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Kot Ekspert upravljanja kakovosti zunanjih dobaviteljev (m/O /d) se pridruld ite dinamilJ ni skupini
ekspertov v oddelku za obvladovanje zunanjih dobaviteljev, kjer z nadzorom nad procesi,
proizvodnjo, analitiko in sistemom kakovosti, potrjujemo usteznost zunanjih dobaviteljev kon(J nih
farmacevtskih izdelkov za Novartis. Skupina podpira vell kot 50 razlill nih Novartisovih inovativnih
izdelkov, ki jih Novartis dobavlja pacientom po celem svetu.

As a Quality Assurance Manager for external suppliers you will join a dynamic group of experts in the
External Supplier Management Department, where we confirm the suitability of external suppliers of
final pharmaceutical products for Novartis by controlling processes, production, analytics and the
quality system. The Group supports more than 50 different Novartis innovative products that Novartis
supplies to patients around the world.



About the Role
Val e kljull ne odgovornosti:

¢ Kontaktna oseba za vse aktivnosti pri zunanjih dobaviteljih, povezanih s kakovostjo.

* Odgovornost za izdelavo ocen tveganja zunanjih dobaviteljev.

e Skrb, da je na voljo veljavna pogodba o zagotavljanju kakovosti, skladna z zahtevami
globalne predloge, ki jasno opredeljuje vloge in odgovornosti cGMP med Novartisom in
zunanjim dobaviteljem, ter podrobne podatke in zahteve o izdelku.

¢ Obravnavanje kritiC] nih problemov glede kakovosti (odstope, reklamacije, odpoklice,
ponaredbe in nedovoljeno poseganje v izdelke, neustrezni rezultati stabilnosti itd.) v skladu s
pogodbo o kakovosti in Poslovnikom kakovosti v Novartisu. Skrbi za pravilno izvedbo
raziskav.

* Sodelovanje pri pripravi predlogov za spremembe, bodisi zunanjega dobavitelja ali Novartisa,
ter skrb za to, da se obravnavajo v skladu s pogodbo o kakovosti in splol] nimi postopki
Novartisa od prevzema do izvedbe in zakljulJ ka.

¢ Sodelujovanje z drugimi funkcijami v Novartisu, ki tudi obvladujejo zunanje dobavitelje, in
sicer z nabavo, pravno slul] bo, oskrbo, regulatornim CMC, registracijami zdravil, itd.

¢ Odgovornost za osebni in strokovni razvo.

* |zvajanje in upol] tevanje vseh navodil in zahtev za zagotavljanje varnega dela, varovanja
okolja in premol] enja.

* Ostale naloge dolo[] ene z letnim pogovorom o ciljih in s kazalniki uspel] nosti.

¢ Druge naloge po navodilu nadrejenega in naloge na podlagi posebnega imenovanja.

Vall doprinos k delovnem mestu:

VisokoU olska izobrazba farmacevtske, kemijske ali druge primerne smeri.

TekolO e znanje angle kega jezika.

* Poznavanje orodja MS Office.

Pet let delovnih izku enj s podro ja upravljanja kakovosti, kontrole kakovosti, proizvodnje,
regulative ali drugega primernega strokovnega podro( ja.

Z izbranim kandidatom bomo sklenili delovno razmerje za nedolod en [ as s poskusno dobo 6
mesecev.

Prijave z O ivljenjepisom lahko oddate preko spletne povezave.

Zakaj Novartis?

Nald namen je soustvarjati medicino za izboljd anje in podaljC] evanje [ ivljenja ljudi, nall a vizija pa je
postati najbolj cenjeno in zaupanja vredno farmacevtsko podjetje na svetu. Kako lahko to dosel] emo?
S pomo0 jo nall ih ljudi. Prav nall i sodelavci nas vsak dan spodbujajo, da doseld emo svoje ambicije.
Postanite del te misije in se nam pridrul ite! Vel na spodnji povezavi:

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

Kaj nudimo:


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

KonkurenO en plalJ ni paket, letni bonus, fleksibilen nalJ in dela, z mol nostjo prilagajanja urnika in
delom od doma, pokojninsko shemo, shemo nagrajevanja in priznanja dosel] kov, raz[ irjeni program
promocije zdravja na podrol] ju telesnega, dulJ evnega in drul] benega poU utja (Polni O ivljenja) ter
dogodke, neomejene prilol] nosti za ull enje in razvoj.

Predani smo raznolikosti in vkljull enosti
Novartis si prizadeva ustvariti izjemno, vkljulJ ujolJ e delovno okolje in oblikovanje raznolikih timov, saj

ti predstavljajo nall e bolnike in skupnosti, ki jih oskrbujemo.

Pridrull ite se nall i mreld] i Novartskolikor se ne prepoznate v zgornjem opisu delovnega mesta, vas
vabimo, da se vpill ete na spodnji povezavi v Novartisovo bazo talentov saj lahko tako vall o vlogo
upoll] tevamo za podobne pozicije v prihodnostihttps://talentnetwork.novartis.com/network

Key Responsibilities:

¢ Acts as Single Point of Contact / SPOC for all quality related activities at the External Supplier

* Responsible for producing risk assessments of external suppliers

¢ Ensure that a valid QA agreement defined in line with the requirements of the Global template
is in place which clearly defines cGMP roles and responsibilities between Novartis and the
External Supplier, as well as Product details and requirements.

* Manage critical quality issues (deviations, complaints, recalls, counterfeits and product
tampering, stability failures, etc.) according to the Quality Agreement and the Novartis Quality
Manual. Ensure investigations are correctly executed.

¢ Cooperate at the preparation of change requests, either from the External Supplier or from
Novartis, and ensures they are managed according to the Quality Agreement and Novartis
SOPs from receipt, through to the implementation and closure.

¢ Collaborates with other functions at Novartis that also control external suppliers, namely
purchasing, legal, procurement, regulatory CMC, drug registrations, etc.

* Responsibility for personal and professional development.

¢ Providing conditions for and control of the implementation of HSE tasks and requirements in
the unit.

¢ Other tasks determined during the annual objectives setting process and by KPIs.

¢ Other tasks as assigned by the supervisor, and tasks based on a specific appointment.

Essential Requirements:

University degree in pharmaceutical, chemical or other appropriate sciences.

Fluent in English

Knowledge of Microsoft Office

* Five years of work experience in the field of quality management, quality control, production,
regulation or another appropriate professional field

We offer a permanent employment with 6 month probation period .


https://talentnetwork.novartis.com/network

You are kindly invited to submit your application.

Why Novartis?

Our purpose is to reimagine medicine to improve and extend people”s lives and our vision is to
become the most valued and trusted medicines company in the world. How can we achieve this?
With our people. It is our associates that drive us each day to reach our ambitions. Be a part of this
mission and join us!

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

You”ll receive:

Competitive salary, Annual bonus, Flexible working schedule, tailored to your needs, possibility to
work from home, Pension scheme, Employee Recognition Scheme, Expanded program for the
promotion of health in the field of physical, mental and social well-being (Energized for Life).
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.

Join our Novartis Network:

If this role is not suitable to your experience or career goals but you wish to stay connected to hear

more about Novartis and our career opportunities, join the Novartis Network here:
https://talentnetwork.novartis.com/network

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

Join our Novartis Network: Not the right Novartis role for you? Sign up to our talent community to stay
connected and learn about suitable career opportunities as soon as they come up:

https://talentnetwork.novartis.com/network

Benefits and Rewards: Read our handbook to learn about all the ways we ” Il help you thrive personally
and professionally: https://www.novartis.com/careers/benefits-rewards



https://www.novartis.com/about/strategy/people-and-culture
https://talentnetwork.novartis.com/network
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Accessibility and accommodation

Novartis is committed to working with and providing reasonable accommodation to individuals with
disabilities. If, because of a medical condition or disability, you need a reasonable accommodation for
any part of the recruitment process, or in order to perform the essential functions of a position, please
send an e-mail to diversity.inclusionslo@novartis.com and let us know the nature of your request



https://novartis.wd3.myworkdayjobs.com/en-US/Novartis_Careers/job/Ljubljana/Ekspert-upravljanja-kakovosti-ESO-FDF-I---QA-Senior-Manager-ESO-FDF_REQ-10029540-1
mailto:diversity.inclusion_slo@novartis.com

and your contact information. Please include the job requisition number in your message.

Novartis is committed to building an outstanding, inclusive work environment and diverse teams'
representative of the patients and communities we serve.
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