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Single Solution For Whole Project

lac fabrikaniz anahtar teslim...

Your pharmaceutical plant as a turn-key project...
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HAVMEKSAN olarak; ilac sektorinde tecribeli insaat, makine,
elektrik, proses muhendisleri, kalifikasyon/validasyon muhendisleri
ve danisman muhendislik kadrosuile hizmet vermekteyiz.

Kurulus amacimiz;

ilac ve Gida sanavilerine FDA dahil tiim Avrupa saglk otorite,
TC Saghk Bakanligl denetimlerinde basarll olacak GMP belgeli
anahtar teslim projeler yaparak teslim etmektir.

FAALIYET ALANLARIMIZ

ilac sektérinde Teknik/Mihendislik/GMP Danismanlik (konsept,

tasanm, uygulama),

Tuminsaat, alt yapl, inceisler,

On antma, PW (saf su), WFI (enjeksiyoniuk su), PS (saf buhar),

temiz hava, temiz azot hatlar projelendirme

HVAC sistem ve Tum mekanik tesisat tasanmlar (isitma,

sogutma, havalandirma, buhar, yangin, basinch hava vs) ve

uygulanmasl

Elektrik tesisati tasanmlarn ve uygulanmast (kuvvetli akim, zayif

akim,altyapivb)

Montaj, devreye alma anahtar teslim projeler,

Uretim ekipmanlar, (iretim kazanlari ve su tanklar projelendirme

ve devreye alma,

Urtin transfer sistemleri, CIP/SIP sistemleri projelendirme ve

devreyealma,

Temiz oda duvar panel, tavan, kapi, Pass-Box, interlock

sistemleri projelendirme, imalat ve montaj,

Kalifikasyon/Validasyon aktivitelerinin yapilmasi

(makine/ekipman, sistem kalifikasyonlar, bilgisayarll sistem

validasyonlan, network kalifikasyanu),

N Gerekli oldugu durumlarda optimum maliyette ihtiyac duyulan
ilac Uretim makine ve ekipmanlarin temini, FAT, SAT yapilmasl,
montaj ve devreye alinmasi,

A Bilgisayarl sistem wvalidasyonu, veri glvenligi ve butinlGgl
egitimi,

Al Proses maliyetlerinin dastrdlmesi/optimizasyonu,
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ABOUT US

e, as HAVMEKSAN, provide service with civil engineers, machinery
engineers, electrical engineers, process engineers,
qualification/validation engineers and consultant engineering
staff experienced in pharmaceuticalindustry.

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 Autharities and FDA, and audits of Turkish Ministry of
Healthin Food and Pharmaceuticalindustry.

OUR ACTIVITIES

Technical / Engineering / GMP Consultancy in pharmaceutical

industry (concept, design, application),

All constructions, infrastructures, fine works,

Pre-treatment, Pl (pure water), WF (water for injection), PS

(pure steam), clean water, clean nitrogenlines designing

Design and application of HVAC system and all mechanical

installations (heating, cooling, ventilation, steam, fire,

compressedairetc.)

Design and application of electrical systems (power, lighting

JLUPSetc)

Installation, start-up, turn-key projects,

Designing and start-up of production equipments, productian

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),

Supply of required pharmaceutical machineries and

equipments when required, performing FAT, SAT, installation

andstart-up,

N Computerized system validation, data sofety and integrity
training,

N Reduction/optimization of process costs.
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HIZMETLERMIZ / OUR SERVICES
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Teknik / Mithendislik Danismanlik

Tesis dizayni ve revizyonu,

Proses akisina ve GMP konseptine uygun olarak mimari ve
temizlik sinifi akis layoutlaninin olusturulmast,

WHO, ISPE ve FDA Regulasyonlarina uygun olarak Hava akis
yonleri, basinc degerlerinin tasarlanmasi,

Hammadde, yan mamul, personel, ambalgj, bitmis Urin ve atik
akislanmin GMP ve ilgili regllasyonlara gore tasarlanmasl ve
projelendiriimesi,

Steril proses, oral proses tasanmi (imalat, transfer, dolum,
kontrol ve ambalgj),

Utility tliketim analizi yapilarak alt yapi gerekliliklerinin
olusturulmasl,

Makine/ekipman kalifikasyonu (IQ+00+PQ), validasyonu isleri
ve bunlariliskin danismanlik hizmetleri,

Gerekli GMP ve teknik egitimierin verilmesi,

Denetime hazirlik, GAP analizleri, aksiyon planlarinim
hazirlanmasl ve takibi,

Kapasite analizleri, kapasite optimizasyonu, makine ekipman
secim tablolannin hazirlanmasi, fizibilite analizleri,

Maliyet azaltma calismalarinin yapilmasl,

Laboratuardizayn,

Proje yonetimive danismanlig,

ilgili URS'lerin, risk analizlerinin hazirlanmas|,

Bilgisayarli sistem validasyonu gozden gecirme, denetim, firma
ici uzmanhk egitimi, validasyon aktivite dokGmanlarinin
hazirlanmasi,

Proses ve Uretim maliyetlerinin GMP kurallan icerisinde
azaltilmasi ve optimizasyonu.
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Technical / Engineering Consultancy

Facility design and revision,

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 praoject planning of raw material, semi finished
product, personnel, packaging, finished product and waste

flows inaccordance with GMP and related regulations,

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

Composing utility requirement table according the utility
consumption analysis)

Machinery/equipment qualification (10+00+P(Q), validation
tasks and associated consultancy services,
Giving required GMP and technical trainings,

Preparation and follow up of preparation to audit, GAF analysis
andaction plans,

Capacity analysis, capacity optimization, preparation of
machinery equipment selection tables, feasibility analyses,
Making cost-reduction studies,

Labaratory design,

Design of the storage/dispatching areas

Project management and consultancy,

Preparation of related user requirement document and risk
analysis

Preparation of documents for computerized system validation
review, gudit, in-hause specialization training and validatian
activities,

Reduction and optimization of process and production costs in
the scope of GMPrules.
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Insai isler

Tasarlanmis mimariye uygun hesaplamalarin yapimasi,
Statik hesaplarin yapiimasi ve statik proje,

Cephe calismalari ve gorsellerin tasarlanmasi,

Hafriyat isleri planlanmasi ve yapilmasi,

Yap! denetim islerinin yapiimasl,

Temel imalatlannin yapiimasi,

Konvansiyonel veya prefabrik betonarme insaatin yapiimasi,
Yagmur suyu ve alt yapl kanalizasyon imalatlaninin yapiimas,
ince isler yapilarak insaatin tamamlanmasl.
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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,

Performing building audit works,

Making main manufacturing activities,

Making conventional and prefabricate reinforced concrete
construction,

Making rainwater and infrastructure sewage piping activities,
Completion of building by making fine works.
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Mekanik Sistemler
Tasarim ve Uygulamasi

N HVAC ve mekanik tesisatta (isitma, sogutma, havalandirma,
buhar, yangin, basinch hava, toz emme vb. sistemler) Uc boyutlu
sistem tasarimlari, raporlanmasi ve uygulanmasi,

A HVAC Sistem Imalatlan, uygulama ve montajlan, devreye
alinmalar, tim gerekli performans testlerinin yapilmas ve
raporlanmasl,

A Devreye alinmis sistemlerin bakim, onarm ve isletiimesi vb.
strdurdilebilirlik ve verimlerinin artinimasi.
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Design and Application of
Mechanical Systems

Three dimensional drawing designs, reporting ond dpplication in
HVAC ond 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 sustainobility and efficiency of started
systems by maintenance, repair and operation etc,
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Elektrik Tesisati
Tasarim ve Uygulamasi

Elektrik tesisatihesaplamalarl, raporlanmasl,

Elektrik Ic Tesisleri Yonetmeligi kapsamindaki kuvvet,
aydinlatma, reaktif glc kompanzasyonu tesisleri, koruma,
haberlesme, yangin haber verme, glvenlik, data ve benzeri
sistemlerinin teknik gereksinimlere uygun yapilabilmesi icin
hazirlanmasi gereken elektrik tesisati proje hizmetleri,

Elektrik tesisat projesine uygun imalatlan, uygulama wve
montajlari, devreye alinmalarn, tum gerekli performans
testlerinin yapiimasi ve raporlanmasi.

Design and Application of
Electrical Systems

Calculations and reporting of electricalinstallation,

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 be in accordance with technical requirements,
Manufacturing, application, installation, start-up, performing
andreporting all required performance tests in accordance with
electricityinstallation project,




Su On Aritma, Steril Hava, PW,
WFI, PS, Medikal Gaz Sistemlerinin
Tasarimi ve Uygulamasi

Prosese uygun olarak, ihtiyac olacak su an aritma, PW, WFIPS
saatlik ve glunlik tiketimlerin hesaplanarak, loop sistemi, su
tanklari, kapasite hesaplamalari,

On antma, PW, WFl, PS P&ID ciziminin projelendirilmesi ve
uygulamalary,

Uriin ile temas eden steril hava, azot tlketimlerinin
hesaplanarak loop hattive filtrasyon sisteminin tasarlanmasi ve
hat P&ID ciziminin projelendirilmesi ve uygulamasi,

Design and Application of
Water Pre-treatment, PW, WFI, PS,
Sterile Air, Medical Gas Systems

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

Project designing and application of pre-treatment, P/, WFf PS
PEID 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.




10 | www.havmeksan.com

Aritma ve Waste Water Treatment and
Filtrasyon Sistemleri Exhaust Filtration Systems

M Tesisin ozelligi ve kapasitesine uygun egzost filitreleme, kati A (alculations, project designing and application for exhaust
atik toplama, sivi atiklarin 6n ve final antma sistemierinin filtration, sofid waste collection, pre- and final treatment
hesaplar, projelendirilmesi ve uygulamasi. systems of liquid wastes according to the characteristics and

capacity of the facility.
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Bilgisayarl Sistem Uygulamalari ve Applications and Validation of
Validasyonu Computerized System

N Bilgisayarli sistemler validasyonu, data integrity, ERP, BMS, PMS A \Validation of computerized systems, data integrity, ERP. BMS,
proje ve uygulamalarl. PMS project and applications.




Temiz Oda, Duvar Panel,
Asma Tavan, Pass-Box,
Interlock Sistemleri
Projelendirme ve Uygulama

A Temiz oda altminyum, lamine plastik/melamin, partisyon panel
duvar, yiranebilir asma tavan, hijyenik aliminyum kapy, interlock
sistemleri, UV /hepali pass-box sistemleri tasarm,
projelendirme, imalat ve montaj,

N Temiz oda altiminyum stpirgelik, kose, oval bitis parcalar,
aksesuvarlarimalat ve montajlari yapilarak teslimi

Project Designing and
Application of Clean Room,
Partition Wall, False Ceiling,
Pass-Box and Interlock Systems

Designing, manufacturing ond installing of clean room
aluminum/ lominate plastic/melamine, partition panel wall,
walkable false ceiling, hygienic aluminum door, interlock
Systems, pass box systems with UV/hepa.

Delivery of clean room baseboard, corner, oval finishing parts,
accessories by manufacturing, and assembling installing of
them.
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L Pharmaceutical
lla¢ Uretim Makinalari Production Machines

3 Optimum maliyette ihtivac duyulan ilac Gretim makine ve N Production of required pharmaceutical praduction machinery
ekipmanlarin Uretilmesi FAT, SAT yapilmasi, montaj ve devreye ond equipment at optimum caost, performing FAT, SAT,

alinmasi commissioning and start-up.




