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Zakazkoveé Cislo: BI156B

& Biotechnologicka hala (BTH — Bioveta Technological Hall)

Investor, lokalita:
Doba plnéni:
Oblast plsobnosti:

Rozsah dodavky:

Bioveta, a.s.; lvanovice na Hané, Ceska republika
12/2012 — 4/2014
Farmacie, Véda a vyzkum

BLOCK® byl zpracovatelem dokumentace pro provadéni dila a dodavatelem vestaveb cistych prostor, VZT, ¢istych médii a dodavatel
izolatorovych pracovist pro vyrobu veterinarnich pfipravka.

Vyrobni prostory jsou déleny na ast veterinarni a ¢ast pro vyrobu humannich pfipravk(. Veterinarni vyroba je provadéna nabioreaktorech
v mistnostech tf.¢. D, C a B, dle jednotlivych technologickych kroku. Kritické operace jsou provadény v ramci izolatorovych pracovist.
Finalni plnéni je provadéno na plnici linii Bausch a Steriline. Nasledné jsou nékteré pfipravky lyofilizovany na lyofilizatoru Telstar.
Vyroba humannich imunnomodulaénich pfipravkd Candivac je provadéna v prostorech tf.¢. D a C.

BLOCK® byl kompletnim dodavatelem vestaveb &istych prostor, systém( VZT véetné chlazeni, MaR a silnoproudych rozvod(. Dale byl
dodavatelem zdroju a rozvodd PW, WFI, PS, CD, CDA, dodavatelem izolatorovych pracovist v€etné 1Q, OQ. Dodavky byly koordinovany
s dodavateli technologickych zafizeni a nasledné zaintegrovany do nadfazeného fidiciho systému spolecnosti Bioveta a.s.

Celkova plocha realizovanych vyrobnich a pomocnych prostor 1959 m?
Z toho é&isté prostory (dle CSN EN 14664, 100 USFS 209E) 470 m?
ISO CLASS 5 (100) 128 m?
ISO CLASS 7 (10 000) 198,6 m?
ISO CLASS 8 (100 000) 143,4 m?
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Order No.: BI156B

sk Biotechnological Hall (BTH — Bioveta Technological Hall)

Investor, locality: Bioveta, a.s.; lvanovice na Hané, Czech Republic

Implementation term: | 12/2012 — 4/2014

Field of activity: Pharmaceutics, Science and research

Scope of delivery: BLOCK® was compiler of the documentation for work realization and supplier of clean rooms placing, air-conditioning, clean media, and

supplier of isolator workplaces for production of veterinary preparations.

The manufacturing rooms are divided into veterinary part and into part for production of preparations for human use. The veterinary
production is executed on bio-reactors in the rooms, cleanness class D, C and B according to individual technologic steps. Any critical
operations are executed in frame of the isolator workplaces. The final filling is executed on Bausch and Steriline filling line. After that,
some products are lyophilised on the Telstar lyophiliser. The production of human imunnomodulating preparation called Candivac is
performed in the room with cleanness class D and C.

BLOCK® was complete supplier of clean rooms placing, air-conditioning systems including cooling, measuring and regulating, heavy
current distributions. Furthermore, it was supplier of source and distributions of PW, WFI, PS, CD, CDA, supplier of isolator workplaces
including 1Q, OQ. The deliveries were coordinated with suppliers of technologic devices and after that integrated into the subordinate
control system of Bioveta a.s.

The total area of the realized manufacturing and auxiliary rooms 1959 m?
Here of clean rooms 470 m?
(according to CSN EN 14664, 100 USFS 209E)

ISO CLASS 5 (100) 128 m?
ISO CLASS 7 (10 000) 198,6 m?
ISO CLASS 8 (100 000) 143,4 m?
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Howmep 3akasa: BI156B

@ BuorexHonornyeckui kopnyc (BTH — Bioveta Technological Hall)

MHBecTOp, MecTo:
CpOoK NCnonHeHuns:
ObnacTb NPUMEHEHNSI:

O6bem pabor:

A.O.«Biovetay, r. iBaHoBMUE-Ha-aHe, Yewckasa Pecnybnvka
12/2012 — 4/2014
dapmavueBTuka, Hayka n uccnegosaHus

dupma BLOCK® 6bina paspaboTymkom paboyeint OOKyMeHTauuyM 1M NoapsigyuMkoM, CO3[4aloLUM BCTPOEHHbIE YUCTble MOMELLEHMS,
BEHTUNSALNOHHYK CUCTEMY, Pa3BOAKM YNCTLIX Cpeq, U MOCTaBLUMKOM M30NIATOPHbIX paboumx NOCTOB MO NPOU3BOACTBY BETEPUHAPHbIX
npenaparos.

[Mpon3BoaCTBEHHbIE MOMELLEHUS pa3geneHbl Ha YacTb BETEPUHAPHYIO M 4YacTb MO NPOM3BOACTBY N'YMaHHbIX MpenapaToB. BeTepuHapHoe
NPON3BOACTBO NPOMN3BOAMNTCS Ha BropeakTopax B nomeLleHnsx kin.y. D, Cn B, B 3aBMCUMMOCTY OT OTAENbHBIX TEXHONOMMYECKMX Onepauunin.
KpuTuyeckne onepauumn OCYLLECTBSIOTCA B paMKax U30NATOPHbIX paboumx noctoB. PvHanbHOE HamnofHEHME OCYLLECTBIISIETCH Ha
NMHUAX HanonHeHnsa Bausch u Steriline. NoTom HekoTopble Npenapatsl ModunmnanpyoTcsa B nnodununsartope Telstar. [Npon3soacTeo
ryMaHHbIX MMMYHOMOAYNATOPHbIX NpenapaTtoB Candivac ocyLecTBnseTcs B NOMeLLeHnsx kn. 4. D n C.

BLOCK® 6bin nogpsgYvMkoM M NOCTaBLUMKOM KOMIMMEKCHbIX BCTPOEHHbIX YMCTbIX NMOMELLEHUIN, CUCTEM BEHTUISILMOHHOM TEXHUKK, B
TOM ymcne oxnaxaeHus, Knll u cMnbHOTOYHbIX SMEKTPONpPoBoAoK. [lanee oH Gbin NOCTaBLMKOM MCTOMHUKOB M pa3sogok PW, WFI,
PS, CD, CDA, nocCTaBLUMKOM M30MSATOPHbIX pabovmx nocTtoB, B Tom yucne 1Q, OQ. MNoctaBkn Gbinm cornacoBaHbl C NOCTaBLUMKaMMU
TEXHONOrMYeCcKoro o6opyaoBaHUs U NOTOM UHTErPUPOBaHbI B YNPAaBASOLLYI0 CUCTEMY BbiCLLEro ypoBHs komnaHum AO «buoeTay.

O6wan nnowaab peannm3oBaHHbIX NPOU3BOACTBEHHbIX 1959 m?
M BCrioMoraTenbHbIX NOMeLLeHU cocTaBnsaeT

B Tom uucne unctiie (dle CSN EN 14664, 100 USFS 209E) 470 m?
ISO CLASS 5 (100) 128 m?
ISO CLASS 7 (10 000) 198,6 m?
ISO CLASS 8 (100 000) 143,4 m?
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veterinarnich vakein
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