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Vodja upravljanja kakovosti - operacije (m/CJ /d) / QA Operations
Lead (m/f/d)
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#LI-Hybrid
Location: Ljubljana, Slovenia

Predstavljajte si, da imate kljulJ no vlogo pri vzpostavljanju kakovosti v novi aseptil] ni proizvodnji v
Sloveniji - obratu, ki uvaja najvill je standarde farmacevtske tehnologije in odpira novo poglavje v
lokalni farmacevtski industriji.

Kot Vodja upravljanja kakovosti - operacije boste usmerjali operativhe QA aktivnosti v proizvodnii,
gradili kulturo kakovosti, oblikovali ull inkovite procese ter zagotavljali, da [J ivljenjsko pomembna
zdravila varno, skladno in pravol] asno prispejo do bolnikov.

Val e odlo[J itve bodo sooblikovale stabilen zagon komercialne proizvodnje in dolgorold no operativno
odlil] nost. Pri tem boste sodelovali z visoko motiviranimi strokovnjaki v dinamilJ nem, globalnem
okolju, ki spodbuja inovacije, uld enje in profesionalno rast.



Imagine stepping into a pivotal role in shaping quality standards within a new aseptic manufacturing
facility in Slovenia—an operation introducing the highest levels of pharmaceutical technology and
opening a new chapter in the local pharmaceutical industry.

As a QA Operations Lead, you will steer operational QA activities on the shop floor, build a strong
quality culture, design effective processes, and ensure that life saving medicines reach patients
safely, compliantly, and on time.

Your decisions will directly contribute to a stable commercial launch and long term operational
excellence. You will collaborate with highly motivated professionals in a dynamic, global environment
that fosters innovation, learning, and continuous professional growth.

About the Role
Val e kljull ne 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 in(J pekcijah regulatornih organoyvkljull no s pripravo
dokumentacije in koordinacijo vseh aktivnosti na lokaciji.

* Vodenje ekipe upravljanja kakovosti - operacije na lokaciji, z odgovornostjo za pravoll asne,
strokovne in skladne odlo[] itve na podrol] ju QA.

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

¢ Koordinacija sprol] [ anja izdelkowskladu z globalnimi in lokalnimi regulativami, internimi
postopki ter pril] akovaniji trga.

¢ Spodbujanje operativne odlil] nostz uvajanjem najbolj] ih praks, optimizacijo procesov ter
krepitvijo kulture nenehnih izboljOJ av.

¢ U inkovito upravljanje operativnih strol] kov oddelka za upravljanje kakovosti - operacijeer
aktivno iskanje prilo[J nosti za racionalizacijo procesov brez vpliva na skladnost ali kakovost.

Val doprinos k delovnem mestu:

* Univerzitetna izobrazba iz farmacije, biologije, kemije, mikrobiologije ali druge ustrezne
naravoslovne oziroma tehnilJ] ke smeri.

* Najman;j 5 let izkul enj na podrol] ju kakovosti, proizvodnje ali primerljivih delovnih mest.

¢ QOdlid no poznavanje cGxP, EU/FDA regulative in mednarodnih standardov.

* Dokazane vodstvene sposobnosti ter izkull nje z razvojem ekip.

* Sposobnost vodenja presoj, in0 pekcijskih pregledov in procesov sprol] [ anja izdelkov.

* Tekol e znanje anglel] kega jezika.

Z izbranim kandidatom bomo sklenili delovno razmerje za nedolo] en] ass poskusno dobo 6
mesecev. Prijavo oddajte z [ ivljenjepisonmv slovenskem in angled kenjeziku.



Ugodnosti in nagrajevanje:

Konkuren[ en plall ni paket, letni bonus, fleksibilen nall in dela z mol nostjo prilagajanja urnika in delom
od doma, pokojninska shema, mol] nost vkljull itve v kolektivno zdravstveno zavarovanjeshema
nagrajevanja in priznanja dosel] kov, raz[J irjeni program promocije zdravja na

podrol] jdizil] negan dull evnegadobrega poll utjder delovne obremenitve (Polni O ivljenjy [ tevilne
prilo[] nosti za uld enje in razvo;.

Predani smo raznolikosti in vkljull enostiNovartis
si prizadeva ustvariti izjemno, vkljuJ ujoJ@elovno okolje in oblikovanje raznolikih timov, saj ti
predstavljajo nall ebolnike in skupnosti, ki jih oskrbujemo.

Zakaj Novartis: Pomagati bolnikom in njihovim drull inanzahteva vellkot le inovativho

znanost. Potrebna je skupnost zavzetih ljudi, kot ste vi.

V Novartisu cenimo sodelovanje, podporo in navdihovanje drug drugega za razvoj prebojnih terapij,
ki spreminjajo [ ivljenjgpacientov.

Ste pripravljeni ustvariti svetlej] gorihodnost skupaj z nami?
https://www.novartis.com/about/strategy/people-and-culture

Pridrul] itese Novartisu: Ni pravo delovno mesto za vas? Prijavite se v nalJ dbazo talentov,
da ostanete v kontaktu z nami in se seznanite z ustreznimi kariernimi prilol] nostmtakoj, 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 decisiond making within QA.

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


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

¢ 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.

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 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.

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 Il help you thrive personally and professionally.


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

Read our handbook (PDF 30 MB)
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SI19 (FCRS = S1019) Novartis farmacevtska proizvodnja d.o.o.

Functional Area
Quality
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Full time
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Regular
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var config = { targetld: "kalturaplayer69fbf501e5415045489974", provider: { widgetld:
"10m7rmlpm", partnerld: "2076321", uiConfld: "55802022" }, playback: { autoplay: false, autopause:
false, allowMutedAutoPlay: false, loop: false }, sources: { options: {}, startTime: O }, plugins: {},
sources: { options: {}, startTime: 0 }, ui: { showCCButton: false, settings: { showQualityMenu: true,
showSpeedMenu: false }, css : "/modules/custom/arcticnckalturaaddon/css/kalturavideo.css",


https://www.novartis.com/sites/novartis_com/files/novartis-life-handbook.pdf

components: { fullscreen: { disableDoubleClick: false } }, uiComponents: [ { presets: ['Playback’,
'Live'], area: 'BottomBarRightControls', replaceComponent: 'Fullscreen’, get:
KalturaPlayer.ui.components.Remove } ] } }; // Check and add plugins only if they exist if
(KalturaPlayer.plugins["download"]) { config.plugins.download = { disable: true }; } if
(KalturaPlayer.plugins[“transcript"]) { config.plugins[“playkit-js-transcript"] = { position: "right", //
Default: bottom;('left’, 'right', 'top’, 'bottom’) to enable transcript. expandMode: "over", // Default:
alongside;(‘alongside’, 'hidden’, 'over') expandOnFirstPlay: false, showTime: true, downloadDisabled:
false, printDisabled: false, disable: true }; } if (KalturaPlayer.plugins['preventSeek"]) {
config.plugins.preventSeek = { preventSeekForward: false, preventSeek: false }; }
config.plugins.floating = { disable: true }; if (KalturaPlayer.plugins['navigation"]) {
config.plugins.navigation = { position: "right", expandMode: "over", expandOnFirstPlay: false, visible:
false }; } if (KalturaPlayer.plugins["hotspots"]) { config.plugins['playkit-js-hotspots'] = { disable: true }; }
if (KalturaPlayer.plugins["'moderation”]) { config.plugins['playkit-js-moderation’] = { disable: true }; } if
(KalturaPlayer.plugins["info"]) { config.plugins|['playkit-js-info'] = { disable: true }; } if
(KalturaPlayer.plugins['share"]) { config.plugins.share = { disable: true }; } config.ui.uiComponents =
[]; if (KalturaPlayer.plugins['googleAnalytics"]) { config.plugins.googleTagManager = {};
config.plugins.googleTagManager.customEventsTracking = {};
config.plugins.googleTagManager.containerld = 'GTM-57RJQ5;
config.plugins.googleTagManager.customEventsTracking.custom = [];
config.plugins.googleTagManager.customEventsTracking = { preset: { coreEvents: true, UIEvents:
false, playlistEvents: false, castEvents: false } }; }

try { var kalturaPlayer = KalturaPlayer.setup(config); // Add the player to the global array. if (typeof
kalturaPlayerVideos == 'undefined’) { kalturaPlayerVideos.push(kalturaPlayer); } else { var
kalturaPlayerVideos = []; kalturaPlayerVideos.push(kalturaPlayer); } // Load the Player for other
media. kalturaPlayer.loadMedia({entryld: "1dgfvmafo"}); } catch (e) { console.error(e.message) }

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.



mailto:diversity.inclusion_slo@novartis.com

Job ID
REQ-10069041

Vodja upravljanja kakovosti - operacije (m/CJ] /d) / QA Operations Lead (m/f/d)

Apply to Job



https://novartis.wd3.myworkdayjobs.com/en-US/Novartis_Careers/job/Ljubljana/Vodja-upravljanja-kakovosti---operacije--m--d----QA-Operations-Lead--m-f-d-_REQ-10069041-1

Page 8 of 8

Job ID
REQ-10069041

Vodja upravljanja kakovosti - operacije (m/O /d) / QA Operations Lead (m/f/d)

Apply to Job

Source URL:
https://prod1.novartis.com.cn/careers/career-search/job/details/req-10069041-vodja-upravljanja-
kakovosti-operacije-mzd-ga-operations-lead-mfd

List of links present in page

https://www.novartis.com/about/strategy/people-and-culture
https://www.novartis.com/about/strategy/people-and-culture
https://www.novartis.com/sites/novartiscom/files/novartis-life-handbook. pdf
mailto:diversity.inclusionslo@novartis.com
https://novartis.wd3.myworkdayjobs.com/en-US/NovartisCareers/job/Ljubljana/Vodja-
upravljanja-kakovosti---operacije--m--d----QA-Operations-Lead--m-f-d-REQ-10069041-1
https://novartis.wd3.myworkdayjobs.com/en-US/NovartisCareers/job/Ljubljana/Vodja-
upravljanja-kakovosti---operacije--m--d----QA-Operations-Lead--m-f-d-REQ-10069041-1

abrwdPE

o


https://novartis.wd3.myworkdayjobs.com/en-US/Novartis_Careers/job/Ljubljana/Vodja-upravljanja-kakovosti---operacije--m--d----QA-Operations-Lead--m-f-d-_REQ-10069041-1
http://www.tcpdf.org

