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ENTEGRE YONETIM SISTEMLERI POLITIKASI

INTEGRATED MANAGEMENT SYSTEM POLICY

SPM Siinger Plastik ve Materyalleri olarak; tibbi cihaz sektériinde faaliyet gosteren kurulusumuzun
tiim sireglerinde Urin glvenligi, hasta ve kullanici saghgi, kalite, cevrenin korunmasi ve sirekli
iyilestirme esaslarina dayali bir ydnetim anlayisini benimsedigimizi ve bu anlayisin etkinligini
saglamak tzere gerekli liderligi ve kaynaklari sagladigimizi beyan ederiz.

As SPM Siinger Plastik ve Materyalleri, we declare that we have adopted a management approach based on product
safety, patient and user health, quality, environmental protection, and continuous improvement across all processes of
our organization operating in the medical device sector, and that we provide the necessary leadership and resources to
ensure the effectiveness of this approach.

Bu kapsamda:
In this context, we commit to:

e Evve hastane kullanimina yonelik medikal siinger yataklar, tekerlekli sandalye minderleri,
boyun ve pozisyonlama yastiklari dahil tim tibbi cihazlarin; amaglanan kullanimina uygun,
glvenli, etkin ve performans gereklerini karsilayacak sekilde tasarlanmasini, liretilmesini ve
piyasaya arz edilmesini saglamayi,

Ensuring that all medical devices, including anti-decubitus foam mattresses, wheelchair cushions, neck and
positioning pillows intended for home and hospital use, are designed, manufactured, and placed on the
market in compliance with their intended use, and in a manner that is safe, effective, and meets applicable
performance requirements,

e Uriin yasam déngiisiiniin tiim asamalarinda sistem ve diizenleyici gereklilikler
dogrultusunda risk yonetimi yaklasimini uygulamaysi; risklerin kabul edilebilir seviyeye
indirilmesini ve etkinliginin izlenmesini saglamayi,

Implementing a risk management approach throughout all stages of the product life cycle in accordance with
system and regulatory requirements, ensuring that risks are reduced to acceptable levels and that their
effectiveness is monitored,
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e Tibbi cihazlara iliskin ulusal ve uluslararasi yasal mevzuata, kalite yonetim sistemi
standartlarina ve uygulanabilir diizenleyici gerekliliklere tam ve sirekli uyum saglamayi,

Ensuring full and continuous compliance with all applicable national and international legislation, quality
management system standards, and relevant regulatory requirements related to medical devices,

e Uriin giivenligi ve mevzuata uygunlugun, ticari hedeflerden éncelikli oldugunu kabul etmeyi
ve bu yaklasimi tim organizasyona yaymayi,

Acknowledging that product safety and regulatory compliance take priority over commercial objectives, and
promoting this principle throughout the entire organization,

e Mdsteri, hasta ve kullanici beklentilerini; tibbi gereklilikler ve diizenleyici sartlar
dogrultusunda eksiksiz, zamaninda ve izlenebilir sekilde karsilamayi,

Meeting the expectations of customers, patients, and users completely, on time, and in a traceable manner,
in line with medical requirements and regulatory conditions,

e Hatalarin 6nlenmesini esas alan, kanita dayali ve risk bazli diisinme yaklasimiyla siireg

performansini izlemeyi ve sirekli iyilestirme kiltlrind tiim organizasyona yerlestirmeyi,
Monitoring process performance through an evidence-based and risk based thinking approach focused on the
prevention of nonconformities, and embedding a culture of continuous improvement throughout the
organization,

o Kalite yonetim sisteminin etkinligi icin ¢alisanlarin yetkinligini, farkindaligini ve katilimini
saglamayi; gorev ve sorumluluklarin netligini temin etmeyi ve gtivenli, saglikl bir calisma
ortami olusturmayi,

Ensuring employee competence, awareness, and participation to maintain the effectiveness of the quality
management system; clearly defining roles and responsibilities; and providing a safe and healthy working

environment,

e Cevresel etkilerin kontrol altina alinmasini; hava, su ve toprak kirliliginin dnlenmesini,
cevresel etkilerin kaynaginda azaltiimasini ve yurirlikteki cevre mevzuatina eksiksiz uyum
saglamayi,

Controlling environmental impacts; preventing air, water, and soil pollution; minimizing environmental
effects at their source; and ensuring full compliance with applicable environmental legislation,
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e Enerji, suve hammadde kaynaklarinin verimli kullanimini, geri doniisim ve yeniden
kullanim uygulamalarinin yayginlastirilmasini,

Controlling environmental impacts; preventing air, water, and soil pollution; minimizing environmental
effects at their source; and ensuring full compliance with applicable environmental legislation,

e Atik olusumunun azaltilmasini, atiklarin ayristirilarak cevreye ve insan saghgina zarar
vermeyecek sekilde yonetilmesini,

Reducing waste generation and ensuring that waste is segregated and managed in a manner that prevents
harm to the environment and human health,

e Uretim ve operasyonel siireclerde cevre dostu teknolojilerin kullanimini tesvik etmeyi ve
cevresel performansi destekleyen yenilikleri takip etmeyi,

Encouraging the use of environmentally friendly technologies in production and operational processes and
monitoring innovations that support environmental performance,

e Calsanlarin gevre ve kalite bilincini artirmak amaciyla diizenli egitim ve bilinglendirme
faaliyetlerini siirdirmeyi,

Conducting regular training and awareness activities to enhance employees’ quality and environmental

awareness,

e Tedarikgiler, dis kaynakli prosesler ve diger paydaslarin kalite, cevre ve diizenleyici
gerekliliklere uygunlugunu gézetmeyi ve bu dogrultuda is birlikleri gelistirmeyi,

Ensuring that suppliers, outsourced processes, and other stakeholders comply with quality, environmental,
and regulatory requirements, and developing cooperation in line with these principles,

e Olasi kalite ve gevresel risklere karsi dnleyici tedbirler almayi, acil durum ve geri ¢agirma
dahil ilgili planlarin etkinligini saglamayi,

Taking preventive measures against potential quality and environmental risks and ensuring the effectiveness

of relevant plans, including emergency preparedness and product recall processes,
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e Kalite ve cevre hedeflerini belirlemeyi, performans gostergelerini izlemeyi ve yonetimin
gozden gecirmeleri araciligiyla entegre yonetim sisteminin etkinligini stirekli gelistirmeyi
taahhiit ederiz.

Establishing quality and environmental objectives, monitoring performance indicators, and continuously
improving the effectiveness of the integrated management system through management reviews.

A. Oguz 6z0GUz
CEO
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