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»
@ CCI FRANCE CHINE

Quality System Manager
REFREZIE

Location: Beijing
Starting date: ASAP

ABOUT THE COMPANY
KFEdr

Our client, founded in 1977 with the headquarter in France, is a medical device company specialized in the field of
interventional neuroradiology.

BANMZR, BALT19775F, BEMUTEE, B—REINENNEHERETF THHIET /A E.

MISSIONS
TENR

The quality manager is responsible for establishing and maintaining QMS procedures and QMS compliance to local
standards and regulations, also be responsible for PMS activities and reporting.

FREZBAFRETH4HRREEERRR (QMS) 2FF, FR QMS FEStRRENER. W, RESEBERREmn
B (PMS) Eapfiis

Cooperate with regulatory, operation, marketing, sales, supply chain departments, responsible for the establishment and
implementation of various procedures to ensure pre-market and post-market activities compliance with global local
regulations and standards.

S5iF. B8, M. HE, HNERIIEE, REEANLESIMER, LISRMIZRMHNZ/EEATE SRR
pENIV NN

Act as liaison between Company and NMPA in terms of quality system and PMS related topics, including but not limited
to any form of audit, events/incidents reporting, submit many kinds of reports etc.

ENEISERDSREEEER (NMPA) ZENEREA, RELEASEREARNTREERS (PMS) BXNE L
HTHENE, BEEFRTSM NG, BY/EURE. BRREXREF

Set up regular meetings with global to update China quality department progress, issues, risks, solutions.
EHSERENSE, EFHFEREPIAERE. A, XEFRRSEE.,

Collect and analyze quality regulations from NMPA, QMS and other quality requirements related to the products.
KEFHSH NMPA FIEREIEN. QMS LIRESFRIEXMNEEEK,

With over 10 years of experience, CCl FRANCE CHINE Recruitment Department supports companies in their recruitment needs
and helps candidates find a professional opportunity across China.

To access more job offers, consult ccifc.org


https://www.ccifc.org/services/hr-services.html

# CCl FRANCE CHINE
hEZEZEISG S

Responsible for establishing quality management system and products’ quality control; ensure QMS effective operation
for the Company.

SERVREETERFNTmRERY, BRATDNREEERREERELE.

External Audit: Support China local team in audits for any kind of internal and external audits (including but not limited
to NMPA national/provincial level inspection in China, NMPA overseas on-site audit, etc.) Work with external auditors,
ensure QMS compliance to NMPA and 1SO13485 requirements.

HMERERLT: SRR EAEIAE TR RRINEEIT (BREFRTERSRESEERER/EREE. EXARLEEEE
BN nEitE) . SINBERIHIGRE, HRREEEARTEERAREEEIE/ ISO1348589F K,

Internal Audit: Prepare internal audit plan, act as internal audit team leader, coordinate and solve major problems or
findings.

REBERTT: EEAEREITT, EERESFEITENGS, thiEFEREZ AR,

Prepare quality training plan and coordinate the execution. Keep trainings records for internal and external audits.

HERREEIHIFHIERIT. RIFREFMINBEREITRIEIIIER.

Collaborate with relevant stakeholders to review reportable events, assess regulatory requirements, and ensure timely and
accurate reporting to NMPA in compliance with local regulations.

SHEXM@EBXRESIE, FEYRGSEM, IHMEHENER, FHAREBIMENREHEAERAREEEERBRS

Prepare and submit to NMPA the Annual Self-Inspection Reports on time per year.

EESHIRRERS ML EEERNFEERRS

Prepare for Periodic Risk Evaluation Report per product on time per year.
RN EE S T MR E M KB R S

In charge of Chinese language labeling and IFU and work with branch to facilitate the process and operation.
RPIREMERRIESE, FSREMMDIWEEIELAEERENRFIRE.

Support Chinese IFU review for registration submission.
AP EERIRAREZARTIEMRESR

Support product registration submissions from the QA side, coordinating with global QA the collection and generation of
any document requested for the NMPA submission.

M QA BESFF =i, S QAMNE, WEHEMERARINEEEBRZFHINETN .

Key Relationship / Customer Expectations:
KEEXR/EFFHAE:

Interact with all levels of management from local country manager, sales, marketing, regulatory affairs.

With over 10 years of experience, CCl FRANCE CHINE Recruitment Department supports companies in their recruitment needs
and helps candidates find a professional opportunity across China.

To access more job offers, consult ccifc.org


https://www.ccifc.org/services/hr-services.html

(’ CCI FRANCE CHINE
VeEzmEIma

SFEREE, HE, ™. FNESSFRRERRHTE,

Work closely with China local health authority (NMPA) as required.
REXSFESHEER) (EXGREEEER) BUIEME

Work in close cooperation with company’s global quality team and ensure China quality comply with company global
quality
S5AEEKREFNEESE, BRTPEREFESLATISKRERE.

REQUIREMENT
2K

Bachelor degree or above, biomedical engineering, electronics or other related majors preferred.
ARIRUALZER, £MEFTRE. BFaEERE k.

More than 7 years’ experience in medical device quality management.

T EETSMREEEEN.,

Master of English in oral and writing.
BIEEEIESE.

1SO13485 well established knowledge.
ISO13485%0iR,

Familiar with various quality analysis tools.
AEEMREDITIE.

Experience with NMPA inspection and audit.
BExRGREEEERENHITEN,

Familiar with NMPA GMP for local manufacturing site class 111 devices.

AEER A M B EE B A =R a MrI S mE T REEIEALE.
APPLICATION

BHisA

Please send your English and Chinese CV to
BRIEFRNEHE
Bj-HR@ccifc.org
With over 10 years of experience, CCl FRANCE CHINE Recruitment Department supports companies in their recruitment needs

and helps candidates find a professional opportunity across China.

To access more job offers, consult ccifc.org


https://www.ccifc.org/services/hr-services.html

