Clean K

Toriy (doe GioinLeri

ILAC FABRIKANIZ ANAHTAR TESLIM

Clean K
ey Qo Goiifonteri

@) WWW.CLEANK.COM.TR




O HAC:

e KomnaHusa CLEANK PHARMA npegocTtaBnsieT cBou yciyrun
1mesi B CBOEM pacnopsiXXeHUn KaapoByto 6a3y MHXeHepoB-

cTpouTenei, MHXeHepoB-MexaHVKOB, NHXeHepPOoB-
31eKTPUKOB, NHXEHEPOB-TEXHOJ/IOrOB, NHXEHEPOB M0
KBaAMGUKaLMN/BaNUAALMN 1 HKEHEPOB-KOHCYIbTaHTOB,
MMeIoLLMX OMbIT PaboTbl B GpapMaLeBTNHeCKO
NPOMBILLNEHHOCTH.

LE/Ib HALLUEIO YUYPEXAEHWA:

e Pa3paboTka 1 peannsaums NPOEKTOB «MOJ Kou» C o
JAokymeHTaumeln GMP, KoTopble ycreLHO NPponayT ayAuThbl,
NpOBOAVIMbIe BCEMW eBPOMNeCcKMMN OpraHamMm
3gpaBooxpaHeHmns 1 FDA, a Takxxe ayanTbl MUHUCTEPCTBA
34 paBooxpaHeHus Typumn B

HALUA AEATENBHOCTb

KOHCYyNbTaumnm no TexHuyeckum/nHxeHepHsiM [GMP Bonpocam
B papmMaLeBTNYeckoil NpoMbiwaeHHOCTM (KoHUuenyns,
paspa6oTka, BHeagpeHue)

«/ Bce coopyxeHus, uHppacTpykTypa, oTAeno4UHble paboThl

MpeasapuTensHas o6pa6oTka, PW (uuctaa soga), WFI (Boaa
ANS MHbekunii), PS (YncTelil nap), yncTtas BoAa, YMCThIe
a30THbIE IVMHUU NPOEKTUPOBaHME

MpoekTupoBaHue N BHegpeHune cuctem HVAC n Bcex
MexaHuuecknx yctaHosok (oTonneHune, oxnaxaeHue,
BEHTUAALMSA, Nap, NOXapoTyleHne, CKaTblli BO3AYX U T.4.).

v lMpoekTupoBaHMe N BHeAPEHNE 3NeKTPUYECKNX CUCTEM
(3neKTponMTaHV|e, ocselleHue, UBM 1 T.4.)

J MoHTaX, nyckoHanagka, NpoeKkThbl «MOj Katoy»

MpoekTupoBaHue 1 3anyck NPON3BOACTBEHHOIO
obopyaoBaHNS, NPON3BOACTBEHHbLIX pe3epByapos n
pesepByapoB A4/ BOAbI

lMpoekTupoBaHue N 3anyck CUCTEM TPAHCMOPTUPOBKN
npoaykrtos, cuctem CIP/SIP

MpoekTMpoOBaHMe, MPON3BOACTBO U MOHTAX YMCTbIX
«/ nomelleHni, Neperopook, NoOABECHbLIX MOTONKOB, ABEpEW,
npeAaToOYHbIX LWIO30B , CMCTEM 610KMPOBKM.

v

MpoBeaeHVe KBaNUGUKALNOHHBIX/BaNNAALNOHHbIX
MeponpusaTtuil (keanudurkauus mawmnH/o6opysoBaHus,
kBanuduKaLnus cucTeM, BanugaLus
KOMMbLIOTEPU3NPOBAHHbLIX CUCTEM, KBanuduKkaLnsa ceTeii)

MocTaBka HEOBXOAMMBIX papMaLeBTUYECKNX MaLUUH 1
o6opysoBaHUA NPV HEO6XOAMMOCTU, BbIMONHEHNE 3aBOACKNX
NPUEMOUHBLIX NCMBITAHWA, MPUEMOYHBIX UCMBITAHWUI Ha y4acTke,
yCTaHOBKa 1 3anyck.

J CHI/I)KEHI/IE/OFITI/IMVBaLI,I/Iﬂ TeEXHONOrn4dyecknx satpar
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ABOUT US:

We, as CLEANK PHARMA, provide service with civil
engineers, machinery engineers, electrical
engineers, process engineers,
qualification/validation engineers, and consultant
engineering staff experienced in the
pharmaceutical industry.

THE PURPOSE OF OUR ESTABLISHMENT IS:

To design and deliver turn-key projects with GMP
documentation which will successfully pass the audits
conducted by all European Health Authorities and FDA, and
audits of the Turkish Ministry of Health in Food and
Pharmaceutical industry.

OUR ACTIVITIES

Technical/Engineering/GMP Consultancy in the
W4 9 9 Y
pharmaceutical industry (concept, design, application)

All constructions, infrastructures, fine works

L

Pre-treatment, PW (pure water), WFI (water for
injection), PS (pure steam), clean water, clean nitrogen
lines designing

8

Design and application of HVAC system and all
mechanical installations (heqting, cooling, ventilation,
steam, fire, compressed air, etc.)

Design and application of electrical systems
(power, lighting, UPS, etc.)

Installation, start-up, turn-key projects

Designing and start-up of production equipment,
production tanks, and water tanks

Designing and start-up of product transfer systems,
CIP/SIP systems

Designing, manufacturing, and installation of clean
room, partition wall, false ceiling, door, Pass-Box,
interlock systems

Conducting qualification/validation activities
(machinery/equipment, system qualifications,
computerized system validations, network qualification)

L S R VR N U U N

Supply of required pharmaceutical machineries and
«/ equipment when required, performing FAT, SAT,
installation, and start-up
Reduction/optimization of process costs
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TexHunuyeckue I MH)XEeHEPHbIE
KOHCy/ibTauunwu.

&/ TpoekTnpoBaHMe N NHCNEeKL WA NOMeLLeHWiA,

Co3faHne apxXMTeKTYPHbIX MAAaHOB U NJAaHOB YNCThIX
W/ noMeleHnn B COOTBETCTBUM C TEXHOOTUYECKUM
npoueccom un KoHuenuuner GMP,

FlpoekTnpoBaHMe HanpaBaeHW BO3AYLWHbIX MOTOKOB,
3Ha4YeHWI gaBNeHNs B COOTBETCTBUN C HOpMamu BO3, ISPE n
FDA,

FpoekTupoBaHVe 1 NNaHMPOBaHMWE MOTOKOB ChipbA,

¥ nonypabpukaTos, NepCcoH ana, ynakoBku, roTOBOM
NpoAyKHNN N-OTXOAOB-B.COOTBETCTBUN C GMP 1
COOTBETCTBYHOLLUMNU HOPMaMN,

PazpaboTka NpoLEeCccOB NPON3IBOACTBA CTEPUIBHbBIX
7 TPOAYKTOB, IPOLECCOE NPOUSBOACTBA NEPOPAbHbIX

npoAyKToB (RPOVN3BOACTBO, Hepedaya, HanomHeHue

3aneyaTbiBaHie, KOHTPOAbL - yNakoBKa),

CocTaBneHue TabauLb noTpe6HOCTEN B KOMMYHaABHBIX
&/ YENyrax-B-cooTBETCTBUM C aHaNN30M NoTpebaeHns
KOMMYHanbHbIX YCaYT,

Keanudukauua mawmnH/o6opygosarua (IQ+0Q+PQ), 3agaun
&/ N0 BaAUAauUNM 1 CONYTCTBYHOLLME KOHCYAbTaLIMOHHbIE
ycnyru,
v MpoBeAeHNe HEOOBXOANMbBIX TPEHUHIOB N0 GMP 1
TeXHWYeCcKMM Bonpocam,

v MNpoBeAeHNe HEOHBXOANMbBIX TPEHUHIOB N0 GMP 1
TeXHNYeCKNM Bornpocam,

v

MoaroToBKa M KOHTPO/Ib 3@ MOATOTOBKOW K ayAuUTy, aHanms3
GAP v nnaHbl AeNCTBUNR,

AHanNn3 NPon3BOACTBEHHbIX MOLLHOCTEN, ONTUMN3ALNS MOLLHOCTEN,

nojgrotoska rpa¢unkos Bbibopa 060pys0BaHNSA, TEXHNKO-
3KOHOMMUYeCKUi aHanus, MNpoekTupoBaHne nabopaTtopuii,

v

cKNaackux/oTAYCKHbIX NOMeLeHMiA, ynpaBaeHne NpoekTamMm u
KOHCYNbTUPOBaHME,
MoAroToBKa COOTBETCTBYHOLLENO AOKYMEHTA

«/ TpeboBaHWI Nonb3oBaTenel N aHanun3
pUCKOB,
MoAroToBka AOKYMEHTOB ANA MPOBEPKN BalNAHOCTM
KOMMBIOTEPU3NPOBAHHbLIX CUCTEM, ayAUTa,

«/ BHYTpeHHero cneunann3vpoBaHHOro o6yvyeHus un
Ba/VAALMNOHHBLIX MEPOMPUATUIA,

CokpallieHve n onTuMmnsaumsa
TEXHONOTNYECKNX N MPON3BOACTBEHHbIX
3aTpaT B pamMkax npasua GMP.
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npoeejgeHune nccneaoBaHUA Mo CHUXEHWIO 3aTpaT, NpoekTnpoBaHne

Technical [ Engineering Consultancy:

J Facility design and revision,

v Generating architectural and cleaning class layouts in
accordance with process flow and GMP concept,

Designing air flow directions, pressure values in
accordance with WHO, ISPE and FDA regulations,

Designing and project planning of raw material, semi-
+/ finished product, personnel, packaging, finished product and
waste flows in accordance with GMP and related regulations,

Design of sterile product processes, oral product
&/ processes (production, transfer, filling/sealing, control,
and packaging),

< Composing utility requirement table according to the
utility consumption analysis,

< Machinery/equipment qualification (1Q+0Q+PQ), validation
tasks and associated consultancy services,

«/ Giving required GMP and technical-trainings,

Preparation.and follow-up.of preparation to-audit, GAP
v analysis, and action.plans,

v Capacity analysis, capacity optimization, preparation of
machinery equipment selection tables, feasibility analyses,

Laboratory design,Making.cost-reduction.studies,Design of
«/ the storage/dispatching areas,Project management and
consultancy,

v Preparation of related user.requirement document
and risk analysis,

Preparation of documents for. computerized system
«/ validation review,\audit, in<house specialization
training, and validation activities;

v Reduction and optimization of process and
production costs'in'the scope of GMR rules:
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CTPOWUTEJ/IbHBLIE PABOTDbI:

e [lpoBejeHVe pacyeToB B COOTBETCTBMM C MPOEKTOM,

e BbINO/IHEHME CTaTUYeCKMX PaC4HeTOB M CTaTUYECKOro NpoekTa,

¢ [lpoekTnpoBaHMe $pacajoB 1 rpapuyeckoro gmsaiiHa,

e [lnaHnpoBaHWe 1 NpoBejeHMe 3eMIAHbIX PaborT,

e [lpoBegeHVe paboT No 06cnef0BaHNIO 3aHNIA,

e [1pon3BoACTBO PyHAAMEHT],

e CTpPOUTENLCTBO 06bIYHbBIX UM COOPHBIX XXe1e306eTOHHbIX KOHCTPYKLMIA,

e [1pon3BOACTBO CUCTEM JpeHaxa A0XAeBOWN BOAbl U MHPPACTPYKTYPHON

KaHanmsayumn,

e ®urHanbHble OTAEN0YHbIe pa6OTbI.

CONSTRUCTIONAL WORKS:

¢ Making calculations in accordance with designed architecture,

¢ Making static calculations and static project,

¢ Facade operations and design of images,

¢ Designing and performing excavation works,

e Performing building audit works,

¢ Making main manufacturing activities,

¢ Making conventional and prefabricate reinforced concrete construction,
¢ Making rainwater and infrastructure sewage piping activities,

e Completion of building by making fine works.
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NMPOEKTNPOBAHWVE N BHEAPEHWE
MEXAHUYECKNX CUCTEM:

o TpebMepHoe (3D) NpoekTMpoBaHMe CUCTEM OTOMEHNS, BEHTUAALN U
KOHAVLVIOHNPOBAHVIS U MeXaHNYeckunx yctaHoBkm (oTonneHue,
ox/axAeHne, BEHTUASALMSA, Nap, NoXxap, OKaTblli BO34yX, NblieyganeHne
UT. 4.)

e [lpousBogcTBO cucTtem HVAC, MprIMEHEHWe N MOHTaX, BBOJ B
3KCMIyaTaumio, BbINMOAHEHWE BCeX HEOOXOANMBIX UCMbITaHU
NPON3BOANTENLHOCTU N OTYETHOCTb MO HUM,

e TexHMyeckoe 06C!1y)KI/IBaHVIe, PEMOHT 1 3KCNyaTauna BBEAEHHbIX B

aKcnayaTaunko CcMcTtemMm 1 1.4., NOBbILLEHNE yCTOIZHVIBOCTI/I n

3ddeKTnBHOCTL.

DESIGN AND APPLICATION OF MECHANICAL
SYSTEMS:

¢ Three dimensional drawing designs, reporting and application in
HVAC and mechanical installation (in heating, cooling,
ventilating, steam, fire, compressed air, dust absorption etc.
systems),

¢ HVAC System Manufacturing, application and commissioning,
start-up and performing and reporting all required performance

tests,

¢ Increasing system sustainability and efficiency of started

systems by maintenance, repair and operation etc.
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NPOEKTUPOBAHWE N NPUMEHEHWE
SNNIEKTPOYCTAHOBKW:

e PacyeTbl N OTUETHOCTb 31EKTPUYECKNX YCTAHOBOK

e Ycnyry N0 MOHTaXy 3/1eKTPUYeCcKMX yCTaHOBOK, KOTOpble
HeobX0AMMO MOAroTOBUTL A5 0becneyeHms Toro, YTobbl

* 3/1eKTPOCHabXeHue, oCcBeLLeHe, CpeCTBa KoOMNeHcaumm
peakTVBHOW MOLLHOCTY, 3aLLMTa, CBA3b, MOXapHOe OrMoBeLLeHue,
6e30MacHOCTb, AdHHbIE 1 aHANIOTUYHbIE CUCTEMbI B PaMKaX
[MonoxeHnsa o BHYTPEeHHNX

* 3/1eKTPUYECKMX 06 beKTaxX MO BbITb BbIMOJHEHbI B COOTBETCTBUN C
TeXHNYECKMMU TPeboBaHUAMMN.

e M3roToBneHue, BHeApeHME N MOHTaX, MyCcKO-HaNajouHble paboThl,
npoBsejeHVe N OTYETHOCTb BCeX HEOBXOANMBIX IKCMAyaTaLNOHHbIX
UCABLITaHUI B COOTBETCTBUM C MPOEKTOM 3/1eKTPOMOHTaxa/

3N1eKTPOYCTaHOBOK.

|§o oy’ o .I' e o o o'. e l/
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DESIGN AND APPLICATION OF ELECTRICAL
SYSTEMS:

e Calculations and reporting of electrical installation,

e Electricity installation project services required to be
prepared in order to make power, lighting, reactive power
compensation, facilities, protection, communication, fire,
alert, safety, data and similar systems in the scope of
Electricity Installations Regulations in accordance with
technical requirements,

¢ Manufacturing, application, installation, start-up, performing
and reporting all required performance tests in accordance

with electricity\installation-project.
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NPOEKTUPOBAHWE N BHEAPEHNE CUCTEM MPEABAPUTENIbBHOV OYNCTKN

BO/bl, PW, WFI, PS, CTEPU/IbHOIO BO3AYXA, MEANLVUHCKNX FA30B:

e -CncTema LMpKynsiLmm, pesepsyapbl 418 BOAbI U pacyeT eMKOCTH
nyTem BblYMCAEHUS MOYACOBOro 1 CyTOYHOro pacxoia Tpebyemori
BOAb! 4NA NpesBapuTenbHoOM 06paboTky, PW, WFI, PS B cooTBeTCTBMU
C TEXHONOrMYEeCKNM NPOLLECCoM,

e Pa3paboTka NPOeKTOB 1 BHeApeHMe YepTexeli P&ID
npeasapuTensHol obpaboTkn, PW, WFI, PS,

e [poeKkTMpOBaHWE CUCTEMbI LIMPKYASLUN U GUALTPALIMN C pacHeToM

pacxofa CTepUNLHOrO BO3AyXa, a30Ta NPy KOHTAKTe C MPOAYKTOM;

e paspaboTka MpoeKTa 1 BHeApeHME IMHIM COMNIacHO CXxeMaMm
TEXHOJIOMMYeCKNX MPOLLECCOB U KOHTPOJIbHO-M3MEPUTENBHBIX

npunéopos..

DESIGN AND APPLICATION OF WATER PRE-TREATMENT,
PW, WFI, PS, STERILE AIR, MEDICAL GAS SYSTEMS:

¢ Loop system, water tanks, and capacity calculations by
calculating hourly and daily consumption of required water pre-
treatment, PW, WFI, PS according to the process,

¢ Project designing and application of pre-treatment, PW, WFI, PS
P&ID drawings,

¢ Designing of loop and filtration system by calculating sterile air,
nitrogen consumption in contact with the product; and project

designing and application of line P&ID drawing.
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CACTEMbI OHNCTKW CTOYHbLIX BOA U
PUNBbTPALNUN BbIXTOMHbLIX TA30B:

e PacuyeTbl, TPOEKTVPOBaHVEe N BHeAPEHWE cucTeM GpuabTpaLmn
BbIX/IOMHbIX Fa30B, C60pa TBEPAbIX OTXOA0B, NPeABapUTeNbHOM 1
OKOHYaTe/IbHOM OYMCTKN KUAKNX OTXOZ0B B COOTBETCTBUM C

XapakTepuUCcTKaMmn N MOLLHOCTbIO 06beKTa.

WASTE WATER TREATMENT AND EXHAUST
FILTRATION SYSTEMS:

¢ Calculations, project designing and application for exhaust
filtration, solid waste collection, pre- and final treatment systems of
liquid wastes according to the characteristics and capacity of the

facility.

Clean K
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BHEAPEHWE N BANNAAULNA
KOMNbIOTEPU3NPOBAHHON CUCTEMbI:

e Banunaaumsa KOMNbITEPU3MPOBAHHbIX CUCTEM, LIe/IOCTHOCTD
JaHHbIX, NPOeKThbl 1 NpunoxeHus ERP (MHTerprpoBaHHas cuctema
ynpaeneHus npeanpustem), BMS (Kommepueckas ynpaensaoLas

cuctema), PMS (cncTeMbl ynpaeneHus npoLeccamu).

APPLICATIONS AND VALIDATION OF COMPUTERIZED
SYSTEM:

¢ Validation of computerized systems, data integrity, ERP, BMS,

PMS project and applications.
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OBOPYAOBAHWUE ANA ®APMALEBTUYECKOIO
NPON3BOACTBA:

¢ [1pon3BOACTBO HEOH6XOAMMBIX MALLUVH 1 060PYA0BaHNS ANs
dapmaLeBTMUECKOro NPON3BOACTBA MO ONTMMAabHOM CTOMMOCTH,
BblMNonHeHne FAT (3aBo,qCKV|e NpUEMOYHbIe I/ICI'IbITaHI/IFI), SAT

(Mpri&MouHbIe NCNBITaHUS Ha yuacTke), MyCKOHaNaA0uHbIX PaboT U

aKcnayaTauuto.

PHARMACEUTICAL PRODUCTION MACHINES

¢ Production of required pharmaceutical production machinery
and equipment at optimum cost, performing FAT, SAT,

commissioning and start-up.
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GEN iLAG VE SAGLIK URUNLERI A.S.
GEN ILAG VE SAGLIK URUNLERI A.S.

MPOEKT N KOHCY/NbTALUMNN MO MEXAHUNYECKUM
MOHTAXHbBIM PABOTAM:

e CoctonT 13 4 6nokoB: pabprika Mo NPOU3BOACTBY IEKaPCTB, CKNaj,
AAMVHNCTPATUBHbIA 610K, CTONOBAs.

e [lpoeKkTVpoOBaHVe 1 BHeAPEHNE BCeX MEXaHNYECKNX MOHTaXHbIX
paboT Ha dapmaLeBTMYeckoM 3aBoze Gen 6bI10 BbIMOJHEHO

Hallen KoMNaHWen.
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MECHANICAL INSTALLATION WORKS PROJECT
AND CONSULTANCY:

e Consists of 4 blocks: pharmaceutical manufacturing factory,

warehouse, administration block, dining hall.

¢ Projecting and application of all mechanical installment works

of Gen Pharmaceutical Manufacturing Plant were performed by

our company.
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TURK PLAST SAGLIK URUNLERI A.S.
TURK PLAST SAGLIK URUNLERI A.S.

3ABOACKOW N AAMWUHUNCTPATUBHbBIA BNOK:

¢ B pamkax BTOporo 6s10ka papmaLieBTUYeCcKnx 3aBogoB B Typke

6b1/11 NMOCTPOEHb! OAHOPA30BbIE MHBEKTOPbI, BaKyyMHble MPO6UpKY

ANs c6opa KpoBW, BakyyMHble KOHTelHepbl 418 coopa moun,

KO/Nayky ana nepeHoca BakumH 1 Ap. rmrmeHn4Yeckmne npoayKkrbl,

MeANLMHCKNE N3AeNUsi, 3aBOg Mo NMPOV3BOACTBY 1 PO3/IMBY
CTONGHAKA, AndTepun. Bce 3TV 3aBOAbl NOCTPOEHLI HaLlel

KOMMaHern B Ka4eCcTBe rMaBHOMo nogpaaynka.

FACTORY AND ADMINISTRATION BLOCK:

¢ Within scope of second block of Turk pharmaceutical
manufacturing plants, single-use injector, vacuum blood
collection tubes, vacuum urine collection containers, vaccine
transfer caps etc. hygienic products, medical products, tetanus,
diphtheria manufacturing and filling plant were built. All of this

plant is built by our company as the main contractor.
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TURK ILAG VE SERUM SANAYI A.S.
TURK iLAC VE SERUM SANAYI A.S.

o s s

3ABOACKOW U AAMUHUNCTPATUBHbBIN BN1OK: FACTORY AND ADMINISTRATION BLOCK:

¢ B pamkax BToporo 610ka papmaveBTn4eckux 3aso4os TURK ¢ Within scope of third block of Turk pharmaceutical
6b11 MOCTPOEHbI MPOV3BOACTBEHHbIE 1 HAMOMHUTENbHbIE manufacturing plants, Serum (IV solution) filling (yearly 80
3aBO/bl OAHOPAa30BbIX LUNPULOB, BaKYYMHbIX MPO6GUPOK ANs million/yeor). All mechanical installation works of
cbopa KpPOBK, BaKyyMHbIX KOHTEeAHepOB Ans cbopa Mouu, corrugated paper box manufacturing factory were
KoNnayky Ans nepeHoca BakUmMH U Ap. TMrMeHnyYecknx npoayKTos, performed by our company. All construction consultancy
MeANLIMHCKNX N3NNI, BaKUWH OT CTON6HSAKA, aAndTepun. Bce is also performed by our company. Architecture,
3TV 3aBO/bl MOCTPOEHbI HaLLel KOMMaHel B KayecTBe r1aBHOro Mechanical, Electric automation project controls and
noapsa4nka. application controls were conducted by our company.
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HALIV PEKOMEHAAL MW/ OUR REFERENCES

ABFEN FARMA SAN. VE TIC. ®
LTD. §TI ABFENVFARMA

ANTI NATUREL BESIN VE BITKISEL
DESTEK URUNLER A.S.

GENJECT SAGLIK URUNLERI A.S. % G e n

ilag ve Saglk Uriinleri

ALBILA SERUM VE BIOLOJIK '

URUNLER A.S é ALBILA
TURK iLAG FABRIKASI <>

TURK

ILAGC VE SERUM SANAYI A5

GEN ILAC FABRIKASI é G e n

ilag ve Saglk Uriinleri
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