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KALITE POLITIKASI / QUALITY POLICY

Tiirkiye Saglik sektdriinde PP torba, PVC torba, Poliolefin Plastik torba, cam sise, PP sise ve aliminyum
sise olmak Uzere 6 farkl formda parenteral sollisyon tretimi yapan firmalar arasinda tek yerli {iretici Polifarma

ilag olarak kalite antayisimiz:

As Polifarma ilag, the only domestic manufacturer among the companies that produce parenteral
solutions in 6 different forms as PP bags, PVC bags, Polyolefin Plastic bag, glass bottles, PP bottles and

aluminum bottles in the Turkish healthcare sector, our understanding of quality is:

Diinya Saghk Orgiité’niin énderliginde olusturulan ve T.C. Saglhk Bakanligi'nca desteklenen Giincel iyi
Uretim Uygulamalari (c-GMP) kurallarina uygun, modern teknoloji kullanifarak, ISO 9001/13485 kapsaminda
uyulmasi gereken mevzuatlan giincel olarak takip ederek, konusunda uzman ¢alisanlar tarafindan insan

saghfina hizmet etme amacin tagimaktayiz.

We aim to serve human health by experts in their fields, by using modern technology, in accordance
with rules of the Current Good Manufacturing Practices (c-GMP) created under the leadership of the World
Health Organization and supported by the Ministry of Health of Republic of Turkey, by following the regulations
that must be complied with within the scope of 1SO 9001/13485.

Veri ve Bilgi Glivenligi ile ilgili gerek standartlardan gerekse mevzuattan kaynakh devreye alinan tiim
sistem ve stiregleri entegre yiirlitmeyi, gelistirmeyi, performans takibini yapmayt ve is stirekliligini saglamay

sirket aliskanhg ve kiiltiirii olarak icerde yayginlastirmay ilke edinmistir.

It has adopted the principle of executing and developing all systems and processes related to Data and
Information Security, which are put into use both from standards and legisiation, in an integrated manner, to

monitor performance and to ensure business continuity, as a company habit and cuiture.

Saghkta ikinci kalitenin olamayacag bilinciyle tiim glincel uygulamalan takip etmekte ve hastalara
direkt damar yolu ile enjekte edilen serumlar igin belirlenen standart sartlarda Gretimi gergeklestirmek ve satisa

sunmayt hedeflemekteyiz.

We follow all current practices with the awareness that there can be no secondary quality in health and
we aim to produce and sell under the standard conditions determined for the intravenously injected serums

directly into patients.
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Hasta kullamimi agisindan kolaylik saglamay kalite anlayiggmizi kurum kaltiirimdziin bir pargasi olarak

gormekte, slirekli gelisimi ve tirlin gammi artirmay ilke olarak gérmekteyiz.

We accept our understanding of quality as a part of our corporate culture to provide convenience in

terms of patient use, and we accept continuous development and increasing the product range as a principle.

Hedeflerimize ulagmak icin egitilmis personel ile kalite yonetim sistemimizi sGrekli ivilegtirmek temel

felsefemizdir.

it is our fundamental philosophy to continuously improve our Quality Management System with the

personnel trained in order to achieve our goals.

Oriiniin haarlanmasi asamalarinda ham madde girisinden son tiiketiciye ulastinimast siirecinde etkin
bir kalite sistemi uygulamakta ve sistem takibi ile insan odakl: {iretim vizyonu benimseyerek miisteri

memnuniyetini saglamak firmamizin éncelikleri arasinda yer aimaktadir.

During the preparation of the product, it applies an effective quality system in the process of delivering the raw
material from the entry to the end consumer, and providing customer satisfaction by adopting a human-

oriented production vision with system follow-up, is among the priorities of our company.

Siirdiirdlebilir gelisim icin egitsel, kiiltiirel ve sosyal faaliyetlerimizie etkin fayda saglamak, toplumun
her kesiminde farkindalik olusturmak, farkindab@ tabana yayginlastirmak, kurumsal kiltirimazi strekli

gelistirmek igin hedeflerimizi belirlememekte ve faaliyetlerimizi ger¢eklestirmekteyiz.

We do not set our goals and carry out our activities in order to provide effective benefits with our
educational, cultural and social activities for sustainable development, to raise awareness in all parts of the

society, to spread awareness to the base, and to continuously improve our corporate culture.

ic / Dis Misteriler, Tedarikgiler ve ilgili diger tiim 3. taraf baglamlarimiz ile kurumsal iletisimde
teknolojik imkanlar kullanarak, zamanminda, izl ve etkin iletigim kurulmastmi sagliyor, ihtiyag ve beklentiler
cercevesinde gerekli tiim kaynakiar belirliyor, is stirekiili§i agisindan slrdiirilebilir sistem alt yapisi kurarak

hizmetlerimizi gergeklestirivoruz.

By using technological opportunities in corporate communication with internal / External Customers,
Suppliers and all other relevant 3rd party contexts, we ensure timely, fast and effective communication,
determine all necessary resources within the framework of needs and expectations, and perform our services by

establishing a sustainable system infrastructure in terms of business continuity.
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Faaliyetlerimizi mevzuat, standartlar ve ilgili taraflarin ihtiyag ve beklentilerini dikkate alarak

siirdirilebilirligine dikkat ederek planliyor ve gergeklestiriyoruz.

We plan and carry out our activities by taking into account the legislation, standards and the needs

and expectations of the relevant parties, paying attention to their sustainability.

Firmamiza, misterilerimize, tedarik¢i ve ig ortaklarimiza ait her tiirli bilgi varhginin giziilik, tarafsizlik,
tutarhbk, erisilebilirlik ve bitlinliikleri Gzerindeki veri ve bilgi glivenligi riskierini belirliyor, sistematik olarak ele
alarak sdrekli iyilesen, gelisen ve yeni risklerin olugsmasina imkan vermeyen bir yapi haline getirmeyi

hedefliyoruz.

We determine the data and information security risks on the confidentiality, accessibility and integrity
of all kinds of information assets belonging to our company, our customers, suppliers and business partners,
and aim to turn them into a structure that constantly improves, develops and does not allow the emergence of

new risks by systematically addressing them.

Tim siiregler genelinde egitim faaliyetierine calisanlanimiz ve dig kaynakli siireg sahiplerimiz ile tam
katihm saglayarak iist dlizeyde farkindalik yaratiyor, slirekli gelisim igin egitimlerimizi, kiiltiirel ve sosyai
faaliyetlerimizi arttinyor, bu etkinliklerin sagladig faydalar konusunda toplumun her kesiminde farkindalik

ofusturuyor, tabana yayilmasini saghyor ve kurumsal kiiltlirimiizi gelistiriyoruz.

We create a high level of awareness by fully participating in training activities with our employees and
outsourced process owners throughout all processes, increase our trainings, cultural and social activities for
continuous improvement, raise awareness in all segments of the society about the benefits of these activities,

ensure their dissemination and improve our corporate culture.

Entegre Yénetim Sistemleri kapsaminda biinyemizde olusabilecek acil durum, ihlal claylari, kazalara,
uygunsuzluklara ve is siirekliligini etkileyen diger tiim unsurlara karsi riskieri tespit ediyor, gerekli dniemeleri

alarak ve faaliyetlerini gercekiestirerek yonetiyoruz.

Within the scope of Integrated Management Systems, we identify risks against emergencies, violations,
accidents, non-compliances and all other factors that affect business continuity, and manage them by taking

the necessary precautions and carrying out their activities.

Surdirdlebilir bliylime ve yasanabilir gevre igin, Uretim faaliyetierimizde, insan ve cevre dostu

teknolojileri ve hammaddeleri kullanmay: tercih ediyoruz.

For sustainable growth and a liveable environment, we prefer to use human and environmentally

friendly technologies and raw materials in our production activities.
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We prefer to use human and environmentally friendly technologies and raw materials in our

production activities for sustainable growth and a livable environment.

Tim sireglerimiz kapsaminda gevre kirliligine sebep olan atklarimizi yonetiyor, miimkiin oldugunca

azaltiyor, geri kazaniimasini ve/veya kontrollii bir sekilde bertaraf edilmesini sagliyoruz.

Within the scope of all our processes, we manage our wastes that cause environmental poliution, reduce

them as much as possible, ensure their recovery and/or controlled disposal.

Sorumlu oldugumuz ulusal, uluslararast ve sektorel diizenlemeleri, mevzuat gereklerini ve
standartiar dikkate aliyor, ihtiyag ve beklentiieri, anlagsmalardan dogan yiikiimliilikleri uygunluklarina gére

karsilyoruz.

We take into account the national, international and sectoral regulations, legisiative requirements
and standords for which we are responsible, and meet the needs and expectations, and the obligations arising

from the agreements, according to their suitability.

6698 sayiii Kisisel Verilerin Korunmasi Kanunu ve ilgili diger mevzuat kapsaminda caliganlara,
miugterilere, ziyaretgilere, tedarikgilere, is ortaklarina ve ilgili diger 3.taraflara ait kisisel verilerin/bilgilerin
islenmesi ve krunmasi kapsaminda gerekli idari ve teknik tedbirleri uyguluyor, tiim sorumiuluklarimiz

karsthyoruz.

Within the scope of the Personal Data Protection Law No. 6698 and other relevant legislation, we
implement the necessary administrative and technical measures within the scope of the processing and
protection of personal data / information belonging to employees, customers, visitors, suppliers, business

partners and other relevant third parties, and we meet all our responsibilities.

Entegre YOnetim Sistemi kapsaminda insan ekolojisi agisindan slipheli veya zararh maddeleri

icermeyen (r{in ve hammaddeleri kullanmay: tercih ediyoruz.

Within the scope of the Integrated Management System, we prefer to use products and raw materials

that do not contain substances that are suspicious or harmful to human ecology.
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It is the basic responsibility of our personnel to assure the movement and control of all departments in

the in-house order within the framework of the quality targets established in line with the same objective
Kontaminasyon Kontrol Stratejisi Politikasi (CCS), Polifarma ilag olarak su sekilde yonetmekteyiz;
As Polifarma ilag, we manage the Contamination Control Strategy Policy (CCS) as follows;

Kontaminasyon kontrol énlemleri aktif olarak kullaniimaktayiz. CCS,Steril olarak Uretilen Griinler igin
kontaminasyon kontrol stratejisinin amac, sterilite glivencesi ve steril bir {irliniin {canh mikroorganizmalardan

yoksun, belirlenmis bir endotoksin/projen seviyesinin altinda ve partikiiler limitler icinde bir Griin) Gretilmesidir.

Contamination control measures are being actively used. The objective of the CCS contamination
controf strategy for sterile manufactured products is sterility assurance and the production of o sterile product
(a product devoid of viable microorganisms, below a defined endotoxin/progen level and within particulate

limits).

CCS; Tesis tasarimi, Yardime sistemler, Personeller, Uriin kap/kapama sistemleri,Hammaddeler ve
Yardimci maddeleri, izleme sistemleri, Onleyici bakim ve periyodik bakimlar, Temizlik ve dezenfeksiyon, Sterilite
glivencesi, Kalifikasyonlar ve validasyonlar, Primer ve sekonder ambalajlar, Analizier/Testler, Tedarikgiler ve

Dagitimi kapsar.

CCS covers Facility design, Auxiliary systems, Personnel, Product container/sealing systems, Raw
materials and excipients, Monijtoring systems, Preventive maintenance and periodic maintenance, Cleaning and
disinfection, Sterility assurance, Qualifications and validations, Primary and secondary packaging,

Analysis/Testing, Suppliers and Distribution.

CCS cahsmalanimi yiriaten ekibimiz, amaglarina uygun olarak konusunda uzman, nitelikii, tecriibeli,
glincel regllasyonlar: takip eden, bilimsel bilgi birikime sahip, potansiyel kontaminasyon kaynakiar olan
mikroorganizma, endotoksin/pirojen ve partiklil hakkinda teknik ve siireg bilgisine sahiptir. Her ekip iiyesi kendi

b&liim siireglerinden sorumludur.

Our team, which carries out CCS activities, is specialized, qualified, experienced, follows current
regulations, has scientific knowledge, and has technical and process knowledge about microorganisms,
endotoxins/pyrogens and particles, which are potential sources of contamingation. Each team member is

responsible for their own departmental processes.
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CCS gahsmalanmizda Gap analizi kullanilmaktadir, Dizenli olarak gézden gecirilerek herhangi bir

degisiklik durumunda bu kapsamda degerlendirilmektedir. Siirekli uygulanabiirdir ve giinceldir.

Gap analysis is used in our CCS studies. It is regularly reviewed and evaluated in this context in case of

any changes. It is constantly applicable and up-to-date.

iklim degisikligi ile miicadele cahismalari kapsamsnda; enerji tiiketimini azaltmak, enerji verimliligini
artirmak, enerji yoguniugunu disiirmek, yenilenebilir enerji kaynaklannda elde edilen enerji kaynak!arinin

kuilarumint arttirma konulari, firma siireclerine entegre etmistir.

Within the scope of efforts to combat climate change; reducing energy consumption,
increasing energy efficiency, reducing energy intensity, increasing the use of energy resources

obtained from renewable energy sources have been integrated into company processes.
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Revizyon No Revizyon Tarihi | Revizyon Nedeni
Revision No Revision Date Reason for Revision
ilk Yazim
00 01.02.2022
First Written

Politika Guincellenmistir.

01 18.04.2022
Policy Updated.
2 E
CCS Politikasi eklenmigtir.
02 28.12.2023
CCS Policy has been added.
Aliminyum sise formu dokiimana eklenmigtir.
03 03.12.2024

Aluminium bottle form is attached to the document.

Surdurdlebilirlik ve iklim degisikligi ile ilgili madde
04 13.05.2025 giincellemeleri yapildi.

Updates were made on sustainability and climate change.

Genel Mudiir / General Manager A
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POLIFARMA iLAC SAN. ve TiC. A.S.

Vakiflar OSB Mahallesi, Sanayi Caddesi, No:22/1
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