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,HHGC...Z(X{.M..ZOIS ron. B rp. JIobpuy, Ha ocHoBaHue ui. 112 u ci1. oT 3akona 3a
0OIIECTBEHHUTE IOPBUKH, CE CKIIFOYH HACTOSAIIHUAT JI0TOBOP MEXK/1Y:

"EJITA 90M" OO/, cbe cepame B rp. Codus 1000, ajJipec Ha yrpaBiicHHE:
paiion OGopuiue, yiu. ,,Jlynas” 19, Bx. A, er. 1, an. 2, EUK 130469816, npexacrasisiBano ot
Teonop MBanos 3amdupos, ONIpeZAe/ICH 3a u3nbiHuTeN ¢ Pemenne Ne 22 / 10.09.2018 ro.,
CJICN TIPOBE/ICHA MPOIie/lypa 3a Bh3/1araHe Ha 00lecTBeHa mopbuka Tun "otkpura” Ne 00083-
2016-0010, ¢ mpeamert: JlocraBka Ha nabOpaTOpHH KOHCYMATHBH, PEaKTHBH M TECTOBE 3a
oraenenne "Knunnuna naGoparopus", napuuan [IPOJIABAY
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"MHOT'OITPO®UITHA BOJIHULIA 3A AKTUBHO JIEYEHHUE-ZIOBPUY" A]l
rp. JloGpud, che ceanuine u agpec Ha yIpaBicHHUE: rp. Hobpuy, yn. “Ilanaiior Xutos" 24,
Ten.  058/600160, dake: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,
npezcraBiiBaHo ot 1I-p Csetosap baitues Iletpor — Mambimurenen Jupextop nHa
ApyxecTBoTo, HapuyaHa KYITYBAUY,

CrpanuTe ce criopasymsxa 3a CIeJHOTO:

ITPEIMET HA JOTOBOPA U IITEHHU

1.(1). TlpogaBaubT nposasa Ha KymyBaya 1abopaTOpHH KOHCYMATHBH, PEAKTHBH H
TECTOBE (HAPUYAHH I[0-10Jly MEIMIMHCKH/TE M3IENHS), 3a KOHTO e ydJacTBal B OTKPHTA
nponeaypa 3a Bb3Jlarane Ha o0IecTBeHa IOphyKa:

ITo oGocobena mosmumms Ne 1: JloctaBka Ha nab0paTOpHH KOHCYMaTHBH,
PEaKTHBH M TECTOBE, NPeIHA3HAYEHH 3a XEMATOJIOTHS.

Ilo obocobena mosmmmss Ne 2: JlocraBka Ha 1abopaTOpHH KOHCYMAaTHBH,
PCAKTHBH H TCCTOBE, NPE/IHA3HAYCHH 32 XeMOKoaryauus - 3a anapar START MAX.

(2). LlenoBure mpeiokeHuss Ha IIpojaBaya, MOCOYEHH B MIPHIIOKEHHETO TI0
IpeaXo/iHaTa aluHes, ca Hepas/eHa 4acT 0T HACTOSIIHS 0TOBOP.

(3) IlporHosHuTe KonMYecTBa, IOCOYEHH B JOKYMEHTALHMATA 33 OGmMeCTBEHA
[IOPBYKa HE OPaXIaT 3alb/DKCHHE 3a KyllyBada Ja ' 3aKyIIH B [IOCOUEHHS 00eM.

CPOKOBE Y HAUYMH HA TIJIAIIIAHE

2. CpoK®T Ha HAacTOSLIKS Z0roBop € 12 Mecela OT JaTaTta Ha IOAMHCBAHETO MY.
JoroBOpBT NnpoxbIKaBa JEHCTBHETO CH J0 CKIIOYBAHETO HA JIOTOBOP € JPYT M3IBIHUTE
Clie/l IPOBEKIaHe Ha 0OLIECTBeHA MOPHYKA.

3. Ilocouennte B wi. 1 u3menus e GbIaT TOCTABIHU OT [Ipo/iaBava Ha KylyBada B
CPOK /10 14 (4eTMpHHaIeceT) KaleHIAPHHU JHH, CIIE 3asBSIBAHETO UM OT KyImyBaua.

4. Jlbiokumara Ha npoziaBada cyma 10 BCAKa OT/ICNHA JOCTaBKa e Gbje IaTeHa
OT KyIyBa4a 110 OaHKOBaTa CMETKa Ha [pojiaBada B cpok 10 60 (LIecT/ieceT) KalleHIapHy JHHU
CIIeIl M3/IaBaHETO Ha (hakTypa OT IIpoaBaya.

5. CpoKbT Ha rOJHOCT Ha JOCTABEHHTE U3/ TPsOBa /14 € He 1o-Kparsk o1 60
% (wect/eceT NpoueHTa) OT 0OLIMS CPOK Ha FOJHOCT KbM MOMEHTA Ha JOCTABKATA.

MACTO HA U3ITBJTHEHUE U TIPEMUHABAHE HA COBCTBEHOCTTA

6. 3a MsCTO Ha JIOCTaBAHE HA U3JIENHATA CE ONPEIEIs “MBAJI-1o6puy" A/, rp.
Hobpuy, yn. “Ilanaitor Xuros" 24.

7. CoGCTBEHOCTTa BBPXY JOCTABSIHHTE H3ENHS H PHCKBT OT [IBJIHOTO HIIH
“acTHYHOTO MM IOTMBAHE NPEMUHABA BBPXY KyllyBada OT MOMEHTA Ha NPHEMAaHETO WM Ha
MSCTOTO Ha 0CTaBsHE C PUEMO-TIPeIaBaTeleH IPOTOKOJ MM IPYT PABHO3HAYEH JIOKYMEHT.
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[IPABA 1 3AJTBJDKEHWS HA TTPOJJABAYA

YUnen 8. (1) IlpomaBaubT e JUIbKEH Ja CKIHOYM JIOTOBOp 3a 1103 BIIHEHHE,
Koraro ¢ 00siBi/I B oepTara CH 3a yuacTHe I0I3BAHETO Ha MOAU3ILIHUTENL B CPOK J10 3 oHH
OT CKJIOYBAHETO HA JIOTOBOP 3a MOJM3NBJIHECHHE WIA HA JIOIBIHUTEIHO CHOpa3syMEHHe 3a
3aMiHa Ha II0COYCH B 3asBIICHHETO TOM3IBIHUTENl M3IBIHUTEIAT HM3Ipalla Kolue Ha
AI0roBOpa WK Ha JON'BIHUTEHOTO CIOpPa3yMEHHe Ha BB3IOXKHTEIS 3a€IHO C JOKA3aTelICTBA,
Y€ Ca M3IIBITHCHH YCJIOBHATA 10 Wi. 66, an. 2 1 11 ot 3011,

(2) llomu3nbIHMTENTHTEe HAMAT TPABO [a NpPEBL3NAraT eQHa HIH IOBEYe OT
JEHHOCTHTE, KOMTO Ca BKIIOYCHH B IIPEIMETA Ha JIOT0OBOPA 38 [0(H3IIbIHEHHE,

(3) HeszaBHcHMO OT BB3MOXKHOCTTA Ja CE€ M3MON3BAT NOAU3NEBITHHUTENH,
OTIOBOPHOCTTA 33 M3ITBJIHEHHE Ha JI0r0BOpa 3a 00LIeCTBEHa MOPhYKa € Ha TpoiaBaya.

(4) KymyBaubT HsiMa 1a H3BbpLIBA AMPEKTHH PA3ILIAIIAHHSA C [TOH3TEIHATEIHTE

Ynen 9. [lpoiaBayusT € JUTBIKEH Aa 10CTABSA MEIHITHHCKH U3/IENHs, KOHTO:

1. umat Hanecena "CE" MapkupoBKa B CHOTBETCTBHE C H3UCKBAHMATA Ha Wi, 15 oT
3akoHa 3a MeIMITMHCKHTe H3aenus (3MU);

2. ¥MaT HaHeceH HICHTU(HKAIMOHEH HOMED Ha HOTU(UIMPAHHKS OPraH 1o 4. 64,
an. 2 ot 3MU, korato npouenypure, OnpeaeaeH: B HapeaAOHTe 110 wi. 18 oT 3MM, u3uckpar
HaHACSHETO MY;

3. MMaT HaHECeHM HAMMEHOBAHWE W aJIpec Ha YyIpaBleHHE Ha IIPOU3BOTUTEIS
/UM YII'bITHOMOILCHHS [IPEACTABUTES X BHOCHTEIIS;

4. MMat WHCTPYKIMS 33 YHOTpeOa, ¢ H3K/IFOUeHHe Ha H3ACIHSTA, 38 KOUTO TOBA He
€ npeaBuaeHo B 3SMH:;

5. ca IPUIPYIKEHH OT BaTHJEH CEPTHQUKAT, yI0CTOBEPSBALL CHOTBETCTBHETO ChE
CBINCCTBEHUTE H3UCKBAHUS, IPUIIOKUMH 38 U3/EIMETO, H3JAJICH OT HOTH(HUIMPAII] OPTaH.

6. ca MPOM3BENEHH OT IIPOU3BOIMTEN, KOHTO TpHIara IOJABPKA CHCTEMA 3a
ynpasjicHue Ha kadectBoTO ISO 9001 wm/mnu cucrema 3a ynpaBiacHHEe Ha KauecTBOTO Ha
MenunuHcekuTe u3nenus [SO 13485 w/unu eksuBanenTHa.

Ynen 10.(1) TponapaysT B cpoka Ha jorosopa TpsOBa ja OTroBaps Ha CJIEIHHTE
U3HCKBAHHS:

1. Jla uMa paspenreHue UM yJOCTOBEPEHME 33 THPrOBHS HA €IPO C MEJIHITMHCKH
U31e/UA, u31aneHo oT Msnbiaurennus mupektop Ha MAJI o pena na 3MU.

2. Jla mpunara u IMOANBPKA CHCTEMA 3a yNpaBlIeHHEe Ha kadecTBoTo 1SO 9001 B
obJacTTa Ha MPOW3BOJICTBOTO H/HIIM THPTOBHATA ¢ MEJHMIIMHCKH M3/eHI W/HIH CHCTEMA 3a
ylpasieHue Ha kadectBoTo ISO 13485/13488 u/uiiu exBuBaienTHA.

(2) IlpomaBaybT € MIbKEH He3abaBHO Ja YBEIOMH KynyBaya OpH OTHEMaHE Ha
CBOTBETHHUTE paspelleH s WM 00e3CHIIBaHE Ha YI0CTOBEPEHHS.

Unen 11. Beska ornenna noctaBka TpsGBa Xa € TPHAPYKEHA OT JIOKYMEHTH,
YZI0CTOBEPSABAIIHA POU3BOIHUTEIS, IAPTHAHHA HOMED, CEPHIHHS HOMEp, CPOKA HA TOIHOCT H
OT AHAIM3HH CepTH(UKATH (OPUTHHAIIHM, 3aBEPEHO KONHE WM MyOJIHYHO OIIOBECTEHH ),
AOKYMEHTHPAIIM IIPOU3X0/IA, ChCTaBa M TEKYIIUS KOHTPOJI HAa KAYECTBOTO HA W3/ IHITA.

Unen 12. IlponaBaybT € JUTbKEH [a M3/age B CPOK (akTypa 3a mocraBeHuTe
MEMIIMHCKH H3IeITHS.

[IPABA 1 3AIBJDKEHMS HA KYIITYBAUA

Ynen 13.(1) KynyBausT mMa NpaBo Ja NpoBepsBa KOJMYECTBOTO Ha BCSKA
OTZCNIHA NOCTaBKA, KATO IIPH YCTAHOBABAHE HAa HECHOTBETCTBHE € JUILKEH Ha YBEIOMH
IpojiaBada B CpoK OT 24 yaca.

(2) Ilpu ycraHoBsiBaHE Ha HECHOTBETCTBHE B Ka4eCTBOTO Ha JOCTABCHHTE ..
MEIMIMHCKA U3JIEJIHA KYITyBaYbT € JUTHKEH J1a YBEIOMH IIpoJiaBaya B cpok ot 24 waca.
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(3) HechoTBeTCTBHETO Ha KOTHYECTBOTO M KAYECTBOTO ce YCTaHOBSIBA € MIPOTOKOJL,
CPCTABEH OT KOMHCHA, CbCTaBEHA OT JUILXHOCTHHTE JIMIA HA KyIIyBaya.

(4) B cnyyait, ye npogasaysT B CPOK 10 24 4aca cie/l YBEIOMSBAHETO 110 af. |
OCIIOpH MTHCMEHO HECHOTBETCTBHETO HA KAYECTBOTO, TOM MOKE 13 HCKA IpOBEPKaTa My OT
YI'BTHOMOLIEH OpraH HIH J1abopaTopus.

Quen 14. KynysausT e jurbXeH na 3amiaT YroBOpeHarTa IeHa B pa3Mmepa, I10
HA9MHA M B CPOKA, ONPE/IC/ICHH B HACTOSILIMS I0TOBOP.

HEYCTOWKH

Yren 15.(1) Ipu 3a6aBa Ha mocTaBKa OT CTpaHa Ha IpoJaBaya ¢ Iosede or 24
(IBaJeceT W ueTHpH) yaca, KyIyBauybT MMa [IpaBo Jia MONy4YH HeycTolka B pasmep Ha 0.1
(Hyna usno, ej(Ha JeceTa) Ha CTO OT CTOHHOCTTA Ha 3abaBeHaTa OCTABKa 3a Bcekn 24 uaca
3a0aBa.

(2) Ilpn ycranoBsiBaHe Ha HECHOTBETCTBHE B KOITHYECTBOTO, IPOJaBaybT €
AIBKER Ja N0CTaBH JIMIICBAIIOTO KOJMYECTBO MPH CleaBallaTa JIOCTaBKa, a IpH MOMCKBaHe
OT CTpaHa Ha KynyBada B CPOK OT 24 uaca. IIpu HeM3IrbiHEHHe HA TOBA 3a/IbJDKEHHE
KyIyBadbT HMa [PABO 1a MOJy4H HEYCTOMKa B pasMep Ha 5 (IIeT) Ha CTO OT cTOiHOCTTA Ha
JMIICBAIIOTO KOJIHYECTRO.

(3) Ilpu ycraHOBsiBaHEe Ha HECHOTBETCTBHE B Ka4eCTBOTO, [IPOAABAYBT € JUIBKEH
Ad IOCTAaBH ME/IMLIMHCKH H3JIeJHSL C YTOBOPEHOTO KAYECTBO IIPU CIIe/BAINATA JIOCTaBKa, a MpH
MOMCKBAHE OT CTpaHa Ha KylmyBaya B CPoK OoT 24 waca. [IpH HeM3IbiHeHHe Ha TOBa
3abIDKEHHE KYIYBAaYypT HMa IIPaBO Ja IIOJYYH HEeyCTOHKa B pasmep Ha 5 (mer) Ha CTO OT
CTOMHOCTTA Ha HEKAYEeCTBEHATA J0CTABKA.

(4) B ciyyanre no amumen 2 u 3, ako [IpOJIaBaYybT HE JTOCTABH JOTOBOPEHOTO,
KynyBadeT HMa IpaBo Jia 3aKynM HEOOXONUMHTE MY MeIHIMHCKH H3JIENUsl OT JpYT
AOCTABHHK, KATO pas/nKaTa MEKIy IeHaTa 1o JOroBOpa M AeiiCTBUTENTHO 3ariaTenara LIEHa e
33 CMETKa Ha NpojaBaya.

Ynen 16.(1) Ilpn oTkas ma mponasaua na mocrasu 3asBCHUTE MY MEIHIHHCKH
M3JIeITHs WK TIpH 3abaBa nosede ot 48 (yetupuecer U 0ceM) Yaca, KyIyBaybT HMa IIPaBo 1a
3aKyITH HEOOXOMMHUTE MY METHIHHCKH H3IENHS OT JPYT JOCTaBYHK.

(2) B cirygaute no npeaxojmara anmumes pasjnKaTa MeX/y LeHarta 10 JoroBopa
NEHCTBUTEIIHO 3alljIaTeHaTa [IeHa € 3a CMeTKa Ha IIpo/laBayva.

Ynen 17. KynyBausr mma mpaBo na wmcka ofe3meTeHre B mbien pasMep Ha
BPCIHTE, KOMTO € IIPETBPIISLT B pe3y/ITaT Ha 3abaBeHaTa u/MIH HeKauecTBEHATA 0CTARKA.

HUnen 18. I1pu 3a6apa Ha miamane or CTpaHa Ha KyIlyBaya, NOCIEHUAT JIbJKH Ha
NpojaBa4a HeyCTOMKa, B pa3Mep Ha 3aKOHHATa JIHXBA.

YUnen 19. Heycroiikure, 06e3meTeHuaTa 0 HeHOBHTE pa3jiuKH 1o 4. 16, am 2
Morart ia ObJaT yIbpiKaHu OT BCSKO IBIKHMO Ha npoJasaya IJaiaHe.

IIPEKPATSABAHE HA JIOTOBOPA

Unen 20. JToroBopsT ce mpekpartsisa:

1. ¢ m3THUaHe Ha cpoka, 3a KOHTO e CKIIIOYCH, OCBEH B XHIIOTE3aTa Ha 4ieH 2,
H3peYeHHe BTOPO;

2. OT M3NpaBHAaTa CTPaHA TPH CHCTEMHO HEM3IIBIHEHHE Ha 38]IbJDKEHUSITA T10
norosopa. Iloa cucTeMHO Hem3mbiHEHHE ce pasOupa TakoBa, M3BBLPIIEHO JBa WIIM MOBEYE
BTH B pPAMKHMTE Ha C/IMH KaJICHIapeH MECEIl, MIIH [IOBEYE OT TPH IIBTH B PaMKHTE Ha CpoOKa Ha
JIOroBOpA;

3. IpH CB3JIaBaHETO Ha YCIOBHs 3a MOCTABKA Ha MEIUIMHCKY M3JEJHs Cllel
[IPOBEIKNAHCTO HA NEHTPATH3HPAHH €IEKTPOHHH ThPIOBeE.

4. TpH HEBB3MOXKHOCT Ja ce OCHUTYpH (HHAHCHPaHE 32 W3IBIHEHUETO
TOpE:HKara 10 NPHYHHH, KOUTO KYIlyBaubT HEe € MOT'JI J1a TIPe/BAIH.
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APYT'M YCIIOBUA

HQen 21. Crpannute 1o H0ropopa He MOrar ga ro H3MEHST, OCBEH B CITy4auTe,
npeaBHeHH B 4. 116 ot 3011

Hnen 22. CTpanute 1o Jorosopa mie pemaBaT Bb3HHKHAIHTE 10 U3ITBIHEHUETO
CIIOpPOBE I10 B3aMMHO CBIVIACHE, & aKO TOBA € HEBB3MOXKHO, IT0 pena ua I'TIK, npen poxoso
KOMIIETeHTHHUSAT Ch/ B Ip. JJo6puy.

Ynen 23. 3a BCHYKH HEYPEJIGHH MO HACTOSIIHS A0roBOp BBIIPOCH ILE CE MpHJIArar
pasnopendure Ha 3011, [TI130I1, 33/] u T3.

Unen 24.(1) 3a Bammunu anpecu 3a npHemane Ha CHOOIIEHHS, CBBP3aHH C
HaCTOAIIU A AOTrOBOp Cce cMATar aJpeCUTE, INIOCOYEHH B HAYAJIOTO Ha A0roBopa.

(2) Tlpu mpomsiHa Ha JaHHWTE 110 TPEAXOIHATA ATHHES, ChOTBETHATA CTpaHa e
JUTBJKHA Ja YBEIOMH Jpyrara B TpHIHEBEH CPOK OT IIpoMsHATA.

Ilpu cberaBsHe Ha HaCTOSIIMST JIOTOBOP C€ MPEACTABHUXa OT H3ITBbJIHHTES
CJICHATE NOKYMEHTH 3a IOKa3BaHe JIMIICATa HA OCHOBAHMUS 3a OTCTPAHSBAHE:

1. 3a obcrosiTencrara no wi. 54, as. 1, 1. 1 ot 30II - cBUAETENCTBRO 32 CBAMMOCT;

2. 3a obcToaTencTBOTO 110 Wi, 54, an. 1, 1. 3 or 30II:

- YAOCTOBEPEHHE OT OPraHHTE I10 NPUXOIUTE 3a JIUIICA HA TTYOIHYHK 3a0bJIKEHHUS;

- yaocrosepenue ot O6iuHa rpan Jlo6puy 3a jumnca Ha NYOJIHYHH 3aIbIKEHHS;

- YAOCTOBEPEHHE OT OOLIMHATA 0 CeANHINETO YUaCTHHKA 32 JIMIICA Ha nyOnmuaHu
3aIbJIKEHUS;

3. 3a o6cTOsTEICTBOTO O i, 54, an. 1, 1. 6 - YIOCTOBEPEHHE OT OpraHMUTE Ha
Msnbinutenna arenims "I TaBHa MHCIEKIMS IO Tpyna";

4. Ceprudukar 3a mpunarase u MOTbpXKaHE HA CHCTEMa 3a YIpaBlIeHHE Ha
kadecTBoTo EN ISO 9001 w/mmu EN ISO 13485/13488 w/umm €KBHBAJIEHTHa, ¢ 00XBaT B
obsacTTa Ha MPOM3BOACTBOTO /MK TBPrOBUATA C MEIMITHHCKHA M3EITHSI.

[IpunoxeHns: KM 10roBopa:
1. Texnudecko mpeiokKeHNe 3a H3MTBIHEHHE HA NOPBYKATA;
2. IlenoBo npeioxenue.
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"MHOTOTTPO®UAHA BOAHULIA 3A AKTUBHO AEYEHUE - IOBPUY" ALl
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Ipunoscernue Ne 1 - 3a0vnocumenen obpazey

TEXHHYECKO NPEJJOXEHHE

' 4 g %2 ,_/;_,;.‘
Honnucanuar Teogop MBaHoB 3ampupos, EI'H. {/f X 9 jﬁﬂ rgéiquTBOTo CH Ha
ynpasuten (usnucea ce onvocnocmma) Ha LEITA 90M“ OOJ (usnucea ce umemo na

ywacmuuka), cbe cepamume: rp. Codus, m.k. 1000, agpec Ha ynpaenenue yiu. ,Jlynas®“ 19,
BX. A, eT. 1, an. 2, EMK 130469816,

1. Ilpencrassam odepra 3a yuactre no o6ocobeHa o3I

Nel:  JloctaBka Ha 71a60paTOpHHM _ KOHCYMATHBH. DEakTHBH M TECTOBE,
OpeaHa3HaueHH 33 XeMaTOJOTH

Ne 2: JlocraBka Ha 1aGOpaTOpHH KOHCYMATHBH, PEaKTHBH M TECTORBE,
IIPeIHa3HAYCHH 3a XeMOoKoaryJjamus - 3a anapar START MAX

Ne 3: JlocraBka Ha naGopaTrOpHH KOHCYMATHBH, PEaKTHBH M TECTOBE,
NPETHA3HAYUCHH 3a KIMHHYHA XUMHS B HMYHOJIOTHS

Ne 4: JlocraBka Ha nabopaTOpHH KOHCYMATHBH, PEaKTHBH M TECTOBE,
TpEHA3HAYCHH 3a IMIIOKOAHAIN3aTOpH - 3a anapaT BIOSEN C  LINE — EKF

Ne 5: JlocraBka Ha naGOpaTOpHH KOHCYMATHBH, PEaKTMBH M TECTOBE,
NpenHasHa4eHU 3a KPBBHO-TA30B aHauu3 - 3a anmapaT RAPIDPOINT 500 — Siemens

Ne 6: JlocraBka Ha JabOpaTOpHH KOHCYMATHBH, DEaKTHBH H TECTOBE,
NPEIHA3HAYCHH 3a KPbBHO-Ta30B aHaIu3 - 3a anapar ABL 5

Ne 7: locTaBka Ha TeCTOBE 3a ypPHHEH aHAIM3aTOp - 32 amapat DIRUT H-300

(Mons noouepmaiime obocobenama nosuyus, 3a Kosamo npedcmassame ogepmay)

2. IEKJIAPHPAM, ue:
IIpaBa 1ANOCTHO Npe/NOXKeHHe 110 BCHYKM HOMEHKJIATYDH OT 000coBeHaTa \

IO3MIHA, 33 KOSITO YUACTBAM; \
He mpaBst 1su10CTHO NPE/VIOXKEHHE 110 BCHYKH HOMEHKJIATYPH 0T 060co6eHaTa
TO3UIHKS, 3@ KOSTO YYacTBaM;

(Mons noouepmaiime sapromo)

3. IlpennaraM mocraBkarta Ha M3ENUs, KOHTO:

- Ca NPOHM3BEICHH OT NPOM3BOAWTEN, KOHTO HpUJIara W MOAABPIKA CHCTEMA 3a
ynpaejienue Ha xadectBoTo ISO 9001 m/mnm cucreMma 3a ymnpaBieHMe HA KAauecTBOTO Ha
MenuuuHCeKuTe u3nenus ISO 13485 u/unu exsuBaneHTHA.

- CHOTBETCTBAT Ha M3MCKBaHWsTa Ha JlupekTyBa Ha EBponelickus mapnament u
Cobeera Ha Epona 98/79 EC 3a MeMUMHCKUTE Cpe/IcTBA 3a THATHOCTHKA (IVD).

- OTrOBapsAT Ha H3HCKBaHUATA Ha 4. 82, an. 1 or 3MU;

- OTrOBapsAT HA IPYTHTE H3UCKBAHUS, IOCOYEHH B TEXHHYECKUTE CTIELHU(HKALINN

4. Jlekmapupam CHIIIaCHETO CH C KIay3HTe Ha IIPUIOKEHHS IPOEKT Ha JIOrOBOP.

5. Hexnapupam Cpox Ha BalMpHOCT Ha obeprara: 3 (Tpu) Mecema of. maTara; /- l/
KOATO € ITOCOYEHa 3a J1aTa Ha [10jlaBaHe Ha odeprara. s B
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6. [lpuemMaM cpoka Ha H3IBIHEHHE Ha nopwuxata: 12 (gpaHazgecer) mMecena oT
CKJIIOYBAHETO Ha JOTOBOpa.

7. Ilpuemam cpoka 3a mnamasxe: g0 60 (wectnecer) KanmeHmapHM IHE ot
H3BBPIIBAHETO HA IOCTABKATA U H3J1aBAHETO HA DaKTypa OT H3MBIHHTEIS.

8. Ilpuemam cpoka Ha mocTaBka: jo 14 (YeTupuHaneceT) KaneHIapHH AHU OT
MOMEHTA Ha 3asABABAHETO OT BH3JIOKUTEIS.

9. Ilpremam cpoka Ha FOAHOCT: He 1O-MaJKo oT 60 % (lwectaeceT mpouenTa) ot
OOLIKS CPOK Ha FOAHOCT KBM MOMEHTA Ha OCTABKATA.

10. Tlpuemam na M3IBIHSIBAM BCHYKH M3HMCKBAHMS Ha BB3JIOXKUTEIIS, TOCOYEHH B
OGHBHCHI/IGTO M JOKYMCHTAaIIMUsATA 3a ydacTue.

11. B ciyuaii, e Gbaa onpesenes 3a U3IbIHATEN Ha NOpBYKATa, Ce 3a/(bKABAM,
TP TIOMIMCBAHCTO Ha JOToBOpa 3a oOWecTBEHAa IOPHYKA, Ja IpPeICTaBs aKTYaJTHH
AOKYMCHTH yNOCTOBEPSBAIY JIMIICATA HA OCHOBAHHS 3a OTCTPAaHSBAHE OT npouenypara,
KaKTO M COTBETCTBUETO ¢ IIOCTABEHUTE KPUTEPHH 32 TTOAOOD:

- 32 00CTOsATENCTBATA 110 . 54, ai. 1, 1. 1 ot 3011 - cBHOeTENCTRO 32 CBIUMOCT;

- 38 06CTosATeNICTBOTO IO U, 54, an. 1, 1. 3 ot 3011 - YIOCTOBEPEHHUE OT OpPraHUTe
110 TIPUXOZUTE H YIOCTOBEPEHHE OT OOUIMHATA II0 CEANHINETO HA Bb3TONKHTENS H Ha
KauuaaTa WIH YIaCTHUKA,

- 32 00cTOsATENCTBOTO MO un. 54, a. 1, . 6 - YZOCTOBEPEHHE OT OpraHMUTE Ha
Wanenuurenna areanus "I aBHa HHCIIEKLIMs 110 Tpyaa';

- CEePTHQHUKAT 3a IIpHIaraHe M MOANBPKAHE HA CHCTEMa 3a yIpaBJIeHHE Ha
kagectBoTo ISO 9001 B oGmacTra Ha IMPOM3BOACTBOTO M/HITH THPTOBHSATA C METUIMHCKH

M3JCIHS W/WIM CHCTeMa 3a YIOpaBleHHE Ha KauecTBOTo ISO 13485/13488 wu/unu
€KBHBAJICHTHA.
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Q 4. lexnapupam chrimacueto C KNaysuTe Ha NpuIoskeHns TIPOCKT Ha moroepp,
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Hpunosncenue Mo 1 — 3a0vaxcumenen o0pazey

TEXHHUYECKO HPEZ[JIOHCEHHE

v 9 2247
Moanucanugr Teonop Meanos amdupos, ETFYf , A ) ﬂ‘%’f(aqecmoro CH Ha
YUPaBHTeN (usnuceq ce afzbofCHocmma) Ha ,EJITA 90M« OO (usnucsa ce umemo ng

yiacmuuka), cue CeAamame: rp. Codus, 1.k, 1000, ampec na YIpaBieHue yo. »HyHaB“ 19,
BX. A, er. 1, am. 2, EUK 130469816,

1. Ipeacrassam odepra 3a yyactue mo obocobena mozuims:

Nel: Jocrasxa Ha maboparopun KOHCYyMaTHBY, peakTupy H  TecToge,
NIpeIHa3sHaYeHY 33 XeMaToJIOTHg

Ne  2: Iocragka Ha nabopatopuu KOHCYMATHBY. _peakTuny H__TeCToBe,
OpenHasHaveny g XCMOKOATVIIAIHS - 3a anapar START MAX

Ne  3: JIocrapka Ha nabopatopru KOHCymaTHBu, peakrtupy TECTOBE,
NpeIHAasHAYeHH 3a KiHIYg, XHMHS ¥ HMYHOJIOTHy

Ne 4: Tocraska Ha  naboparopuu KOHCYyMaTuBu, peakrupy g TECTORE,

Ne 5: JIocraeka Ha naboparopuu KOHCYMaTHBH, peaxrupy y TECTOBe,
TMPENHA3HAYeHH 3a KPBBHO-ra3op aHams - 3a anapatr RAPIDPOINT 500 - Siemens

Ne 6: Iocrapka Ha naboparoprn KOHCymatuBH, peaktupy g TECTOBE,
NpE€AHA3sHAYEeHH 38 KPBBHO-ra3op @HaH3 - 33 anapar ABL 5

Ne 7: Nocraska na TECTOBE 3a ypHHeH aHaTM3aTop - 3a amapar DIRU] H-300

2. IEKJIAPHPAM, ge:
HQ&BH IAJTOCTHO HDeﬂJ]O}KEHI'IC II0__BCHYKH HOMEHKJIEITVDI/I oT OﬁOCOﬁGHﬁTa

HO3HIIHA, 33 KOSITO YUJaCTBaM;

He npass ngnocrmo NIPEATIOKEHHEe 110 BeHyky HOMEHKIATypu 0T 060cobenara
HOBHIIAA, 32 KOSITO yyacTBam;

MCEMUHHCKHTE u3senus [SO 13485 H/HJTH eKBUBAEHTHa,

- ChOTBETCTBAT Ha M3UCKBAHMATA Ha HupexTnpa Ha Esponeitckus IapjaMedT u
CeBeta Ha EBpona 98/79 EC 3a Mmenuumnckure CPEACTBA 3a THarHocTHKA (IVD).

- OTTOBAPAT Ha H3HCKBAHKATA Ha . 82, am. 1 or 3MU;

- OTTOBAPSAT Ha ApyTHTe H3UCKBaHKS, IOCOYeHY B TCXHHYECKHTE cienudukanuy.
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6. Ilpuemam cpoka Ha M3UBIHEHHe Ha nopbukata: 12 (aBaHazmecer) mecena
CKIIIOYBAHETO Ha J0T0BOpa.

7. Ilpuemam cpoka 3a mnamane: no 60 (mectmecer) KalCHJapHH OHH OT
H3BBPIIBAHETO HA TOCTABKATA M M3/IaBAHETO HA haxTypa or u3mBIHETES.

8. Ilpuemam cpoka ma nmocraska: mo 14 (ueTupunanmecer) KaJICHIApHU IOHH OT
MOMEHTA Ha 3asABABAHETO OT BB3JIOKUTENA.

9. Ilpuemam cpoka Ha TOAHOCT: He MO-MAIIKO oT 60 % (wectmecer NpPOLEHTa) OT
o0LIHS CPOK Ha FOAHOCT KbM MOMEHTA Ha JOCTaBKaTa.

10. Tlpuemam [a U3IBIHSIBAM BCHYKH HM3UCKBAHHS Ha BB3NOXKHTEISA, IOCOUCHH B
O0SIBIEHHETO U NOKYMEHTALMATA 3a ydJacTue.

11. B cayuyaii, ue 6b1a OIIpPEAICTICH 3a U3NBIHUTEN HA IOPHYKATA, Ce 3a1b/DKaBaM,
IpH  TIONMHCBAHETO HA JIOTOBOpa 3a o0OIIECTBEeHA TIOpBYKA, 1A NpPEACTaBi aKTyaIHH
AOKYMEHTH yIOCTOBEpPABALIM JIMIICATA HA OCHOBAaHMS 33 OTCTpaHsABaHE OT IpPOUEypara,
KaKTo M ChOTBETCTBHETO C IOCTABEHHUTE KPUTEPHH 32 nogbop:

- 32 00CTOSTEICTRATA 110 UJI. 54, an. 1, 1. 1 ot 3011 - cBUAETENICTRO 32 CBIUMOCT;

- 38 06CTOATENCTBOTO 1O WL, 54, am. 1, T. 3 ot 3011 - YAOCTOBEPEHHE OT OpPraHuTe
10| IPUXOJIUTE W YIOCTOBEPEHHE OT OOIIMHATA O CENATHINETO Ha BB3JIOXKHUTENIS H Ha
KaHIM/ATa WIH yIaCTHHKA,

- 3a 00CTOATENCTBOTO 1O un. 54, am. 1, T. 6 - YAOCTOBEPEHHE OT OpraHMTe Ha
Msnbnaurensa arennus "TiaBHa MHCTIOKIHS 10 Tpyna";

- CepTH(HKAT 3a IpuUIaraHe u IIONNBP}KAaHE Ha CHCTEMA 3a YIpaBJCHHE Ha
kagectBoto ISO 9001 B obnacTra Ha MPOM3BOACTBOTO W/HiHM TBPIOBHATA C MEIMIMHCKH

M3JIETHA  M/MIM  CHCTEMa 3a YNpaBleHHE HA KauecTBOTO ISO 13485/13488 w/unm
C€KBHBAJICHTHA. i

Teonop Maros SaM(IJHpOB-YH},aBHT“éfj.j;'.\/ ety
(e, GawmHO 1 damumis, AbKHOCT), £ o)




