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About the Role

o Ensure compliance with global standards and local regulations.
o TRRIETEIKIRER S itEH,

o Be responsible for maintaining and improving the Quality Management System (QMS) , ensuring necessary licenses

are maintained.

o MRBIPFCEREEIERZR (QMS),

o Accountable for the quality of the products marketed and ensuring necessary licenses are maintained.

« WEHFRHWRENSR  WREHBLENFAIL,

+ Responsible DMAH implementation and oversight. Responsible for product annual report.

o 17133 DMAH ZXMEHMEE, ARFRFERS.

o Supply Chain & Logistics: Oversee storage in qualified warehouses, incoming goods checks and transportation.

o HNBSYIR  KESHREENET. #HEREIEN,

o Health Authority Liaison: Serve as the primary point of contact for Health Authorities (e.g., ZJMPA) for GSP matters,
including inspections

o IEERITIERLE R ¢ BEWIEERT] (W ZIMPA) BX GSP £H ( BiEKRE ) MEEKEA,

o Complaint Handling: Ensure the correct processing of Product Complaints and counterfeit cases.

o RIRALIE : FRRIEMGIEFRIGIRFIBRE R4,

o Support managing quality issues, including product recall and mock recall, drug shortages, and quality information
analysis and management.

o XIHEEMEOH , BEFRETMENAR, ARERNREEENINE

« Assist in the reporting and monitoring of adverse events of pharmaceutical products.

o MENFEMEENMIIANRR MRS TF,

o Organlze quality education and training.

o HRARREBTERBEIEI,

o Product Release & Distribution: responsible for product final release, management of returned goods.

o« MRFFRMRELRRIREEE

o Responsible for distributor (transportation supplier) management, including qualification/approval of distributor, QAA
execution, and day-to-day business coordination and support. Organize the survey, review and evaluation of the
quality management system and service of vendors, wholesalers and distributors if required.

- MRIZAHMWERE , BECHENRIA. QAAFI], AR WSHERIHE, DENBANMERM, MR , UKkis

REREEEARRTRSZFHENZE. FZMTM,
o Provide quality support of BD&L case:
o - Set up and optimize the quality assurance (QA) system for business development projects and lead the quality

control of the whole project life cycle, including due diligence support, partner selection, and coordination of writing and

signing of quality assurance agreements (QAA) with partners.

o - <#FBD&LMLSS : ERHAMMBEWSIRIBMAERIE (QA) A5k , EENEEGRABREER  RERERA

BEXxH. SfEkFmE , URSSFEKEFERERIEDIN (QAA) NEESZENA,
o - Serve as the quality interface window for business partners, manage complaints, deviations, changes and other
quality matters in a unified manner to ensure continuous and stable market supply.

o - FRULSEFEKHFNRENEED , £—SEKIF. RE. TESHREFN , BERDIGHLAISERE

¢ - Organize and implement quality audits to partners, identify quality and compliance risks, develop and track corrective

and preventive actions (CAPAs) to ensure continuous ifygovement and GxP compliance.



o - HAHTHEFEKFREFITSERTM , RARESESNNEE | BIEFRERAEMBGHER (CAPA) |, BRIFENRH
5GxP&#L,

» Assist the quality responsible person to establish and maintain the quality management system to ensure compliance
with local laws, regulations and Novartis global policies.

o MERENIARBRIFAIFREEIERR  WRANSAHIEZE , FMNAIEESIIER,

REBGIENR

o All applicable Quality Modules from the Novartis Quality Manual are implemented and regulatory controls are in place
at relevant process steps.

o XiEEEREFMTAEEANRERRAEENRIES RPHRITER.

o Relevant Key Quality Indicators are defined and implemented by regular management review to monitor compliance
and quality performance.

o PREELMAXFE X BIENAEHEES LRI,

o Assist in ensuring success in internal audit and HA inspection.

o PhENEBIRALINAIRERER I R 20 Ma BRI M B,

« Refrain from causing stock shortages because of inefficient quality inspection practices.

o NEMER G E I8 W R R R T S EER 1S,

o Ensure proper management of GxP training.

o TR GxP FIFEISEER,

o Ensure proper management of transportation suppliers and partners.

o BRCABMNSHEKFRSELE,

TWREGEENEK :

o Bachelor’'s degree and above in Pharmacy or related fields, compliant with local requirements for "Authorized
Persons". Licensed pharmacist.

o BHFMXRE, ABEALEFFH , FEHMI BENXAR "WER, BERWHIHER,

o Highly fluent in English (Written & Spoken)

o RIBAL (PEAMOK).,

« Minimum of 5 years of professional experience in the pharmaceutical industry within a GMP/GSP environment, familiar
with local and international cGMP/GDP.

o TEBIZNITALRY GMP/GSP IMERZELH 5 FHEWERL , AEAMFNEFR cGMP/GDP,

o Leadership Skills: ability coordinate across function and deliver impact.

o GSIEE  BRENMBZEREEERIIH T LT,

o Problem-Solving: Creative and independent ability to handle complex tasks and solve problems under pressure.

o BREREIE . EBEEENTAES HMES AR ISR I FFIRIIEE T,

o« Communication & Negotiation: Fluent verbal and written communication skills in both English and the local language,
with strong negotiation skills.

o JMBSEH IRMRFEMHHIESH O PBEITRTREE , UREGRRIEFIFREE,

o Crisis Management: Ability to proactively manage conflicts, challenges situations.

o BHEIE | EDNAIEPEFNPREXAIEE

o Stakeholder Engagement: Experience in interacting with health authorities and ability of stakeholder management.

o SHINESBREXARRAERES - SHREEIENNERURSHERXARZRDEREE
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)
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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

Business Unit

Quality

Location

LOC_CN

Site

Shanghai (Shanghai)
Company / Legal Entity
CN27 (FCRS = CN027) &% EAFHR (1) BRAF
Functional Area
FCT_QA

Job Type

Full time

Employment Type

I

Shift Work

No
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