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DYNTEC spol. s r. 0. - RozSifeni Stavajiciho Centra pro Vyvoj Vakcin (SCVV) o sekci pFipravy rekombinantnich
proteint, endolyzinu a fagu

Investor, lokalita:
Doba plnéni:

Rozsah dodavky:

DYNTEC spol. s r.o., Terezin, Ceska republika
02/2022 - 11/2022

Predmétem dila bylo rozSifeni stavajiciho centra pro vyvoj vakcin. Nové zbudované technologické a technické zazemi slouzi k vyvaoiji
a pfipravé experimentalnich Sarzi nové vyvijenych humannich a veterinarnich I&Civ proti vaznym infek&nim onemocnénim.
Soucasti dodavky bylo provedeni vSech stavebnich praci vestaveb Cistého prostoru, dodavka materialu, technologii a zafizeni,
zajisténi pfedepsanych zkousek a revizi dle zvlastnich pravnich pfedpist, vypracovani potfebné vyrobni dokumentace.

Zakladnim pozadavkem byly navaznost na stavajici prostory SCVV, zejména na pfipravu zivnych médii, systém sanitacni stanice
(Clean-In-Place) (CIP) a centralni umyvarny lokalizované v 1. patfe Vyrobniho pavilonu (VP), dale navaznost na systém stavajicich
personalnich a materialovych propusti. Tyto prostory jsou dispozi¢né a funkéné oddéleny od prostor SCVV samostatnym vstupem
pro personal z vnéjSku objektu, kde obsluhujici personal odlozi svrchni odév, poté se vstoupi do objektu jednostupriovou personalni
propusti pfimo do nové vybudovanych prostor (NVP).

Nové vybudované prostory jsou vybaveny kompletnim technickym a technologickym zazemim (Cerpadla, biologické a mechanické
filtry, provzdudfiovani a regulaéni a méfici technika k monitorovani a fizeni vyrobnich procesti). Material do &istych prostor (CP)
laboratofi je dopravovan materialovou propusti. Vnitfni ¢asti jsou provedeny z Cistych sendviCovych panell (plné panely, tvofeny
plastém z plechu a pInéné mineralni vatou). Taktéz podhledy jsou tvofeny &istymi kovovymi snadno Cistitelnymi podhledy, ve kterych
jsou umistény vzduchotechnické koncové prvky, osvétlovaci télesa a prvky slaboproudych rozvodu. Strojovna vzduchotechniky a
klimatizace je umisténa na trovni pfizemi vné budovy na rampé&. Nové CP jsou napojeny na stavajici elektrické zdroje a sité objektu.
Slaboproudé rozvody zahrnuji signalizaci otevienych dvefi v personalnich a materialovych propusti.

Na zaveér byla zpracovana instalacni a operacni kvalifikace Cistych prostor, v€etné technologickych médii, kvalifikace provedena
valida&nimi inzenyry BLOCK. Cisté prostory laboratofi jsou vystaveny plné v souladu s pozadavky VYR-36 SVP a souvisejicich ISO
norem jako napf. CSN EN 14 644. \/ytvoteny prostor splfiuje pravidla GMO 2.

Z toho cisté prostory 107,38 m?
(dle CSN EN 14664, 100 USFS 209E)

ISO CLASS 7 (10 000) 71,02 m?
ISO CLASS 8 (100 000) 36,35 m?
Plocha technickych mistnosti (strojoven) | 48,65 m?
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DYNTEC spol. s r. 0. - Expanding the Existing Specialized Center for Vaccine Development (SCVD) with a Section
for the Preparation of Recombinant Proteins, Endolysins and Phages

Investor, locality:
Implementation term:

Scope of delivery:

DYNTEC spol. s r.o., Terezin, Czech Republic
02/2022 - 11/2022

The project involved the expansion of an existing Specialized Center for Vaccine Development. The newly built technological and
technical facilities are used for the development and preparation of experimental lots of newly developed human and veterinary
drugs against serious infectious diseases.

The delivery also included the execution of all construction works of built-in clean rooms, supply of materials, technologies and
equipment, provision of prescribed tests and revisions according to special legislation, elaboration of necessary production
documentation.

The main requirements were the continuity with the existing SCVD premises, especially the nutrient media preparation, the Clean-
In-Place (CIP) sanitation system and the central washrooms located on the 1st floor of the Production Pavilion (PP), as well as the
continuity with the existing personnel and material airlocks system. These spaces are separated in layout and function from the
SCVD premises by a separate personnel entrance from outside the building where operating personnel remove their outerwear, then
enter the building through a single-stage personnel airlock directly into the newly built premises (NCS).

The newly built premises are equipped with complete technical and technological facilities (pumps, biological and mechanical filters,
aeration and control and measuring technology for monitoring and control of production processes). The material is transported to
the laboratory clean rooms (CR) via a material airlock. The internal parts are made of clean sandwich panels (solid panels, consisting
of a sheet metal shell and filled with mineral wool). The suspended ceilings are also made up of clean, easy-to-clean metal ceilings,
which contain air terminal elements, lighting fixtures and low-current distribution elements. The HVAC engine room is located on
the ground floor level outside the building on a ramp. The new CRs are connected to the existing electrical sources and building
networks. Low voltage conduits include open door alarms in personnel and material airlocks.

Finally, an Installation and Operational Qualification Documentation of the cleanrooms, including technological media, was
processed. The qualification was performed by BLOCK validation engineers. Laboratory cleanrooms are built in full compliance with
the requirements of VYR-36 GMP and related SO standards such as CSN EN 14 644. The created rooms comply with the GMO 2
rules.

Hereof the clevanroom area 107,38 m?

(pursuant to CSN EN 14664, 100 USFS 209E)

ISO CLASS 7 (10,000) 71,02 m?

ISO CLASS 8 (100,000) 36,35 m? @

Area of technical rooms (machine rooms) 48,65 m? D Y NTEc
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00O «DYNTEC spol. s r. 0.» - PaclumpeHue cyuwectBytowero LleHTpa pa3paboTku BakUuuH (ganee no TeKcty
«SCVV») 3a cyeT yyacTKa NoarotToBKM peKOMOMHAHTHbIX 6esIKOB, 3HAONU3UHOB U haros

MHBecTOop, MecTO:
CpOK MCNonHeHus:

O6bem pabor:

DYNTEC spol. s r.0., Yewwckas Pecnybnuka, r. TepesuH
02/2022 - 11/2022

Mpeametom nogpsiaa GbiNo paclMpeHne CyLLECTBYHOLErO LEeHTpa pa3paboTku BakuMH. BHOBb Co3gaHHbIE TEXHOIOMMYECKUe u
TEXHMYECKME MOMELLIEHMS] UCMIONb3YHOTCA AN pa3paboTKy 1 NPUTrOTOBIIEHUS 3KCNEPUMEHTANbHbIX MAapPTUIA BHOBb pa3pabaTtbiBaeMbIX
NeKapCTBEHHbIX CPEACTB ANS YEroBeKa U XKMBOTHbLIX MPOTUB TAXKENbIX MHPEKUMOHHBLIX 3aboneBaHui.

PaboTbl cogep:kanu BbINOSNIHEHNE BCEX CTPOUTENBHBLIX PAabOoT MO BCTPOEHHBLIM NMOMELLEHUSM YUCTOW 30HbI, MOCTABKYy MaTepuanos,
TexHororni n obopyaoBaHusa, obecnevyeHne pernameHTUPOBaHHbLIX UCMbITAHUA U PEBU3UIA B COOTBETCTBUM CO CrneuvanbHbIMU
NpaBOBbIMM HOPMaMU, NOAroTOBKY HEOOX04MMOW NPOM3BOACTBEHHON JOKYMEHTALNN.

OcHoBHbIM TpeboBaHMeM Obina: yBa3ka C CYLLECTBYOLMMU NomelleHnammn « SCVVy», B 0COGEHHOCTU, C y4aCTKOM MPUTrOTOBIIEHMS
nuTatenbHbix cpen, ¢ cuctemon CIP (nmpombiBka obGopynoBaHusa M TpybonNpoBOAOB Ha MecTe 0e3 OeMOHTaxa) U LeHTparibHOn
MOEYHOW, pacrnofiokeHHon Ha 1-m ataxe [MpomsBogcTBeHHoro kopnyca («VP»), ganee yBsi3ka C CUCTEMOWM CYLLECTBYHLLMX
nepcoHanbHbIX N MatepuarnbHbIX LWA30B. C TOYKN 3pEHUS MAAHUPOBKU 1 PYHKLNOHAIbHOCTY AaHHbIE NMOMELLEHNS OTAENEHbI OT
nomeweHnn «SCVV» ¢ NnoMoLLbio OTAENbLHOIO BXOAa ANs NepcoHarna CHapyXu 3gaHns, roe o6cnykmBaroLum nepcoHan ocTaBnseT
BEPXHIOI0 0OEXaY, a 3aTEM BXOAUT B 3A4aHMNE Yepe3 OQHOCTYMNEHYaThIN NepPCOHanbHbIN LUIO3 HEMOCPEACTBEHHO BO BHOBb CO3aHHbIE
nometeHnsa («NVP»).

BHOBb MOCTPOEHHbIE MOMELLEHUSI OCHALLEHbl KOMMITEKCHBIM WHXEHEPHBbIM N TEXHONOrMYecknm obopyaoBaHMEM (HacOCHI,
ovonornyeckme n mexaHmdeckne puneTpbl, aspaums 1 perynmpytoLllas u naMepuTenbHasa TEXHMKA AN MOHUTOPUHIa 1 ynpaBrieHuns
Npon3BOACTBEHHbLIMU Npoueccamu). MaTtepuan TpaHcnopTUpyeTcs B YicTble noMelleHus (YIM) nabopatopuii 4epes MaTtepuranbHbIi
LWt03. BHYTpEeHHME YacTn N3roToBMEHbI U3 «YUCTbIX» COHABUY-NAHeNen (rnyxme naHenu, opa3oBaHHbIE KOXKYXOM 13 FIMCTOBOW CTanm
N HaMNosNHNTENEM N3 MUHeparbHON BaThl). [logBeCHbIE NMOTONKN TaKXKe BbIMOSTHEHbI N3 «YUCTLIX» METaNIMYECKNX, JIErKO MOKLLMXCS
MOTOSTOYHbIX MaHenen, B KOTOPbIX PacronoXeHbl KOHLEBbLIE 3MIEMEHTblI BEHTUMSILUMOHHOW CUCTEMbI, OCBETUTENbHbBIE NPUOOPLI K
3MNeMEHTbI CNaboToYHON pacnpeaennTernbHON cucTtemMbl. MallMHHOE OTAENeHne BEHTUNALNOHHON TEXHUKN U KOHANLMNOHUPOBAHMS
BO3[yXa pPacrorfioKeHO Ha YPOBHE MEPBOro 3Ta)ka CHapyXu 34aHust Ha nnatdopme. HoBble YMCTbie MOMELLEHNS MOAKMIOYEHDBI K
CYLLIECTBYIOLLIMM MCTOMHUKAM 3M1EKTPOIHEPTUM U CETSIM 3aaHnsa. CnaboTouHbIE CETU BKOYAKOT CUrHanmM3aumio OTKPbITbIX ABEPEN B
NnepcoHarnbHbIX U MaTepuarnbHbIX LUHO3aXx.

HakoHel npoBegeHa kBannukaumsa YMCTbIX MOMELLEHUA — UX MOHTaXa W (YHKUMOHMPOBAHWSA, BKIOYas KBanudukaumio
TEXHOIOrMYEeCKMX cpen; kBanndrkaunsa nposeaeHa nHxeHepamm no sanugauumn gupmbel BLOCK. YucTtbie nomelleHns nadopartopui
co3aaHbl B NOSTHOM COOTBETCTBUM C TpeboBaHUAMM MHCTPYKLUMK VYR-36 GMP 1 cBsidaHHbIX ¢ HAMK cTaHgapToB ISO, Takmx kak CSN

EN 14 644. Co3gaHHasi 30Ha cooTBeTCTBYeT npasunam GMO 2.
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