BOTHAUA 3A AKTHIBHO (TEUEHHE -

W
“TITpoch. Ad-p CroaH Knpxosny” AQ il
p. Crapa 3aropa Intertek

6000 ro. Crapa 3arapa, 6va. "feH. Croneros” N2 2.ueuzpana: 042/698 210, dBanc: 0%2/601 125

NS | DR

JanuueHo coraacHo un.2 ot 33/171,

| IBbB Bpb3ka c un.d2, an.5 or 3001
YTBBPIUA:

Nata: 10.09.2019r.

NPOTOKOA Ne1/29.08.2019r.
no 4YA. 54, aa. 7 ot IIINI30I1
3a KOHCTATAHH HA KOMHCHSATA

Huec, Ha 29.08.2019 rox., B 11:00 uaca, komucusiTa 3a pOBEXK/AaHE Ha MPOLEAYpPa
o 30I1 3a BB3saraHe Ha oOLIECTBEHA IIOpBbYKA 4pe3 chbupaHe Ha odeptu c obsBa c
IIpeaMeT: ,[locTaBKa, MOHTaX, BbBEXK/JAaHE B €KCIAOATallMsd U rapaHIMOHHA NOAAPBXKKA
Ha 33TBbAXKHUTEAHO MHHHMAAHO OOOpyABaHE 3a XHUCTOAOTHYHa aAabopatopus Ha YMBAA
SIpod. a-p CrosH KupkoBuu” A1~ ABTOMATHUYEH TBHKAHEH IIPOLIECOD /XUCTOKHHET/,
HazHaudeHa cbC 3amnoBen Ne P/1-10-611/28.08.2019 rox., B CAE/ITHUS CHCTaB:

IIpencenarea:

1. O-p ZKuBko 2Keas13KOB — 3aM. [UPEKTOP IO YIIPAaBACHHUE Ha MEM. AEHHOCTH

Yaenose:
2. [-p Konu MBanoBa — ,KauHunka 110 o0ia ¥ KAMHUYHA I1aTOAOTHS“
3. Karepuna YaanKoBa - I0OPUCKOHCYAT 3BEHO ,,O0IIECTBEHU NTOPBYKU®
4. Taua PageBcka — raaBHa MEAUIIMHCKA CECTpa
5. uHxk. Hukoaail PaiikoB - TexHUK Mez. annapaTypa U METPOAOT
Pe3epBHEH YAeHOBeE:
1. AnB. TaraHa KekeBcKa — BBHIIIEH EKCIIEPT
2. Ans. Xpucto [TaHalfoTB — BHHIIEH €KCIIepPT

TIpoBEAE CBOETO II'bPBO 3aceJaHUE.

I. Ilpencenareaar Ha KoMmucusaTa ooageu 3aroBen Ne P/1-10-611/28.08.2019 rox. Ha
UsnbeaHUuTEAHUA aupekTop Ha YMBAA [IIpod. a-p Croan KupkoBuu“ A, rpan Crapa



3aropa 3a Ha3HA4YaBAHE HA KOMHCHYATA M CbCTaBa M, M I0KA4IBa, 4€ C IIpHEMO-
npeaBaTeAeH IPOTOKOA OT 29.08.2019 r., U3roTBeH Ha OCHORaHHE Y. 48, aa. 6 oT 3011,
€ TIOAVYHA OT ACAOBOIUTEAS B AEAOBOJACTBOTO HA BDB3AOKHUTEAA CHUCBHK C DOCTHIHAHTE
ochepTy, BeaHo ¢ 1 /eaui/ MAMK ¢ JIOKYMCHTH CBHC CACIHUSI BXOISI HOMEP:

1. ,MEAHIIHHCKA TEXHHKA HHXEHEPHT“ 00, rp. Codwusda, 1750, x.K.
Maanoct 1% BA. 2806, Ya. JJdumutsp Moasror® 44, tea 02/4627117, 02/971 20 61,
dakc: 02/46 27 115, 02/971 24 10, e-mail: infowmte-bg.com, DOCTHITUAE B
OEAOBOACTBOTO Ha acuebHOTO 3aBegeHue Bx. Ne T1/1-03-183/27.08.2019r., B 9:05 yaca;

II. TIlpencenaTeAdT Ha KOMHCHSTa KOHCTATHpa, Ye HA 3aceJaHUETO Ha KOMHMCHSITA
HE IIPUCHCTBAT HOPEACTABHTEAHM Ha YYACTHHIMTE B OpoHeaypara WAH TEXHU

VI'BAHOMOLLHEHH IIPEACTABHUTEAH, HWAWM MNOPEACTABHUTEAM Ha CpPeAcTBa 3a MacoBa
HH(popMAalIHs.

III. Caepi mOAyYaBaHE HA CIIACBKA Ha IIOCTBHIIHAUTE O(QEepTH, YAECHOBETE Ha
KOMHCHATA [oAlIUcaxa AeKAapaliuu, cbraacHo 4da. 103, aa. 2 or 30IT u ga. 51, aa. 8 ot
MI130I1. '

YaeHOBETE Ha KOMHCHUSATA YCTAHOBUXA, 4Ye ONAKOBKATa, IIOCTHIIMAA B
NEeAOBOJICTBOTO Ha BB3A0KHUTEAS], C ITOCOYCHHS MTO-TOPE BXOALALL HOMED € 3alledaTaHa M ¢
HeHapylLIEHa IIHAOCT, OTTOBaps Ha M3UCKBAHUATA CBrAACHO HOPMATHBHUTE pasnopendu
U H3HUCKBaHMATA Ha Bb3aokuTeasa 3a BuAa Ha oQpepTUTE U Ha4YHHa Ha NPEACTABAHETO
HM.

IV. KomMucuaTa IpHCTLIIN KBM OTBapdHe Ha odeprata Ha yIacTHHKA!

1. OrBOopH ce onakoBgara Ha ,MEAHIIHHCKA TEXHHKA HHXKEHEPHI'“ OO,
TpuMa OT YAEHOBETE Ha KOMHCHATA IIOANHCAXA 34alledaTaHHd HEIIpo3paducH IAHK 3a
Ipeasarald LIEHOBH ITapaMeTpH M BCAKa CTpaHHIla Ha OCTaHaAHNTe [JOKYMEHTH,
CBABPIKAIIH CC B OIIAKOBKATA.

V. KoMucHaTa TIPOABANKH CBOSTa padora Karo pasraela [OpeiacTaBEeHUTE
JAOKYMEHTH OTHOCHO TIOCTABEHUTE OT BB3AOXKHUTEAd H3HCKBAHMUS KBM AHYHOTO HM
ChCTOAHIE U KPUTEPHUU 3a roadop.

1. Komucusta ycra”Hosu, d4e  ydacTHUKET ,MEJHIHHCKA TEXHHKA
HHEKEHEPHI'“ OO0 c¢ npeacTaBHA OMNMC Ha IMPEeACTAaBEHHTE NOKYMEHTH, paspelleHHe
3a TBPrOBHUS Ha €JpO C MEIUINUHCKH H3aeaud per. No IV-P-T/MU 089/23.10.2007r. -
Ge3cpodlo C TIPUACKEHHME KBM HEro; paspenieHwe 3a npomsina No [V-P-T/MH
617/20.10.2010r. Ha pa3pellIcHUE 3a THPrOBHA Ha €4p0 C MEAWUIIMHCKH HU3AeAHus per. No
IV-P-T/MA  089/23.10.2007r.; pagpemnenue 3a IpomadHa Ne  IV-P-T/MU
1130/11.11.2014r. Ha pa3pelUeHHUE 3a THProBHH Ha €AP0 C MEAUIIMHCKH H3IACAMA pPET.
Ne [IV-P-T/MKM 089/23.10.2007r.; [AekaapalMs-CIIHCBEK Ha OOCTABKHUTE, KATO

VYACTHUKET € II0COYHA JOCTaBKa Ha MeH. arnapaTrypa — TBKaKeH [poLEecop 3a
nporpaMupyeMa ob6paboTKa Ha XUCTOAOTHYHH TBHKaHU C [IOAydaTeA Ha [A0CTaBKaTa
+MOBAA n-p Crecdan YeprezoB“ - Beaunko TBpHOBO, NepHOA HA HIIIBAHEHHE OT

10.08.2018r. mo 05.10.2018r. — obiua croinocT 49 360.00 aera 6e3 AC 1 nocTaBKa Ha
HOB aBTOMAaTU4YcH TBbKaHeH npouecop — xucroknHer 3a KOL-Byprac, nepuon Ha
usrbaHeHue 02.11.2018r. — 29.11.2018r. Ha cToiidocT 47 140.00 aena 6e3z JAJC, Benuo
C YHOCTOBEPEHHS 3a HM3BBPHIEHH OJICTABKHU OT [ABETE LUTHPAHH ACUEOHU 3aBEICHHS;
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Ceprudukar I[SO 13485:2016r.Ha Leica Biosistems Nusslosh GmbH - Baaugewn;
Ceprudukar ISO 9001:2015r.na Leica Biosistems Nusslosh GmbH - Baauzesn;
Ceprucukar [SO 9001:2015r. Ha yyacTHHKA — BAaAWJEH; JIEKAapallly 110 49A. 192, aa. 3
or 30Il - 3a aumrca Ha obcrodreacTBara 1o <A, 54, aa.l, 1. 1,2 u 7 or 30II or
VIIpPaBUTEAS Ha PYIKECTBOTO H OT IIPOKYpPUCTA; dekaapauun no 4da. 192, aa. 3 ot 3011 -
3a aunca Ha obcrogreacTBara 1o 4a. 54, aa.l, T. 3, 4, 5 u 6 ot 30II or ynpaBureaa Ha
OPY3KECTBOTO M OT MNpoKypucrta; Jleraapauud o da. 192, aa. 3 or 30Il - 3za
obcTositeacTBara 1o 4a. 55, aa.l or 30Il - or ynpaBuTeAss Ha APYXKECTBOTO H OT
npoKypucra; J[dekaapalinu 0o 3akoHa 3a HWKOHOMH4YECKUTE U (PHHAHCOBHTE
OTHOIIICHHS C JIPy?KECTRaTa, PETHCTPUPAHH B I0PUCAHKIUHN C NpedepeHIINAACH AAHBUCH
PEXKMM, KOHTPOAMPAHHUTE OT TIX AHWIA M TEXHHUTE NCHCTBHTEAHH COOCTBEHUIIM - OT
VIIPABUTEASI HA JPYXKECTBOTO M OT IIPOKYpHCTAa; [leKaapanMH IO 3a OTCBHCTBHE Ha
obcrogTeacTBaTa Mo 4HA. 69 or 3akoHa 3a TNPOTUBOACHCTBHC Ha KOPYHIMATA K 34
OTHEMAHE Ha HE3aKOHHO IPHAOOHUTO MMYILECTBO - OT YIIPABHTEAS Ha APYXXECTBOTO U OT
IIpoKypHcra; [deraapaiuu 1o da. 101, aa. 11 ot 30I1 - ot yupaBUTEAS Ha JPYKECTBOTO
U OT HpoKypucra; [lekaaparmmsa 3a cbraacue 3a obOpaborka Ha AWYHH JaHHH Ha
ocHOBaHMe 4Ya.4, aa. 1, T. 1, 2, 3 mya. 19, aa.1 or 3akoHa 3a 3anTa Ha AHYHHUTE JAaHHH
(3344) u Peraament (EC) 2016/679 - oT ynpaBHTEAs Ha OPYKECTBOTO U OT NIPOKYPHCTA.
Y49aCTHUKET € II0COYHA AaHHHW OTHOCHO AMYHOTO CBCTOSIHHME H KPHUTEPHHTE 3a
noabop, KOUTO OTrOBapsdAT HA HU3UCKBAHHUATA Ha Bb3aoxureasi. KomucusiTa gomnycka 1o
mocAeABalll0 y4dacTue B Hnoppukara ydactHuka ,MEAHIIHHCKA TEXHHKA
HHXEHEPHT“ OO/ — pa3raeKJaHEeTO HA TeXHUYECKOTO ITIPCIAOKEHHE Ha YIACTHHKA.
VI. Kommucusita IIPOLABAZKH CBosTa paborTa 110 PasraexxiaHe Ha TeXHUYeCKOTO
TIpEAAOKEHHE Ha YIaCTHHKA
1. YuyacTHUKET .MEJHIIHHCKA TEXHHEKA HHEMEHEPHI“ OO0 ¢ 1omaa
IpPEeOAOKECHUEE 3a H3IIbAHEHMNE Ha nopbukara o IIpuaoxkenue Ne 2 mo obpaszen Ha
BBAOKHUTEAS, KATO € TPEIAOKHA YCABHS 3a H3ITBAHEHHE Ha HopbYKaTa, chOoOpa3eHU ¢
HM3UCKBAHUATA Ha BB3AOKHTEA. IIpeicTaBuA € Tabauila 3a ChOTBETCTBHE, B KOATO €
MNOCOYHA, Y€ BCHKO U TIOCOYEHUTE OT BB3AOKUTEAS paboTHH XapaKTepHUCTHKH H
(PYHKLIMOHAAHY H3HCKBAaHUS Cca HAAHKIIE, KATO € NPEICTABHA KATAaACT Ha OBbATAPCKH €3HK
¥ UMHCTPYKLKA 3a yliorpeba ¢ o3HadeHHE Ha CTPAaHHIMTE, OT KOUTO € BHAHO HAAHYHETO
Ha BCEKH €AWH OT paboTHUTe U (PYHKIIMOHAAHH IlapaMeTpd Ha anapara. Y4acTHHKET €
NPEeNCTaBHA JEKAAPallUst, Ye alapara € HOB, HeynoTpebsaBal, HeJeMOHCTPAIlHOHEH,
npousreeH caea 01.01.2019r.; neraapauud 3a CHOTBETCTBHE; OTOPH3ALIHOHHO ITHCMO
OT POH3BOAUTEAS, C KOETO COYM, Y€ yJACTHHKA € OTOPH3APH THPIOBCKH (IPEACTABHTEA
3a Bwarapusi; nucmo ot Leica Microsystems Holding ¢ gannu, 4e Leica Microsystems
Vertrieb GmbH e npsx dwuauaa Ha Leica Microsystems Holding, ymeaHomoieH na
npefsara  TPOAYKTHTE 1 Ha Leica Biosistems; [leknaapauua 3a HaHeceHa CE
MapKHPOBKA HA anaparta H napTuacH HoMep; [leRaapalldd 3a FapaHIIHOHHO CEPBH3HO
00cAyKBaHE OT OTOPH3HPAH CEPBHU3 Ha IIPON3BOJAHTEAS C IIOCOUEH &peC Ha cepBU3HaTa
fasa; meKAapaliuy 3a CbLAAGCHE C KAAy3uTe Ha JOroBopa, TOAIIHCAHH OT yIpaBUTEAd H
[IPOKypPHCTA; AeKAapaliMH 3a CPOK Ha BaAHWAHOCT Ha odeprara — 90 auu, cael KpalHua
CPOK Ha TIO/IAaBAHETO MM — OT VIIPaBUTEAd M HPOKypHcTa; [ekaapalliH 3a clla3sBaHe
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3aIbAKEHHATA, CBLP3aHH C JAaHBUH H OCHIYPOBKH, OHA3BaHE HaA OKOAHATA Cpela,
3aKpHAa Ha 38eTOCTTA M YCAOBHATA HA TPy 110 4a. 39, aa. 1, . 1, 6byksa ,,n ot ITII30IT -
OT YIIPABHTEAA H ITPOKYPHCTA.

2. Komucuara mnpuema, UYe VYACTHHUKELT € H3MNBAHHA H3HCKBAHHATA Ha
BB3A0KHUTEAd OTHOCHO TEXHHUCKOTO MpeasoKeHHe W paborHute U  DYHKIHMAHAHH
XapaKTepUCTUKW Ha arnapaTa U IpeMHHa KbM OTBapsHE Ha IIEHOBROTO MPEACKEHHE HA
y4acTHUKA. '

[IpencenareadT Ha KOMHCHUATA OTBOPH 3arncdaTaHHS HEOpo3paueH I[IAHK C
Hannuc Jllpegaaranu 1eHOBH NapaMETpH’ M OIOBECTH LIEHOBOTO IIPENAOXKEHHE Ha
y4acTHHKA. TphMa 0T YAGHOBETE Ha KOMHCUHATaA [IOAIIMCcaxa JOKyMEHTHTE,
IIPEeCTABASIBAIIH [IEHOBO NIPEeNAOKEHIE Ha YIACTHHKA.

IlpenasoxkenaTta oT yHacTHHKA IlieHa 3a arnapara € B pasMep Ha 31020 aeBa 0e3
AAcC.

TIpefaoKeHaTa OT y4yacTHUKA LIEHA HE HaABULIABA IIOCOYeHaTa IliperesHa
CTOMHOCT HA BB3AOKHUTEAd B pasmep Ha 33 250.00 ae 6e3 4C.

LleHOBOTO TIPeAOIKEHHE Ha VY4YaCTHHKA OITOBApPs Ha HM3HCKBAHWUATA HA
BB3AOKHUTEAS.

KoMucusita ripeaara Ha BB3AOKHUTEA Ja u3bdepe 3a HUIMBAHUTEA B
oblecTBeHAaTa MOPBUKa II0 pena Ha cwbupane Ha odepTn ¢ obgBa ¢ OIpeaMeT:
»OCTaBKa, MOHTaX, BBbBEXK/AHE B CKCIIAOATAlld K rapaHlIUOHHA HOAADBXKKA Ha
3a/TBAYKUTEAHO MUHHMAAHO ODOpyIBaHE 3a XHCTOAOTHMYHA aabopatopuda Ha YMBAA
Slpod. a-p Croan Kupxkopuy” A/l“- ABTOMaTH4YEH THBKAHEH [IPOLECOP /XUCTOKHHeT/
yuyacTHUKa ,MEJHIITHHCKA TEXHHKA HHXEHEPHTI“ OO.

KomucusaTa ipuraiouu ¢cBosita pabota Ha 04.09.2019r.

Komucusita TIpefafie HACTOSINMsA TPOTOKOA, odeprara Ha YUaACTHHKA,
JOKYMEHTALUATA, IIPHUAGKEHHATA KBM Hesd M TEXHHUYecKaTa cheur@uKauvsd Ha

09.09.2019r., mopaay MOA3ZBAHETO HA IAAQTEH TOAHMIIEH OTIIYCK HA H3I'BAHUTEAHHS
JUPEKTOP Ha Ae4eOHOTO 3aBeicHHE.

IIpeacenaTea:

1. I-p Kubxo KeAd3KOB — .......... .
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3. Karepuna YaabkoBa - . eP

4. Taus PaaeBcka — ............

3. nHxX. Hukoaaii PaiikoB —



