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PaHHTE ce Clopasymsxa 34 CIEHOTO:

FPIEIIMET HA IOroBoPA 11 1151y
TECTOBe (Ha'(n)' poanariy 1Po2aBa Ha kyiysayy n1abo
e PHYaHH 110-510,1y MEIHIHHCKY/Te H3NeIHs), 33 Koy
ponenypa 3a Bb3llarane ya oﬁmeCTBeHa IIOpByka: ’ 0 € yuacray g OTKpHTa

Mo oBocoge
Ha nosumms No 4. Hocraska wa naboparoprn KOHCYyMaTupy

PCaKTHBH 1 TecTose, mpe '
FEE PCIHa3Haueny 33 ToKoaHamu3aTopy - 34 allapar BIOSEN C_ LINE —

ITo 00ocobena HO3HIHA No

PCaKTHBH H TECTOBe, Npe/HazHayeny 38 KPbBHO-Ta30B aHasms - 33 anapar ABL 5.

ITo o6ocodena nosuuusa Ne 7: Jlocraska na tecrop
RS &3 i
anapat DIRUI H-300. 4 YPHHEH aHanusarop - 3a

CPOKOBE U HAUYMH HA IJIAILIAHE
2. CpoksT Ha HacTOSIHMS AOTOBOp € 12 Mecena oT natara Ha moAMHCBAHETO My.
JIoroBOpBT NPOIB/KABA AEHCTBHETO cH A0 CKIOYBAHETO HA JOTOBOP C APYT H3MBJIHHTEN

CIIe/l IPOBEXKIaHE Ha 00LIECTBeHa MOpPhYKa.
3. locouennre B wi. 1 usjenus me OBJaT 10CTABSHM OT MpogaBaya Ha KyIlyBaya B

Cpok 110 14 (yetupuHanecer) KaJICHJApHHU JIHH, CJIE]T 3asBSIBAHETO UM OT KynyBaya,
4. lbixuMara Ha mpojasada CyMa I10 BCAKa OTAENHA JOCTABKA Ie ObJe IuiaTeHa

OT KyIyBaya 1o OaHKOBaTa CMeTKa Ha IpojaBaya B CPOK 110 60 (mecTaecer) kanenaapHu aHm

CJIE/l M3IaBAHCTO Ha (hakTypa OT ImpojaBaya,
5. CpoKBT Ha TOJHOCT Ha JOCTABEHHTE H3/ieis TpAOBaA 11a € He MOo-KpaThk oT 60

% (1mecTaeceT NPOIEHTA) OT 06IIHs CPOK Ha TOAHOCT KbM MOMEHTA Ha JOCTABKATA.

MACTO HA MBITBIIHEHWE W IIPEMUHABAHE HA COBCTBEHOCTTA
6. 3a MACTO Ha JOCTaBsHEe Ha W3JIENUsTA Ce olpenens ‘‘ME/SJI-;[L@t')pmi A
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7. CoOCTBeHOCTTa BBPXY JOCTaBIHUTE H3ACIHUS W PUCKLT OT ITBIHOTO WIIH
4aCTMYHOTO MM NOIMBaHe NPEMHHABA BBPXY KyIlyBaya OT MOMEHTA Ha TPHEMAHETO UM Ha
MSACTOTO Ha JIOCTABAHE C MPUEMO-IIPEIABaTENEH NPOTOKOJI MK APYT PaBHO3HAYEH JIOKYMEHT.

ITPABA U 3AIBJDKEHMSA HA TIPOJJABAYA

Yien 8. (1) IlponaBaybT € ITBKEH [Ja CKIIOYH JIOFOBOP 3a MOAM3ITBIHEHHE,
Koraro € 00sBHI B oeprara cH 3a yJacTHe MOJI3BaHeTO Ha MOAM3IIBIHATEN B cpok 10 3 1uu
OT CKJIIOYBAHETO Ha JIOTOBOD 3a IOJM3NBIHEHHE MIIM HA JONBIHHTEIHO CIIOpa3yMeHHE 3a
3aMsfHa Ha [OCOYEH B 3aABIICHUETO MOJM3IBIHMTE] H3NBIHUTENAT H3Mpalla KOoIHe Ha
JI0rOBOpa WJIM Ha JONBIHUTEIHOTO CIIOpa3yMEHHE Ha BB3JIOXKHUTES 3a€/IHO ¢ J0Ka3aTelICTRa,
4ye ca U3IIBJIHEHH YCJIoBUATA 10 wi. 66, ain. 2 u 11 ot 3011

(2) TlomM3mbaHMTENHTE HAMAT MPAaBO JAa MpPEeBH3Jarar eiHa HIH IOBEYe OT
AOCHHOCTHTE, KOMTO Ca BK/IIOYCHHU B IIpeIMETa Ha JIOr0BOPa 3a IOU3IIbIHEHHUE.

(3) HesaBucuMO OT BB3MOXKHOCTTAa Ja C€ H3MOJN3BAT HOAU3IIBIHUTEIH,
OTIOBOPHOCTTA 32 M3IIBJIHEHHE Ha JJOroBOpa 3a 001IecTBeHa MOPBYKA € Ha [po/iaBaya.

(4) KynyBaubT HAMA Ja U3BHPIIBA JHPEKTHH PA3IUIAIIAHHUS C HOAM3IIBIHHTEIHTE

Ynen 9. [IpogaBaybT e JUrbXkeH Jia JOCTaBS MEIUIMHCKH U3/1EJIHsl, KOUTO:

1. umar Hanecena "CE" MapKupOBKa B ChOTBETCTBHE C M3UCKBAHHATA HA WI. 15 OT
3akoHa 3a MeguIuHCKHUTE M3aenus (3MH);

2. MMaT HaHeceH UIEHTH(PUKAIHOHEH HOMEep Ha HOTH()HIMPAHUs OPTaH Mo . 64,
ajn. 2 ot 3MM, xoraTo npoueaypure, onpeaeieHu B Hapeaoure mo wi. 18 or 3MU, usucksar
HaHACSIHETO MY;

3. MMaT HaHECEHHM HAaMMEHOBAHHME M aJIpec Ha YIpPaBIE€HHE Ha IPOH3BOMUTENS
H/UITH YITBIHOMOIIEHHS TIPEICTABATEN U BHOCHTEJIA;

4. UMaT MHCTPYKILHA 3a ynoTpeda, ¢ H3KII0UYECHHE Ha H3IEIHATa, 32 KOUTO TOBA HE
¢ npeasuaeHo B 3MU;

5. ca mpuApyKEHH OT BalK/IEH CepTU(UKAT, YI0CTOBEPABALL CHOTBETCTBHETO ChC
CBIIECTBCHUTE H3UCKBAHUS, IPHIIOKHMH 3a U3JIETMETO, H31aAeH 0T HOTH(HUIMpAI OpraH.

6. ca MPOM3BEJEHH OT NMPOM3BOJHUTEN, KOHTO Ipuiara U IMOAXBPXKA CHCTEMa 3a
yupapienne Ha kKadecTBoTo ISO 9001 w/mnm cucrema 3a ympaBiieHHe Ha KayecTBOTO Ha
MeTUIHHCKUTE HU3/enust ISO 13485 u/unu eKkBUBAIEHTHA.

Yien 10.(1) IIponaBausT B cpoka Ha J0roBopa TpsAOBa Ja OTroBaps Ha CJeIHHUTE
M3HCKBaHHUS:

1. Jla uMa paspelieHHe WM YIOCTOBEPEHHE 332 THLPIOBHS HA €Ip0 ¢ MEIMIIHHCKH
u3jieNus, u3jaaeno ot Msneaaurenaus mupexrop va MAJI mo pena na 3SMU.

2. Jla mpunara ¥ noAabpiKa cHCTeMa 3a yrnpasleHue Ha kadecTBoTo ISO 9001 B
obnacTTa Ha MPOU3BOJICTBOTO M/HIIM THPrOBHATA C MEIHIMHCKH M3/IeJIHs W/HIH CHCTEMa 3a
ynpasiieHHe Ha kadecTBOTO [SO 13485/13488 u/umu eKBHBaJIEHTHA.

(2) IlponaBaubT € maBKeH He3abaBHO 1a YBEJOMH KylyBada NMpH OTHEMaHe Ha
CBHOTBETHHUTE paspelieHus UM 00e3CHIIBaHe Ha yIOCTOBEPEHHS.

Ynen 11. Beska otnenna jmocraBka TpsOBa jia € NPUAPYIKEHA OT JMOKYMEHTH,
YAOCTOBEPSIBAIIH IPOU3BOIUTEA, NAPTUIHUS HOMED, CEPHIHUS HOMEp, CPOKa Ha rOJHOCT
OT AHAIW3HH CepTUQHKATH (OPHIMHAIHM, 3aBEPEHO KOIHE WM NyOJIMYHO OIOBECTEHH),
JOKYMEHTHPALIH IIPOHU3X0/1a, ChCTABA U TEKYLIHS KOHTPOJI HA KAYeCTBOTO HA U3IEIHUATA.

Ynen 12. IlponaBaubT € IUTBXKEH Ja M3[aje B CPOK (hakTypa 3a JOCTABEHHTE
MEIUIUHCKY U3/IEITHSL.

[IPABA U BAIBJDKEHUS HA KYITYBAYA
Ynen 13.(1) KynyBaubT MMa mnpaBo Jia TpOBEpSBA KOJIMYECTBOTO HA BCSIKA
OTIIeIHA NTOCTAaBKa, KaTO IPH YCTAHOBSBaHE HA HECHOTBETCTBHE € IUIBKEH Ja/YBedoMH
IIpojaBada B CpoK OT 24 yaca. / [ /GM
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(2) Ilpm ycraHoBsiBaHe Ha HECHLOTBETCTBHE B KayeCTBOTO Ha JOCTaBEHUTE
MEIUITMHCKH U3IeNTHA KYITyBaYbT € JUIBXEH [a yBEIOMH IIpoaBaya B CpoK oT 24 yaca.

(3) HecpoTBeTcTBHETO HA KOJIMYECTBOTO M KAYECTBOTO CE€ YCTAHOBSBA C IIPOTOKOJI,
CHCTABEH OT KOMHMCHA, ChCTaBEHA OT JJIBKHOCTHUTE JIMLA HA KyIlyBaya.

(4) B cimy4aii, 4e npogaBaysT B CPOK A0 24 4aca ciel]] yBeJOMSBAHETO [0 aj. |
OCIOpPH IMHCMEHO HECBOTBETCTBMETO HA KAa4eCTBOTO, TOM MOJXKE Jla MCKa [IpOBEpKara My OT
YI'BJIHOMOILIEH OpraH Hix 1adopaTopHusl.

Yien 14. KynysausbT € JUIbKEH Ja 3aliaTH YroBOPeHaTa IleHa B pasmepa, 1o
HauWHa U B CPOKa, ONpe/ielIieHH B HACTOSIIUS JOTOBOP.

HEVCTOMKHU

Ynen 15.(1) Ilpu 3abaBa Ha mocrtaBka OT CTpaHa Ha MpojaBaya ¢ rmoBede oT 24
(OIBameceT W uUeTHpH) yaca, KynyBaybT MMa IIPaBO Ja IIOJIy4yd HeycToika B paszmep Ha 0.1
(Hyna 10, €1Ha Jecera) Ha CTO OT cToHHOCTTa Ha 3a0aBeHaTa JOCTaBKa 3a BcekH 24 dyaca
3abaga.

(2) Ilpu ycraHoBsBaHE€ HAa HECHOTBETCTBHE B KOJMYECTBOTO, IIPOJAABAYLT €
IUTBXKEH 1a JIOCTABH JIMIICBAINIOTO KOMWYECTBO NpH CleABalllaTa JOCTaBKa, a MPH MOMCKBaHE
OT cTpaHa Ha KymyBaua B Cpok oT 24 yaca. Ilpu HeusmbIHEeHHE HA TOBaA 3a/IbIKEHHE
KyIyBaYybT MMa IIpaBO Jla IOJIyYH HEYCTOMKa B pasMep Ha 5 (IIeT) Ha CTO OT CTOHHOCTTA Ha
JIMIICBAIOTO KOJIHYECTBO.

(3) Ilpn ycraHoBsiBaHE Ha HECHOTBETCTBHE B KAayeCTBOTO, IIPOAABAYBT € JUIBIKEH
Ila JOCTaBH MEIULMHCKU H3/EIHs C YTOBOPEHOTO KauecTBO IIPH Clie/lBallara JIOCTaBKa, a Ip1
[IONCKBaHE OT CTpaHa Ha KymyBada B cpok oT 24 uaca. llpu meusnbiHeHHWe Ha TOBa
3a0BbIDKEHHE KyIyBaybT MMa MPaBO Ja MOIy4Yd HeycTodka B pazMep Ha 5 (IIeT) Ha CTO OT
CTOWHOCTTA Ha HEKayecTBeHaTa JIOCTaBKa.

(4) B cayyaute nmo anuHen 2 ¥ 3, ako NpoJaBaybT HE JOCTABH JOTOBOPEHOTO,
KyllyBaybT HMa IpaBO Ja 3aKynH HEOOXOOHMHTE MY MENUIMHCKH H3JeNUs OT Jpyr
JIOCTAaBYMK, KaTo pa3/IMKaTa MeKIy LleHaTa 10 I0r0Bopa K ACHCTBUTENIHO 3aljiaTeHaTa lieHa e
3a cCMeTKa Ha [1po/iaBaya.

Unen 16.(1) [Ipun oTka3 Ha mpoaaBaua Ja IOCTABHU 3aABEHHUTE MY MEIUIIHHCKH
H3/ieNds WK ITpy 3abaBa ropede oT 48 (YETHPHIECET H OCeM) Yaca, KyIlyBaybT MMa IIpaBo 1a
3aKyNH HEOOXOAUMHUTE My MEIUITMHCKH U3JIEHs OT APYT NOCTABUHK.

(2) B cnygauTe no npeaxojHara ajldHes pazaukara MeXay lieHaTa [0 JI0roropa u
NEHCTBUTENHO 3aIIaTeHaTa IIeHa € 3a CMETKa Ha IIpojiaBaja.

Ynen 17. KynyBaubT MMa mpaBo Ja HcKa obe3lneTeHHE B IBIIEH pazMep Ha
BpeUTEe, KOUTO € IMPeTHPIIsUI B pe3yaTaT Ha 3a0aBeHaTa W/MITH HeKayecTBeHAaTa JI0CTABKA.

Ynen 18. [Tpu 3abaBa Ha naiiade oT cTpaHa Ha KylyBaya, [1OCJIeHUAT IbKH Ha
IpoJaBada HEYCTOﬁKa, B pasMep Ha 3aKOHHATa JIKXBaA.

Unen 19. Heycroiikure, ofe3leTeHHsTa 1 UEHOBUTE Pa3JIMKU 1o wi. 16, am. 2
MoraT J1a 0bIaT yabpKaHU OT BCSKO JBDKAMO Ha IIpOJjaBaya IjallaHe.

ITPEKPATABAHE HA JIOT'OBOPA

Unen 20. JloroBopsT ce npekpaTssa:

1. ¢ U3THYaHE Ha CPOKa, 3a KOHTO € CK/IIOYEeH, OCBEH B XMIIOTe3aTa Ha 4ieH 2,
H3pEeUeHHe BTOPO;

2. OT HW3IpaBHATa CTpaHa IIPM CHCTEMHO HEM3NBIHEHHE Ha 3aJbJ/DKEHHSTA IO
norosopa. [lon crcTeMHO HeHW3NMBIHEHHE ce pa30Mpa TakoBa, M3BBPIICHO /1B HIIM MOBEYE
MbTH B PAMKHTE Ha €/IMH KaJIEHJIapeH MECELl, HJIM TI0BeYe OT TPH IIbTH B PAMKHTE Ha cpmt Ha
J0roBopa; j .
3. Opu Cch3OaBaHETO HA YCJIOBHMS 3a JI0CTaBKa HAa MEIUIIMHCKH HSHGJ}HH cI 11
[IPOBEKAAHETO Ha LIEHTPAIU3UPaHU €IeKTPOHHHU THProBe. I

2
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4, 1P HCBB3MOMKHOCT Jla CE€ OCHIYpH qJI/IHaHCHpB.He 34 HM3IBJIHCHHETO Ha
[IOpbYKaTa 110 IPUYHHU, KOUTO KYITYBAaYbT HE € MOT'BJI 1A IpeaABUIH.

JPYTU VCIIOBUA

Ynen 21. Crpanurte mo Q0roBopa He MOIaT Ji@a ro H3MEHST, OCBEH B CIIyyauTe,
npeaueHy B wi. 116 ot 301L

HYnen 22. CtpaHuTe 1O AOrOBOpA 1€ PElIaBaT BE3HUKHAIMUTE 10 M3MBIHEHHETO
CIIOpOBE 110 B3aHMHO CBITIACHE, a aKO TOBA € HeBB3MOXKHO, 1o pena Ha I'TIK, npex pomoso
KOMIIETEHTHHUSAT CbJ1 B r'p. JloOpuu.

Unen 23. 3a BCHUKH HEYpE/ICHH 110 HACTOSIIHS JOTOBOP BBIIPOCH III€ CE MpHarar
pasnopendure Ha 3011, [TI130I1, 33]T u T3.

Urnen 24.(1) 3a Banmuanu ajapecd 3a NpHEMaHe Ha CHOOLICHHMS, CBHLP3AHH C
HACTOSALIMs IOTOBOP €€ CMATAT a[pECHTe, IOCOYECHH B HAYATIOTO HA IOrOBOPA.

(2) Ilpu mpoMsiHa Ha JaHHHWTE MO NpeIXOAHATa alWHes, ChOTBETHATA CTpaHA €
JUTB)KHA J1a YBEJIOMH JpyraTa B TPHIHEBEH CPOK OT IIPOMSHATA.

Ilpu cecTaBsHe Ha HACTOSAIIMAT [OFOBOP C€ NPENCTABHXA OT W3IIBJIHUTENS
CIIEIHUTE TOKYMEHTH 3a JIOKa3BaHe JIMIICaTa Ha OCHOBAHHSI 38 OTCTPaHsBaHE:

1. 3a obcrosTencTroTo mo wi. 54, an. 1, 1. 3 or 30I1;

- YAOCTOBEPEHHE OT OPraHUTE 110 IPUXOHUTE 34 JIUIICA HA MYOIHYHH 3a0bIDKEHHS;

- yaocrosepenue ot Obmuna rpan J{oOpud 3a jmnca Ha myOIMYHU 3a1bDKSHHAS;

- YZAOCTOBEPEHHE OT OOIIMHATA 10 CEATUIIETO YUaCTHHKA 3a JIUIICA Ha MyOIHIHu
3a/IbJDKEHHS,

2. 3a obcroarencrsoro nmo wi. 54, an. 1, T. 6 - yIOCTOBEPEHHE OT OPraHHTE Ha
M3nbnauTenna aresnus "I aBHa HHCNeKus mo tpyaa";

3. Ceprudukar 3a mpuiaaraHe W HOLIbPYKAHE HA CHCTEMa 3a yIpaBlIcHHME Ha
kadgecTBoTo EN ISO 9001 w/mmu EN ISO 13485/13488 u/mim exBUBaNeHTHA, ¢ 0OXBAT B
obnacTTa Ha MPOM3BOACTBOTO H/HIIH THPTOBHATA C MEAUIIMHCKH H3JIEITHSI.

[TpunoxxeHus: KbM J0rOBOPA:
1. Texnuyecko npeAnIoKeHHE 3a H3IIbJIHEHUE HA II0PHYKATA;
2. lleHOBO npeIIOKEHHE.

Hacrtosimusat JOTOBOp C€ CBCTaBH B TpH 6,[[H006p83HPI CK3eMIlidapa, €IWH 3a
IIpoJaBayda H IBa 3a dj’ aya/

KVIIYBAU:
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Hpunosncenue Ne 1 — 3a0vnncumenen obpasey

TEXHUYECKO NPEJIJONKEHHU

9 A2p/ ;
[opnucanusar Huxosnait Acenos Yepnaes, EI'H M ’/l‘ '/in ”(, B Ka4YeCTBOTO CH Ha
[TemHOMOIIIHMK Ha ~Ilepdexr Memuxa” OO, cre cenanume: rp. Crapa 3aropa, azpec
Ha ynpasnenue rp. Crapa 3aropa, yi1. »Hoo3saropcko wmoce” 651. 1, EUK 833101 609,

1. Tlpeacrassam odepra 3a yuactue no 060cobena HO3HLIUS:

Nel:  JlocraBka Ha na0opaTopHH  KOHCYMAaTHBH, PCaKTHBH M  TeCTOBe,
NpeJHAa3HAYEHH 3a XeMaTOJOTHs

Ne 2: JlocraBka na 1a00paTOpPHN  KOHCYMAaTHBH, PCaKTHBH M TecTOBe,
IpeAHASHAYCHH 38 XeMOKOarynanus - 3a anapar START MAX

Ne  3: Jocrabka wua nabOpaTOpHH  KOHCYMaTHEH, PEaKTHBH M TeCTORBe,
NIPCIHA3HAYCHH 38 KIIMHUYHA XMUMHS ¥ HMYHOJIOTHS

Ne 4. Jocraska Ha JaabopaTtopHu KOHCYMATHBH, PEAKTHUBH K TECTOBE,
HpeHasHAuCHH 3a IIIOKOAHAIU3ATOPH - 3a amapaTr BIOSEN C_LINE — EKF

¢ 5: Jlocraska wHa nabopatopHu KOHCYMAaTHBH, pPEaKTHBM M TeCTOBe,
MPCAHASHAYCHH 32 KPBBHO-TA30B aHA/U3 - 3a amapar RAPIDPOINT 500 — Siemens

Ne 6: [Mocraska ma nabopaTopHH  KOHCYyMATHBH, PEaKTHBH H TeCTORe,
[IpPEITHA3HAYEHHU 38 KPBBHO-I'a30B aHAJIH3 - 3a anapat ABL 5

Ne 7: locraBka Ha TecToBe 3a YPHHEH aHalIu3aTop - 3a anapat DIRUI H-300

(Mons noovepmaiime o6ocobenama nosuyus, 3a koamo npedcmassme ogepma)

2. IEKJIAPUPAM, ye:

IlpaBst 15s110CTHO OPSAIOKEHHE [10 BCHYKU HOMCHKJIATYpH 0T obocobenara
[O3MLIHKA, 38 KOATO YUACTBaM;

He npass usnoctao npemnoxenne mo scuuxy HOMEHKJIATYypH oT obocobenara
TO3HLHA, 38 KOSITO yuacTBaM;

(Mons noduepmaiime 6APHOMO)

3. Ilpeutaram nocraskara Ha H3JIENTHSA, KOUTO!

- Ca IPOM3BENCHA OT MPOH3BOAMTEN, KOHTO Mpuiara NOANBPIKa CHCTEMA 3a
yhpapieHue Ha kadecTBoTo ISO 9001 w/uam cucrema 3a YHOPaBJICHHE HA KauyeCTBOTO Ha
MeIuIuHCKuTe u3aenus [SO 13485 u/unu exsupanenTha.

- CBOTBETCTBAT HAa M3UCKBaHMATA Ha J[UpekTuBa Ha EBponeiickus napnament u
CoBera Ha EBpona 98/79 EC 3a MenuumnckuTe CpeAcTBa 3a irarHocTuka (1VD),

- OTFOBApAT HAa U3HCKBAHHUATA Ha 4iI. 82, ait. 1 oT 3MH;

- OTTOBAPAT HA APYIUTE H3UCKBAHMUS, I0COYEHH B TEXHUUECKHTE crenuduKauu

4. Jlexnapupam ChIIIACHETO CH C KII2y3UTe Ha PUIIOKEHHS IPOEKT Ha JOTOBOpP.

5. Jleknapupam cpok Ha BANTHIHOCT HAa odeprata: 3 (Tpu) mecena or Iarara,
KOATO € I0Co4CHa 3a JlaTa Ha I0J1aBaHe Ha odeprara.

6. Ilpuemam cpoka Ha M3mBIHEHHE Ha nopbukata: 12 (aBanamecer) mecena ot
CKJIFOYBAHETO Ha NOTOBOpA.
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7. Tlpuemam CpOKa 3a mnamase: go 60 (mecmecwmﬂﬂapﬁn JHH OT

H3BBPIIBAHETO HA HOCTaBKara u U31aBAaHETO Ha tbaKTypa OT M3II'BJIHHUTE]IS,
8. IlpremaM cpoxa ua JlocraBka: mo 14 (‘{eTHpHHaﬂeceT) KQJICHIAPHH [HH OT
MOMEHTA Ha 344BABAHETO OT BB3JTI0XUTES,

9. llpuemam cpoxa Ha rogmocr: HE 1o-manko ot 60 % (wecrnecer [poLeHTa) OT
OOUIMS CPOK HAa FOMHOCT KEM MOMEHTa Ha DOCTABKATA.,

10. ITpuemam na M3ITBITHABAM BCHYKH M3HCKBAHMS Ha BB3JIOXKHTENIA, TOCOUeHH B
ODSBICHUETO U NOKYMeHTAIHSTA 3a y4acTue.

11. B cyyait, ye 6n1a ONPCIENICH 3a H3MBLJIHUTEI Ha TI0pBYKaTa, ce 3aqinKaBam,
TP¥ NONNHMCBAHETO Ha LOroBopa 3a ofmiecTBeHa nophuka, na NpPenCTaBs axTyanHu

KaKTO M CBOTBETCTBHETO ¢ IIOCTABEHHTE KpUTEepuH 3a mogbop:

- 38 00CTOSATENICTBATA 11O I, 54,am. 1, 1. 1 o1 30]] - CBHUJIETEJICTRO 3a CBHAMMOCT;

- 38 00CTOSATENICTBOTO 110 W, 54, am 1, 1. 3 ot 3011 - YAOCTOBEPEHHE OT OpraHuTe
10 NIPHXOAUTE W YNOCTOBEpeHHE OT oblmHara no cemanumero Ha BB3JIOKHUTENSI U Ha
KaH[naTa Wik y9acTHAKE;

- 32 00CTOSITENCTBOTO Mo 4l 54, am. 1, 1. 6 - YAOCTOBEPEHHE OT OPraHUTe Ha
Msnenuurenna arenmmyg "I JlaBHA HHCTIEKIUS 110 Tpyna":

- CeprHdUKAT 3a mpuiarame wu HIOANBPIKAHE HAa CHCTeMa 33 YyHOpaBlleHHe Ha
kadectBoro ISO 9001 B ofnacrra ua HPOU3BOACTBOTO W/MIM THProBusTa C MEJHLUHCKH

U3NEIHS. W/MIH  cHcTema 3a YHIpaBlieHHe Ha KagectsoTe™ S0 13485/13488 H/UiIn
CKBHBAJICHTHA,
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TEXHHYECKO NPEJAJOXEHWUE

2 N7}

[Tomnucanusar Huxonaéh AcenoB Yepnaes, EI'H W"’" 4 ")/"A/ B Ka4yecTBOTO CH Ha

ITerHOMOMIHYIK Ha , [lepdext Menmka” OOLI, cre cenamie: rp. Crapa 3aropa, anpec
Ha ynpasienue rp. Crapa 3aropa, yi. ,Hososaropcko mroce” 651. 1, EMK 833101609,

1. Ilpencrassam odepra 3a yuactue Mo 060cobeHa MO3ULUs;

Nel:  [locraska Ha nabopaTOpHH KOHCYMATHBH, PEAKTHBH W  TECTOBe,
[IpeIHA3HAYECHH 3a XEMaTOJIOrUs

Ne 2: [Jlocraska Ha 1ab0paTOpHH KOHCYMAaTHBH, DEakTHBM M TECTOBE,
peIHA3HAYCHH 3a XeMOKoaryJjauus - 3a anapat START MAX

No 3: [locraBka Ha /1a00paTOpHH KOHCYMATHBH, DEaKTHBM M TECTOBE,
IpeIHA3HAYEHH 34 KIMHHYHA XUMHUS U UMYHOJIOTHS

Ne 4. JlocraBka Ha JabopaTopHM KOHCYMAaTHBH, pEaKTHBH M TECTOBE,
Npe/iHasHA4YeHH 3a TIFOKOaHau3aTopH - 3a anapaT BIOSEN C_ LINE — EKF

Ne 5. JlocraBka Ha nabopaTOpHM KOHCYMAaTHBM, PEaKTHBM M TECTOBe,
NpeHa3HAYeHH 38 KPbBHO-Ira3oB aHanus - 3a anapat RAPIDPOINT 500 — Siemens

Ne 6: Jlocrapka Ha 1ab0paTOpHH KOHCYMATHBHM, DPEAKTHBH W TECTOBE,
[pe/lHa3Ha4YeHH 3a KPBBHO-Ia30B aHaM3 - 3a anapat ABL 5

Ne 7: JlocTaBka Ha TECTOBE 3a yPHHEH aHamu3arTop - 3a anapat DIRUI H-300

(Mons noduepmaiime obocobenama no3uyus, 3a KOIMo npedcmasame ogepma)

2. JEKJIAPHPAM, ue:

[lpaBs HATOCTHO TPEUIOKEHHE I10 BCHYKHM HOMEHKJIATYDH OT o6ocobeHaTa
MO3HUIIHS, 34 KOATO VYACTBAM,

He mnpaBs LSIOCTHO MpEMIOKEHHE 110 BCHYUKH HOMEHKJIaTypu oT obocobeHara
TIO3UI1HUS, 3@ KOSITO Y4acTBaM;

(Mons noovepmaiime esprHomo)

3. IIpeanaram mocraBKaTa Ha M3AENNA, KOMTO!

- Ca MPOH3BEACHH OT NPOM3BOMAMTEN, KOHTO MpHIAra W MOAXBLPKA CHCTEMa 3a
ynpaeieHue Ha kadectBoro ISO 9001 u/mnm cucrema 3a ympaBiieHHE HA KAayecTBOTO Ha
MeauiHHCKATe H3aenus ISO 13485 u/unu ekBUBaneHTHA,

- CBOTBETCTBAT Ha W3KMCKBaHuATa Ha JlupexTusa Ha EBporneiickus napnament u
Cobeera Ha EBpona 98/79 EC 3a MmenuuuHCKHTE cpejicTsa 3a auarnocTtuxa (IVD),

- OTTrOBapAT Ha U3MCKBaHMATA Ha Wwi. 82, a. 1 ot 3MU;

- OTTOBAPAT HA APYTUTE U3UCKBAHKS, [IOCOYEHH B TEXHHUYCCKUTE CHIEIH(DUKAIINN

4, TapUpaM CHIVIACHETO CH C KIIAY3UTE Ha IIPHII0KEHHs IIPOEKT Ha J10T0BOp.

5. MexnapupaM CpoK Ha BalHAHOCT Ha odeprara: 3 (TpH) Mecena oOr Jarara,
KOSTO € M0COY€eHa 3a JaTa Ha [o/jaBaHe Ha odeprara.

6. Ilpuemam cpoka Ha W3NBIHEHHME Ha IOpbykaTa: 12 (aBaHajmeceT) Mecena ot
CK/IH0YBAHETO Ha IONOBOPA.
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7. Tlpuemam cpoka 3a Iamane: po 00 (wectaece]) KaJleHAapHH [HH OT
H3BBPIIBAHETO Ha JI0CTaBKaTa M M3/1aBaHeTO Ha (paKTypa OT H3IBIHUTEIA,

8. Ilpuemam cpoka Ha AocTaBka: A0 14 (YETHPHUHAACCET) KalCHIApHH OHH OT
MOMEHTA Ha 3a4BABAHETO OT BbH3JIOKHUTEIA.

9. Ilpuemam Cpoka Ha FOIHOCT: He Mo-Maiko 0T 60 % (wecTaeceT npoueHTa) ot
00K CPOK HA TOJHOCT KbM MOMEHTA Ha JIOCTaBKaTa.

10. HpHGMaM Ja HU3IIbJIHABAM BCHYKH M3HMCKBAHHA Ha BB3JIOXHUTEIA, TIOCOUEHH B
00SBJIEHHETO U JOKYMEHTALUATA 32 y4acTHE.

11. B cityuait, ye OB/1a ONpesesieH 3a U3IIbIHUTEN Ha MOPHYKATA, CE 3abIKABaM,
IpH [OIMKCBAHETO Ha [Ooropopa 3a OOLIECTBEHA NOPbYKA, Od [PEACTABA AKTYalHH
JIOKYMEHTH YAOCTOBEpsiBAlllYl JIHIICATa HAa OCHOBAHMS 3a OTCTpPaHsABaHE OT MPOLELypaTa,
KaKTO M ChOTBETCTBHETO C MOCTABEHHTE KPUTEPHH 32 TOAOOD:

- 33 obcrostencreara mo wi. 54, ain. 1, T. 1 ot 3011 - cBHAETENCTBO 3a ChAUMOCT,

- 32 06CTOATENCTBOTO MO Wi, 54, ai. 1, T. 3 ot 3011 - ynocToBepeHue OT opraHure
[0 NPUXOJUTE W YAOCTOBEPEHHE OT OOMIMHATA [0 CEAIHLIETO Ha BB3JIOKUTENS U Ha
KaHAuIaTa UM y4acTHHKa,

- 3a oOcTosTENCTBOTO MO 4. 54, an. 1, T. 6 - YAOCTOBEpPEHHE OT OpraHuTe Ha
Wanbiaaurenna areHins "I 1aBHa HHCIIEKIUS 110 Tpyaa';

- ceprudHUKAT 3a MpUIaraHe M MOJAJbp)KAHE Ha CHCTEMa 3a YIpaBICHHME Ha
kauectsoto 1SO 9001 B obnactra Ha NMPOM3BOACTBOTO W/MIM THPrOBHATA C MEOHLMHCKH
M3eNMs W/MIM  cHCTeMa 3a yhpaeieHue Ha kayectBoto JSON 13485/13488 w/miu
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IIpunoxcenue Ne 1 - 3a0vancumenen obpaszey

TEXHHYECKO NPEAJOXEHUWUE

H 12 4/
5 A
[lopnucanuar Hwukonaii AcenoB Yepnaes, EI'H \M H":g'fk/ B KAyecTBOTO CH Ha

[Tennomomiemk  Ha ,Ilepdexr Menuxa” OOL, cbe cemammme: rp. Crapa 3aropa,

anpec Ha ynpasieHde rp. Crapa 3aropa, yn. ,Hososaropcko mioce” 61 1, EMK
833101609,

1. IIpencrassam odepra 3a yyacte 1o odocobeHa mo3uLus:

Nel: JlocraBka Ha JjabopaTOpHHM KOHCYMAaTHBH, PpEaKTHBHM MW  TECTOBE,
[IpeIHa3HAYEHH 32 XEMATOJIOTHUS

Ne 2. JlocraBka Ha 1abopaTOpHM KOHCYMAaTHBH, pPEAaKTHBH M TECTOBE,
NpeJHa3HavYeH! 3a XeMokoarynauus - 3a arnmapatr START MAX

No 3: JlocraBka Ha 51a00paTOpHM KOHCYMAaTHBH, pEakTHMBH M TECTOBE,
MpeAHa3sHAuYEHH 3a KIIMHUYHA XUMUS 4 KMYHOJIOTHS

No 4. JlocraBka Ha 71a00paTOpHH KOHCYMATHBH, pPEAKTHBH M TECTOBE,
IpeJHa3HAYEHH 3a INII0KoaHanu3aTop - 3a anapar BIOSEN C_ LINE - EKF

Ne 5: Jloctaka Ha 51a00opaTOpHH KOHCYMaTHBH, pEaKTHBM M TECTOBE,
IpeJHa3HAaYeHHN 38 KPBBHO-Ira30B aHaiuus - 3a anapatr RAPIDPOINT 500 — Siemens

Ne 6: JocraBka Ha sabOpaTOpHM KOHCYMarTHBH, pEaKTHBH U TECTOBE,
Ipe/Ha3Ha4YeHH 33 KPbBHO-Ta30B aHalu3 - 3a anapat ABL 5

Neo 7: JlocTaBka Ha TECTOBE 32 YPHHEH aHauM3aTop - 3a anapatr DIRUI H-300

(Mons noduepmaiime obocobenama nosuyus, 3a KoAmo npedcmassme ogepma)

2. JEKJIAPUPAM, ye:

[IpaBsi 1LSLIOCTHO IPEJUIOYKEHUE I10 BCUYKH HOMEHKJIATYpH oT o0bocobeHara
IMO3MIIHA, 34 KOATO YHaCTBaAM,

He mpaed UANOCTHO NpeUIOKEHHE MO BCHYKKM HOMEHKJIATypu OT 00ocobeHaTa
TO3MILIKS, 32 KOSITO Y4acTBaMm;

(Mons noduepmatime 8apHomo)

3. Ilpenyaram focTaBKaTa Ha H3JCIHS, KOUTO:

- Ca TPOU3BEICHH OT MPOM3BOJMTEN, KOHTO Ipuiara ¥ HOJIbpika CHCTeMa 3a
ynpasneHne Ha kadectBoTo ISO 9001 m/mmm cucrema 3a ympasjieHHE Ha KayecTBOTO Ha
MeauuuHCeKuTe u3aenus [SO 13485 u/unu ekBuBasieHTHA.

- CbOTBETCTBAT Ha W3WCKBaHWsTa Ha JlMpeKkTHBa Ha EBpomneickus napiamMeHT u
Coeera Ha Espona 98/79 EC 3a menumuHCKHATE CpeficTBa 3a Auarnoctuka (VD).

- OTroBapsAT Ha U3MCKBaHUsTa Ha wi. 82, an. 1 ot 3MU;

- OTrOBapAT HA APYI'UTe U3UCKBAHMUS, IOCOYEHH B TEXHHYECKUTE CIIelHDHKALHIHN

4. [leknapupaM CBITIACHETO CH C KJIAY3UTE Ha IIPHIIOKEHMS IPOEKT Ha JIOTOBOP.

5. JleknapupaM CpOK Ha BanMIHOCT Ha odeprara: 3 (Tpu) Mecela OT HaraTa,
KOATO € II0COYeHa 3a JlaTa Ha Io/JaBaHe Ha odeprara.
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6. [Ipuemam cpoka Ha u3NBIHEHHE Ha nopwvykara: 12 (nBaHazeceT) Mecena ot
CKJIFOYBAHETO Ha JI0TOBOPA.

7. llpuemam cpoka 3a muamase: g0 60 (luecTheceT) KaneHJapHH IHE OT
H3BBPIIBAHETO HA IOCTABKATA U U3JaBAHETO HA DAKTypa OT MU3IIBJIHHTEIS.

8. Ilpuemam cpoka Ha JoctaBka: 10 14 (ueTmpumajecer) KaJICHOApHU OHH OT
MOMEHTa Ha 3asiBABAHETO OT BB3IOKUTEIS.

9. [lpuemam cpoka Ha TOIHOCT: He MO-Maiko 0T 60 % (ectnecer npomenra) or
00K CPOK HA FOAHOCT KBM MOMEHTA Ha JOCTABKATA.

10. Ipuemam na M3IBJIHIBAM BCHYKY H3UCKBAHKS HA BB3JIOJKUTEISA, TIOCOYEHU B
OOSBICHHETO M JOKYMEHTALUATA 33 YYaCTHE.

11. B ciyw4ait, 4e 6b1a onpeneneH 3a U3mbIHHTEN Ha IOPBYKATA, CE€ 3aIBIIKABAM,
fpi TIOLAMHCBAHETO Ha JOroBOpa 3a OOINECTBEHA I[OPbYKA, [a MPENCTaBS aAKTYATHH
AOKYMEHTH YNOCTOBECPSBAIIK JIUIICATA HA OCHOBAHHA 3a OTCTPaHSBAHE OT npoleaypara,
KaKTO i CHOTBETCTBHETO C [I0CTABEHUTE KPHTEPHH 3a OAGOp:

- 3a o6crogTencreara mo wi. 54, an. 1, 7. 1 ot 3011 - CBHIETE/ICTBO 3a CHAUMOCT;

- 3a o0cTosATeNCTBOTO 10 YiI. 54, an. 1, 1. 3 or 3011 - YAOCTOBEPEHHE OT OPraHuTe
[0 MPHXOMUTE M YIOCTOBEPEHHME OT OOIIMHATA IO CENAIMINETO Ha BBHITONKHTENS H Ha
KaH/1/1aTa WM Y9aCTHHKA,

- 32 00CTOATENCTBOTO MO uiI. 54, ai. I, T. 6 - YHOCTOBEPEHHE OT OpPraHHUTE Ha
MsnbnauTenna arenuus " 1aBHa HHCIEKIMS 110 Tpyza";

- CepTHUKAT 3a TpHIAraHe W MOMIBPKAHE Ha CHCTeMa 3a yIpaBlIeHHEe Ha
kayecTBOTO ISO 9001 B o0b6mactra Ha MPOU3BOJACTBOTO M/WIIM THPrOBHUATA C MEAHIMHCKY

M3ICIHs. W/WIM CHCTEeMa 3a YIOpaBleHHe Ha KayecTBOTO )S{) /\13485/13488 H/HITH
CKBHBAJICHTHA. !
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