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3a Kypca (About this Course):

= ISO 13485 Lead Auditor training enables you to

develop the necessary expertise to perform a
Medical Devices Quality Management System (MDQMS)
audit by applying widely recognized audit
principles, procedures, and techniques.

During this training course, you will acquire the
knowledge and skills to plan and carry out
internal and external audits in compliance with
IS0 19011 and ISO/IEC 17021-1 certification
process.

Based on practical exercises, you will be able to
master audit techniques and become competent to
manage an audit program, audit team, communication
with customers, and conflict resolution.

After acquiring the necessary expertise to perform
this audit, you can sit for the exam and apply for
a “PECB Certified ISO 13485 Lead Auditor”
credential. By holding a PECB Lead Auditor
Certificate, you will demonstrate that you have
the capabilities and competencies to audit
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organizations based on best practices.

Lenn — KakBo uwe Hayuute (Course
Goals/Skills):

 Understand the operations of a Medical Devices Quality
Management System based on ISO 13485

 Acknowledge the correlation between IS0 13485 and other
standards and regulatory frameworks

 Understand an auditor’s role to: plan, lead and follow-
up on a management system audit in accordance with ISO
19011

 Learn how to lead an audit and audit team

 Learn how to interpret the requirements of IS0 13485 in
the context of a MDQMS audit

= Acquire the competencies of an auditor to: plan an
audit, lead an audit, draft reports, and follow-up on an
audit in compliance with IS0 19011

dopmaTt Ha Kypca (Course Format):
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E3nk Ha Kypca (Course Language
Option)
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Moxe pa u3bepete E3MK Ha KOUTO pa ce npoBepe
obyyeHMeTo — OBArapCKuM WU AHTFAMUCKU. BCUYKMTE HM
MHCTPYKTOPU BJlapesT CBOOOAHO aHr/IMUCKU e3MK.

YyebHun Matepumanu (Student Guides):

YyebHUTEe MaTepuanun ca p[OCTbNHU B eNIeKTPOHEH
dopmat. Morat pma ce non3Bat online/offline Ha
BCAKO YCTPOMCTBO. [loOXMBOTEH HOCTHI.

JlabopaTtopHa cpepa (Lab
Environment):

(]

Bcekun Kypcuct pasnonara cbc cobcrBeHa nab cpepa,
KbAeTo ce npoBexpaT ynpaXHeHUsATa, 4YacT OT Kypca.
He e Heobxopumo pa MHCTanupate codTyep Ha KOMMHOTHP
WM cneuvanHun U3UCKBaAHUA 3a Xappyep.

YYyacTHUUMTEe B MNPUCBCTBEH ¢opmaT B Y4YeOHUA HM
LeHTbp pa3nonarat C WHOUBUAYAJIeH KOMMNOTLP MO Bpeme
Ha oOyyeHuerTo.
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Cnep 3aBbpuwBaHe nonyyvyaBaTte (At
Course Completion):
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IoXuBOTEH OOCTbLN OO BUOEO apxXuB C 3anuCc Ha BCsKa
oTAeJilHa JNeKuus.

OpumumaneH mMexpyHapopHO npu3HaAT cepTudukat 3a
3aBbplleH Kypc Ha obyuyeHue.

MpopbnxutenHoct (Course Duration):
g

=5 paboTHM gHM (09:00 — 17:00)
nnm

=40 y4y.4. obyyeHue (Teopus U npakTuKka) B U3BbHpPabOOTHO
BpeMe C MPOAbLJIXMTENIHOCT 4 ceaMULM

= cbboTa U Hepena 10:00 — 14:00, 14:00 — 18:00, 18:00 —
22:00

* MOHefesiHUK u cpaga 19:00 — 23:00

* BTOPHUK U 4eTBbLPTbLK 19:00 — 23:00

NMnauwaHe

3asBKka 3a uW3paBaHe Ha ¢akTypa ce npueMa KbM MOMEHTa Ha
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3anncBaHeTo0 Ha CbOTBETHUA KYPpC.

DPakTypa Cce u3OaBa B paMKUTe Ha 7 OHU OT NOTBbpPXAaBaHe Ha
nnawaHeTo.

lpenctosaum Kypcose
[tribe events list category="pech”]
3a nosevye uHpopMauus u3nonssanTe dopMaTa 3a KOHTAKT.

lle ce cBbpxeM C Bac 3a noTBbpXgaBaHe Ha OaTuTe.



