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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):

[x] ]

MpucbctBen (Classroom)
Kypc B YyebHaTa HM
3ana wam B 0duc Ha

KnueHnT

OHnaH (Online/Virtual)
Kypc BbB BUpTyasiHa 3ana C
MHCTPYKTOp




E3nk Ha Kypca (Course Language
Option)

[x] [x]
bvnrapcku (Bulgarian) AHrnuuckm (English)

Moxe pa u3bepetre E3MK Ha KOUWTO pa ce nposepe
obyyeHneto — OBbArapCcKu MAM aHrNUUCKU. BCUYKUTE HU
MHCTPYKTOpPU BnapesaT CBOOOAHO AHrIMUCKMU e3uK.

YyebHn Matepumanu (Student Guides):

YyebHuTe MaTtepumanu ca [OCTBMNHU B eNeKTPOHEeH
dopmatr. Morat pma ce non3Bat online/offline Ha
BCAKO YCTpPOMCTBO. JloXMBOTEH AOCTbHN.

JlabopaTtopHa cpepa (Lab
Environment):

(x]

Bceku Kypcuct pasnonara cbC cobcTtBeHa nab6 cpepa,
KbAEeTO ce MNpoBexpaT ynpaxXHeHUATa, 4YacT OT Kypca.
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He e Heobxopumo pa uHcTanupaTte codTyep Ha KOMMWOTLP
WM cneuuanHn U3UCKBaAHUA 3a Xapayep.

YYyacTHUUMTEe B NpuUCbCTBEH ¢opmaT B Y4YeOHUA HM
LeHTbp pa3nojiarat C UHAMBUAYaNieH KOMOWTBLP NO Bpeme
Ha oby4yeHuero.

Cnep 3aBbpwBaHe nony4dyaBaTte (At
Course Completion):

[x] (]
Lifetime Access - Video Certificate of Course
Archive 24/7 Completion

IOXMBOTEH pOCTbLN OO BUOEO apXuB C 3anNuCc Ha BCsKa
oTAeJiHa JNeKuus.

OpumumaneH mMexpyHapopHO npu3HaT cepTudukat 3a
3aBbplleH Kypc Ha obyuyeHue.

MpopbnxutenHoct (Course Duration):
g

=5 paboTHM gHn (09:00 — 17:00)
unu

=40 y4y.4. oby4yeHue (Teopus M npakKTuKka) B U3BBHPAOOTHO
BpeMe C NPOAbJIXMTENIHOCT 4 ceaMuum
- cbboTa u Hepensa 10:00 — 14:00, 14:00 — 18:00, 18:00 —
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22:00
* MOHefesiHMK n cpapga 19:00 — 23:00
= BTOPHUK MU 4eTBbLPTHLK 19:00 — 23:00

NMnawaHe

3asBka 3a W3QaBaHe Ha ¢akKTypa ce npuMeMa KbM MOMEHTa Ha
3anNMcBaHeTO Ha CbOTBETHUA KypC.

OakTypa Cce u3paBa B paMKWUTe Ha 7/ OHW OT NOTBbpPXOABaHe Ha
niaaHeTo.

lpepctosaum Kypcose

IOHKU 6
6 WHM 2026 @ 10:00 - 28 HM 2026 @ 14:00 EEST

Linux Professional Institute LPIC-1 prep
for 101-500 and 102-500 (4 weeks)

loHU 15
15 oHn 2026 @ 09:00 - 19 wHM 2026 @ 17:00 EEST

EC-Council - Certified Ethical Hacker

(CEHv13 EN)

IOHU 22
22 WHM 2026 @ 09:00 - 26 HHM 2026 @ 17:00 EEST
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EC-Council - Certified Ethical Hacker
(CEHv13 EN)

loHKU 29
29 1oHM 2026 @ 09:00 - 3 wnu 2026 @ 17:00 EEST

EC-Council - Certified Ethical Hacker

(CEHv13 EN)

tonv 4
4 wnn 2026 @ 10:00 - 26 onm 2026 @ 14:00 EEST

Linux Professional Institute LPIC-1 prep
for 101-500 and 102-500 (4 weeks)

KbM KaneHpgapa
3a nose4ye uHbopMauuMs u3nonspanmte dopMaTa 3a KOHTAKT.

lle ce cBbpxeM Cc Bac 3a noTBbpXxmaBaHe Ha paTuTe.
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