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& Vybudovani centra vyzkumu a vyvoje imunologicky aktivnich latek

Investor, lokalita:
Doba plnéni:

Oblast pusobnosti:

Druh laboratofi:

Ugel projektu:

Charakteristika
projektu:

Popis:

Slovenska akadémia vied; Sari§ské Michalany, Slovenska republika
06/2014 — 09/2015

Véda a vyzkum, Laboratoie

Vyzkumné-vyvojové laboratore

= Vystavba unikatniho Spickoveho (high-tech) laboratorniho zafizeni
= Vyuziti pro vyzkum a vyvoj biofarmak za aseptickych podminek
= Splfujici pozadavky spravné laboratorni a vyrobni praxe

= Generalni projektant
= Generalni dodavatel

= Vyzkumné a vyvojové casti objektu splfiuji pozadavky spravné
vyrobni praxe (GMP).

= Analytické laboratofe splfuji poZadavky kladené na provoz
laboratofi se spravnou laboratorni praxi (GLP).

= Prostory pro praci s infekénim virusem splriuji kritéria pro praci s
infek&nim materiadlem tfidy BSL2 s projektované pro pfipadnou
moznost dobudovani téchto prostor i pro pro praci s materialem
BSLS.

REALIZOVANA STAVBA OBSAHUJE 3 HLAVNI OBJEKTY
= A (vyzkumné laboratofe), 3 patra

= B (vyvojové laboratofe), 2 patra

= C (analytické laboratofe), 3 patra

Celkova plocha ¢istych prostor 903 m?
ISO CLASS 5 (100) 14 m?
ISO CLASS 6 (1 000) 65 m?
ISO CLASS 7 (10 000) 692 m?
ISO CLASS 8 (100 000) 132 m?
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Vybudovani centra vyzkumu a vyvoje imunologicky aktivnich latek

Rozsah dodavky: . CELA STAVBA BYLA DODANA ,,NA KLiC” VE SHODE SE SMLUVNiMI PODMINKAMI
YELLOW BOOK ORGANIZACE FIDIC.
. Stavba Vyzkumného centra byla realizovana v pribéhu 12 mésic.

. BLOCK® byl generalnim dodavatelem stavby véetné:
. Zpracovani projektové dokumentace pro realizaci stavby
. Zpracovani dokumentace zmény stavby pfed dokoncenim
. Vestavby Cistych prostor (v souladu s ISO EN 14 644 / US FS 209E)
. Systém VZT, chlazeni, MaR a silnoproudych rozvodu
. Zdroje a rozvodu PW, WFI, PS, CD, CDA
. lzolatorové pracoviste véetné 1Q, OQ
. Dodavky byly koordinovany s dodavateli technologickych zafizeni, které zajistoval
investor




Vybudovani centra vyzkumu a vyvoje imunologicky aktivnich latek

Rozsah dodavky: . CELA STAVBA BYLA DODANA ,,NA KLiC” VE SHODE SE SMLUVNiMI PODMINKAMI
YELLOW BOOK ORGANIZACE FIDIC.
. Stavba Vyzkumného centra byla realizovana v pribéhu 12 mésic.

= Podrobna projektova dokumentace

» Energetické sité (elektroinstalace, rozvody plynu, vody, odpadni systém, radio a telefonni rozvody)
= Dopravni infrastruktura

= Stavebni prace

» InZenyrska Cinnost

= Dodavky zafizeni

= Zprovoznéni a zaregulovani

= Stavebni povoleni

= ZaSkoleni

= Zku$ebni provoz

3D vizualizace:




Vybudovani centra vyzkumu a vyvoje imunologicky aktivnich latek

Casovy
harmonogram:

Zahajeni projektu
Pfipravné obdobi
Specifikace projektu
Stavebni prace
Dodavka zarizeni
Montazni prace
Zprovoznéni
Stavebni povoleni
Validace

Zkusebni provoz

4/2014

4/2014

7/2014 — 10/2014
7/2014 — 6/2015
12/2014 — 5/2015
4/2015

5/2015 - 6/2015
15.5.2015
6/2015 —7/2015
7/2015




Vybudovani centra vyzkumu a vyvoje imunologicky aktivnich latek

Popis &asti objektu: | Cast A— VYZKUMNE LABORATORE

= Vyzkum v oblasti biofarmak u eukaryotickych buné&nych systéma (Cisté prostory tfidy Cistoty C)

= PInéni biofarmak a inaktivovanych vakcin, pfiprava médii (Cisté prostory tfidy Cistoty A, B, C)

= Vyzkum v oblasti eukaryontnich vakcin (Cisté prostory tfidy Cistoty C)

= Vyzkum v oblasti antimikrobialnich latek u prokaryotickych organismu (Cisté prostory tfidy Cistoty B, C)

Cast B - VYVOJOVE LABORATORES
Jsou ur€eny ke zkvalitnéni vyvojovych praci v oblasti pfipravy novych profylaktickych latek a jsou rozdéleny na ¢ast pro praci s
biologicky aktivnimi latkami a na &ast pro praci s neaktivnimi materialy.

Cast C — ANALYTICKE LABORATORE
Analytické a mikrobiologické laboratore.

PQMOCNE PROSTORY
Cast A — Vyzkum - 3. podlazi
= Strojovna vzduchotechniky

Cast B — Vyvoj — 1. podlazi — Pomocné technické mistnosti
= Mistnost pro PW a technické chlazeni
= Mistnost pro WFI + PS, stanice CIP/SIP
= Centralni plynova kotelna

Cast B — Vyvoj — 2. podlazi
= Centralni atny pro ¢ast B
= Strojovna vzduchotechniky
= Kotelna
= Zafizeni pro tlakovy vzduch

Cast C — Analyza — 3. podlazi
= Chladici box +2 az +8 °C
= Strojovna vzduchotechniky




Vybudovani centra vyzkumu a vyvoje imunologicky aktivnich latek

Systém kontrol: Denni
= Kvalita stavby — BLOCK

Tydenni
= Casovy harmonogram stavby; dil¢i Ukoly; kvalita stavby
= Technicka supervize investorem; mistopfedsedou Slovenské akademie veéd, clenem Agentury pro koordinaci evropskych fondu

InZenyrska Cinnost: | « BLOCK® — generalni dodavatel, fizeni projektu, inzenyring (HVAC, technologie), dokumentace, montaz technologii, montazni
prace, projektova dokumentace)

= Subdodavatelé — stavebni prace

= BS Vsetin — vybaveni laboratofi a Cistych prostor

= Forclean — komponenty pro Cisté prostory




S Build-up of the R & D Centre of Inmunoactive Substances

Investor, locality:
Implementation term:
Field of activity:
Type of laboratories:

Aim of the Project:

Supply scheme:

Description:

The Slovak Academy of Sciences; Sarisské Michalany, Slovakia
06/2014 — 09/2015

Science and research, Laboratories

R&D laboratories

= Construction of the unique high-tech laboratory facilities.

= Used for research, development, and biopharmaceutical characterisation under aseptic conditions.

= In accordance with laboratory and good manufacturing practices.

= General Designer
= General Contactor

= The Research and Development parts of the building comply with
the requirements for the Good Manufacturing Practice (GMP).

= The Analytical laboratories comply with the operational
requirements for the Good Laboratory Practice (GLP).

= The rooms for the manipulation with infectious viruses comply
with the work requirements for microbiological class-2 agents
(Biosafety Level 2) and they are designed for possible completing
and work with microbiological class-3 agents (Biosafety Level 3).

THE IMPLEMENTED CONSTRUCTION COMPRISES 3 MAIN BUILDINGS
= A (research laboratories), 3 floors

= B (development laboratories), 2 floors

= C (analytical laboratories), 3 floors

Total area of the cleanrooms 903 m?
ISO CLASS 5 (100) 14 m?
ISO CLASS 6 (1 000) 65 m?
ISO CLASS 7 (10 000) 692 m?
ISO CLASS 8 (100 000) 132 m?
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Build-up of the R & D Centre of Imnmunoactive Substances

Scope of delivery: = THE WHOLE PROJECT WAS ON A TURNKEY BASIS COMPLYING
WITH THE FIDIC YELLOW BOOK REGULATIONS
= The implementation of the construction of the Research Centre passed during 12 months.

* BLOCK® was the general contractor of the construction, including:
= Processing of the project documentation for construction implementation
« Processing of the documentation including construction changes before completion
« Built-in cleanrooms (in accordance with ISO EN 14 644 / US FS 209E)
« HVAC system, refrigeration, measurement and regulation and high-voltage conduits
= Sources and distribution mains of PW, WFI, PS, CD, CDA
* |solator workplace including 1Q and OQ
= The supplies were coordinated with other suppliers of technological equipment insured
by the investor.

= Detail design documentation

Turn key project: = Energy networks (electricity, gas, water, sewerage system,radio, telephone)
= Transport infrastructure

= Construction works

= Engineering systems

= Facility supplies

= Commissioning and balancing

= Building permit

= Qualification

= Trial operation




Build-up of the R & D Centre of Imnmunoactive Substances

Project schedule:

Start of the project
Preparation period
Detail design
Construction works
Facilities supply
Assembly works
Commissioning
Building permit
Validation

Trial operation

4/2014

4/2014

7/2014 — 10/2014
7/2014 — 6/2015
12/2014 — 5/2015
4/2015

5/2015 - 6/2015
15.5.2015
6/2015 —7/2015
7/2015




Build-up of the R & D Centre of Inmunoactive Substances

Description: A - RESEARCH LABORATORIES

= Research into biopharmaceuticals in eukaryotic systems (Cleanroom class C)

= Filling of biopharmaceuticals and inactive vaccines, and media preparation (Cleanroom class A, B, C)
» Research into eukaryotic vaccines (Cleanroom class C)

= Research into antimicrobial substances in prokaryotes (Cleanroom class B, C)

B —- DEVELOPMENT LABORATORIES
Are dedicated to the upscaling of development activities in the field of preparation of new prophylactic compounds and are divided
into an active part for work with active biological material, and an inactive part.

C — ANALYTICAL LABORATORIES
Analytical and microbiological laboratories.

AUXILIARY OBJECTS
Section A — Research — Third floor
= HVAC machine rooms

Section B — Development - First floor — Auxiliary technical areas
= PW and water cooling machine room
= WFI + PS, and CIP/SIP machine room
= Central gas boiler room

Section B — Development — Second floor
= Central changing rooms for Section B
= HVAC machine rooms
= Boiler room
= CAfacilities

Section C — Analysis — Third floor
= Cold storage+2 — +8 °C
= HVAC machine room




Build-up of the R & D Centre of Inmunoactive Substances

Plant scheme:

Plant sideview:
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Build-up of the R & D Centre of Imnmunoactive Substances

Inspections: Daily
= Construction quality — BLOCK

Weekly
= Construction time schedule; individual tasks; construction quality
= Investor’s technical supervision; vice-chairman of Slovak Academy of Science; Member of Agency for coordination of European funds

Engineering system: | . BLOCK® - general contractor, project management, engineering systems (HVAC, technology), documentation, technology
assembling, assembly works, design documentation)

= Subcontractors - construction works

= BS Vsetin - laboratory and clean room equipment

= Forclean - clean room components




W bBuoTtexHonornyeckue naéoparopum

MHBecTOp, MecTo:
CpOoK NCnonHeHuns:
O6nacTb NpUMeHeHNs:
Bua nabopartopuu:

Onucanue:

O6bem pabor:

«CnoBaukas akagemus Hayk», LLlapuwwcke-Muxananbl, CnoBaukasi Pec.
06/2014 — 09/2015

Hayka n uccnegoanus, Jllabopatopum

Hay4yHo-uccnegoearensckue nadoparopum

* iccnegoBaTenbCkMe YacTu 3gaHusi COOTBETCTBYOT TpeboBaHuAM Hagnexalluern npomsBoacTBeHHom npaktuku (GMP).

* AHanuTudeckune nabopaTtopun COOTBETCTBYIOT TpeboBaHuaM Anga paboTtel nabopatopum GLP.

* NomeweHunsa ansa paboTbl C MHPEKLMOHHBIM BUPYCOM COOTBETCTBYIOT KpUTEPUAM Anst paboTbl C MHPEKLUMOHHBIM MaTepuanom
knacca BSL2, B 6ygyLueM MOXHO aganTMpoBaTh NoMeLleHus gns paboTel ¢ matepranamm knacca BSL3.

OCYLWECTBJIEHHOE CTPOUTENBCTBO COOEPXUT 3 OCHOBHbIX OBBbEKTA
= A (Hay4Ho-MccnegoBaTenbckne nabopatopun), 3 ataxa

= B (ncnbiTatenbHble nabopatopun), 2 ataxa

* C (aHanuTtuyeckue nabopartopun), 3 ataxa

* MONHbLIW NPOEKT NOA KINOY B COOTBETCTBUM C MPABUNAMM FIDIC — YELLOW BOOK
* Cama peanusaums CTpoutenbcTBa Hay4Ho-muccneqoBaTenbckoro LeHTpa gnvnack 12 mecsues.
* Komnanua AO BLOCK aBnsinacb reHepanbHbIM NogpsagyYnMKOM CTPOUTENbCTBA, BKOYas:

Pa3paboTky NpOEKTHON JOKYMEHTauMK Ans peanu3aunm CTpouTenbCcTBa

Pa3paboTky AOKYMeHTauun ¢ BHECEHHbIMU U3MEHEHMAMM 4O 3aBEPLUEHMS CTPOUTENbCTBA
BcTporikn uncteix nomelteHmn (cornacHo ISO ISO EN 14 644 / US FS 209E)

Cuctemy BEHTUNALUKN, OXNaXKOEHUSA, KOHTPONbHO-M3MEPUTENbHbLIX MPUGOPOB 1

aBTOMAaTUKX, CUNbHOTOYHOM MPOBOAKMN

McTouHnkn n pacnpegeneHne unctoix cpeg PW, WFI, PS, CD, CDA

N3onatopHoe pabovee mecTo, BKtoyasa kBanudukauunto obopygosaHms 1Q, OQ
KoopavHmpoBaHue NocTaBoK TEXHOMOrMYeckoro obopyaoBaHuns, o6ecnevyeHHbIX MIHBECTOPOM

O6Lwaa nnowaab YMCThIX MOMeELLEeHUn 903 m?
ISO CLASS 5 (100) 14 m?
ISO CLASS 6 (1 000) 65 m?
ISO CLASS 7 (10 000) 692 m?
ISO CLASS 8 (100 000) 132 m?
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Slovenska akadémia vied; Slovenska republika | Slovak Academy of Sciences.; Slovak Republic | «CnoBaukasi akagemus Hayky», Cnosaukasa Pecnybnuka
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BIOTECHNOLOGICKE
LABORATORIA

Slovenska akadémia vied; Slovenska republika | Slovak Academy of Sciences.; Slovak Republic | «Cnosaukas akagemusi Hayk», CrnioBaukas Pecnybnuka
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Objekt A - Vyzkumné laboratofe | Building A- Research laboratories | OBBEKT A - Hay4yHo-uccnegoeatensckue naboparopuu
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Slovenska akadémia vied; Slovenska republika | Slovak Academy of Sciences.; Slovak Republic | «CnoBaukasi akagemus Hayk», Cnoaukasa Pecnybnuka



Objekt A - Vyzkumné laboratofe | Building A- Research laboratories | OBBEKT A - HayyHo-nccnenosatensckvue nabopatopum

Slovenska akadémia vied; Slovenska republika | Slovak Academy of Sciences.; Slovak Republic | «CnoBaukasi akagemus Hayk», Cnoaukasa Pecnybnuka
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Objekt A - Vyzkumné laboratofe | Building A- Research laboratories | OBBEKT A - HayyHo-uccnenosartensckvue nabopatopum

Slovenska akadémia vied; Slovenska republika | Slovak Academy of Sciences.; Slovak Republic | «CnoBaukasi akagemus Hayk», Cnoaukasa Pecnybnuka



Objekt A - Vyzkumné laboratofe | Building A- Research laboratories | OBBEKT A - Hay4yHo-uccneposartensckvue nabopatopum
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Objekt A - Vyzkumné laboratofe | Building A- Research laboratories | OBbEKT A - Hay4Ho-uccnegoeartensckue naboparopum
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Objekt A - Vyzkumné laboratofe | Building A- Research laboratories | OBBEKT A - HayyHo-uccnenosartensckvue nabopatopum
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Objekt A - Vyzkumné laboratofe | Building A- Research laboratories | OBbEKT A - HayuHo-uccnegoBartensckue nadoparopum

Slovenska akadémia vied; Slovenska republika | Slovak Academy of Sciences.; Slovak Republic | «CnoBaukasi akagemus Hayk», Cnoaukasa Pecnybnuka
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Objekt A - Vyzkumné laboratofe | Building A- Research laboratories | OBbEKT A - HayuHo-uccnegoBartensckue nadoparopum
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Objekt B - Vyvojové laboratofe | Building B - Development laboratories | OBBEKT B - UcnbiTatenbHble nabopatopun

Slovenska akadémia vied; Slovenska republika | Slovak Academy of Sciences.; Slovak Republic | «CnoBaukasi akagemus Hayk», Cnoaukasa Pecnybnuka
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Objekt B - Vyvojoveé laboratofe | Building B - Development laboratories | OBBEKT B - UcnbiTatenbHble nabopaTtopun

Slovenska akadémia vied; Slovenska republika | Slovak Academy of Sciences.; Slovak Republic | «CnoBaukasi akagemus Hayk», Cnoaukasa Pecnybnuka
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Objekt B - Vyvojoveé laboratofre | Building B - Development laboratories | OBBEKT B - UcnbiTatenbHble nabopaTtopun

Slovenska akadémia vied; Slovenska republika | Slovak Academy of Sciences.; Slovak Republic | «CnoBaukasi akagemus Hayk», Cnoaukasa Pecnybnuka



Slovenska akadémia vied; Slovenska republika | Slovak Academy of Sciences.; Slovak Republic |

e e O o R

«CnoBaukas akagemus Hayk», Cnoaukas Pecnybnvka



‘ )bj \nalytické laboratofe | Building C - Analytical laboratories I/QEBEI(‘I’ C - aHanutnyeckune nabopartopum

Slovenska akadémia vied; Slovenska republika | Slovak Academy of Sciences.; Slovak Republic | «CnoBaukasi akagemus Hayk», Cnoaukasa Pecnybnuka



acucell

Objekt C - Analytické laboratofe | Building C - Analytical laboratories | OBBEKT C - aHanutu e é6op ropun

Slovenska akadémia vied; Slovenska republika | Slovak Academy of Sciences.; Slovak Republic | «CnoBaukasi akagemus Hayk», Cnoaukasa Pecnybnuka
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Technické zarizeni | Technical facilities | TexHuyeckoe ocHalleHue

Slovenska akadémia vied; Slovenska republika | Slovak Academy of Sciences.; Slovak Republic | «CnoBaukas akagemus Hayk», CnoBaukas Pecnybnuka
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Technické zarizeni | Technical facilities |

TexHn4yeckoe ocHalleHne

Slovenska akadémia vied; Slovenska republika | Slovak Academy of Sciences.; Slovak Republic | «CnoBaukasi akagemus Hayk», Cnoaukasa Pecnybnuka



