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Zakazkové Cislo: UA27B/DO1BO, UA27B/DO2BO (UIN002/MO1AB2D, UIN0O02/M02AB2D)

& Vystavba Casti vyroby substanci, vyroby GLS a administrativné laboratorniho komplexu, ODO InterChem,
Odésa“

Investor, lokalita: ODO ,InterChem*; Odésa, Ukrajina

Doba plnéni: Projektova dokumentace: 04/2009 — 04/2012
Dodavky: 05/2014 — 12/2015

Oblast plisobnosti: Farmacie
Druh vyroby: Vyroba substanci, vyroby GLS, administrativné-laboratorni komplex

Popis: KOMPLETNI REALIZACE NA KLIC.
Predmétem zakazky byla realizace Ctyf objektl pro farmacii: RozSifeni vyrobnich kapacit v oblasti farmaceutického primyslu,
splnéni pozadavku evropskych pravidel GMP EC (dobra vyrobni praxe).

Prvnim stupném bylo zpracovani projektové dokumentace ve fazich koncepce, basic projekt, projekt pro realizaci, skute¢né stavy.
Druhym stupném byla realizace vlastni vystavby vSech objektl ,,na zelené louce”.

Vystavba vSech objektu na ,zelené louce®:

» Sklad
Prvnim objektem byl sklad vstupnich surovin a hotové produkce navazujici na stavajici sklad. Ukolem bylo rozsiteni sklado-
vacich kapacit a zaroven zachovani pfistupu stavajici vyroby a nové vyroby do téchto sklado—vacich prostor.

= Vyrobni objekt PLF s laboratorni a administrativni ¢asti
Jedna se o osmipatrovou budovu, ve které je uvaZzovano s vyrobou pevné lékové formy. Dale prostory pradelny slouzici pro
prani odévu do Cistych i necistych prostor. V nejvyssSich patrech jsou laboratofe slouzici jak pro novou tak i stavajici vyrobu

= Energoblok
Mezi vyrobnimi objekty je umisténa dvoupatrova budova energetického centra. Uvnitf je umisténo technické zazemi jednot-
livych médii.

= Vyrobni objekt substanci
Produkce slouzi jak pro vlastni vyrobu pevné lékové formy, tak i pro expedici substanci mimo vyrobni areal.

Rozsah dodavky: Cisté prostory:
Vyrobni objekt PLF: Vyrobni prostory, strojovny VZT, prostory MB laboratofi 1055 m?
(ISO Class 8, 100000)

Vyrobni objekt substanci: Vyrobni prostory, skladovaci, laboratorni prostory, 380 m? * InterChem
strojovny (ISO Class 8, 100000)




Order No.: UA27B/DO1BO, UA27B/DO2BO (UIN002/M01AB2D, UIN002/M02AB2D)

Vystavba €asti vyroby substanci, vyroby GLS a administrativné
laboratorniho komplexu, ODO InterChem, Odésa*“

Dodavatelské = Generalni projektant

schéma: » Rizeni projektu — podpora zakaznika

= Dodavatel HVAC a Cistych prostor
*= Montaz technologii
= Kvalifikace

PROJEKT ,NAKLIC”
= Podrobna projektova dokumentace

= Energetické sité (uvnitf objektu)
» Dopravni infrastruktura

= Stavebni prace

» InZenyrska Cinnost

= Dodavky zafizeni

= Zprovoznéni a zaregulovani

= Kvalifikace

* InterChem



Vystavba €asti vyroby substanci, vyroby GLS a administrativné
laboratorniho komplexu, ODO InterChem, Odésa*“

Casovy = Zahajeni projektu 2009
harmonogram: = Konstrukéni dokumentace 2009 — 2011
= Stavebni prace 2010 - 2012
= Montazni prace 2013 - 2014
= Uvedeni do provozu (l. faze) 2014 — bfezen 2015
» Validace (l. faze) duben 2015
= Druha faze Cervenec 2016 — prosinec 2016

Order No.: UA27B/DO1BO, UA27B/DO2BO (UIN002/MO1AB2D, UINO02/M02AB2D)

‘ InterChem



Order No.: UA27B/DO1BO, UA27B/DO2BO (UIN002/M01AB2D, UINO02/M02AB2D)

Vystavba ¢asti vyroby substanci, vyroby GLS a administrativné
laboratorniho komplexu, ODO InterChem, Odésa“

Popis:

Sklad

= Prvnim objektem byl sklad vstupnich surovin a hotovych vyrobk( navazujici na stavajici sklad. Cilem bylo rozSifeni skladovacich
kapacit a zaroven zachovani pfistupu stavajici vyroby a noveé vyroby do téchto skladovacich prostor.

= Jedna se o dvoupatrovou budovu o rozmérech 31x19 m a vyskou stropu 6,9 m. V objektu jsou skladovaci plochy vstupnich surovin,
materiall a hotové produkce, strojirna vzduchotechniky, socialni zazemi pro personal.

Vyrobni objekt PLF s laboratofi a administrativni ¢asti

= Druhym objektem je vyrobni objekt pevné Iékové formy s laboratorni a administrativni ¢asti. Jedna se o osmipatrovou budovu
o rozmérech 51x25 m vySkou podlazi 4,1 m.

= Budova je navrZena pro vyrobu pevneé lékové formy s kapacitou cca 345 000 kg / rok (celkové mnozstvi baleni 71 303 217 baleni / rok).
V této budoveé je také pradelna pro prani odéva do Cistych i neCistych prostor. V nejvyssSich patrech jsou umistény laboratore slouzici
jak pro novou, tak i stavajici vyrobu.

= Clenéni objektu:
= 1. patro — vyrobni prostory (ISO Class 8, 100,000) = 360 m?
. patro — strojovny VZT, pradelna (ISO Class 8, 100000) = 20 m?
. patro — vyrobni prostory (ISO Class 8, 100000) = 560 m?
. patro — strojovny VZT,

. patro — kancelare

. Patro — kancelare

. patro — analytické laboratofe

. patro — strojovny VZT, prostory MB laboratofi (ISO Class 8, 100000) = 115 m?

|
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Order No.: UA27B/DO1BO, UA27B/DO2BO (UIN002/MO1AB2D, UINO02/M02AB2D)

Vystavba €asti vyroby substanci, vyroby GLS a administrativné
laboratorniho komplexu, ODO InterChem, Odésa“

Popis:

Energoblok

= Mezi vyrobnimi objekty je umisténa dvoupatrova budova energetického centra o rozmérech 20x19 m vySkou podlazi 4,5 m. Uvnitf

budovy se nachazi technické zazemi pro vyrobu jednotlivych médii.

= Konkrétné:

Strojovna chladu (2714 kW),

Strojovna tepla — vyménikové stanice (2646 kW),
Strojovna tlakového vzduchu (1270 m3/h),
Strojovna dusiku (90 m3/h),

Strojovna Cisténé vody PW (1200 I/h),
Elektrorozvodna (2x 4 MW),

Socialni zazemi pro personal

Vyrobni objekt na vyrobu substanci
= Ctvrtym objektem je vyroba substanci (krystalizace), kde je umisténo 6 nezavislych vyrobnich jednotek na vyrobu aktivnich latek.
Produkce slouZi jak pro vlastni vyrobu pevné Iékové formy, tak | pro dodavky substanci mimo vyrobni areal. Vyroba je navrZzena na

kapacitu cca 3850 kg substance za rok, pfi¢emz se uvazuje se sedmi rliznymi preparaty vyrabénymi na Sesti oddélenych linkach.

= Jedna se o tfipatrovou budovu o rozmérech 51x19 m a vyskou podlazi 4,5 m

1. patro — sklady, strojovny, vyrobni prostory (ISO Class 8, 100000) = 240 m?
2. patro — vyrobni prostory (ISO Class 8, 100000) = 70 m2, laboratofe (ISO Class 8, 100000) = 60 m?
3. patro — strojovny, vyrobni prostory (ISO Class 8, 100000) = 10 m?

‘ InterChem



Order No.: UA27B/DO1BO, UA27B/DO2BO (UIN002/M01AB2D, UINO02/M02AB2D)

* Construction of a Facility for the Production of Substances, GLS Production and Administrative Laboratory
Complex, ODO InterChem, Odessa

Investor, locality:
Implementation term:

Field of activity:
Type of production:

Description:

Scope of delivery:

OAO “InterChem”; Odessa, Ukraine

Project documentation: April 2009 — April 2012
Deliveries: May 2014 — December 2015

Pharmaceutics
Production of drug substances, GLS, administrative and laboratory complex

COMPLETE IMPLEMENTATION ON A TURNKEY BASIS
The project involved the construction of four buildings for pharmacy: Extension of the pharmaceutical production capacity that satisfies
the requirements of European GMP EC (Good Manufacturing Practice).

The first step was the processing of the project documentation in conception, basis project, and as-built project phases. The second
step was the proper implementation of all “greenfield” buildings.

The construction of all “greenfield” premises:

= Storage rooms
The first object was a storage room for feedstocks and final products connected to the existing storage room. Our task consisted
in the extension of the storage capacity while preserving the access of the existing and new manufacturing rooms to these new
storage rooms.

= PLF production facility with laboratory and administrative parts
It is an eight-storey building considered for the production of solid pharmaceutical form. The laundry rooms serve for washing
of clothing, for clean and unclean rooms, as well. On the top floors there are laboratories serving for both the new and existing
production.

= Power-generating unit
Between the production building, there is situated a two-storey building of the energy center. In the inside there are placed techni-
cal auxiliary rooms for specific media.

= Production facility for substances
The production facility is used for the manufacture of the solid pharmaceutical form and the dispatch of substances, as well.

Cleanrooms

PLF production facility: Production facilities, HVAC utility rooms, MB laboratory rooms 1055 m?

(in 1ISO Class 8, 100,000) * InterChem
Production facility for manufacture of substances: Production facilities, storage, 380 m?

laboratory, and machine rooms (in ISO Class 8, 100,000)




Order No.: UA27B/DO1BO, UA27B/DO2BO (UIN002/M01AB2D, UIN002/M02AB2D)

Construction of a Facility for the Production of Substances, GLS Production and Administrative Laboratory
Complex, ODO InterChem, Odessa

Supply scheme:

Project schedule:

TURN KEY PROJECT

General Designer
Project management — support to the client -,
HVAC and cleanroom supplier A
Technology assembling .&
Qualification

Detail design documentation
Energy networks (inside the object)
Transport infrastructure
Construction works

Engineering systems

Facility supplies

Commissioning and balancing

Qualification

Start of the project 2009

Design documentation 2009 - 2011

Construction works 2010 - 2012

Assembly works 2013 - 2014
Commissioning (l.st) 2014 — March 2015
Validation (l.st) April 2015

Second stage July 2016 — December 2016

* InterChem




Order No.: UA27B/DO1BO, UA27B/DO2BO (UIN002/M01AB2D, UINO02/M02AB2D)

Construction of a Facility for the Production of Substances, GLS Production and Administrative Laboratory
Complex, ODO InterChem, Odessa

Description:

Storage rooms

= The first object was a storage of raw materials and finished products, associated with the existing warehouse. The aim was to
extend the storage volume, while maintaining access to the existing production and new production.

= This is a two-story building, the size of which is 31x19 m floor height is 6,9 m. The site is a place for the storage of raw materials
and finished products, engine room of ventilation, sanitary premises for the personnel.

PLF production facility with laboratory and administrative parts

= The second object is a production complex of solid dosage forms with laboratory and offices. This is an eight-story building with
dimensions of 51x25 m and floor height of 4,1 m.

= The building is designed for the production of solid dosage forms with capacity of approx. 345 000 kg / year (the total number of
packages 71 303 217 units / year). Also in the building is a laundry room for washing of clothes used in clean and unclean areas.
On the higher floors are located laboratories which are used for new and for existing production.

= Dividing of the object:

1.
. Floor - engine rooms of ventilation, laundry (ISO Class 8, 100000) = 20 m2
. Floor - production area (ISO Class 8, 100000) = 560 m2

. Floor - engine rooms of ventilation,

0 N O O~ 0N

Floor - production area (ISO Class 8, 100,000) = 360 m2

. Floor - offices

. Floor — offices

. Floor - analytical laboratories

. Floor - engine rooms of ventilation, laboratories MB (ISO Class 8, 100000) = 115 m2

* InterChem



Order No.: UA27B/DO1BO, UA27B/DO2BO (UIN002/MO1AB2D, UINO02/M02AB2D)

Construction of a Facility for the Production of Substances, GLS Production and Administrative Laboratory
Complex, ODO InterChem, Odessa

Description:

Power-generating unit

» Between the manufacturing buildings is located two-storey energy building with dimensions of 20x19 m and floor height of 4,5 m.

Inside the building is the technical equipment for the production of different mediums.
= Namely:

engine room of cold (2714kW),

engine room of heat — heat exchangers (2646kW),
engine room of compressed air ( 1270m3/h),
engine room of nitrogen (90m3/h),

engine room of PW (1200I/h),

electrical substation (2x 4MW),

sanitary premises for the personnel

Production facility for substances
= The last fourth object is the production of substances (crystallization) which have six mutually independent productions of active

substances. Products are used for own production of solid dosage forms and for supply of substances outside the production area.

Production is calculated for preparation about 3850 kilograms of substances per year. The substances used for the production of

seven different drugs produced on six separate lines.
= This is three-story building with the size of 51x19 m and floor height of 4,5 m

1. Floor — warehouses, machine rooms, manufacturing facilities (ISO Class 8, 100000) = 240 m2
2. Floor — manufacturing area (ISO Class 8, 100000) = 70 m2, laboratory area (ISO Class 8, 100000) = 60 m2,
3. Floor — machine rooms, manufacturing area (ISO Class 8, 100000) = 10 m2

‘ InterChem



Howmep 3akasa: UA27B/DO1BO, UA27B/DO2BO (UIN002/MO1AB2D, UIN0O02/M02AB2D)

G MpuobpeteHne o6opynoBaHua ans npoussoactea NMC no npasunam GMP u JluHuu gna npousBoacTea
cyo6ctaHuum no npasunam GMP, O[10 «UHTepXum» r. Ogecca

MHBecTOp, MecTo: OAOQO ,MuTtepXum“; Ogecca, YkpaunHa

CpOK nCnonHeHns: MpoekTHas gokymeHTauusa: 04/2009 — 04/2012
Pabotbl 1 noctaBku: 05/2014 — 12/2015

Obnactb npumeHeHust: | PapmaueBTuka
Bua npounssoacTea: MponssoacTBo cybecTaHumi, y4acTkm npomssoacTtea [T1C, agMUHNCTpaTUBHO-NabopaTopHbIN KOMMIEKC

OnucaHne: KOMIMIEKCHAA PEANTN3ALNA MO0 KITHOY»
MpeomeToM 3akasa Gbina peanusaums YeTbipex KOpnycoB Anst hapmaueBTUKN.

[MepBbIM 3Tanom 6bina paspaboTka NPOEKTHOW AOKYMEHTaUUN Ha CTaAusX KOHLEeNTyanbHOro npoekTa, 6a3oBoro NpoekTta, npoekTa
Ons peanusaumm CTpoUTENbCTBA, OnMcaHne AeNCTBUTENBHOMO COCTOAHMS. BTopbiM aTanom 6bina peanuaaums co6CTBEHHOIO
CTpOUTENbLCTBA BCEX KOPMYCOB HAa «4UCTOM noney» (rpuHdung).

CTpounTenbCcTBO BCEX KOPMYCOB HAa «4YUCTOM Mone»

= Cknag
MNepBbIM KOpNycoM ObirT CKraz BXOOHOIO Cblpbsi U TOTOBOMW NPOAYKLMU, YBA3AHHbLIN C CYLLECTBYIOLWMM CKnagoM. 3agadven
ObINO paclmpeHne ckNnagcknx MOLHOCTEN U B TO XXe BPeMS COXpaHeHue LOCTYyNa CyLLEeCTBYOLEro Npou3BoACTBa U HOBOTO
NPOW3BOACTBA K AaHHbIM CKNaACKMM MOMELLEHNSAM.

* [lpousBoacTBeHHbIN Kopnyc TIIP ¢ nabopaTopHON U aAMUHUCTPATUBHOMN YacTAMU
MmeeTca B BMOYy BOCbMUITaXHOE 34aHue, B KOTOPOM MpeaycMOTPEeHO NPOn3BOACTBO TBEPAOW nekapcTBeHHON dopmebl. [anee
NOMELLEHNS NpavYevyHoNn, NpegHa3Ha4YeHHbIe ANA CTUPKM oaexabl AN «YUCTbIX» U «TPA3HBLIX» NOMELLEHMN. Ha BbICLLMX aTaxax
HaxoasTcs nabopatopun, NnpegHasHadYeHHbIe Kak 51 HOBOro, Tak U AN CyLLEeCTBYOLWEro Npon3soacTaa.

=  OHeprobnok
Mexay Npov3BOACTBEHHBIMY KOPNycaMu HaXoaUTCH ABYX3TaXHoe 34aHue SHepreTuyeckoro ueHTpa. BHyTpu pasmelyeHo
NHXeHepHoe obopyaoBaHve ANns OTAENbHbIX CPea.

= [lpou3BoACTBEHHbLIN KOpNyc cy6cTaHUMN
MpoayKumnsa ncnonb3yeTcsa Kak Anst CObCTBEHHOro Npou3BoACTBa TBEPAON NekapCTBEHHOM DOPMbI, TaK 1 ANA aKcneanumnm
cybcTaHumi BHE NPON3BOACTBEHHOM NNOLLAAKM.

O6bem pabot Yuctble nomeleHus

1 NOCTaBoK: MpownssoacTeeHHbIN kopnyc TI1®: MponsBoACTBEHHbIE MOMELLEHUS, MaLLNHHbIE OTAENEHNs 1055 m2
BEHTUNSILMOHHON TEXHUKK, MOMELLIEHNST MUKpobuonormyecknx nadopatopun (ISO Class 8, 100000) * InterChem
[Mpon3BOACTBEHHbIN KOpMyC cybcTaHumi: [pon3BOACTBEHHbBIE MOMELLEHMS, CKNaacKue, 380 m?
nabopaTtopHbie noMeLleHusl, MalnHHble otgenenus (ISO Class 8, 100000)
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