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1o 3allWTa Ha JAMCepPTAlMOHHMS Tpyna chriacHo 3amoBen Ne 962/03.07.2020 r. Ha
Pexropa na O3V ,,Heodput Puncku.

1. Kparku OmorpauyHm JaHHHU 32 KaHAMJATA

Jlanuen SnHB30B € MOKTOpaHT B Kareapa ,,MEHWIKMBHT U MApKETHUHI* B
Cronanckus dakynret Ha FO3Y ,,Heoput Puicku or 24.11.2016 r.

Toii e ponen npe3 1977 r. B 'epmanus. lanuen Snab30B ce € oOyuaBan B
nepuoaa ot 1995 no 1998 r. B ,,0SZ Oberhavel Il - Technik* Hennigsdorf, a or 1999
r. 1o 2005 r. B ,,University of Applied Sciences” Biomedical Engineering, Hamburg,
Germany. Toii e numuioMupaH WHXXeHep ¢ kBanudukaius no Biomedical Engineering
u Assistant for Computer and Automation.

IIpe3 nepuona ot mecenr mapt 2001 1o mecerr aBryct 2002 r. Toii e tutor in the
subject technical mechanics at the ,,University of Applied Sciences” Hamburg,
(Hamburg, Germany). IIpe3 2003 r. e mposen ctaxx B University of California,
Department for Bioengineering, Laboratory for Quantitative Microscopy (San Diego,
USA).

Ot 2004 1o 2017 r. mocsaemoBaTeIHO 3aeMa pas3IudHu JIHKHOCTH B “Biosense
Webster a Johnson & Johnson company” - Field Service Engineer (EMEA Technical
Service, Waterloo, Belgium), North Europe Team Leader (EMEA Technical Service,
Diegem, Belgium), Service Manager (EMEA Technical Service, Diegem, Belgium).

2. O01ma xapakTepuCTHKA HA MPeJCTABEHUA TUCEPTALMOHEH TPY/

JlucepTallMOHHUAT TPy BKIIIOUBA YBOJ, YETUPH IJIaBH U 3aKitoueHue. Toi e
pa3paboteH B 00eM oT 263 crannapTHu crpaHunu. [Ipoydyenn u ananusupanu ca 111
JUTEPATYpHU HW3TOYHHMKA U 54 MHTEpPHET PECYpCH, KOUTO Ca LUTHUPAHU KOPEKTHO.



ABTOpOBUTE BIDKAAHUS W HAIpaBEHWUTE aHAIW3U ca HIIOCTPUpPAaHU HarieaHo ¢ 13
tabnuuu u 43 ¢purypu.

B yBoga e mpencTaBeHa akTyaHOCTTa Ha AWCEPTAllMOHHUSA TpyHd. OnpenencHu
ca MPaBUWJIHO MPEIMETHT, OOCKTHT, LIEIUTE, U3CIIEIOBATEIICKATE 3a/1a4d ¥ OCHOBHATA
TE€3a Ha AUCEPTALIMOHHOTO U3CIIE/IBAHE.

IIpeomemsm Ha W3CIEABAHETO € YIPABICHHETO HA KAa4eCTBOTO B CIIOXKHHU
CHCTEMH KaTO TOJIEMH OpTaHHU3aIlHH.

Obexm Ha WU3CIEIBAHETO € YIPABICHUETO HA KAUYECTBOTO B TPAHCHAIIMOHATHA
KOMITaHHS.

JIOKTOpaHTHT € OIpeNerI TPY BaXKHU 1SN Ha AUCEPTAIMOHHOTO U3CIIEIBaHE,
KaKTO U OCHOBHUTE 3aJaull, YHETO PElIaBaHe cIIe/(Ba JIOTUKATa Ha U3JI0KEHUETO.

dopmynupaHa € OCHOBHaTa u3ciegoBareicka Te3a. llpeicraBeHn ca
U3I0I3BAaHUTE METOAOJOTUYECKH TOAXOAM, KOMTO C€ H3IOI3BaT B Ipoleca Ha
pa3paboTBaHETO Ha JUCEPTALUOHHUS TPYJ — CUCTEMEH, CTPYKTYPHO-(YHKIIMOHAJIEH,
JOTHYECKHU, TPOIECEH, AaKTUBEH, CPAaBHUTENICH aHAJN3, MPOEKTEH, CHHTETUYCH WU
cuHepruyeH. Paskputu ca 1 OCHOBHHUTE W3CIIEAOBATEIICKA METOIM - aHAlu3 U CUHTE3,
METOIBT Ha CPaBHEHHSTA, METOABT HAa aHAIIOTHS, CUCTEMEH aHalu3, CHTyalllOHEH
aHau3, METOANTE Ha MHIYKIMS W JEAYKIHUS, TUarHOCTHYEH aHallu3, CTATUCTHYCCKU
METOJIM, METOAU 3a MPOTHO3MpaHE , METOAM 3a IMojlyyaBaHe M 00paboTka Ha
EKCTIEPTHH OICHKH H JI.

I1o Bcuuku raBu ca HarpaBCHU U3BOJH.

3. OneHka Ha MOJyYeHUTe HAYYHH U HAYYHO-TPUJIOKHH Pe3yJTaTH

B mbpBa raaBa (IIpouwsxon, pa3paboTka W OCHOBHM XapaKTEPUCTUKH Ha
CUCTEMHTE U MOJXOJUTE B YNPABIECHUETO HA KaYECTBOTO B TOJEMUTE MHIYCTPUATHU
CTPYKTYpH) JOKTOPAHTBHT pasriekJa B TEOPETHYEH acleKkT MpoliemMaThKaTa 3a
Ka4eCTBOTO, KAaTO IMOCTaBs HAa BHUMAHHETO HSKOJIKO OCHOBHHM BBIIPOCA: MPOU3XO]L,
pa3BUTHE U OCHOBHU XapaKTEPUCTUKU Ha CHCTEMara 3a YyIpaBJieHHe Ha KayeCTBOTO;
BBBEKJAHETO HA CHUCTEMEH IOJXOJ B YNPABIECHUETO HAa KAaueCTBOTO M OCHOBHHTE
napaMeTpu Ha kauecTBoTo npe3 21 Bek. [IpeacraBenu ca nepuHUIMY 32 KAUECTBOTO U
Ce pa3KpHBa ChAbPKAHUETO Ha Ta3u Kareropus. /[OKTOpaHTHT MpaBu Mepuoau3aIns
Ha (popMHpaHETO HA MJEUTE 3a KAa4eCTBOTO, KaTO pa3riiexkaa M XapakTepuszupa TpH
,,€MoXU*“ B pazOupaHeTo 3a Hero. Tol MmocTaBsi BhIIpOCa 3a KAYE€CTBOTO OT IJIeIHATa
TOYKAa Ha MOTPeOUTENs] M Ha TMPOU3BOJUTEINS, KAaTO MOJ4YepTaBa 4e KauyeCTBOTO OT
rJIeJlHa TOYKAa Ha TPOM3BOJACTBEHATa CTpaHa JaBa BB3MOXKHOCT Ja ce pazdepar
Heropata JWHAMHKa W JIOTMKa, T.€. METOJUTE, TEXHUKUTE U MOAXOJUTE 3a
OCUTypsIBaHE, YIPaBJICHHE U MOJ00psSBaHE HAa KauecTBOTO. B aucepTraninoHHUS TPy
KauecTBOTO C€ pa3liiek[a U B COLMAIHO-MKOHOMUYECKU aCHEKT, KOWTO MHTErpupa
HEeropara noTpeduTeNIcKa U MPOU3BOICTBEHA CTpaHa.



CreunanHO BHMMAaHHME BBB BTOpHs Mmaparpad Ha Ta3u TIJjlaBa c€ OTHENs Ha
BBBEXKJIAHETO HAa CUCTEMHHS MOJAXOJ B YIPABICHUETO HA KayecTBOTO mpe3 20 Bek,
KaTo Cce pa3rieXJaT HEroBUTE OCOOCHOCTH B TpH MocieaoBarenHu eramna - 20-te 1o
HayaioTo Ha 40-te roamHu Ha XX Bek, cpenara Ha 40-te g0 HavamoTo Ha 60-Te
roguau Ha XX Bek u ot 60-Te roguan Ha XX BEK JI0 Kpasi Ha ChIIUS.

B tpetus naparpad Ha mbpBa IjlaBa JOKTOPAHTHT XapaKTEpHU3Upa KaueCTBOTO
Ha 21 BEK, KaTo W3BEXJa HETOBH OCHOBHU YEPTHU - KAY€CTBOTO KaTo ¢uiocodus,
cUCTEMa 3a YIpaBJICHUE, OPraHU3alMOHEH MOJIEN Ha PYHKIIMOHUPAHE U METO/.

B 3axiroueHre Ha BTOpa TIJlaBa TOM HM3BEXJa JBE OCHOBHHM TEHICHIIMH B
Pa3BUTUETO HA CUCTEMHTE 32 KQUeCTBO B OPraHU3aIMUTE — TEHICHIIMS HA BKJIIOYBAHE,
BB3NPUEMAHE Ha UJIEsATa 32 KaUeCTBOTO M TEHJCHIIUS Ha ,,aKTUBUPAHE HA TBOPUECKHUS
MOTEHIIMAN"“, TeHepUpaHe Ha WHOBATHBHU HUJCH M TPOBEXKIAHE HA paTUKAITHU
WHOBAITUH.

Bropa raaBa (MIHCTpyMEHTH 1O KaueCTBOTO) € IMOCBETCHA HA HW3SICHSBAHETO
Ha KOHKPETHHTE BHJJIOBE WHCTPYMEHTH, CTAaTHCTHYECKH U JPYTH METOIU 3a
yIopaBjeHHE Ha KauecTBOTO. B mbpBus maparpad € mpencraBeHa HoBa oOIia
KJacu(uKalys Ha WHCTPYMEHTHUTE N0 Ka4eCTBOTO, B KOSATO Te ce 000co0sBaT B MET
TPy ChC CBHOTBETHU TOATPYNH - TPAAUIIMOHHA WHCTPYMEHTH, KIIACHYECKU
WHCTPYMEHTH, OOIMM METOJU, TEXHUKUA W TOAXOAM, CICIUATHA METOJN, TCXHUKHA U
MoAXOMM ¥ JpyrH. B Hes KOHKpETHO ca pasrielaHd  TpeICTaBEHUTE
TPaIUIINOHHH/KJIACUICCKH HHCTPYMCHTH.

BbB BTOpHs maparpad ce akieHTHpa BBPXY CTATUCTHUECKUTE TEXHHUKU H
METOJIM 32 YIpaBIIEHWE W KOHTPOJI Ha U3TOTBSHETO HA MPOJYKTHUTE, MapaMeTpUTe Ha
npoiieca, I3MEPBAHUATA 32 OLICHKA KaKTO Ha MaTEPUAHH MPOIYKTHU - U3JCIHs, TaKa U
Ha HeMaTepuadHu TMPOAYKTH — YCIYIH M C€ pa3riekaaT pa3iudyHu TEXHU
KJIacu(pUKaIu.

Tperust naparpad Ha BTOpa IJiaBa € MOCBETEH HAa METOIUTE 3a MOJ00psBaHE
Ha KauyeCcTBOTO, KaTO C€ M3ACHSIBAT METOJUTE 3a MoJ00psiBaHe HAa KadecTBOTO,
BKJIFOYBAIIY TPYIOBH IMOIXOAM U OOIIN METOJIA U TCXHUKH.

B uetBBpTHS Maparpad ce M3BEKIAT M XapaKTEPU3UPAT CIICIUATHU METOIU U
MOJIXO/IM 3a YIIpaBJeHHe U MoJ00psiBaHe Ha Ka4eCTBOTO - Pa3Butue Ha PyHKIMHUTE 11O
kadectBoTo — P®K/Quality Function Deployment - QFD/, Ananu3z Ha
HECHBBPIICHCTBOTO U HauynHa Ha enuMuHupane — AHHE/Failure Mode and Effect
Analysis - FMEA)) wu mnoaxombT 8 JI-mpoOiieMHO  pelliaBaHe  upes3
MHOTO() YHKIIMOHAHHA TPYITH.

Tpera riaBa npeacTaBsi CbBpEMEHHU MOJIEIH 10 YIIPABJICHUE HA KA4eCTBOTO.
N3xomna Touka B ciydas €  pasriexaaHeTO Ha Teopuata Ha MuHUIOBPr 3a
OpPTaHHM3AIMOHHUTE KOHQUTYpAIlMd W YIPaBICHHETO Ha KAa4eCTBOTO B IIbPBUS
naparpad Ha rnaBata. Ha 6a3aTta Ha aHanu3a Ha Teopusta Ha MUHIIOBPT TIOKTOPAHTHT
pa3KpuBa KOOPJAMHHMPAIIUTE MEXaHW3MH 3a BCEKHM OTHAEJCH THUIl OpraHW3allMOHHA



KOHUTypalus - npeamnpuemMadecka, MallluHHA, NMpoQgecuoHanta, AuBepcuduirpana,
WHOBATHMBHA, MHUCHOHEPCKA M MONUTHYECKa. Tol M3Bexka KIIOYOBUTE MEXaHU3MH 3a
NpOeKTUpaHe, MOIIPHKKA M YCHBBPIICHCTBAHE HA KAaueCTBOTO M pa3riiexaa JBa
OCHOBHHU THUIIa CbBPEMEHHH MOJIEIIU 10 YIIPABJICHHE Ha KaueCTBOTO.

Bropust naparpa¢ Ha Tpera riaBa (GoKycHpa BHUMAHHETO BbPXY CTaHAAPTHUTE
3a kagecTBO ISO 9000. B Hero ce pasriexaaT 0cCOOCHOCTUTE Ha PA3IUYHUTE BEPCUHU
Ha CTaHJAPTUTE U € HAIPaBeH CHIIOCTABUTEIICH aHAIN3 MEXY TAX, KaTO C€ M3BEKAAT
OCHOBHHTE pa3nuuus. PaskpuBar ce MpUHIMIHATE 32 yIIPaBJICHUE HA KAYECTBOTO.

Tperusatr mnaparpad mpeacTaBs cUCTEMUTE 3a TOTAJIHO YIpaBJICHHE Ha
Ka4eCTBOTO U KPUTEPHUHTE 32 MPUCHKIAHEe HAa HATPaau 3a Ka4eCTBO.

B dyerBbpTHAT maparpad ce MmocTtaBs BBIpPOCAa 3a OTPACIEBUTE CUCTEMHU IO
yIpaBlieHWE Ha Ka4eCcTBOTO. AKIIEHTBT € IocTaBeH BBbpxy cuctemute “lllect
curma”/Six ~ Sigma/ u  Jlo6para  IlpomsBoxctBena  IIpaxrtuka-AIII1/Good
Manufacturing Practice — GMP/, kouTo ca aHaTU3UpaHH.

YerBbpTa riaBa (YmpaBlicHHE Ha KadeCTBOTO B ToJjisiMa OpTraHH3aIus,
3aHMMAaBaIlla ce C MEIUIIMHCKH U 3/IpaBHU MPOIYKTH) € MOCBETEHa Ha MPOOJIeMUTE Ha
KauecTBOTO B WHAYCTpHAJIHA OpraHu3alus ¢ TojisiM Mamabd Ha JeiHOCT.
N3cnensaneTo ce onupa Ha royisiMa MyJITHHALIMOHAJIHA MHOTOOTpAcioBa KOpHopanus,
3aHMMAaBalla C€ C MEAWIWHCKMA W 3ApaBHU MPOAYKTH, omepupama B 60 cTpaHu u
npoaasamia npoaykuusta cu B 170 crpanu. [IpeacraBeHn ca OCHOBHUTE acleKTH Ha
mpujaraHeTo Ha cuctemara 3a kadectBo SO 13485:2016 - menw, mOKpuTHE H
0Cc00EHOCTH Ha MPUJIOKEHHE B KOMITaHUATA. JJOKTOpaHTHT € pa3padoTuil U MpeacTaBs
METOJIOJIOTHYEH MOJIe] Ha cHcTeMaTa 3a YINpaBiIeHHE HAa KayeCTBOTO M aHAJIM3Upa
JOKYMEHTHTE M0 KadyecTBOTO. Tol (opMmynupa OCHOBHM W3BOJIW, CBBP3aHHU C
WHCTPYMEHTHUTE, Ype3 KOUTO C€ MPOSBABAT CH3AAJCHHUIT METOJOJOTHYEH MOJeN Ha
cucTemMaTa 3a YIOpaBJIeHME Ha KayecTBOTO, Oasupan Ha I[SO 13485: 2016,
JICMOHCTPUPAaH BHB BBBeXAamiata yact Ha Happunmka mo kadectBoro (Quality
Manual-QM) u pa3rieganute craHAapTHH ONepaTHUBHU mpoueaypu/SOP/.

B 3ak/t0uenuneTo ca 06001IEHM OCHOBHUTE PE3YNTATH, KIIFOUOBUTE Bb3MOKHU
pelieHusl U ca MNPEACTaBeHM NPEUIOKEHUS 3a MOoA0OpsBaHE HAa cHCTeMaTra IIo
yIIpaBJIeHHE Ha KaueCTBOTO.

4. OueHka HA HAYYHHUTE U HAYYHO-TIPWJIOKHU MPUHOCH

JIOKTOpaHThT € (opMylupan HayYHO-TEOPETUYHHU, HAYyYHO-TIPUIOKHU U
IIPUJIOKHU NIPUHOCH, KOUTO IIPUEMAM.

OT chluecTBEHO 3HauYeHHE € (PaKThT, Y€ MOCTAHOBKUTE B JAMCEPTALMOHHHUS
TPYyZ MOrarT Jja CIy’KaT KaTO KOHLIENTYyajlHa OCHOBA 34 U3TPaXXJaHETO HAa YHUBEPCAJICH
MIPAKTUYECKU MOJE] 3a YIPABJICHUE HA KAadyeCTBOTO, KOWTO MOXE Ja JOBEAE 10
YCTOMUYMBO Pa3BUTUE HA NHIYCTPUAIIHUTE OPTAHU3ALMH B JMHAMUYHA CPENaA.



OcobeHO Ba)XHO HAyYHO-TEOPETHYHO 3HAUYCHHE MMaT  HalpaBEHUTE
00001IeHNsT HAa: NTMHAMUKATA Ha YMPABJICHUETO HA KayeCTBOTO, MEPHOIU3AIUATA HA
€TanmuTe Ha BHEAPSIBAHETO HA CHUCTEMHTE 3a YyIpaBJIeHHEe Ha KadecTBOTO,
WHCTPYMEHTHUTE 10 Ka4eCTBOTO, MOJICIIUTE 3a YIIpaBJeHNE Ha KaUeCTBOTO B TOJIEMHTE
KOMITAaHUH U TSIXHaTa Kiacuukanus.

[IpuHOCHO 3HaYeHHWE HMMa pPa3KpUBAHETO HaA JIOTMKAaTa Ha pPa3BUTHETO Ha
YOpaBJIECHUETO Ha KadeCcTBOTO, KOETO OT CBOS CTpaHa € TWPeArnocTaBKa 3a
MPOTHO3MpPaHe OBACHIOTO Pa3BUTHE HA KAYECTBOTO.

CuItHO ce OTKpOsiBa KaTO HAYYHO-TIPUJIOKEH MPUHOC pa3pabOTEHUAT OT aBTOpa
Ha JUCEPTAllMOHHOTO W3CIEBAHE MOJE] 3a YIpaBJICHHE HAa KayeCTBOTO, KOWTO
pa3KkpuBa KIIOUYOBUTE MEXaHWU3MH 3a MPOEKTHPaHEe, MOAIbpKaHe W MOJI00psBaHe Ha
Ka4eCTBOTO B Pa3IMUYHUTE TUIIOBE OPTaHU3AIMOHHN KOHPUTYPALIHH.

CrplllecTBEHH MPUHOCH C MPUIIOKEH XapaKTep ca MpeIcTaBeHaTa CHUCTeMa 3a
yOpaBJIeHWE Ha KadecTBOTo, Ha ©Oazata Ha ISO 13485:2016, cu3gageHUAT
METOOJIOTHYECKH MOJIEN 32 U3rpak/IaHe Ha CHCTEeMa 3a YIpaBJieHUE Ha KaueCTBOTO B
rojisMa KOMIUIEKCHA OpraHu3aius W pa3pabOTeHHUTE CTaHJApTHU OINEepaTUBHU
MPOICAYPH 3a CTapTUpaHE W YIpaBJeHHWE Ha TpyloBara JIEHHOCT 3a MPOOJIEMHO
pelaBaHe W 3a CTapTHpPaHe M YIOpPABICHHE Ha CHCTEMa 3a YIPaBJICHHE Ha
B3aIMOOTHOIIICHHUATA C KIIMCHTH.

5. OuneHka Ha NyOJUKANMUTE N0 JUCEPTANUATA

CrnucekbT Ha MyONUKAIMUTE TIOKa3Ba, Y€ JIMCEPTAHTHT M3ITBIHIBA
MUHHMaJHUTE HAIlMOHAIHM Kputepun 3a npumoouBane Ha OHC , mokrtop. Toit
MPEICTaBsd YETUPH CAMOCTOSTENIHM MyOJIMKaluMu, JBE OT KOUTO ca CTaTuw,
nyoIuKyBaHU B pedepupaHd U3JIaHMUS U JIBE ca JOKJIaAM Ha HAyYHU KOH(EpEeHIMH
o neyar. Te oTpa3siBaT ChIIHOCTHU CTPaHU OT IUCEPTAIMOHHOTO U3CTIEABAHE.

6. Ouenka Ha aBTOpedepara

ABTOpedeparbT € H3rOTBEH ChOOpa3HO U3MCKBaHUATA. Toil paskpuBa
OCHOBHUTE aCMEKTH Ha AUCEPTAIMOHHMS TPYJ U IOCTUTHATUTE PE3yJITaTH.

7. KpuTnunm 0esie:KKH, NPEeNOPbKH U BBIIPOCH

OneHsiBaM BUCOKO M3ClIefl0BaTeNIcKaTa paboTa Ha JOKTOPAHTa U MOCTUTHATUTE
OT Hero pe3ynTtatu. MiMam mpemnopbka OTHOCHO Objemata My paboTa, a IMEHHO IO
BB3MOXKHOCT Jla TMpOABIKM HAydyHUTE CH HU3Cle[BaHUs B o0jacTra Ha
JTUCEPTAlMOHHUS TPYI W Ja 3aAbJI004YM yCWIUATAa CU KbM MOMYJSpU3UMpaHe Ha



pa3paboTeHusi OT HETO MOJEN 3a YIpaBleHHWe Ha KaueCTBOTO C I MPaKTHUYECKOTO
MY TIPHIIOKEHUE.

KbM muceprarmoHHus TpyJ MOXE Ja c€ OTIpaBH €dHa KPUTHYHA OesekKa
OTHOCHO (hopMyJIHMpoOBKaTa Ha 1enuTe. Tpute GopMynupanu meau OW MOIJIO Ja ce
CBeJIaT /10 €/IHa, a MO CHIIECTBO MOSCHEHUSTA MO LEIUTE CIIOPE] MEH MPEICTaBIsABAT
3a/1aunTe, U3MBJIHCHH B OCHOBHUTE YaCTH HA JAWCEpPTaIMITA.

KbM okTOpanTa uMaMm CleTHUTE JOU3SCHSIBAIIU BHIIPOCH:

1. Kak KOHKpETHO MPOEKTHHUAT MOAXOJ, MOCOYEH KaTo €AMH OT OCHOBHUTE
U3MOJ3BAaHU METOJOJOTUYECKH TMOIXOIU, € TPUIOKEH B JHUCEPTAlMOHHOTO
W3ClIe/IBAaHE U C KAaKBO TOM € JOMPHUHECHI 3a PEIIaBaHETO HAa H3CJIEI0BATEIICKUTE
3aJ]a4M ¥ IOCTUTAaHETO Ha ITOCTaBEHHUTE IICu?

2. B mporieca Ha u3ciieIBaHETO YCTAHOBEHHM JIM ca MPOOJIEeMHU MPHU MPUIIaraHETO
Ha CUCTEMHTE 332 KaUYe€CTBOTO OOIIIO M B YACTHOCT B U3YYaBAHOTO MPEANPUITHE, KOUTO
Jla HaJlaraT HeOOXOIMMOCTTa OT YChBBPIICHCTBAHE HA YIPABJICHUETO HA Kaue€CTBOTO
M KOH ca Te?

3. KakBu TpyaHOCTH MOTAaT Ja C€ MPOSBSIT MPU MPAKTHIECKOTO BHBEXKIAHE HA
pa3paboTeHaTa CUCTEMa 3a yIPaBJICHHE Ha KAYECTBOTO?

8. 3akioueHue

[IpennokeHUAT 3a pELEH3UpPAHE IUCEPTALMOHEH TPYyH IpUTEXaBa BHCOKa
CTOWHOCT M OTTrOBaps Ha KpPUTEPUUTE 3a CAMOCTOSITENIHO M3cielBaHe. Tol chabpxka
BAKHM M3CJEAOBATEIICKA PE3YNATATH M KOHKPETHH HAYYHU W HAy4YHO-TIPHUIIOKHHU
IIPUHOCH.

W3BbpuieHaTa cepuo3Ha u3cieaoBaresicka padoTa, MOJOKUTEIHUTE KayecTBa
Ha Mpe/ICTaBeHaTa JUcepTallMoHHa pa3paboTKa, pealu3upaHuTe MPUHOCH U HAJTMYUETO
Ha myOnMKanuy B peepupanu U UHASKCUPAHU U3/IaHUS ca OKa3aTeJICTBO, Y€ TPYAbT
OTroBapsi Ha M3MCKBAHUATA HAa 3aKOHA 3a Pa3BUTHETO HAa AaKaJEMUYHHUS CbHCTAaB B
Penybnuka bowiarapus u Ha IlpaBuiHMKa 3a HEroBOTO MpuiaraHe, Kacaeuu
MPUCHKIAHETO HA 00pa30BaTEIHATA U HAyYHA CTENEH “IOKTOp” .

Ha ToBa ocHOBaHMe M3pPa3siBaM IOJIOKUTEJIHOTO CH CTAHOBHUIIE M C IbJIHA
y0eaeHoCT nmpeajaraM Ha 4ieHoBeTe Ha yBakaemMoro Hay4yHno skypu Ha JlaHuen
Boxunapos SliHb30B 12 0bAe NMpUChACHA 00pa30BATEIHATA U HAYYHA CTEINEeH
»10KTOP* 10 HAy4YHa cneuuaaHoct ,Mxonomuka u ynpasiaenue (Muaycrpus)® B
npogecMoOHAJIHO HanpaBJjeHue 3.7. , AAMMHUCTPALMS U YIIPaBJIeHUue .

17.08. 2020 r. Penienzenr:

(npod. 1-p Pas Manreposa)
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1. Brief biographical data about the candidate

Daniel Jalnasow has been a PhD student at the Department of Management and
Marketing at the Faculty of Economics of SWU "Neofit Rilski" since November 24,
2016.

He was born in 1977 in Germany. Daniel Jalnasow studied from 1995 to 1998
at OSZ Oberhavel Il - Technik Hennigsdorf, and from 1999 to 2005 at the University
of Applied Sciences Biomedical Engineering, Hamburg, Germany. He holds a degree
in Biomedical Engineering and an Assistant for Computer and Automation.

During the period from March 2001 to August 2002 he was a tutor in the

subject of technical mechanics at the "University of Applied Sciences" Hamburg,
(Hamburg, Germany). In 2003 he did an internship at the University of California,
Department of Bioengineering, Laboratory for Quantitative Microscopy (San Diego,
USA).
From 2004 to 2017 he held various positions in “Biosense Webster a Johnson &
Johnson company” - Field Service Engineer (EMEA Technical Service, Waterloo,
Belgium), North Europe Team Leader (EMEA Technical Service, Diegem, Belgium),
Service Manager (EMEA Technical Service, Diegem, Belgium).

2. General characteristics of the presented dissertation

The dissertation includes an introduction, four chapters and a conclusion. It is
developed in a volume of 263 standard pages. 111 literature sources and 54 internet
resources were studied and analyzed, which were cited correctly. The author's views
and analyzes are illustrated with 13 tables and 43 figures.



The introduction presents the actuality of the dissertation. The subject, the
object, the goals, the research tasks and the main thesis of the dissertation research are
correctly defined.

The subject of the research is quality management in complex systems such as
large organizations.

The object of the study is quality management in a multinational company.

The doctoral student has defined three important goals of the dissertation
research, as well as the main tasks, the solution of which follows the logic of the
exposition.

The main research thesis is formulated. The methodological approaches, which
are used in the process of dissertation development - systematic, structural-functional,
logical, process, active, comparative analysis, design, synthetic and synergistic are
presented. The main research methods are also revealed - analysis and synthesis, the
method of comparisons, the method of analogy, systematic analysis, situational
analysis, methods of induction and deduction, diagnostic analysis, statistical methods,
forecasting methods, methods for obtaining and processing expert assessments and
etc.

Conclusions have been drawn on all chapters.

3. Evaluation of the obtained scientific and scientific-applied results

In the first chapter (Origin, development and main characteristics of quality
management systems and approaches in large industrial structures) the doctoral
student considers in theoretical terms the issue of quality, taking into account several
key issues: origin, development and main characteristics of the management system of
quality; the introduction of a systematic approach to quality management and the basic
parameters of quality in the 21st century. Definitions of quality are presented and the
content of this category is revealed. The doctoral student makes a periodization of the
formation of ideas about quality, considering and characterizing three "epochs" in its
perception. He raises the issue of quality from the point of view of the consumer and
the producer, emphasizing that quality from the point of view of the production side
makes it possible to understand its dynamics and logic, i.e. methods, techniques and
approaches for quality assurance, management and improvement. In the dissertation
the quality is considered in the socio-economic aspect, which integrates its consumer
and production sides.

Special attention in the second paragraph of this chapter is paid to the
introduction of a systematic approach to quality management in the 20th century,
considering its features in three successive stages - the 20s to the early 40s of XX



century, the middle of 40 until the beginning of the 60s of the XX century and from
the 60s of the XX century until the end of the same.

In the third paragraph of the first chapter, the doctoral student characterizes the
quality of the 21st century, deriving its main features - quality as a philosophy,
management system, organizational model of operation and method.

In the conclusion of the first chapter he presents two main trends in the
development of quality systems in organizations - the trend of inclusion, perception of
the idea of quality and the trend of "activating creative potential”, generating
innovative ideas and radical innovation.

The second chapter (Quality Tools) is dedicated to clarifying the specific
types of tools, statistical and other methods of quality management. The first
paragraph presents a new general classification of quality instruments, in which they
are divided into five groups with respective subgroups - traditional tools, classical
tools, general methods, techniques and approaches, special methods, techniques and
approaches and others. It specifically addresses the traditional / classical tools
presented.

The second paragraph focuses on statistical techniques and methods for
management and control of product preparation, process parameters, measurements
for evaluation of both tangible products and intangible products (services) and
discusses their different classifications.

The third paragraph of the second chapter is devoted to quality improvement
methods, clarifying quality improvement methods, including group approaches and
common methods and techniques.

The fourth paragraph presents and characterizes special methods and
approaches for quality management and improvement - Development of quality
functions - QFD / Quality Function Deployment - QFD /, Analysis of imperfection
and elimination - ANNE / Failure Mode and Effect Analysis - FMEA) / and the 8 E
approach — problem solving through multifunctional groups.

The third chapter presents modern models of quality management. The
starting point in this case is the consideration of Minzberg's theory of organizational
configurations and quality management in the first paragraph of the chapter. Based on
the analysis of Minzberg's theory, the doctoral student reveals the coordinating
mechanisms for each type of organizational configuration - entrepreneurial, machine,
professional, diversified, innovative, missionary and political. It derives the key
mechanisms for design, maintenance and improvement of quality and considers two
main types of modern models of quality management.

The second paragraph of the third chapter focuses on the ISO 9000 quality
standards. It examines the specifics of the different versions of the standards and
makes a comparative analysis between them, showing the main differences. The
principles of quality management are revealed.



The third paragraph presents the total quality management systems and the
criteria for awarding quality prizes.

The fourth paragraph raises the issue of sectoral quality management systems.
The emphasis is on the Six Sigma and Good Manufacturing Practice (GMP) systems
that have been analyzed.

Chapter four (Quality Management in a large organization dealing with
medical and health products) is devoted to quality issues in an industrial organization
with a large scale of activity. The study is based on a large multinational
multidisciplinary corporation dealing with medical and healthcare products, operating
in 60 countries and selling its products in 170 countries. The main aspects of the
application of the quality system 1SO 13485: 2016 are presented - goals, coverage and
features of application in the company. The doctoral student has developed and
presents a methodological model of the quality management system and analyzes the
quality documents. It formulates the main conclusions related to the tools through
which the created methodological model of the quality management system, based on
ISO 13485: 2016, demonstrated in the introductory part of the Quality Manual (QM)
and the considered standard operating procedures / SOP /.

The conclusion summarizes the main results, the key possible solutions and
presents proposals for improving the quality management system.

4. Assessment of the scientific and applied contributions

The doctoral student has formulated scientific-theoretical, scientific-applied
and applied contributions, which | accept.

It is essential that the statements in the dissertation can serve as a conceptual
basis for building a universal practical model of quality management, which can lead
to sustainable development of industrial organizations in a dynamic environment. The
summaries of: the dynamics of quality management, the periodization of the stages of
implementation of quality management systems, quality tools, quality management
models in large companies and their classification are of particular scientific and
theoretical importance.

A contribution is the revealed logic of the development of quality management,
which in turn is a prerequisite for forecasting the future development of quality.

The quality management model developed by the author of the dissertation
research, which reveals the key mechanisms for designing, maintaining and improving
quality in different types of organizational configurations, stands out as a scientific
and applied contribution.

Significant contributions of an applied nature are the presented quality
management system, based on ISO 13485: 2016, the created methodological model
for building a quality management system in a large complex organization and the
developed standard operating procedures for starting and managing group activities



for problematic solving and for starting and managing a customer relationship
management system.

5. Evaluation of the dissertation publications

The list of publications shows that the PhD candidate fulfills the minimum national
criteria for acquiring ESD "Doctor". He presents four independent publications, two
of which are articles published in peer-reviewed publications and two are reports at
scientific conferences in print. They reflect essential aspects of the dissertation
research.

6. Evaluation of the abstract

The abstract is prepared according to the requirements. It reveals the main
aspects of the dissertation and the achieved results.

7. Critical notes, recommendations and questions

| highly appreciate the research work of the doctoral student and the results
achieved by him. I have a recommendation for his future work, namely, if possible, to
continue his research in the field of dissertation and to deepen his efforts to promote
the model of quality management developed by him for its practical application.

The dissertation can be addressed with a critical remark about the formulation
of the goals. The three formulated goals could be reduced to one, and in essence the
explanations of the goals in my opinion represent the tasks performed in the main
parts of the dissertation.

| have the following clarifying questions to the doctoral student:

1. How specifically is the project approach, indicated as one of the main
methodological approaches used, applied in the dissertation research and how
has it contributed to the solution of the research tasks and the achievement of
the set goals?

2. In the course of the research, have any problems been identified in the
application of the quality systems in general and in the studied enterprise in
particular, which would impose the need to improve the quality management
and what are they?

3. What difficulties may arise in the practical implementation of the developed
quality management system?

8. Conclusion



The dissertation proposed for review has a high value and meets the criteria for
independent research. It contains important research results and specific scientific and
applied contributions.

The performed serious research work, the positive qualities of the presented
dissertation, the realized contributions and the availability of publications in refereed
and indexed editions are proof that the work meets the requirements of the Law for the
development of the academic staff in the Republic of Bulgaria and the Regulations for
its implementation. of the educational and scientific degree "Doctor".

On this basis, | express my positive opinion and with full conviction
propose to the members of the esteemed Scientific Jury to award to Daniel
Jalnasow the educational and scientific degree ""Doctor™ in the scientific specialty
"Economics and Management (Industry)” in professional field 3.7.
"Administration and Management"'.

17.08. 2020 Review written by:
(Prof. Dr. Raya Madgerova)



