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Vodja tehnolol] kih prenosov (m/0 /d) / Technical Transfer Lead
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#LI-Hybrid
Lokacija/Location: Ljubljana, Slovenija
Pridrul] ite se nam kot Vodja tehnolo kih prenosov (m/ /d)!

Imeli boste odgovornost za tehnolo ke prenose na ravni proizvodne lokacije (na lokacijo ali z nje),
vkljull no s povel evanjem velikosti serij in drugimi prilagoditvami procesov. Zadol[ eni boste tudi za
vodenje tima, ki je odgovoren za prenose tehnologij na lokaciji ter se ul] inkovito povezuje s
funkcijami, ki pri tem sodelujejo (npr. razvoj, oskrba, proizvodnja, kontrola kakovosti, ZVO, druge
proizvodne lokacije), skladno z zakonodajo, internimi predpisi, dobrimi praksami in poslovnimi cilji.



About the Role
Val e kljull ne odgovornosti:

* Pregled in posodabljanje ocene tveganj glede kakovosti pred prenosom in validacijo ter po
potrebi prilagajanje strategije kontrole.

¢ Skrb za razpolo[ ljivost vseh pomembnih tehnill nih informacij in dokumentacije za validacijo.

* Opredelitev predvalidacijske in validacijske strategije, vkljull no s procesom, U il] O enjem,
pakiranjem ter spremljajo imi raziskavami (npr. O as stanja o] i0 O ene/neol] il [ ene opreme).

¢ Koordinacija tehnilJ ne, registracijske in validacijske serije na lokaciji.

* Pregled validacijskih protokolov in poro(l il.

* |zvajanje lokalnega nadzora sprememb sistemov na lokaciji ter skrb za njihovo odobritev in
zakljuld ek.

* Vzpostavljanje nall rta projektov za lokacijo, priprava znanstveno utemeljene tehnilJ ne
strategije s projektno ekipo, priprava nall rtov za ravnanje v izrednih razmerah, opredeljevanje
ovir ter predlaganje rell itev.

¢ Ocenjevanje in nall rtovanje potreb po virih na lokaciji ter pridobivanje soglasij vodstva za
strol] ke projektov (npr. ekvivalenti polnega delovnega [ asa, strol] ki serij, investicije in zunanji
stro[d ki), strategije in O asovni okvir.

* Sestavljanje in vodenje projektne ekipe na lokaciji, dolod anje prioritet za projekte in seje
projektne ekipe, koordinacija aktivnosti ter skrb za skladnost s smernicami.

Vall doprinos k delovnem mestu:

* Univerzitetna diploma farmacevtske, kemijske ali druge ustrezne naravoslovne smeri.
Zall elen magisterij iz omenjenih smeri.

Zal eleno vsaj 5 let ustreznih izkul enj s podrol] ja farmacevtske proizvodnje.
Aktivno znanje angleld kega jezika.

* Poznavanje orodja Microsoft Office.

Z izbranim kandidatom bomo sklenili delovno razmerje za nedolo en O asposkusno dobo 6
mesecev.

Ugodnosti in nagrajevanje:

Konkuren en plall ni paket, letni bonus, fleksibilen nall in dela z moO nostjo prilagajanja urnika in delom
od doma, pokojninska shema, shema nagrajevanja in priznanja dosell kov, raz[J irjeni program

promocije zdravja na podrol ju telesnega, duld evnega in fizi(l nega pol] utja (iniciativa Polni O ivljenja),
[ tevilne prilod nosti za ull enje in razvo.

Preberite nall prirol] nik, da spoznate nall ine, s katerimi bomo spodbujali valdl osebni in profesionalni
razvoj: https://www.novartis.com/careers/benefits-rewards

Predani smo raznolikosti in vkljul enostiNovartis si prizadeva ustvariti izjemno, vkljul ujod e delovno
okolje in oblikovanje raznolikih timov, saj ti predstavljajo nal] e bolnike in skupnosti, ki jih oskrbujemo.


https://www.novartis.com/careers/benefits-rewards

Pridru] ite se NovartisuNi pravo delovnho mesto za vas? Prijavite se v nall o bazo talentov, da
ostanete v kontaktu z nami in se seznanite z ustreznimi kariernimi prilolJ nostmi takoj, ko se pojavijo:

https://talentnetwork.novartis.com/network

English version:

Key Responsibilities:

* Review and update quality risk assessments prior to transfer and validation, and adjust
control strategies as needed.

* Ensure the availability of all critical technical information and documentation for validation.

¢ Define pre-validation and validation strategies, including process, cleaning, packaging, and
related studies (e.g., hold time for cleaned/uncleaned equipment).

¢ Coordinate technical, regulatory, and validation batches at the site.

* Review validation protocols and reports.

¢ Perform local oversight of system changes at the site and ensure their approval and closure.

¢ Establish project plans for the site, prepare scientifically justified technical strategies with the
project team, develop contingency plans, identify obstacles, and propose solutions.

* Assess and plan resource needs at the site and obtain management approval for project
costs (e.g., full-time equivalent resources, batch costs, investments, and external expenses),
strategies, and timelines.

¢ Assemble and lead the site project team, set priorities for projects and project team meetings,
coordinate activities, and ensure compliance with guidelines.

What you will bring to the role:

* University degree in pharmacy, chemistry, or another relevant natural science. A master”s
degree in the mentioned fields is preferred.

* At least 5 years of relevant experience in pharmaceutical manufacturing is desirable.

¢ Proficiency in English.

* Knowledge of Microsoft Office tools.

We offer permanent employment with 6 months of probation period.

Benefits and Rewards:

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


https://talentnetwork.novartis.com/network

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.

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

Benefits and Rewards: Learn about all the ways we |l help you thrive personally and professionally.
Read our handbook (PDF 30 MB)

00
Operations

Business Unit
Production / Manufacturing

00
Slovenia

00
Ljubljana

Company / Legal Entity
SI19 (FCRS = S1019) Novartis farmacevtska proizvodnja d.o.o.


http://talentnetwork.novartis.com/network
https://www.novartis.com/about/strategy/people-and-culture
https://www.novartis.com/sites/novartis_com/files/novartis-life-handbook.pdf

Functional Area
Technical Operations

Job Type
Full time

Employment Type
Regular

Shift Work
No
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Novartis is committed to building an outstanding, inclusive work environment and diverse teams'
representative of the patients and communities we serve.

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