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The Qualified Person (QP / Sachkundige Person) is responsible for the final certification and release
of medicinal products in accordance with § 7 of the Arzneimittelbetriebsordnung (AMBO 2009).
Based in Austria, you will ensure that every batch is manufactured and tested in full compliance with
the Austrian Medicines Act (AMG), the Marketing Authorization, and current GMP requirements. With
clear legal accountability, you will verify product quality and documentation to ensure no batch is
released—whether for the Austrian market or for export—without confirmed compliance.
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About the Role

Major Accountabilities

Hapgps3op3akadyecTBEeEHHbBMM ONepaumMmamMm no BcemMy caTy.
Bxoagdawmnm Hagsop 3a 3A.

Ncxopawumim Hapgsop 3a 3A.

MBRoOG63Op M YyTBEeEpPXAEHNE.

Bboinyck npoagykrTa.

S3AANnNda KOHTpPpoOoNnda KavyecTtBawnm ASu T.

©OnepatTmnBHOEe COBepuweHCTBO.

YIHMuuumnpoBaTb MynpaBAaATb MeECTHBMNOpPpOLECCOMHAalKmMa.
JSIMHNA OTBETCTBEHHOCTMUW N exXxegHEeEBHOe nNowar oBoe pykKoBO
Beagyuwne npoekT bl OpEX

PaccnepoBaHnme oTKNOHeHUNH,O0x,xanob.

OnpepeneHne mpeannsauyua CAPAs.

YloppepXKanpoekToB nepegauyuuvm mBanunpgaumMmoHHBIX ncecnepo
OTcnexnmBahhTe nokasaTenum kKomMaHabl nybeguntecb,uyTo KI/KP
o0630punMyTBEpPXAEHNE TEKCTauW N3 amHa.

BUWOMHUMAEHTOB OTYETHOCTUM N AelicTBMUMN NOoONocnepywweln
YloppoepxXxKkaBBojgaBa3akKcnnyatTayunmwHOBOrIro obopyagoBaHmMsa (
OnpepenunrteobnactTumMmynyyuweHmsa B npoueccennpogykKkTax.
YIlnaHnpoBaHuMme pecypcoB UM MOWHOCTeWn (Ntogenn nodbopypgosa
Har py3Kol.

YIlponssoguTenbHOCTb U NUpgepcTBO I logoepXKa KoOMaHAL cn
©Ob6ecneynTtb HanMume obopypoBaHUA,XUMNUNYECKNUX BewecTBs
yMeCcTHO.

O63o0pununepecmorTp SOP.
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Key Performance Indicators
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€Cob6nwpanTe KayecTBOMCPOKN ANSA BCEX NPOEKTOB
fleicTBOBaAaTb B COOTBEeTCTBUUC GMP, 3 TUKON,0XPaHON TPYLH:
MHPOPMaUMOHHON 6e3onacHOCTb t (ISEC)
KonmuectTBOMCEpPbE3ZIHOCTb NpPpo6nem cCGMP,BbiIAB/T€HHbBX B XO0
Yloka3aTenm HakoHeUL TrogasBpaMKkax 6agxerTa

Work Experience

KpuTunuuyueckun BaXHble neper oBOp bl
PyKkoBoACTBOCOTpPYAHUKAMMU
PykoBoagcTBOONEpPAaUMUOHHBMNU NpoLECCAMU M UX OCYylWecCTBAN
€oTpyagHMUYEeCTBO Yepes3 opraHM3aULMWOHHbBE I'paHMLbl
¥NpaBneHue npoekTtTamu
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OueHKa aIPPeK TUBHOCTN PabOTbLICOTPYAHNUKOB
¥nNnpaBneHnMe yenosBeyecKUMN pecypcamu
QA(O6ecnevyeHNnNe KavyecTBa)

Rpouyuepgyp b GMP

¥npaBneHve ayaguntom

HaBblKM NPUHATMA pelwleHNnn
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Pa6botac gBYCMbBIC/TEHHOCT Db I
€aMoOoOCcO3HaHMUe

HenpepboBHOe obyuyeHMne
FexHoOoNnNormyeckana skKcneprtTunsa

Language

=(

AHT TUNCKMU

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.

Read our handbook (PDF 30 MB)

Primary location salary range
€ 85,300.00 - € 158,300.00

00
Operations

Business Unit
Quiality


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

00
Austria

00
Schaftenau

Company / Legal Entity
AT33 (FCRS = AT033) Novartis Pharmaceutical Manufacturing GmbH

Functional Area
Quality

Job Type
Full time

Employment Type
Regular

Shift Work
No

var kPlayer = KalturaPlayer55802022 || KalturaPlayer; var config = { targetld:
"kalturaplayer6a56fcfce1c59196839935", provider: { widgetld: "10m7rm1pm", partnerld:
"2076321", uiConfld: "55802022" }, playback: { autoplay: false, autopause: false, muted: false, loop:
false }, sources: { options: {}, startTime: O }, disableUserCache: "true", plugins: {}, sources: { options:
{}, startTime: 0 }, ui: { showCCButton: false, settings: { showQualityMenu: true, showSpeedMenu:
false }, components: { fullscreen: { disableDoubleClick: false } }, uiComponents: [ { presets:
[Playback’, 'Live'], area: 'BottomBarRightControls', replaceComponent: 'Fullscreen’, get:
kPlayer.ui.components.Remove } ] } }; // Check and add plugins only if they exist if
(kPlayer.plugins["download"]) { config.plugins.download = { disable: true }; } if
(kPlayer.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 (kPlayer.plugins[‘preventSeek"]) {
config.plugins.preventSeek = { preventSeekForward: false, preventSeek: false }; }
config.plugins.floating = { disable: true }; if (kPlayer.plugins['navigation"]) { config.plugins.navigation =
{ position: "right", expandMode: "over", expandOnFirstPlay: false, visible: false }; } if
(kPlayer.plugins["hotspots"]) { config.plugins['playkit-js-hotspots'] = { disable: true }; } if
(kPlayer.plugins['moderation"]) { config.plugins['playkit-js-moderation’] = { disable: true }; } if
(kPlayer.plugins['info"]) { config.plugins['playkit-js-info'] = { disable: true }; } if



(kPlayer.plugins[“share"]) { config.plugins.share = { disable: true }; } config.ui.uiComponents = []; if
(kPlayer.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 } }; }

/I Ensure the global player registry array always exists, regardless of embed type.
window.kalturaPlayerVideos = window.kalturaPlayerVideos || []; try { var thumbEmbedPromise =
thumbnailEmbed({config, medialnfo: {entryld: "1dgfvmafo"}}); // thumbnailEmbed() returns a
Promise that resolves with the player instance // when the user clicks the thumbnail. Use .then() to
capture the player directly. thumbEmbedPromise .then(function(player) {
window.kalturaPlayerVideos.push(player); // Notify kalturadatalayer.js that a new player is ready so
it can // attach custom event listeners immediately, regardless of when // the user clicked the
thumbnail relative to page load. document.dispatchEvent(new CustomEvent('kalturaPlayerReady’, {
detail: { player: player } })); }) .catch(function(error) { console.error(error); }); } catch (e) {
console.error(e.message) }
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