b NOVARTIS

Senior QA Operations Expert; Qualified Person (m/f/d)

Job ID

REQ-10074153

MioH. 22, 2026

AscTpuA

HoctynHo B: Pycckuit | Deutsch | Espafiol | Francais | ltaliano | H#gE | Tiirk | English | F93Z | Slovenséina | Nederlands

CBoaKa
#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 onepayuaMM No BCEMY CanTy.

~ Bxoaawwmmn Haasop 3a 3A.

~ Ucxoaawmii Haasop 3a 3A.

~ MBR 0630p 1 yTBEpXAEHHME.

~ Bbinyck npoaykra.

~ 3A anA koHTpond kayectBa M AS n T.

~ OnepaTnBHOE COBEPLLEHCTBO.

~ MH1UMMpOBaTh M yNpaBnAaTb MECTHLIM NPOLECCOM HaiMa.

~ JIUHMA OTBETCTBEHHOCTHU U EXEAHEBHOE NOLLaroBoe PyKOBOACTBO.

~ Beaywme npoektbl OpEx.

~ PaccrnezosaHue oTknoHeHui, OOx, xanob.

~ Onpeaenenve n peanusauyna CAPAs.

~ [NoAnepxKa NPOEKTOB Nepesayun 1 BanMAaLMOHHBIX UCCIIEA0BaHUM.

~ OTcnexuBanTe nokasarenu koMaHabl U yoeautecs, uto K'l /KPI cooTBeTcTBYeT TpeGoBaHHAM.

~ 0030p 1 yTBEPKAEHUE TEKCTa U An3aiHa.

~ BLUG MHUMAEHTOB OTYETHOCTH U AEACTBUIA NO NOCneaytoLlen AeATENbHOCTU.

~ MNoazepxka BBOAA B dKCMnyaTaumio Hoeoro o6opyaosanua (O3, M3).

~ OnpeaenuTe 06nacTy yny4lleHus B NpoLecce U NPoAyKTax.

~ MNnaHupoBaH1e pecypcoB 1 MOLLHOCTEN (ntoaei u 060pyAOBaHUA) U ynipasrieHne paboyei HarpysKkon.
~ [pousBoANTENbHOCTL 1 NAEPCTBO MNoaaepxKa KoMaHAbl CneLManucToB.

~ O6ecneunTb Hanuune 06OPYAOBAHUA, XMMUYECKUX BELLECTB M PACXOAHBIX MaTepUarnos, as yMecTHO.
~ O630p 1 nepecmoTp SOP.

~ BbINoOnHAEM MECTHOE 00yUeH1e 1 OTCIIEXUBAEM COCTOAHME 0BYyUYeHHA.

~ Co0BLLEHNE O TEXHUYECKUX xanobax / HeBnaronpUATHLIX COOBLITUAX / CLEHAPHAX 0COOLIX Cryyaes, CBA3AHHLIX C NpoaykTamu Novartis B TedeHne 24 4yacos ¢
MOMEHTa MoyYeHHUA

~ PacnpocTpaHeHne MapKeTUHroBbIX 06pasLoB (ecnu NPUMEHUMO)

Key Performance Indicators

~YCneLHoe CONPOBOXAEHHUE NPOEKTOB C COMMacoBaHHbLIM KQ4€CTBOM M CPOKaMM NMOCTaBKW, NPOXOXAEHUE BHYTPEHHWUX U BHELLIHUX NPOBEPOK
~ CobntoaanTe KaYecTBO M CPOKM ANs BCEX NPOEKTOB

~ JlefictBoBathb B co0TBETCTBUMU ¢ GMP, 3TUKOI, OXpaHoit TpyAa 1 okpyxatoLen cpenoi (HSE) n uHpopmaumoHHon 6esonacHocTsto (ISEC)
~ KonuyecTBo 1 cepbesHocTb Npobnem cGMP, BbISBNEHHbIX B X04€ BHYTPEHHWUX U BHELLUHUX ayAuTOB

~ [NokasaTenu Ha KoHeL roaa B pamkax GromxeTta

Work Experience

~KpuTnuecku saxHble neperosopsb!

~PyKOBOACTBO COTPYAHWUKaMM

~PykoBoACTBO onepauoHHbIMK MPOLIeCCaMm 1 UX OCYLLEECTBIIeHUe
~COoTpyAHMYECTBO Yepes opraHu3alMOHHbIE rpaHuLbl
~YnpasneHue npoekramu

Skills

~OueHKa 3P PEKTUBHOCTHU paboThbl COTPYAHUKOB
~YnpaBeH1e YenoBe4eCKUMM pecypcamm 1/3
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~QA (ObecneueHue kayecTsa)
~Mpoueaypel GMP
~Ynpasnexuue ayaMTom
~HaBblkM NPUHATHA peLLeHunit
~[OTOBHOCTb K WHCMEKUUn
~BbInyck npoaykta
~OpraHv3aly1oHHas CMeKanka
~YnpaBneHne NepcoHanom 1 NMaepcTBo
NKOMMyHVIKaTVIBHbIe HaBbIKU
~PaboTa ¢ ABYyCMbICIEHHOCTBIO
~CamMoco3HaHue
~HenpepbiBHOE 00y4eHue
~TexHonornmyeckan aKcnepTmsa

Language

AHMIIMACKKIA

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)

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

Operations

Business Unit

Quality

MecTto

AscTpua

Cant

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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