IS0 13485 Lead Implementer

IS0 13485 Lead Implementer
(PECB)

3a Kypca (About this Course):

= ISO 13485 Lead Implementer training enables you to
develop the necessary expertise to support an
organization 1in establishing, dimplementing,
managing and maintaining a Medical Devices Quality
Management System (MDQMS) based on IS0 13485.
During this training course, you will also gain a
thorough understanding of the best practices of
Medical Devices Quality Management Systems and be
able to improve an organization s overall
performance by consistently providing safe and
gualitative medical devices.

After mastering all the necessary concepts of
Medical Devices Quality Management Systems, you
can sit for the exam and apply for a “PECB
Certified ISO 13485 Lead Implementer” credential.
By holding a PECB Lead Implementer Certificate,
you will be able to demonstrate that you have the
practical knowledge and professional capabilities
to implement ISO 13485 in an organization.


https://www.it-training.bg/courses/iso-13485-lead-implementer/
https://www.it-training.pro/wp-content/uploads/2021/11/pecb-new-logo.png

Llenn — KakBo uwe Hayuiute (Course
Goals/Skills):

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

= Master the concepts, approaches, methods and techniques
used for the implementation and effective management of
a MDQMS

= Learn how to interpret the ISO 13485 requirements in the
specific context of an organization

 Learn how to support an organization to effectively
plan, implement, manage, monitor and maintain a MDQMS

= Acquire the expertise to advise an organization 1in
implementing Medical Devices Quality Management System
best practices

dopmaTt Ha Kypca (Course Format):

[table id=1 /]

E3nk Ha Kypca (Course Language
Option)
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Moxe pa u3bepetre E3MK Ha KOUTO pa ce nposepe
oby4yeHMeTo — OBArapCKuM UIU AHTIMUCKU. BCUYKMTE HM



MHCTPYKTOPU BllapeaT CBOOOAHO AHrNIMUCKMN e3uK.

YyebHu MaTtepuanu (Student Guides):

YyebHUTEe Matepuanm ca p[OOCTbBNHU B eJNIeKTPOHEH
dopmaTt. Moratr pa ce non3BaTt online/offline Ha
BCAKO YCTPOUCTBO. JloOXMBOTEH [OCTDBN.

JlabopaTtopHa cpepa (Lab
Environment):

=]

Bceku KypcucTt pasnonara cbC cobcrBeHa na® cpepa,
KbAeTo ce npoBexpaT YNpaXHeHuATa, YacT OT Kypca.
He e Heobxopgumo pa uHCTanupate copTyep Ha KOMNOTHLP
WNKU cneuManHu U3UCKBAHUA 3a xappyep.

YYyacTHUUMTE B NpPUCBCTBEH ¢opmaT B Y4eOHUA HHM
LeHTBbP pa3nojlarat C UHAUBUAYaAJieH KOMNWOTBLP NO Bpeme
Ha oby4yeHuero.



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

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


https://www.it-training.pro/wp-content/uploads/2019/09/time.png
https://www.it-training.pro/wp-content/uploads/2019/10/payments.png

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.



