> NOVARTIS

Regulatory Affairs CMC Manager

Job ID
REQ-10075420
Apr 12, 2026
LOC_CN

About the Role

Major Accountabilities

~ CchopmynupoBaTh 1 BO3rnaBuTh rrodanbHyto ctpaTervto perynposanusa CMC ¢ akueHTOM Ha MHHOBaLWMK,
MaKCUMU3UPYA BbIroabl Ana 6usHeca, cbanaHcMpoBaHHble ¢ COBMAEHNEM HOPMATUBHbBIX TPeBoBaHMI

~ PyKoBOAWTb U OCYLLECTBNATL BCe rnobanbHele MeponpuaTus no npeactasrneHvio CMC (nnaHvpoBaHWe, aBTOpPCTBO,
0630p, KOOpAWUHALMA, MPeACTaBeHUe) AnA HagHauYeHHbIX MPOEKTOB/MPOAYKTOB.

~ OnpeaenuTte Tpebyemyto LOKYMEHTAaL MO U NH0O0M KOHTEHT, KAYeCTBO W/UTM CPOKK AnA rnobanbHbix NpeAcTaBneHni 1
Z[OroBOPUTLCA O MOCTABKE YTBEPXAEHHBIX TEXHUYECKUX UCXOAHbIX JOKYMEHTOB B COOTBETCTBUU C rpadrKamMu NpoeKTa.
~ ABTOp U/unu 0630p BLICOKOKAYECTBEHHOW AoKyMeHTauMn CMC ana npeactaBneHvsa HA, npuMeHeHue cornacoBaHHbIX
rnoBanbHbix cTpaterui perynuposanna CMC, TekyLLUX perynsaTopHbIX TEHAEHUWI U PyKOBOAALLMX NpuHuunoB. OBecneunTb
TEXHUYECKYH KOHIPYSHTHOCTb M COOTBETCTBUE HOPMAaTMBHLIM TPpeBOBaHUAM, COracoBaTh COrfacoBaHHbIE CPOKM U
TpeboBaHWA K 371EKTPOHHOW Ny6nuKayuu.

~ [NoAroToBKa 1 NpeacTaBneHne OLEHOK ynpaBneHus puckamu CMC, nnaHoB AENCTBMI HA CnyYain HenpeaBUAEHHbIX
06CTOATENLCTB U M3BSIEYEHHbIX YPOKOB MO OCHOBHLIM NPeACTaBNEHUAM W, MPU HEOOXO0AUMOCTH, 3CKanaLum ¢
PYKOBOZACTBOM.

~ MHULMUPOBATb M PYKOBOAWUTHL B3aUMOAENCTBMEM U NeperosBopamMmun YnpaeneHna 34paBoOXpaHeHNs no Mepe
Heob6Xx0AMMOCTH; NOCTAHOBKA Liefiei, NoAroTOBKA MHMOPMALMOHHBIX KHUF, KOOPAWHALMA U NaHWPOoBaHWe peneTuumi 1
MaHOB CHUXXEHUA PUCKOB.

~ CoobLueHne o TeXHUYecKnx xanobax / HeBnaronpuATHLIX COBLITUAX / cLieHapUAX 0CcoBbIX CrlyYaeB, CBA3AHHbIX C
npoayktamu Novartis B TeueHue 24 4acoB ¢ MOMEHTA MOMyyYeHuUA

~ PacnpocTpaHeHWe MapKeTUHIoBbIX 00pasLoB (€Ccv NPUMEHUMO)

Key Performance Indicators

OtBevaeT 3a HOPMATUBHYHO AEATENBHOCTb, KOHKPETHO CBA3AHHYO C XMMWEN, NPOU3BOACTBOM U KoHTponem (CMC). Takue
MEepOonpUATHSA, KaK NoAroToBKa M nybnvkauua gokymeHtaumn REG CMC ans npeacTaBrieHnWa B opraHbl 34paBoOXpaHeHus.
Kpowme Toro, B3anmoaenctayinte ¢ HA no sonpocam REG CMC anA noaaepky HOBOro NPoAyKTa Mu 3anycka nocne ero
3anycka.

Work Experience

~PykoBoACTBO onepauroHHbIMK NpoLeccaMu U UX OCYLLECTBIEHWE
~YnpaBneHue nNpoeKkTamu

~COoTpyAHUYECTBO Yepes OpraHm3aLyMoHHbIE rpaHuL bl

~OnbIT MEXKYNbTYPHOro B3aMMOAENCTBUA

Skills

~HaBbIk1 BeAEHUA Neperosopos
~Kpocc-dyHKLMOHanNbHbIE KOMaHAbI
~YnpaBneHne npoeKkTamu

~C0o0TBETCTBUE HOPMATUBHBLIM TPeBOoBaHUAM
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~YnpasneHne puckom
~YnpasneHue AOKyMeHTaumen
~YnpasneHue uameHeHnaMu
~OueHKa pu1cka

Language
AHIMNCKNI

Role Requirements

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)

Division

DIV_GD

Business Unit
Development

Location

LOC_CN

Site

Beijing (Beijing)
Company / Legal Entity
CN14 (FCRS = CN014) China Novartis Institutes for BioMedical Research Co., Ltd.
Functional Area
FCT_RD

Job Type

Full time

Employment Type
Regular

Shift Work

No

Apply to Job
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