimo slégis:

pagal Sléginiy jrenginiy direktyvos reikalavimus.

The tank shall be supplied with a burst disc and a burst disc
indicator.

Burst pressure: According to PED requirements.

URS-02.18

Pramu$imo membrana turi biiti sumontuota taip, kad
talpykla buty galima pilnai iSvalyti.

The burst disc shall be mounted so complete cleaning of the
tank is possible.

URS-02.19

Visi komponentai, jskaitant, bet neapsiribojant, jranga,
voZztuvais, laidais ir prietaisais, privalo biiti identifikuojami
unikaliais Zymenimis, kurie taip pat turi biiti nurodyti
dokumentuose.

All components, including but not limited to equipment,
valves, cables and instruments, shall have a unique tag also
to be defined in the documentation

URS-02.20

Talpyklos konfigtiracija turi buiti suderinama su numatytu
jrengimo vietos iSdéstymu.

The tank configuration shall be compatible with and fit
within the layout of the area for installation.

URS-02.21

Privaloma naudoti sanitarines jungtis.
Sanitary connections shall be used.

URS-02.22

Talpykla ir sistema privalo buti jrengta bent su 1 laipsnio
nuolydziu link nuotéky surinkimo vamzdziy; visiskai
iSdrenuojama.
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Nr.
No.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

Tank and system shall be sloped min 1 degree, towards
drain, and fully drainable.

3.3. Lentelé: Konstrukeijai, medZiagoms ir pavirSiams keliami reikalavimai

3.3 Requirements matrix for construction, material and surfaces

Nr.
No.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

URS-03

Konstrukcija, medziagos ir pavirsiai

Construction, material and surfaces

URS-03.01

Visos su produktu kontaktuojancios dalys turi buti
pagamintos i8 neriidijancio plieno markés AISI 316L arba
aukstesnés klasés, apdorotos mechaniniu biidu iki < 0,8 um
Ra.

All product contact parts shall be in stainless steel grade
AISI 316L or higher grade mechnanically polished to Ra <
0.8 pm.

URS-03.02

Visos kontakto su produktu neturincios dalys turi biiti
pagamintos i8 neriidijancio plieno markés AISI 316L arba
aukstesnés klasés.

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

URS-03.03

O-formos ziedai ir tarpikliai — i§ granuliuoto
politetrafluoretileno (PTFE) ir EPDM, atitinkantys FDA
reikalavimus arba analogiski.

O-rings and gaskets shall be in FDA compliant PTFE and
EPDM or equivalent.

URS-03.04

Vidinis talpyklos pavirSius turi biiti apdorotas mechnainiu
biidu.

Prie talpyklos dokumenty pridedama vykdymo ataskaita.
The internal surface of the tank shall have been
mechanically polished. An execution report shall be
attached to the tank documentation.

URS-03.05

Talpyklos vidus pasyvuojamas 10 % azoto riig§timi HNO;
arba analogisku tirpikliu.

The inside of the tank shall be passivated with 10 % HNO;
or equivalent.

URS-03.06

Nertdijancio plieno virinimo atveju, turi biiti naudojamos
apsaugings inertinés dujos. Visos gaminio kontaktinés
suvirinimo sitlés turi biti be jtrukimy ir plySiy.

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

URS-03.07

Talpyklos kojos ir iSoriné plieniné apdaila turi bati
pagaminta i$ neriidijancio plieno, kurio marke AISI 304
arba aukstesnés klasés.
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Nr.
No.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

Tank legs and external steel cladding shall be made in AISI
304 stainless steel or higher grade.

URS-03.08

Talpyklos suvirinimo darbai turi atitikti Sléginiy jrenginiy
direktyvos reikalavimus.

Tank welding shall be in accordance with pressure vessel
code (PED).

URS-03.09

Vamzdziy sujungimui naudojama automatinio orbitinio
suvirinimo technologija (jei tai techniskai jmanoma);
suvirinimo darbams registruoti turi biiti pateikiami
specialiis zurnalai.

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

URS-03.10

ISorinis pavirSius turi biti i§ anksto nuslifuojamas,
suvirinamas plieno lakstais.

Banguotas, nevienodas ar netolygus pavirsius yra
nepriimtinas.

Visi pavirSiai turi biiti valomi.

The external surface shall be by pre-brushed, seal welded
steel sheets. Wavy, patchy or uneven appearance is not
acceptable.

All surfaces shall be cleanable.

URS-03.11

Talpykloje jrengtos santitarinés jungtys / antgaliai turi
nepriestarauti ASME Biologinio apdorojimo ar lygiaverciai
jrangos projektavimo paskirciai ir ten nurodytiems
medZziagy matmenims.

Sanitary tank connections/nozzles shall follow the design
intention and material dimensions of ASME BPE or
equivalent.

URS-03.12

Tam, kad bty galima lengvai pakelti, bus pristatytos
tinkamos kélimo gsos (maziausiai keturios).

Suitable lifting lugs (4 minimum) shall be supplied to
facilitate lifting and installation.

URS-03.13

Izoliacinis apvalkalas turi buti i$ vientiso plieno laksto, be
suvirinimo siiliy.

Apvalkalas uzleidziamas ant sujungimy, tiek kiek reikia,
paliekant prié¢jima.

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

URS-03.14

Izoliaciné medZziaga — mineraliné vata be chloro arba
lygiaverte.

Insulation material shall be chloride free mineral wool or
equivalent.

URS-03.15

Talpykla turi biiti pagaminta gamykloje, kuri specializuojasi
neriidijancio plieno jrangos gamybos srityje.

Valcuotas plienas neturi biiti apdirbamas tose paciose
apdirbimo vietose, o talpyklos gamybai turi buti
naudojamos tik specialios staklés ir masinos.
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Nr.
No.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment

Yes/No

The tank shall be manufactured in an area dedicated for
manufacturing of stainless-steel equipment.

Milled steel must not be worked in the same areas and only
dedicated tools and machines shall be used for the
manufacturing of the tank.

Talpykla turi biti kruopsciai iSvaloma prie§ pristatyma; visi
pavirsiai turi biiti nuriebalinti ir nuvalyti Sarminiu plovikliu.
Valymas atliekamas pries ir po patikrinimo ir bandymy
procediiry. M
The tank 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-03.16

Membraniniai voztuvai tik su membranomis i§ granuliuoto
politetrafluoretileno (PTFE) ir EPDM ar lygiavertés. M
Membrane valves with EPDM/PTFE or equivalent material
membranes only.

URS-03.17

Talpykloje montuojamos tik vieno-lygio jungtys, zr. 1
prieda.

Pries pradedant gaminti talpykla, ,,Biotechpharma® nurodys
konkrecias jungtis, kurios negali biiti naudojamos kaip
vieno-lygio jungtys. M
Only flush connections shall be mounted on the tank, see
Attachment 1. Biotechpharma shall approve specific
connections that cannot be flush connections before
manufacturing of the tank begins.

URS-03.18

LeidZziamos ne daugiau kaip 3D uzblokuotos srauto vietos. M

URS-03.19 1 Nty more than 3D dead legs are allowed

3.4. Lentelé: Pagalbinéms, elektros ir valdymo sistemoms keliami reikalavimai

3.4 Requirements matrix for utilities, electrical and control system

Vertinimas
Taip / Ne
Assessment
Yes/No

Pirmum
as
Priority

Nr. Aprasymas
No. Description

URS-04 Pagalbinés sistemos / Utilities

Maitinimo $altinis:

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

Aplinkos salygos:

Sistemos jranga ir lauko prietaisai turi buti tinkami
montuoti numatytoje aplinkoje. M
Environmental Conditions:

The system equipment and field instruments shall be
suitable for installation in intended environment.

URS-04.01

URS-04.02
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Nr.
No.

AprasSymas
Description

Pirmum
as
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

URS-05

Elektrinés dalys

Electrical

URS-05.01

Visi elektriniai uzdoriai ir jranga turi biti IP 44 klasés arba
aukstesnio standarto.

All electrical enclosures and equipment shall be rated for IP
44 or higher standard.

URS-05.02

Talpyklose turi biiti jrengtos dvi jZeminimo kilpos arba AISI
304L arba aukstesnés klasés neriidijancio plieno jzeminimo
jdeklai, tvirtinami prie rezervuaro kojy.

Tanks shall be provided with two grounding lugs or stud of
AISI 304L or higher grade on the legs of the tank.

URS-06

Valdymo sistema

Control system

URS-06.01

Talpykloje nebus jrengta valdymo sistema.
No control system shall be provided with the tank.

Netaiko
-ma

N/A

Netaikoma
N/A

3.5. Lentelé: Dokumentams ir techninei pagalbai keliami reikalavimai

3.5 Requirements matrix for documentation and support

Nr.
No

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment

Yes/No

URS-07

Tarpinis dokumenty rinkinys

Intermediate documentation package

URS-07.01

Tarpiniame dokumenty rinkinyje pateikiama informacija
apie tai, kaip jranga bus suprojektuota ir sumontuota.

Si informacija ir jos parengimo trukmé yra labai svarbiis
UAB ,,Biotechpharma®, siekiant sékmingai uzbaigti
projektavimo etapg. Toliau pateikiami dokumentai turi biti
pateikiami angly kalba ir jtraukti j Pardavéjui skirtos
informacijos gairiy prieda.

The initial documentation package purpose is to define 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.

Netaikoma

N/A

N/A

URS-07.02

Dokumentacijos rinkinio formatas turéty bti:
- Bréziniai bei PID turi buti teikiami DWG ar
lygiaverciu formatu (Autodesk AutoCAD 2017, ne
ankstesniu kaip 2010 m. formatu)
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Nr.
No

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

- Kokybés dokumentai turi biiti teikiami Microsoft
Word ar lygiaverciu formatu

- Sarasai turi buti teikiami Microsoft Excel ar
lygiaverciu formatu

Format for the documentation package shall be:

- Drawings and PIDs shall be supplied in DWG or
equivalent format (Autodesk AutoCAD 2017, not
earlier than 2010)
- Quality documents shall be supplied in Microsoft
Word or equivalent format
Lists shall be supplied in Microsoft Excel or equivalent
format

URS-07.03

Bendrieji jrangos konstrukciniai bréziniai ir 3D bréZiniai
privalo buti pateikiami DWG ar lygiaverciuformatu, kad
biity galima juos jtraukti j ,,Biotechpharma® 3D modelj.
Dokumente turi biiti nurodyti jrangos gabaritas, jungciy
vietos su nurodytu jung¢iy dydziais, auk§¢iu nuo pavirsiaus,
ilgiu

General arrangement drawings for equipment and 3D
drawing in DWG or equivalent format 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

Svarbiausiy komponenty sarasas.
Critical component list.

URS-07.06

[$samils prijungimo viety bréziniai (grindy / sieny / luby
jranga) ir kt.

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

URS-07.07

Duomenys apie dinamines ir statines apkrovas.
Dynamic and static load data.

URS-08

Uzpildymo paketas / Turn over package

URS-08.01

Dokumentacijos rinkinio formatas turéty bti:

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

- Kokybés dokumentai turi biiti teikiami Microsoft
Word ar lygiaverc¢iu formatu

- Sarasai turi buti teikiami Microsoft Excel ar
lygiaverciu formatu

Format for the documentation package shall be:
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Nr.
No

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

- Drawings and PIDs shall be supplied in DWG or
equivalent format (Autodesk AutoCAD 2017, not
earlier than 2010)
- Quality documents shall be supplied in Microsoft
Word or equivalent format
Lists shall be supplied in Microsoft Excel or equivalent
format

URS-08.02

Bendrieji konstrukciniai bréziniai DWG ar lygiaverciu
formatu

General arrangement drawings in DWG or equivalent
format

URS-08.03

Medziagy sertifikatai, kaip apibrézta pirmiau nurodytuose
reikalavimuose ir medziagy sertifikatai 3.1B pagal standartg
EN10204 ar lygiavertj visoms su gaminiu
kontaktuojanc¢ioms dalims. Material certificates as defined
according to requirements above and material certificates
3.1B according to EN10204 or equivalent for all product
wetted parts.

URS-08.04

Atitikties deklaracija visoms taikomoms CE Zenklinimo
direktyvoms.

Declaration of conformity for all applicable CE marking
directives.

URS-08.05

Suvirinimo procediiry patvirtinimas, tvarka ir sertifikatai.
Welding qualifications, procedures and certificates.

URS-08.06

Naudojimo ir techninés priezitiros vadovai angly kalba.
Operating and maintenance manuals in English.

URS-08.07

Rekomenduojamas atsarginiy daliy sarasas.
Recommended spare parts list.

URS-08.08

Pazyméjimas apie mechaniniu biidu atlikta poliravimg ir
pavirsiy padengima bei apdirbimg (jskaitant pasyvavimo
metodus ir procediiras).

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

URS-08.09

Sertifikavimo ir eksploatavimo pradzios dokumentai:
e Pirmojo gamyklinio bandymo (angl. FAT)
dokumentai

e Jrangos eksploatavimo bandymo vietoje (angl.
SAT) dokumentai (montavimo ir paleidimo vietoje
dokumentacija, paleidimas vietoje)

e Jrangos montavimo, eksploatavimo (angl. IQ / OQ)
protokolai ir ataskaitos

Qualification and commissioning documents such as:
e FAT documentation

e SAT documentation (installation and start-up
documentation at site, commissioning at site)

e 1Q/OQ protocols and reports
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Nr.
No

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

URS-08.10

Prietaisy, matuokliy ir kity matavimo priemoniy
kalibravimo sertifikatai, kuriy galiojimo laikas yra ne
trumpesnis kaip 10 ménesiy.

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

URS-08.11

Galiojantys prietaisy (naudojamy bandymuose ar jrangos
kalibravimui) kalibravimo sertifikatai.

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

URS-08.12

Bandymy sertifikatai ir atlikty bandymy dokumentai,
pavyzdziui, sléginiy indy, vamzdyny sistemy slégio
bandymo procediiros.

,,TUV* slégio bandymo ataskaitos arba kitos analogiskos
ataskaitos.

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

URS-08.13

Biologinio suderinamumo sertifikatai visiems
nemetaliniams pavirSiams ir dalims, turin¢ioms kontaktg su
technologiniais srautais (pavyzdziui, diafragmos, tarpikliai,
O formos Ziedai, movos ir pan.).

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

URS-08.14

Patvirtinti i$pildymo bréziniai.
Verified as-built drawings.

URS-08.15

Reikalavimy atsekamumo lentel¢ (atsekamumo
reikalavimas — projektavimo nuoroda — bandymo nuoroda).
Requirement Traceability Matrix (traceability requirement —
design reference — test reference).

URS-08.16

Dokumentai, jei nenurodyta kitaip, pateikiami angly kalba
dviem (2) popieriniais egzemplioriais ir (1) egzempliorius
pateikiamas elektroningje formoje su rodykle, kai taikoma,
vietiniu formatu, atnaujinimui ateityje.

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.

URS-09

Pagalba
Support

URS-09.01

Gedimo atveju, tiek¢jas teikia techning pagalba viso
garantinio laikotarpio metu (bent 2 m.).

In case of malfunction the Supplier shall provide technical
support for the warranty period (at least 2 year).

URS-09.02

Techning prieziiirg vykdantys darbuotojai ir operatoriai yra
apmokomi dirbti su jranga, jie yra apmokomi nustatyti
gedimus ir atlikti reikiamus remonto darbus.
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Nr.
No

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

Start-up support and training for maintenance employees on
troubleshooting and repair of the system and for operators.

URS-09.03

Turi buti pridétos atsarginés dalys, kuriy pakakty
vieneriems eksploatavimo metams.
Spare parts for one year of operation shall be included

3.6. Reglamentai ir standartai

3.6 Regulations and standards

Nr.
No.

AprasSymas
Description

Pirmumas
Priority

Vertinimas
Taip / Ne
Assessment
Yes/No

URS-10

Reglamentai ir standartai

Regulations and standards

URS-10.01

Jrangai taikomi reglamentai:Regulations for equipment:

Eudralex - 4 tomas Gerosios gamybos praktikos (GGP)
gairés, I dalis 3 skyrius;

Eudralex - 4 tomas Gerosios gamybos praktikos (GGP)
gairés, 2 priedas;

Eudralex - 4 tomas Gerosios gamybos praktikos (GGP)
gairés, 11 priedas;

Eudralex - 4 tomas Gerosios gamybos praktikos (GGP)
gairiy 15 priedas;

Maisto ir vaisty administracija (FDA) 21 CFR Dalys 210 ir
211.

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.

URS-10.02

Atitikties zenklas CE:

Pagal Europos Sajungos direktyvas.

CE conformity:

In accordance with European Union directives.

URS-10.03

ISO 14644: Svarios patalpos ir su jomis susijusi
kontroliuojama aplinka — 1 dalis: Oro §varumo
klasifikavimas

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

N/A

N/A

URS-10.04

ASME BPE
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Vertinimas

Nr. AprasSymas Pirmumas Taip / Ne
No. Description Priority Assessment
Yes/No
Farmacijos inspekcijy bendradarbiavimo sistema (PIC/s) 11
URS-10.05 | priedas M

PIC/s Annex 11
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Rezervuaro sujungimy specifikacija

Tank Connections Specification

1 priedas
Attachment 1

Antgalio Sujungimo
ldel;::)i;l;:c/lms Il;?)gﬁtii)sl: AprasSymas / Description Dydis / Size CO::E:: t/ion
Nozzle ID Type
NI. VirSus / Top Anga / Vent DN50 TC
N2. VirSus / Top Injekcinio vandens jvadas / WFI DN&O TC
inlet
N3. VirSus / Top Kilpa (griztamojo rysio), jskaitant | DN80 TC
rutulinj purkstuva / Loop return,
incl. spray ball
N4. Virsus / Top Kilpa (griztamojo rysio), iskaitant | DN8O0 TC
rutulinj purkstuva / Loop return,
incl. spray ball
N5. VirSus / Top Kilpa (griztamojo rysio), jskaitant | DN80 TC
rutulinj purkstuva* / Loop return,
incl. spray ball*
N6. VirSus / Top Kilpa, jskaitant rutulinj purks§tuva* | DN80 TC
/ Loop return, incl. spray ball*
N7. VirSus / Top PramusSimo membrana / Rupture DNXX TC
Disc
NS. VirSus / Top Slegio indikatorius / Pressure DN25 TC
indicator
NO. VirSus / Top Skysciy lygio davikliai / Level DN50 TC
transmitter
N10. VirSus / Top Atsarging jungtis / Spare DN50 TC
NI11. VirSus / Top Atsarginé jungtis/ Spare DN50 TC
N12. VirSus / Top Atsarging jungtis / Spare DN50 TC
N13. VirSus / Top Atsarginé jungtis/ Spare DN50 TC
N14. Sonas/Virsus / | Angos dangtis / Manhole Cover DN600 Sléginis
Side/Top dangtis /
Pressure lid
N15. Sonas/Vir§us / | Stebéjimo langelis, jrengtas angos | DN200 TC
Side/Top dangtyje, su lempa / Sight glass in
manhole cover incl light
N16. Saldymo Ausinamoji jleidimo anga DNS50 Flansas
kontiiras Cooling inlet Flange
Jacket
N17. Saldymo Ausinamoji i$leidimo anga DNS50 Flansas
kontiiras Cooling outlet Flange
Jacket
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Antgalio Sujungimo
ldel;::)i;l;:c/lms Il;?)(:iti:)sl: AprasSymas / Description Dydis / Size CO::E:: t/ion
Nozzle ID Type
N18. Saldymo Saldymo kontiiro drenavimas DN20 Sriegis
kontiiras Jacket drainage Thread
Jacket
N19. Apacia Proceso nuotéky surinkimo sistema | DN50 TC
/ Process drain
N20. Apacia Injekcinio vandens iSvadas / WFI DNI100 TC
Outlet
N21. Apacia Temperatiiros kiSen¢ / Temperature | M18x1.5 Suvirinta
pocket kiSene

* Detaliojo projektavimo etape bus tikrinami antgaliy matmenys, dydis ir skaicius

*Dimensions, size and number of nozzles to be verified during detail design
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PIRKIMO SALYGU PRIEDAS NR. 2 ,,PASIULYMO FORMA*
ANNEX 2 OF TENDER CONDITIONS. PROPOSAL FORM

TALPOS (NR. 1.007)
TANKS (NO 1.007)

Kam/ To: UAB Biotechnologinés farmaciios centras .,Biotechpharma*

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

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

Tiekéjo kodas nacionaliniame registre:
Supplier code in national business register:

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 E-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. Sitlloma jranga jsigijimo metu privalo buiti nauja ir nenaudota bei pagaminta ne seniau kaip pries 3
(trejus) metus iki pasitilymy 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
Talpa tirpaly ruoSimui ir saugojimui
1 (10000 L) 5 8 mén.
’ Tank for soak preparation and storage 8 months
(10000 L)
) Talpa refoldingui (12000 L) | 8 mén.
’ Tank for refolding (12000 L) 8 months
3 Talpa su maiSykle (3000 L) 1 6 mén.
* | Tank with mixer (3000 L) 6 months
Talpa su $aldymu (3000 L) po ardymo M"ks”_”i’_’k’f 8 4, 08412 P
4. | Tank with refrigerater (3000 L) after 1 Vilnius, Lietuva )
. 6 months
disassembly
Mokslininky str. 4,
g, [|Talpa 2000L SS MIX ) 08412 Vilnius, Lithuania 6 mén.
" |Tank 2000L SS MIX 6 months
Talpa iSgryninto vandens saugojimui
6 (30000 L) 1 8 mén.
’ Tank for storage of purified water 8 months
(30000 L)
Talpa injekcinio vandens saugojimui
- (20000 L) 1 8 mén.
’ Tank for storing injection water (20000 8 months

L)

5. Pardavéjas vykdo jrangos surinkimo darby j Pirkéjo moduling laboratorijg techning prieziiirg 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¢igji asmenj dél Pardavéjo pristatytos jrangos integravimo ] Pirkéjo jrengta moduling

laboratorijg ir suteikti jam visg reikiamg informacijg 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 testg (angl. SAT), instaliavimo ir veikimo kvalifikavimo darbus
(angl. IQ/0Q) bei apmoko Pirkéjo personala 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 (I1Q / 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 tinkamg jrangos ir jrankiy patikrinimg dél kenkéjisky programy, virusy ar Trojos

arkliy bei atsako uz jy atsiradima Pirké&jo 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 virSenybe.
10. Special requirements are presented in Annex 1 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 panasias sutartis, kurios atinka pirkimo salygy 3.1 punkte nurodytus

reikalavimus:

11. The Supplier has fulfilled this similar agreement that meet the requirements of Clause 3.1:

Sutarties Uzsakovo
ivykdymo | UzZsakovo | kontaktai
. . data/ pavadinima
Eil /Nr. Sutarties objektas S:Zi:télis 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
. 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 (ikainiai):
Bid (prices) offered by the Supplier for the validity period of the Purchase Contract:




Mato k:ilrelg,etljj)ur Suma Eur,
Eil /N"' Pirkimo objektas vienetas/ | iekis/ | bepvms | PeEYM/
Purchase object Unit of Quantity | Unit price, Total Eur,
No. measureme VAT
nt Eur, VAT excluded
excluded
Talpa tirpaly ruoSimui ir saugojimui
1. (10000 L) . Vn.t. 5 0.00
Tank for soak preparation and storage Units
(10000 L)
2 Talpa refoldingui (12000 L) Vnt. 1 0.00
Tank for refolding (12000 L) Units ’
3. Talpa su maisykle (3000 L) Vnt. 1 0.00
Tank with mixer (3000 L) Units ’
Talpa su Ssaldymu (3000 L) po ardymo Vnt.
4. Tank with refrigerater (3000 L) after . 1 0,00
. Units
disassembly
3 Talpa 2000L SS MIX Vnt. 5 0.00
Tank 2000L SS MIX Units ’
Talpa iSgryninto vandens saugojimui
6. (30000 L) Vnt. 1 0.00
Tank for storage of purified water Units ’
(30000 L)
Talpa injekcinio vandens saugojimui
7 (20000 L) Vnt. | 0.00
Tank for storing injection water (20000 Units ’
L)
Bendra pasitilymo kaina, Eur be PVM: 0.00
Total bid price, Eur, VAT excluded.: ’
P o PVM FVM suma,
Tais atvejais, kai pagal galiojancius teisés aktus tarifas* Eur:
tiekéjui nereikia mokeéti PVM, teikéjas PVM tarifo VAT rate® VAT 0,00
laukg palieka neuzpildyta (%) amount,
* In cases where the applicable legislation does Eur:
not require the supplier to pay VAT, the supplier Bendra pasitilymo kaina, Eur su PVM
must leave empty field VAT rate (jei taikomas) 0,00
Total bid, Eur with VAT (if applicable)

Pasitlymo 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 pasiiilyma (jei taikoma)
Power of attorney to submit a tender (if applicable)

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




Atitikima 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)

(Sign;lture)

(Name and surname)




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.

TALPOS (NR. 1.007)

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
prekiy pavadinimai, kiekis, kainos ir techninés
charakteristikos nurodytos Sutarties priede Nr. 1.

ANNEX 3 OF TENDER CONDITIONS.
PURCHASE CONTRACT PROJECT

SALE-PURCHASE CONTRACT NO

TANKS (NO 1.007)

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
conditions of this Contract. The names, quantity,
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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 garantija
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

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
(security) shall be valid not less than the term

Puslapis / Page 2 1§ 11



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 pakuociy turi buti
nurodyta tokia informacija:
Loutarties Nr. - -«

[13

»Pardavéjas:

»Pirkéjas UAB Biotechnologinés
centras ,,Biotechpharma“

farmacijos

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

4. TIEKIMO SALYGOS.
IDIEGIMAS IR PRIEMIMAS

PREKIU

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”.

4. CONDITIONS OF SUPPLY.
INSTALLATION AND ACCEPTANCE OF
PRODUCTS
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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
teise 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 priedg Nr. 1,
konkregiy prekiy atzvilgiu, Salys pasira$o galutinj
prekiy priémimo-perdavimo aktg.

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
naudingumas sumazéty taip, kad Pirkéjas, apie tuos
trukumus Zinodamas, arba nebiity ty prekiy pirkes,
arba nebiity uz jas mokéjes.

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
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
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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 trokumus.
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 véluoja 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;

6.2.2. reikalauti, kad Pirkéjas atlyginty nuostolius,
padarytus prekiy priémimo uzdelsimu;

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;
6.2.2. to require that the Buyer would indemnify
for any damage caused by the delay in receiving
the goods;
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6.2.3. atsisakyti nuo Sutarties ir pareikalauti
atlyginti tiesioginius nuostolius, jeigu Pirkéjas,
pazeisdamas Sutart], 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
informacija, kuri:

informacija  nelaikoma
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.

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
jvykdymo uztikrinimg ne maZesnei sumai nei 5 %
nuo Sutarties priede nurodytos bendros galutinés
Sutarties kainos be PVM.

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
the amount which is not less than 5% of the total
final Contract price excluding VAT, specified in
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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 bti
iSduotas banko arba draudimo bendrovés bet
kurioje salyje tiekéjo pasirinkimu. Jei pasitilymg
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 i§
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 savaitg, bet ne daugiau nei 5%
(penki procentai) nuo véluojanCios mokétinos
sumos.

8.10. Véluojant ivykdyti Pardavéjo
jsipareigojimus, numatytus S$ioje  Sutartyje,
Pardavéjas moka Pirkéjui  0,5%  (penkias

desimtgsias procento) delspinigiy nuo Sutarties

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
the Buyer 0.5% (five tenths of a percent) of the
interest from the Contract price for each week of
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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 vienaSaliskg
Sutarties vykdymo sustabdymg i§ anksto
informuojama rastu.

9.1.3. Pirké¢jo sprendimu vienasaliSkai bet
kokiomis aplinkybémis, taciau 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§ §ios Sutarties, ar
susij¢ su jos galiojimu, vykdymu ar nutraukimu,
sprendziami Saliy derybomis. Nepavykus susitarti
taikiai per 30 (trisdeSimt) dieny nuo ginco
pradzios, ginfo sprendimas bet kurios i§ Saliy
iniciatyva gali biiti perduotas spresti teismui
Vilniyje.

11. FORCE MAJEURE

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
ivengti, 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
pranedti 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
prane§Simo  momento.  Laiku  nepraneSusi
jsipareigojimy nevykdanti Salis tampa i3 dalies
atsakinga uz nuostoliy, kuriy priesSingu 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, bty 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 buti 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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