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About the Role

Vase kljuéne odgovornosti:

Zagotavljanje skladnosti vseh aktivnosti z veljavnimi cGxP standardi ter skrb za dosledno in pravilno izvajanje kakovostnih procesov na lokaciji.

Vodenje in podpora pri GxP presojah ter inSpekcijah regulatornih organov, vkljuéno s pripravo dokumentacije in koordinacijo vseh aktivnosti na lokaciji.
Vodenje ekipe upravljanja kakovosti — operacije na lokaciji, z odgovornostjo za pravoc¢asne, strokovne in skladne odloCitve na podrocju QA.

Pregled in odobritev glavnih proizvodnih zapisov (Master Batch Records - MBR) ter zagotavljanje njihove pravilnosti, sledljivosti in skladnosti z regulativnimi
zahtevami.

Koordinacija spro$¢anja izdelkov v skladu z globalnimi in lokalnimi regulativami, internimi postopki ter pri¢akovaniji trga.

Spodbujanje operativne odli¢nosti z uvajanjem najbolj$ih praks, optimizacijo procesov ter krepitvijo kulture nenehnih izboljSav.

Uginkovito upravljanje operativnih stroSkov oddelka za upravljanje kakovosti — operacije ter aktivno iskanje priloZnosti za racionalizacijo procesov brez vpliva na
skladnost ali kakovost.

Vas doprinos k delovnem mestu:

Univerzitetna izobrazba iz farmacije, biologije, kemije, mikrobiologije ali druge ustrezne naravoslovne oziroma tehniSke smeri.
Najmanj 5 let izku$enj na podrocju kakovosti, proizvodnije ali primerljivih delovnih mest.

QOdliéno poznavanje cGxP, EU/FDA regulative in mednarodnih standardov.

Dokazane vodstvene sposobnosti ter izkusnje z razvojem ekip.

Sposobnost vodenja presoj, inSpekcijskih pregledov in procesov sprosc¢anja izdelkov.

Tekoce znanje angleskega jezika.

Z izbranim kandidatom bomo sklenili delovno razmerje za nedoloCen ¢as s poskusno dobo 6 mesecev. Prijavo oddajte z Zivljenjepisom v slovenskem in angleskem jeziku.
Ugodnosti in nagrajevanje:

Konkurencéen placni paket, letni bonus, fleksibilen nacin dela z moznostjo prilagajanja urnika in delom od doma, pokojninska shemamoznost vkljuéitve v kolektivno
zdravstveno zavarovanje, shema nagrajevanja in priznanja dosezkov, razsirjeni program promocije zdravja na
podrogju fizi€nega in duSevnega dobrega pocutja ter delovne obremenitve (Polni Zivljenja), Stevilne priloZznosti za u€enje in razvoj.

Predani smo raznolikosti in vklju¢enosti: Novartis
si prizadeva ustvariti izjemno, vklju¢ujoc¢e delovno okolje in oblikovanje raznolikih timov, saj ti predstavljajo nase bolnike in skupnosti, ki jih oskrbujemo.

Zakaj Novartis: Pomagati bolnikom in njihovim druzinam zahteva ve¢ kot le inovativno znanost. Potrebna je skupnost zavzetih ljudi, kot ste vi.
V Novartisu cenimo sodelovanje, podporo in navdihovanje drug drugega za razvoj prebojnih terapij, ki spreminjajo Zivljenja pacientov.
Ste pripravljeni ustvariti svetlejSo prihodnost skupaj z nami? https://www.novartis.com/about/strategy/people-and-culture

Pridruzite se Novartisu: Ni pravo delovno mesto za vas? Prijavite se v naso bazo talentov, da ostanete v kontaktu z nami in
se seznanite z ustreznimi kariernimi priloznostmi takoj, ko se pojavijo:

Key Responsibilities

Ensure compliance with all activities in line with applicable cGxP standards and oversee the consistent and correct execution of quality processes at the site.
Lead and support GxP audits and inspections by regulatory authorities, including preparation of documentation and coordination of all site activities.

Lead the Quality Operations team at the site, with responsibility for timely, expert, and compliant decision-making within QA.

Review and approve Master Batch Records (MBR) and ensure the accuracy, traceability, and regulatory compliance of production documentation.

Coordinate product release in accordance with global and local regulations, internal procedures, and market expectations.

Drive operational excellence by implementing best practices, optimizing processes, and strengthening a culture of continuous improvement.

Effectively manage operational costs within Quality Operations and proactively identify opportunities for process optimization without compromising compliance or
quality.

Key Qualifications

University degree in Pharmacy, Biology, Chemistry, Microbiology, or equivalent natural or engineering science.
Minimum 5 years of experience in Quality, Manufacturing, or comparable positions.

Strong understanding of cGxP, EU/FDA regulations, and international standards.

Demonstrated leadership and team development skills.

Ability to manage audits, inspections, and product release processes.

Fluent proficiency in English.

We offer permanent employment with 6 months of probation period. Submit your application with the CV in Slovenian and English language.
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Benefits and Rewards:

Competitive salary, Annual bonus, Flexible working schedule, tailored to your needs, possibility to work from home, Pension schemepossibility of joining collective
health insurance scheme, Employee Recognition Scheme, Expanded program for the promotion of health in the field ophysical and mental well-being and managing
workload (Well-being), Unlimited learning and development opportunities.

Commitment to Diversity and Inclusion: Novartis is committed to building an outstanding, inclusive work environment and diverse teams'representative of the patients

and communities we serve.

Role Requirements

Why Novartis: Helping people with disease and their families takes more than innovative science. It takes a community of smart, passionate people like you.
Collaborating, supporting and inspiring each other. Combining to achieve breakthroughs that change patients’ lives. Ready to create a brighter future together?

https://www.novartis.com/about/strategy/people-and-culture

Benefits and Rewards: Learn about all the ways we’ll help you thrive personally and professionally.

Read our handbook (PDF 30 MB)

Division

DIV_TO

Business Unit

Quality

Location

LOC_SI

Site

Ljubljana

Company / Legal Entity

SI19 (FCRS = S1019) Novartis farmacevtska proizvodnja d.o.o.

Functional Area
FCT_QA

Job Type

Full time
Employment Type
Regular

Shift Work

No
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