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Senior QA Operations Expert; Qualified Person (m/f/d)
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anp 22, 2026
AscTpuA

Ceoaka
#LI-Hybrid
Location: Schaftenau, Austria

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.

About the Role

Major Accountabilities

~ Haasop 3a kauecTBeHHbIMK onepaumaMM No BCeMy CanTy.

~ BxoasAwmit Haasop 3a 3A.

~ Ucxopawmi Haasop 3a 3A.

~ MBR 0630p v yTBEPXKAEHHE.

~ Beinyck npoaykra.

~ 3A ana KoHTpona Kavectsa n AS u T.

~ OnepaTnBHOE COBEPLLIEHCTBO.

~ MH1umnpoBathb 1 ynpasnaTb MECTHLIM NPOLECCOM HanMa.

~ JInHMA OTBETCTBEHHOCTH 1 eXeAHEBHOE NoLLaroBoe PyKoBOACTBO.

~ Beayuwme npoextsl OpEX.

~ PaccnenosaHue otknoHeHuit, OOX, xanob.

~ Onpeaenexue u peanusauna CAPAs.

~ [Noanepxxa NPOEKTOB Nepesayn 1 BanMAaLMOHHbBIX UCCIIeA0BaHUM.

~ OTcnexuBaiTe nokasatenu komaHabl M yéeautecs, uto K'l /KPI cooTBeTcTBYeT TPEGOBaHUAM.

~ 0030p 1 yTBEPXAEHWE TEKCTA U An3anHa.

~ BLUS MHUMAEHTOB OTYETHOCTU U AEACTBWIA MO NocneaytoLlen AeATENbHOCTH.

~ Moazepxka BBOZA B 3KcnyaTaumio Hooro o6opyaosaHua (O3, M3).

~ OnpeaennTe 061acT ynyylleH1sa B NpoLiecce 1 NpoAyKTax.

~ MNnaHupoBaHue pecypcoB 1 MOLLHOCTe! (ntoaeit u 06opyAoBaHMA) 1 ynpasrneHne padoyeit HarpysKon.
~ npOVISBO,ClMTeJ'IbHOCTb U nnaepcTeo I'Ionuep»(Ka KOMaHAbl creynanmncToB.

~ O6ecneunTb Hannune o6opPyAOBAHUA, XMMUYECKUX BELLECTB U PACXOAHBLIX MaTEPUAsioB, as yMeCTHO.
~ O630p 1 nepecmoTp SOP.

~ BbINonHAEM MeCTHOE 00YUYEHNE U OTCIIEXMBAEM COCTOAHUE 0BYyUYEHUS.

~ CooBLeHne 0 TEXHUUECKUX xanobax / HeBnaronpUATHLIX COOBLITUAX / CLUEHapHAX 0COOLIX Criydaes, CBA3AHHLIX C NpoaykTamu Novartis B TedeHne 24 4acos ¢
MOMEHTA MOsyYeHnA

~ PacnpocTpaHeHve MapKeTMHroBbIX 06pasLoB (ecnu NpUMEeHUMO)

Key Performance Indicators

~YcneLHoe CONPOBOXAEHWE MPOEKTOB C COMMacoBaHHbLIM KA4€CTBOM M CPOKaMM NMOCTaBKW, NPOXOXAEHUE BHYTPEHHNUX U BHELLIHMX NPOBEPOK
~ CobntogaitTe KQYECTBO M CPOKU ANA BCEX MPOEKTOB

~ JlefictBoBaTh B cooTBeTCTBMM C GMP, 3TUKOI, OXpaHo# TpyAa 1 okpyxatoLlen cpesoi (HSE) u uHpopmaumoHHon 6esonacHocTsto (ISEC)
~ KonuyecTBo 1 cepbesHocTb Npobnem cGMP, BbISIBNEHHbIX B XOAE€ BHYTPEHHWUX U BHELLHUX ayAUTOB

~ lNokasaTenu Ha KoHel roAa B pamMkax GropkeTta

Work Experience

~Kp1THUEeCKH BadkHbIE MEperoBopbI

~PyKoB0oACTBO COTPYAHMKaMM

~PyKOBOACTBO OMepaunoHHbLIMK NPOLECCAMM U UX OCYLLEECTBIIEHUE
~COTPYAHUYECTBO YePEes OpraHNU3aLMOHHbIE FPaHULbI
~YnpaBneHue npoexTamm

Skills
~OueHKa 3 PEKTUBHOCTHU padoThbl COTPYAHMKOB

~YnpaBsneHue YenoBeyecKnMn pecypcamu
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~Mpoueaypsl GMP
~Ynpasrexue ayaMTom
~HaBbIk1 NpUHATHA peLleHni
~[OTOBHOCTb K MHCTIEKL UM
~BbInyck npoaykra
~OpraHu3aLlnoHHan cMeKanka
~YnpasneHue nepcoHanom n nMaepcTso
~KOoMMYyHUKaTHUBHbIE HaBbIKK
~PafoTa ¢ ABYCMbICTIEHHOCTHO
~Camoco3sHaHue
~HenpepbiBHoe 00yyeHne
~TexHonornyeckas akcnepT1sa

Language

AHMTIMACKKI

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)

[nBu3noH

Operations

Business Unit

Quality

Mecto

ABcTpuA

Canr

Schaftenau

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

Job Type

Full time

Employment Type
Regular

Shift Work

No
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https://www.novartis.com/about/strategy/people-and-culture
https://www.novartis.com/sites/novartis_com/files/novartis-life-handbook.pdf
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