IS0 13485 Foundation

IS0 13485 Foundation (PECB)

3a Kypca (About this Course):

= IS0 13485 Foundation training enables you to learn
the basic elements to implement and manage a
Medical Devices Quality Management System (MDQMS)
as specified in IS0 13485. During this training
course, you will be able to understand the
different modules of a MDQMS, including MDQMS
policy, procedures, performance measurements,
management commitment, internal audit, management
review and continual improvement.
After completing this course, you can sit for the
exam and apply for the “PECB Certified ISO 13485
Foundation” <credential. A PECB Foundation
Certificate shows that you have understood the
fundamental methodologies, requirements, framework
and management approach.

Llenn — KakBo uwe Hayuute (Course


https://www.it-training.bg/courses/iso-13485-foundation/
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Goals/Skills):

= Understand the elements and operations of a Medical
Devices Quality Management System (MDQMS)

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

 Understand the approaches, methods and techniques used
for the implementation and management of a MDQMS

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 pla ce nposepe
obyyeHMeTo — OBArapCKuM WU AHTIMUCKU. BCUYKMTE HMU
MHCTPYKTOPU BNlapesT CBOOOAHO aHr/IMUCKU e3MK.

Y4yeObHun Matepuanun (Student Guides):


https://www.it-training.pro/wp-content/uploads/2020/01/digital-icon-png-5.png

YyebHUTEe mMaTepuanum ca [OCTLMNHU B eNleKTPOHEeH
dopmat. Morat pma ce non3Bat online/offline Ha
BCAKO YCTPOMCTBO. [lOXMBOTEH HOCTHI.

JlabopaTtopHa cpepa (Lab
Environment):

]

Bcekun Kypcuct pasnonara cbCc cobcrBeHa nab cpepa,
KbAeTo ce npoBexpaT ynpaXHeHUsATa, 4YacT OT Kypca.
He e Heobxopumo pa MHCTanupate codTtyep Ha KOMMWOTHP
WM cneuvanHun U3UCKBaAHUMA 3a Xappyep.

YyacTHUUUTE B MNPUCBCTBEH ¢opmaTt B Y4yeOHuUA HuU
LEeHTbP pa3nojlarat C UHAMBUAYaAJieH KOMNOTBLP NO Bpeme
Ha oby4yeHuero.

Cnep 3aBbpwBaHe nony4dyaBaTte (At
Course Completion):
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lIoXxuBOTEeH pOCTbN OO0 BUAeo dPpXUB C 34dlUUC Ha BCHKa
OoTAeJIHa NneKuus.

OduumaneH MexgpyHapogHO npu3HaAT cepTuPukaTt 3a
3aBbplleH Kypc Ha obyuyeHue.
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MpopbnxutenHoct (Course Duration):
(]

=2 paboTHM gHM (09:00 — 17:00)

nnu

=16 y4y.4. obyyeHue (Teopus MU nNpakKTuKka) B U3BbHpPaAOOTHO
BpeMe C MPOAbJIXMTENIHOCT 2 ceaMULM

» cbb0oTa u Hepena 10:00 — 14:00, 14:00 — 18:00, 18:00 -
22:00

* MOHefesiHMK u cpaga 19:00 — 23:00

* BTOPHUK M 4eTBbpPTbK 19:00 — 23:00

NnawaHe

3afdBKa 3a u3pnaBaHe Ha (akTypa ce npueMa KbM MOMEHTa Ha
3anuCcBaHeTO Ha CbOTBETHUS KypC.

OakTypa Cce u3paBa B paMKWTe Ha 7/ OHW OT NOTBbpXOaBaHe Ha
niawaHeTo.

lpepctoaun KypcoBe
[tribe events list category="pecb”]
3a nose4ye uHbopMauus u3nonspanTte dopMaTa 3a KOHTAKT.

lle ce cBbp¥eM Cc Bac 3a noTBbpxmaBaHe Ha paTuTe.
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