Bx. Homep: M-150

Hara:02 10.2018 r
CTAHOBHIIE
3a U3BbPIIIEHA MPOBEPKA
OT BBHIIEH ekcnepT o 4i. 229a 3011
Ha TEXHUYECKUTE crielnpuKaluy Ha IpoLeaypa,
omnpezesieHa 3a MOHUTOPHUHT 110 wi. 114, ain. 1, 1. 2 TITI301I1

PA3JAEJ 1

IIpouenypa

YHukaneH HoMep Ha
00983-2018-0028

npouenypara B POII ¢ nuHk:

Meauunncku ynuBepcuret "Ilpod. a-p [lapacken

Bn3noxurer: "
CrosinoB" - rp. Bapna

Otkpura
Bun Ha mpouenypara

Y ckopeHa OTKpuTa

CrpourenctBo

JlocTaBku
OO0eKT Ha mopbUKara:

Yenyru

OOXDOOKX

Yeayru no [punoxenue Ne 2

,DPaHTOMHaA cHCTeMa 3a OOyYEeHHE Ha CTYJICHTH OT

IIpenqmeT Ha mOpBHUKATA.
P P JEHTAJIHU crenuanHocTy npu MY -Bapna*

[Ipodecnonannara obnact, B

KOSTO MOmaja MpPeIMETHT Ha

47. , MeaunuHa‘
Bb3JIaraHaTa mopbhyka (cropen

BB3JIOKUTENS):
[] NHa bpoii:
O60co0eHn mo3uIum: o P
X] He
CpokK 3a U3ITbIIHCHHE: 24 mecena
IIporHo3Ha  CTOMHOCT  Ha
2 550 000 nB.

nopwukata B 1B. 6e3 J1JIC:

<] Ws3namo ot HarMOHANHYS GIOIKET
duHaHCUpaHE:

[ ] W3wsiio mm gacTnuHO CbC cpeacta ot EC



http://rop3-app1.aop.bg:7778/portal/page?_pageid=93,812251&_dad=portal&_schema=PORTAL&url=687474703A2F2F7777772E616F702E62672F63617365322E7068703F6D6F64653D73686F775F6361736526636173655F69643D333631333030

Apyro:
Haii-arcka nena

Kpurepuii 3a Bb3/IaraHe Ha

HuBo na pasxoauTe
IMopBbUKaTa:

OO X O

OnTUMaTHO CHOTHOIIICHHUE I(a‘IGCTBO/I_IeHa

JlaTa, Ha KOATO ca MyOJIMKYBaHHU TOKYMEHTHUTE 3a oTKpuBaHe B OB Ha

EC: 14.09.2018 r.

JlaTta, Ha KOsATO ca MyOJUKyBaHHU JOKyMeHTUTE 3a oTkpuBaHe B POIL: | 14.09.2018 1.

Jata Ha usnpamane Ha OOsBICHUE 32 U3MEHEHHUE WX JOMBJIHUTEIIHA
uH(popmanus 3a myonukysane B POII, ako € npuioxumo:

JlaTa, Ha KOSATO M3THYA CPOKBT 32 MOTydyaBaHe Ha opepTH: 18.10.2018 1.

Komenmapu u opyeu 6enexcku:

PA3JIEJI 11
IIpoBepenn 10KyMeHTH

[TpoBepkara o6xBaIa CIeTHUTE TOKYMEHTH:
<] TexnmueckaTa crermduxanys

[ ] MeTomukata 3a orenka (koeamo 6b3nodcumenam e npedeuoun Memoouxa,
npu aunca Ha memoouxa — pazdeau 111.3) u 111.4) ce usmpusam)

[ ] O6sBnenneTo 3a m3MeHeHMe MM AONBIHHTENHA MHGOPMANUS (Ko2amo e
HAIUYHO).

Komenmapu u opyeu 6enexcku:

PA3AEJI 111
Pe3ysTaTu oT npoBepkara

III.1) ChoTBeTcTBHE HA TexHUYecKaTa cneundukanusa ¢ usnuckpanusara Ha 3O0I1
(cne0 npomenume, nanpasenu c¢ Q0s61eHUemMO 3a UBMeHeHUe Ul OONbIHUMETHA
unghopmayus, Ko2amo e HaIu4Ho)

1. TexaudeckuTe crieU(PpUKAIMKN ca ONMPEACIICHH MO0 €AUH OT HAUYMHUTE, X Jla
nocoueHu B wi. 48, ai 1 30I1.
[ ] He

(Bx. u §2, T. 54 JIP 30II).

2. Becsiko mocouBaHe Ha cTaHAapT, crenuduKaIis, TeXHUYECKa OICHKa, D Ha
TEXHUYECKO 0JJ0OpEeHUE WIIM TEXHUYECKU €TAJOH € JOMMBIHEHO C JYMHTE |:| He




,,JIIII €EKBUBAJIEHTHO/H"".
(Bk. un. 48, ain. 2 30I1).

& He e

IIPHIIOKUMO

3. Texunueckure crnenu@UKAME OCUTYPSBAT pPAaBEH JOCTHII HA
YYaCTHULIUTE A0 IpoleaypaTa 3a Bb3JaraHe Ha oOlLIecTBEeHaTa MOpbyUKa
U HE Cb3JaBaT HEOOOCHOBAHM TMPEUKH MPU HEHHOTO BBH3JIAraHe B
YCJIOBUSITA HA KOHKYPEHIIUS.

(Bxk. wi. 49, an. 1 3011).

[] Ja
X] He

4. B TexHuueckute crenupUKANUUA HE CE MOCOYBA KOHKPETEH MOJIET,
U3TOYHHK WIH crienuduyueH Nporec, KOMTO XapaKTepusnpa MpOoayKTUTE
WIN YCIyTUTE, MpeJlaraHd OT KOHKPETEH MOTCHIHAICH W3MBIHUTEN,
HUTO THPTrOBCKAa MapkKa, MATEHT, TUM WIM KOHKPETEH MPOU3XOJ WU
MPOU3BOJICTBO, KOETO OWM JOBENO JO O0JaroAeTejCcTBaHE WM
CIMMUHUpPaAHE HA ONPEACIICHH JINIIA WK HIKOU MPOAYKTH. AKO € HaluIIe

noJI00HO MOcOoYBaHEe, KbM HEro ca J00aBeHH JyMHUTE WU
eKBUBAJICHTHO/H".

(Bxk. ui. 49, an. 2 30I1).

5.B Texnuueckure crneuu@UKalMK € IOCOYEHO HW3HCKBaHE 3a

MIPEXBBPIISHE HA MpaBaTa BbPXY UHTEICKTyaTHa COOCTBEHOCT.
(Bxk. ui. 48, an. 4 30I1).

3abenesxcka: npu HeobXoOoumocm, 6 3ABUCUMOCH OmM NpeoMema Ha
nopvuxKama.

[] Ma
[ ] He
|E Hee

IIPUIIOKUMO

6. Koraro pe3yntaThT OT mopbhYKaTa II€ C€ HW3MOI3Ba OT (PU3NYECKU
v, TEXHUYECKHUTE cneruduKaim, KOUTO OTIpeNEeISIT
XapaKkTepPUCTUKUTE Ha TpeaMeTa Ha IMOopbhYKaTa, ca ChOOpa3eHH C
KPUTEPUUTE 32 JOCTHIIHOCT 3a XOpa C YBPEXKIAHUS WM OCUTYpSBAT
BB3MOXKHOCT U XOpa ¢ YBPEXKIaHUS Ja TOI3BAT TO3U Pe3yTarT.

(8. 48, an. 5 3010).

[] Ja
D He
X] Hee

IIPUIIOKUMO

7. Koraro ¢ akt Ha EBpomeiickusi chl03 ca ONpeaeieHu 3adb/DKUTEITHU
W3WCKBAHMS, CBBbP3aHU C KPUTEPUU 3a JIOCTBIIHOCT 3a Xopa C
YBPEKJIaHUS WIIM YCJIOBHUSA 32 MOJI3BAaHE OT TaKUBa XOPa, B TEXHUYECKUTE
crienuuUKaIny € BKIIOUYCHA MpernpaTka KbM TE€3W U3UCKBAHUS.

(Bxk. 48, an. 6 30I1).

[] Ma
[ ] He
|E Hee

IIPUIIOKUMO

8. TexHnueckure crenupuKaluyi, KOUTO BKIIOYBAT ,,MapKUPOBKHU® ¢
KOHKPETHH €KOJOTMYHHM, COIMAJHH WIH JPYrd XapaKTePUCTHUKH,
OTTrOBapAT HAa U3UCKBAHUATA, MOco4YeHH B wiI. 51, an. 1 3011

[] JHa

[ ] He
|E Hee

IMPUIIOKUMO

9. Koraro ce u3nckBaT MapKUpOBKH, € TOCOUYEHO, Y€ Ce MPUeMaT BCUUKU
€KBUBAJICHTHA MApKUPOBKU, KAKTO U JIPYTU MOJIXOJAIIN TOKa3aTEICTBA
3a CbOTBETCTBHUE, ChI1acHO 4wi. 51, an. 3 u an. 4 30I1.

[] Ma
[ ] He
|E Hee




IMPUIIOKUMO

10. BB310KUTEIISIT U3UCKBA OT YH4aCTHUOHUTC IIPOTOKOJI OT U3IIUTBAHC OT
OopraH 3a OLCHABAHC Ha CBOTBCTCTBHCTO HJIU CepTI/I(bI/IKaT, n3gaacH OT
TaKbB OpraH, KaTO A0Ka3aTCJICTBO 3a CbOTBCTCTBUC C M3UCKBAHHATA WA
KPUTCPUUTC, CBbP3aHU C U3IIBJIHCHHUCTO HA MMOPBHYKATA.

(Bk. wi. 52, an. 1 30I1I).

[] Ja
[ ] He
X] Hee

IMPUIIOKUMO

11. Bp310XuUTENAT NpU3HaBa cepTUPUKATH U OT APYT'M €KBUBAJICHTHU
OpraHu, KaKTO Y MOJIXO/SIIH IOKAa3aTEICTBA 32 ChbOTBETCTBUE.

(Bxk. un. 52, an. 2 u ann. 3 30I1).

[] Ja

[ ] He
X] Hee

IPUIOKUMO

12. Undopmarnusara ot ,, Texuudeckute cnenudukanun’ chOTBETCTBAa/HE
MIPOTUBOPEYN Ha MH(POpPMAIIUATA B METOAUKATa (KOTaTO € IPHII0KHUMO)

[] Ja
[ ] He
X] Hee

IIPUIIOKUMO

13. He ca ycTaHOBEHHM TEKCTOBE WM MapaMeTpH, KOUTO CAMOCTOSATEITHO
WIM B KOMOHMHAIMS C JPYTd W3MCKBAHHS WIM MapaMeTpH OrpaHUYaBaT
KOHKypeHUHMsITa (BXK. 4i. 2, ait. 2 30I1).

MPUITI0KUMO
14. Texnunueckara cnenuuUKanms ChIbpKa JOCTaTHYHO WHGMOpMAIIHS, X Ja
HeoOXo/MMa Ha KaHAWJIATUTE/ydyaCTHULUTE 3a MOATOTOBKA HA TEXHUTE
PEIOKEHHS. [] He
15. B texnuyeckara crienudukaiys HIMa MPOTUBOPEYAIN CH YCIOBUS X Na
WJTA U3UCKBaHMS. [ ] He
X Na
16. B TexHuueckara crnenudukanus ca oOXBaHATH BCUYKU JICUWHOCTH, (] He
KOWUTO CJIe[IBa Ja C€ peaJn3upaT B PaMKHUTE Ha Bb3JIaraHus JOTOBOD,
cropes1 00eKTa /mpeaMera Ha opbyuKaTa. [ ] Hee
MPUITI0KUMO

17. B Texunueckara cnenudukanus He ca O0OCAMHEHH JEHHOCTH, KOUTO
MPEJICTABISABAT MHTEPEC 3a PA3IMYHU JIMIA, © KOUTO OMXa MOTJIU Ja Ce
BB3JIOKAT HA PA3JIMYHU U3ITBIHUTEIIH.

[] Ja
[ ] He
X] Hee

IIPHIIOKUMO

Koncmamayuu:

YCTaHOBEHO € CJIE€AHOTO HEChOTBETCTBHE C paSHOpe,JI6I/ITC Ha 3aKOHOJATCJICTBOTO B

o0nacTTa Ha OOLECTBEHNUTE NOPBYUKHU:




Ha ctp.3 or texHuueckara crneuudukaius Ha Bb3ioxuTens, B ONHCAHUETO Ha
nepudepusaTa 3a CTOMATOJIOTUYHUS MOJYJ C€ ChIbPKa HAMMEHOBAaHHWE Ha KOHKPETCH
THUIT MIPOM3BOJCTBO/THProBCKa Mapka (Obp3 KyIUIYHT 3a BKIIOYBAHE Ha BB3IYIICH
WHCTPYMEHT CbhC CBeTIMHA 3a muiayx Tum Midwest. oGesmnedaBain CBOOOIHOTO
BbPTECHE Ha BB3AYIIHHS HWHCTPYMEHT C BB3MOXKHOCT 3a pEryJupaHe Ha IIIpes).
CwrinacHo ui. 49, an.2 ot 3011 Texuuueckute crnenupuKayu HE MOTAT Ja ChIbPKAT
KOHKpPETEH MOJeJ, W3TOYHUK WM Cclenu@uueH Npolec, KOWTO XapakTepusupa
MPONYKTUTE WM YCIYTUTe, MpeIJIaraHd OT KOHKPETEH MOTECHIIMAJCH H3IbIHUTEN,
HUTO THPrOBCKA MapkKa, MaTEHT, TUM WIM KOHKPETEH MPOU3XO0J]l WU MPOU3BOCTBO,
KOeTo OU J10Beso 10 00JarojieTesICTBaHe Ui eTUMUHUPAHE Ha ONPEEIICHU JIUIA WU
HSAKOM NpoAyKTU. [lo u3KiI0YeHne, KoraTo € HEBb3MOXKHO MPEIMETHT Ha MOpbhUKaTa
Jla ce OMHUIIE TOCTaTHhYHO TOYHO U pazbupaemo 1o pena Ha ui. 48, an. 1 ot 3011, ce
JIOIyCKa TOJ0OHO TOCOYBaHE, KAaTO 3aIbJDKUTENHO c€ A00aBAT AyMUTE WU
eKBUBAJIEHTHO/H".

Ceriacno ui. 49, an.1 ot 30I1 Texnuueckure cnenruKkanuu TpsaOBa Aa OCUTYpsIBAT
paBeH JOCTHII HAa KaHAMJATUTE WM YYACTHULIUTE JO TMpOIeAypaTa 3a Bh3JiaraHe Ha
oOIiecTBeHaTa MOpPhUKa U Ja HE Ch3/JaBaT HEOOOCHOBAHU IMPEUYKU TPE] Bh3JIaraHETO
Ha oOIecTBeHaTa MOPBHUYKA B YCIOBUATA HA KOHKYPCHITHS.

[Ipenoprka: Omnmcanuero cienBa ga ObAEe MPEIU3UPAHO C M3UMCKBAHMUITA HA
w149, an.2 or 30Il, a WMEHHO: 3aAbKUTEIHO [00aBIHE HAa JyMUTE ~WIU
CKBHBAJICHTHO/N .

II1.2) CborBeTcTBHE HA TeXHHYecKaTa cneurMpuKkanus ¢ HM3MCKBAHUATA HA
3aKOHOAATeJICTBOTO, PerjiaMeHTHPAN0 [eiiHOCTHTE OT MpeaMeTa Ha MOPbYKATA
(cneo npomenume, Hanpagenu c QOs61eHUEMO 3A U3MEHeHUe UM OONBIHUMENHA
ungopmayus, Ko2amo e HaIu4Ho)

[Ipu nmpoBepkara ca B3€TH PEABUJ CIIEAHUTE HOPMATUBHU JTOKYMEHTH, CTAHAAPTH U JP.:

1. 3akoH 3a MEIUITMHCKUTE U3JICTIN;

2. Nupextupa 93/42/EEC 3a MEAUITUHCKUTE U3ICITHUS;

3. MupextuBa 98/79/EC 3a nnarHOCTUYHU MEAUIIMHCKHU U3JENU in Vitro;
4. lupextuna 89/686/EEC - muunu npeanasHu cpecTBa;

5. dupektuBa 2016/425 — nuuHu npenna3Hu CpeicTBa;

6. Hapemba 3a ChIIECTBEHHTE W3WCKBAHUA W TPOILEAYypUTE 3a OIICHSIBAHE Ha
CHOTBETCTBUETO CHC CHIIECTBEHUTE H3UCKBAHWS HAa WH BHUTPO JUATrHOCTHUYHUTE
MEIMITUHCKU U3CIHS,
7. PproBoacTBO 3a Cucrema 3a OguTenHOCT npu MeauuuHckute uznenus, MEDDEV
2.12/1;
8. PBKOBOJICTBO 32 MEIUIIMHCKU U3JENHS — OIICHKA Ha KIIMHUYHUTE TaHHU: PHKOBOJICTBO
3a Mpou3BoAUTENHN U HOTUUUMpanu opranu, MEDDEV 2.7/1;

9. PrroBozcTBO 3a kinacudukaius Ha Mmeaunuacku u3nenus, MEDDEV2.4/1;



10. PbkoBOACTBO 3a MEIMIIMHCKM H3JEAUS C H3MEpBallld (PYHKIMU, CBBbpP3aHU C
npuiaranero Ha Jupextusu 90/385/EEC u 93/42/EEC, MEDDEV 2.1/5;

11. PpkoBoxaCTBa, M3SACHSIBAIM DPA3IUYMATA C OCTAHAINTE EBPONEWCKH TUPEKTHBU —
MenuuuHCcKy U3eIust/IeKapCTBEHU NPOAYyKTH; PBHKOBO/ICTBA CBBpP3aHU C MPUIIAraHETO
Ha Jlupextusu 90/385/EEC u 93/42/EEC, MEDDEYV 2.1/3;

12. PekoBojacTBa 3a neduHUpaHe HA “MEIUIMHCKO H3JenIue”, “NPUHAIC)KHOCTH W
“npousBoauten”’; PpkoBoacTBa cBbp3aHu ¢ npuiaranero Ha dupextusu 90/385/EEC u
93/42/EEC, MEDDEYV 2.1/1;

13. HAPEJABA Ne 23 OT 18 HOEMBPU 2002 T. 3A YTBBPXJABAHE HA
MEJUIWHCKU CTAHOAAPT "JIMEBO-YEJIFOCTHA XUPYPI' A",

14. HAPEJIBA Ne 30 OT 19 JEKEMBPU 2003 I'. 3A YTBBPXIABAHE HA
MEJUKO-TEXHUYECKU CTAHIAAPT I1O "3bBOTEXHUKA";

15. HAPEJBA Ne 50 OT 26 HOEMBPHU 2010 T'. 3A YTBBPXJABAHE HA
MEJUIUHCKU CTAHAAPT "OPAJIHA XUPYPI'UA";

16. HAPEJIBA Ne 51 OT 26 HOEMBPHU 2010 T'. 3A YTBBPX/ABAHE HA
MEJUIOUHCKU CTAHOAPT "AETCKA AEHTAJIHA MEJJUILIMHA";

17. HAPEJIBA Ne 52 OT 26 HOEMBPU 2010 I'. 3A YTBBPXJABAHE HA
MEJUIWHCKU CTAHOAAPT "OPTOHAOHTUA".

Koucmamayuu:

He ca ycraHoBeHM HECHOTBETCTBUS B TEXHHYECKaTa CHEIH(PHUKAIMS CIPSIMO
U3MCKBAHMATA  HA  HAIIMOHATHOTO M E€BPONEHCKO  3aKOHOJATENCTBOTO,
periIaMeHTUpalio JIeHHOCTUTE OT IMpeJMeTa Ha MNOopbuKaTa M OMHCAHU IO-TOpE.
Texnuueckure cnenupukanuu Ha (paHTOMHATa CUMYJAllMOHHA CHCTEMa 3a
NPaKTHUYECKO OO0y4YeHHe Ha CTYAEHTH ca JeTalaHO U MOAPOOHO OIHMCAHHU.
MuHUMaTHUTE TEXHUYECKH M (YHKIMOHAIHU BB3MOXHOCTH HA CBCTaBHHUTE H
Moaynu: JIeHTanHus cuMynaTop 3a oOydeHHe Ha CTYJEHTH, KOMIIOThpHATa CHCTEMa
3a BUPTyaJHO OOyueHHe, cucTeMaTa 3a MOYHMCTBAaHE M CMa3BaHE Ha MHCTPYMEHTHTE,
KOMYHUKallMOHHATa MpEXa 3a MHTEPaKTHBHA padoTa, NMCTAHIIMOHHO YIPABIIEHUE U
KOHTPOJI Ha CTYJCHTCKHTE CHUMYJIaTOPU CHOTBETCTBAT C MPOBEXKIAHOTO B Y4EOHOTO
3aBeseHne oOydeHue. KbMm QanToMHaTa cucrema ca crneudduuupadd v e Obaat
JIOCTAaBE€HW  JONBJIHUTEIIHO HEOOXOAMMH KOHCYMaTHBH 33 HOPMAJHOTO H
(byHKIMOHHpaAHE, KOUTO ca MOAPOOHO ONMUCAHM MO BUJOBE U KOJIMYECTBA.

PA3JIEJ IV
JomrbiHuTeIHA HHpOpMaLUs




PA3JIEJ V

JlaHHM 32 BLHIIHHUS eKCIePT, U3BbPIIMJ NPOBEepKaTa

Tpu numena

Ilenka Panyosa ToHeBa

ITopenen Ne B Crinchbka 1o
1. 229a 3011:

ETC-25

O0acT Ha KOMIIETEHTHOCT:

47. , . MemumHa“

N30paH B3 OCHOBa Ha
XKpeOuit, MpoBeJIeH Ha:

26.09.2018 r.

HoroBop Ne/nara:

M-150/2018 r.

Komenmapu u opyeu 6enexcku:

Monmmmuc: /.../

(noonucea ce ¢ ereKmpoHeH NOONUC Ha IUYemo)




