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ﬂHec..ﬁ.: ..... 7...2020 roz. B rp. JloOpuy, Ha ocHoBasue wi. 112 u cii. ot 3akoHa 3a
001IecTBEHUTE MOPHUKH, C€ CKIFOUU HACTOSIIMAT JIOTOBOP MEXKILY:

"MHOT'OITPOOUIIHA BOJIHUIIA 3A AKTUBHO JIEUEHUE-JIOBEPUY" AT
rp. JloOpuy, cbe cefanuie 1 aapec Ha ynpasienue; rp. Jobpud, yi. “Ilanaiior Xuros" 24,
ten. 058/600160, ¢axc: 058/600414, e-mail: oblb@bergon.net, EMK 124141302,

npeacrasisBaHo ot A-p Cserosap baitue Ilerpor  — Msmbiauurenen [lupektop Ha
Ipy>KECTBOTO,HAPUYIAHO 33 KPATKOCT ,,BB3JIOJKUTEJI” ot exna cTpaHa
n

"MAPBEHA JTUATHOCTHUKA" EOO/], cbe cepanuuie B rp. Cobus 1799, agpec na
yIIpaBJeHue: paiton Miamoct, x.k. Mnagoct 2, yn. ,,Ceetu Kunpusn” 44, EVIK 200600292,
npencraBissano ot Hans EscrartmeBa J[lparoesa, B KaueCTBOTO M Ha YIpaBHTel Ha
JPYXKECTBOTO, HAPHIAHO 3@ KpaTKocT 1o goiy ,,ISITbJIHUTEII”.

Ha ocuoBanue Pemenne Ne 9 / 10.02.2020 rog.,cien mpoBeacHa Ipoleaypa 3a
BB3Jarade Ha oOmecTBeHa mnoppuka Tum "oTkpura' Ne 00083-2019-0014, ¢ mpemmer:
JlocTaBka Ha J1a0OpAaTOPHH KOHCYMATHBH, PEaKTHBU M TECTOBE 3a oThencHue "KinHHYHA
nabopatopus”Ha ,MBAJI - JloOpua” A/l ce CKII0OUM HACTOSAIIMS JIOTOBOP 32 CJIEIHOTO!

IMPEAMET HA IOTI'OBOPA 1 LIEHA

Ynen 1.(1). UsubnauTeNaT J0CTaBs Ha Bb3noxurens 1abopaTopHy KOHCYMATHBH,
PEAaKTHBY ¥ TECTOBE (HAPUYAHH IO-HO0JTY MEIHIMHCKM/TE M3MIEINA), 32 KOUTO € y4acTBajl B
OTKpHUTA IpOLEAypa 3a Bh3Jarane Ha oOIIecTBEHA NMOpBYKa 10 00ocobena mosumus Ne S:
JlocTaBKka Ha J1aDOPaTOPHH KOHCYMATHBH, PEAKTHMBH U TE€CTOBE, NpeAHA3HAYCHU 32
KPLBHO-T230B aHaam3 - 3a anapat RAPIDPOINT 500 — Siemens , 10 nemu, 110COYCHHU B
[[CHOBOTO IMIPEJTIOKECHHUE HA M3IIBIHUTEIS.

(2). LlenoBute mpeimoxenus Ha V3IBIHMUTENS, TOCOYEHH B IPHIOKCHUETO I10
IpeIXoHATa aJIHEs, ca HEPa3/Ie/IHa YacT 0T HaCTOSLIHS JOTOBOD.

(3) IIporHo3HMTE KOJNMYECTBA, NOCOYEHM B JOKYMEHTalHATa 3a 00IecTBeHa
MOphUKa He MOPAXKAAT 3a[bIDKCHHE 32 BB3JIOXKUTEN 1a TH 3aKyIIH B IIOCOYEHHUS 06eM.

CPOKOBE 1 HAYMH HA IUIAINAHE

Usten 2. CpoKbT Ha HACTOSIINS JOTOBOp € 12 Mecena oT Jarara Ha IOAMUCBAHETO
My. JIOroBOpBT IPOXbDKaBa JEHCTBHETO CH JIO CKIFOYBAHETO Ha JIOTOBOP C APYT U3IIBJIHUTEI
cllell MPOBeXJaHe Ha 00IIeCTBEHA IOPBYKA.

Unen 3. ITocouenure B wi. 1 u3genus me 6baaT JOCTaBAHU OT V3mbiaHuTENs Ha
Bo3noxurenss B ¢pok o 14 (4eTHpHHA/ECET) KalCHIAPHM [HH, CJIel 3asBIBaHETO WM OT
Boanoxurens.

Yner 4. JlpmxuMara Ha M3menHATeNS CyMa [0 BCsKa OT/EIHA JOCTaBKa e Obae
iaTeHa oT Be3ioxuTens 1o 6ankoBaTa cMeTKa Ha V3mbaHuTens B cpok no 60 (mecrtaecer)
KaJICH/[APHH JHU Clie]l u3JaBaHeTo Ha dhaxrtypa oT M3nbiHuTers.

banka:

[BAN: . . ..

Uien 5. CpoKbT HA I'OJHOCT Ha JIOCTABEHUTE U3JIENHUA TPsOBA JIa € He IO-KPaThK
o1 60 % (uecTaeceT MPOILEHTa) OT OOIIUS CPOK HA FOTHOCT KbM MOMEHTA Ha IOCTaBKaTa.
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MACTO HA UBITBJIHEHUWE U TIPEMUHABAHE HA COBCTBEHOCTTA

iren 6. 3a MscTO Ha JlocTaBsdHe Ha uzenusTa ce onpenesst “MBAJI-Hob6puu" AJl,
rp. HoGpuy, yi. “Ilanaiior Xutos" 24.

Unen 7. CoOCTBEHOCTTA BEPXY MOCTABSIHUTE U3NEIUS M PUCKBT OT IIBIHOTO MM
YaCTHYHOTO MM IOTMBaHE NPEMHUHABA BhPXY BB3JI0KUTENS OT MOMEHTA Ha IIPUEMAHETO UM
HAa MSCTOTO Ha [OCTaBsSHE C MPHUEMO-NIPEJABaTeNICH INPOTOKOJ WM JPYr pPaBHO3HAYCH
JIOKYMEHT.

I[TIPABA U 3AABJDKEHVA HA U3ITBJIHUTEJIA

ien 8. (1) M3opnauTeisiT ¢ MWIBXKEH Ja CKIIIOYM JOTOBOP 3@ IOIU3ITBIHCHHUE,
Korarto e 00sSBUI B odepTara CH 3a y4acTHe IIOJI3BAHEeTO Ha MOAU3NBIHHUTEN. B cpok 1o 3 nHu
OT CKJIFOYBAHETO HA JOTOBOP 3a IOJU3NBIHEHHWE WJIM Ha JOIBJIHATEIHO CIIOpa3yMEHHE 3a
3aMsiHa Ha TOCOYEH B 3asBICHHUETO MOAM3IBIHUTEN V3IbiHUTEnaT u3mpalia komue Ha
JIOTOBOPA JIM Ha JOIIBJIHATEIHOTO CHOpa3yMeHUe Ha BB3JI0XKUTENS 3a€HO C J0Ka3aTeiICTRa,
Ye ca U3M'BJIHEHH YCIOBUATA O Wi, 66, ai. 2 u 11 ot 3011

(2) lloauM3mbBIHUTENNTE HSIMAT IpaBO Ja IpEBB3JIaraT €IHa WM II0BEYE OT
JNEUHOCTUTE, KOUTO Ca BKJIFOUEHM B IIPEIMETA Ha JIOr0BOPA 3a IIOJU3ITbIHEHHE.

(3) HeszaBucuMO OT BB3MOXKHOCTTA Ja C€ H3MOJIBBAT IOJAW3IIBIHUTENH,
OTTOBOPHOCTTA 32 M3ITBJIHEHUE Ha JOTOBOpA 3a 0OLECTBEHA IOPbUKa € Ha MIpojlaBaya.

(4) DBo3moxurensT HIMa Jla U3BBPIIBA AUPEKTHH  pasIUiallaHusS ¢
MOJIN3IBIIHUTEIUTE

Usnen 9 . MBIBJIHUTEIAT € JUIHKEH J1a AOCTaBsI MEAUIIMHCKH U3JIEIIHSI, KOUTO:

1. nmar HaHeceHa "CE" MapkupoBKa B CBOTBETCTBHE C H3UCKBaHMUATA HA WI. 15 oT
3akoHa 3a MmeauIuHCKUTE U3aenus (3MIN);

2. AMaT HaHeCeH WACHTHUPUKAIIMOHEH HOMEP Ha HOTUQHUIIUPAHUS OpraH mo wi. 64,
an. 2 ot 3MMU, koraro mpoueaypure, onpeneneHd B Hapeadure no 4wi. 18 or 3MU, usuckear
HAHACSIHETO MY;

3. UMaT HaHEeCeHM HAUMEHOBAaHUE M aJpec Ha yIpaBJIEHHE Ha TMPOM3BOAUTENS
H/WA YI'BITHOMOIIEHUS IIPEACTABUTE U BHOCUTENS;

4, UMaT UHCTPYKIUA 3a ynoTpeda, ¢ U3KIIOUEeHYE Ha U3/ENUATa, 32 KOUTO TOBa HE
e npensusieHo B 3MU;

5. ca mpuJIpy»KeHH OT BaJUACH cepTU(PUKAT, YIOCTOBEPSIBAIl CHOTBETCTBUETO ChC
CBINECTBCHUTE U3UCKBAHUS, IPUIOKUMH 3@ U3AEINETO, U3/1aJIeH OT HOTU(HUITHpaIL OpraH.

6. ca IpOW3BEACHU OT IPOM3BOJUTEJN, KOHTO IIpuiiara ¥ HOJIbp¥kKa CHCTEMa 3a
ynpasierue Ha kadectBoTo ISO 9001:2015 w/unu cucrema 3a ynpasieHne Ha Ka9eCTBOTO Ha
MenuuHckute uzaenus ISO 13485:2016 u/unu ekBUBaICHTHA.

UYnen 10.(1) 3obaHUTENAT B CpoKa Ha JOrOBOpa TpaOBa 1a OTrOBaps Ha CICIHUTE
U3UCKBAHUSL:

1. [la uMa paspemieHue Wik yIOCTOBEPEHHE 3a THPTOBHS Ha €IpO ¢ MEIUIIMHCKH
uznenust, uzgagedo ot Msneauurtennus nupexkrop va MAJI o pena na 3MU.

2. Jla mpmiara W IOJAbpXKa CHUCTEMa 3a YIpaBlIeHHE Ha KadecTBoTo I[SO
9001:2015 B obnacTTa Ha TPOU3BOJACTBOTO U/UIM THProOBUSATA ¢ MEAUIIMHCKH U3JACIIHS H/UIH
crcTeMa 3a yrpasieHue Ha kauecTBoTo [SO 13485:2016 wn/nnm ekBuBasieHTHA.

(2) U3mpaHUTENAT € JUThXKeH He3abaBHO Jia yBeIOMU BB3j10XKUTENs IpH OTHEMAaHe
HAa CHOTBETHHUTE pa3pellieHusl WK 00e3CUIBaHe Ha yIOCTOBEPEHHS.

Unen 11. Besika oTaenua JoctaBka TpsiOBa Ja € NPUAPYKEHA OT JOKYMEHTH,
YIOCTOBEPSBAIIY [IPOU3BOAUTENS, TAPTHAHUS HOMEP, CEPUIHIS HOMEp, CPOKa Ha FOJHOCT U
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OT AHAJM3HU cepTU(UKATH (OpUTHHAIHM, 3aBEPEHO KOIUE WM IIyOJIMYHO OMOBECTEHH),
JOKYMEHTHPAIIX TIPOU3X0/Ia, ChbCTaBa U TEKYLIHs KOHTPOIJI Ha Ka4eCTBOTO Ha H3/ICIIHATA.

Unen 12. V3OBJIHATEIAT € ATBXKCH Ja U3Aaje B cpok (aKkTypa 3a JOCTaBEHUTE
METUIMHCKY H3/IEIIHSL. |

ITPABA V1 3AIBJDKEHUST HA Bb3JIOKUTEJIA

Ynen 13.(1) Be3noxurendar uMa 1npaBo a IpoBepsBa KOJIUYECTBOTO Ha BCSKa
OTJIeJIHA JIOCTAaBKa, KaTo IPH YCTAHOBSBAaHE Ha HECBOTBETCTBUE € JUIBXKEH Jla YBEIOMH
Wznenautens B Cpok OT 24 yaca.

(2) Ilpu ycraHoBsBaHEe Ha HECHOTBETCTBHE B KaueCTBOTO Ha JOCTaBEHUTE
MEJIUUMHCKN M3AENUs BB3JIOXKUTEIAT € ONbXKEH Ja yBeAoMH M3nbiaHuTeNns B cpok ot 24
Jaca.

(3) HecnoTBeTcTBHETO HAa KOJIMYECTBOTO M KAYECTBOTO C€ YCTAHOBSBA C TIPOTOKOJI,
CHhCTaBEH OT KOMHUCHS, ChCTABEHA OT JIIBKHOCTHHTE JIMIla Ha Bb3noxuTens.

(4) B ciyuaii, ye H3IBJIHUTEISAT B CPOK A0 24 yaca ciie]] yBEAOMSIBAHETO 1Mo al. 1
OCITOpH IMHCMEHO HECHOTBETCTBHETO Ha Ka4eCTBOTO, TOM MOJXKE Jla MCKa IpoBepKaTa My OT
YI'BIHOMOIIIEH OpraH WX J1abopaTopusl.

Unen 14. Bu3noxuTensT e JIbXEH J1a 3aIU1aTH YyTOBOPEHATa IieHa B pa3Mepa, 110
HA4HdHA U B CPOKA, OMpeeNIeH! B HACTOALIUS JJOTOBOD.

HEYCTOWKU

Unen 15.(1) Ilpu 3a0apa Ha JocraBka OT ¢TpaHa Ha M3nbianuTens ¢ nosede oT 24
(mBameceT U YETHPHU) Haca, BB3I0NKUTENIT UMa NIPaBo Ja I0Jy4YHn Heycroika B pa3mep Ha (.1
(Hyna 1010, €IHa JIeceTa) Ha CTO OT CTOMHOCTTA Ha 3abaBeHarTa JIoCTaBKa 3a BeeKu 24 gaca
3a0aBa.

(2) [lpu ycraHoBsBaHe Ha HECHOTBETCTBUE B KOJIUYECTBOTO, M3NBIHUTENAT €
JUTBXKEH Jla JIOCTaBU JIMIICBAIIOTO KOJUYECTBO IIPH (CIEABAILATA JHOCTaBKa, a MPH IOUCKBaHE
OT cTpaHa Ha Bu3noxutens B cpok OoT 24 yaca. [[pu HeM3NbIHEHWE Ha TOBA 33bIDKEHUE
BB3i0oxuTeNaT ¥Ma mpaBo Aa MOJIyYH HEYCTONKa B pa3Mep Ha 5 (IeT) Ha CTO OT CTOWHOCTTA
Ha JIMIICBAIIOTO KOJIMYECTBO.

(3) Ilpm ycraHOBsiIBaHE Ha HECHLOTBETCTBHE B Ka4deCTBOTO, W3IBJHUTENST €
JUIBKEH J1a JIOCTAaBH MEAMIMHCKK H3JEJIdsl C YTFOBOPEHOTO KayecTBO TpH CJie/Baliara
JIocTaBKa, a IpW IIOMCKBAaHE OT cTpaHa Ha Bwanmoxutens B cpok or 24 yaca. [lpum
HEW3IBJIHEHUE Ha TOBAa 3aAb/KeHUe Bb3JI0OKUTENAT MMa IpaBo Ja MOIy4Yd HEyCTOHKa B
pasMep Ha 5 (II€T) Ha CTO OT CTOMHOCTTA Ha HEKadeCTBEHATa JOCTaBKa.

(4) B cioydaure no anuHen 2 u 3, ako M3OBIHUTENAT HE JOCTaBU JOTOBOPEHOTO,
BeanoxuTenss uMa mpaBo Ja 3aKynu HEOOXOAUMHUTE MYy MEIUIIMHCKH H3ICIHAS OT JIPYyr
JIOCTaBUMK, KATO pa3jiuKaTa MEXIy 1leHaTa 110 JOroBOpa 1 AeHCTBUTEIHO 3aliaTeHaTa IieHa €
3a cMeTKa Ha ManenuuTens .

Unen 16.(1) Ilpu oTkas Ha V3nbeiaHUTENS Aa JOCTABU 3asSBEHUTE MY MEIHIIHHCKH
H3/lenas Wik Npu 3abaBa moseue oT 48 (YeTHpUIECeT W OceM) vaca, BB3IOKUTENnIT UMa
[IPABO Jia 3aKyMU HEOOXOJAUMUTE MY METUIIUHCKU M3JENHs OT APYT AOCTABUHK.

(2) B ciiyqaute no npeaxoAHaTa ajuHes pa3jIMKaTa MeXay IeHaTa o JIoroBopa u
JIeVCTBUTENHO 3aIUlaTeHaTa [ieHa € 3a cMeTKa Ha VI3mbaHuTes.

UYnen 17. Bp3moxuTensT wnMa IpaBo Ja KcKa 00e3IIeTEHHe B ITRJICH pa3Mep Ha
BPEIUTE, KOUTO € IPETHPIISI B pe3yaTar Ha 3a0aBeHara u/Win HeKaueCTBEHATa JIOCTABKa.
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Unen 18. Ilpu 3abaBa Ha IutalaHe OT CTpaHAa Ha BB3IOXUTENS, MOCIETHHST
IbIDKU Ha VI3IBIIHUTENS HEYCTOMKA, B pasMep Ha 3aKOHHATa JIMXBa.

Unen 19. HeycroiikuTte, 00e3IeTeHUITa U UEHOBUTE pa3IUKU 1mo 4i. 16, aim, 2
Morar za ObJaT yABPXKaHU OT BCAKO JBIDKUMO Ha V3MBIHUTEIS IUIAIIaHE,

ITPEKPATABAHE HA JIOI'OBOPA

Ynen 20. JIoroBopsT ce NpeKpaTABa:

l. ¢ p3THYaHE Ha CPOKA, 32 KOHTO € CKJIIOYEH, OCBCH B XHMOTE3aTa Ha WIECH 2,
U3PEYCHUE BTOPO;

2. OT M3NpaBHATa CTPaHa NPH CHCTEMHO HEU3IBIHEHUE HA 3aJbJDKCHUSTA II0
norosopa. [Iog cuCTeMHO HeM3NBAHCHME Ce pa3OHpa TakoBa, M3BLPHICHO JIBA WM ITOBEYE
IIbTH B PaAMKHUTE Ha €AMH KaleHAapeH MECELl, WM II0BeYe OT TPH IIbTH B PAMKHTE Ha CpPOKa Ha
JI0TOBOpA;

3. mpy CH3/IaBaHETO HA YCJIOBHA 3@ JIOCTaBKA Ha MEJMLIUHCKH M3JAENUs Clle]
IPOBEXKIAHETO Ha EHTPATU3UPAHH €IEKTPOHHH ThPrOBE.

4. npy HEBB3MOXKHOCT Ja C€ OCHIYpH (uHaHcupaHe 3a M3IBIHCHHETO Ha
HOPBLYKATA 110 IIPUYKMHHA, KOUTO BE3JI0KUTENAT HE € MOT'BJI [a TIPEABH/IM.

JAPYI'U YCJIOBUA

Ynen 21. Crpanute no JIOroBopa He MOraT /ia IO U3MEHST, OCBEH B CITyyauTe,
npeasuacHy B wi. 116 ot 3011,

Ynen 22. Ctpauute mo AOrOBOpa II€ PelIaBaT Bb3HUKHAIUTE IO H3IBJIHECHHETO
CIIOpOBE TI0 B3aMMHO CBIVIACHE, a aKO TOBAa € HEBB3MOXKHO, mo pena Ha I'TIK, mpen pomoso
KOMIIETEHTHHUSAT CBJ B r'p. JloOpud.

Ynen 23. 3a BCHYKH HEYPEICHHU 110 HACTOSIIIHSL JIOTOBOP BBIIPOCH IIIe € IPUIAraT
pasnopenbute va 3011, IIIT30I1, 33/] u T3.

Unen 24.(1) 3a BamupHu aapecu 3a IpueMaHe Ha CHOOIICHHA, CBBP3aHH C
HACTOSILIHA JOTOBOP C€ CMSATAT a/IpECUTE, IOCOYSHU B HAUaIOTO HAa JOTOBOpA.

(2) Tlpn mpomsHa Ha JaHHWTE IO HpPEIXOAHATA aJHMHEs, ChOTBETHATA CTpaHa €
JUTBXKHA @ YBEJOMH APYTaTa B TPUIHEBEH CPOK OT [IPOMSHATA.

IIpu cbcTaBsiHE Ha HACTOAINMAT JOIOBOP CE€ IPEACTAaBUXa OT WM3MBIHHTEII
CIIeAHHTE TOKYMEHTH 3a JJOKa3BaHe JIMIICATa Ha OCHOBAHHS 38 OTCTPAHABAHE OT IIPOLIEAypaTa,
KaKTO ¥ ChOTBETCTBHETO C IOCTABEHUTE KPUTEPHH 33 MOAOOD:

- 3a obcTogresicTBara mo Wi. 54, an. 1, T. 1 ot 3011 - ¢cBHAETENCTBO 34 CHAUMOCT;

- 32 06CTOATEIICTBOTO 11O Wil 54, ai. 1, T. 3 oT 301l - ynocroBepenue ot opranuTe
0 [PUXOJUTE M YJOCTOBEpEHHE OT OOIMMHATAa II0 CENATUIIETO HA BB3JIOXKHUTENS H Ha
KaHAWJaTa WU YHaCTHUKA,

- 3a 00CTOATENCTBOTO 1O 4. 54, an. 1, T. 6 - yOOCTOBEpEHUE OT OpPraHUTE HA
WsnenauTenHa areduus "I '1aBna HHCIEKIMA 110 Tpyaa'”;

- cepruduKar 3a NpuUaraHe ¥ IOJANBPXKAHE HA CHCTEMa 3a YIpaBICHHE Ha
kauecTeoTo ISO 9001:2015 B o6nacrra Ha IIPOU3BOJICTBOTO U/MITH THPTOBUATA C MEAUIIMHCKH
M3/leNMs  W/MIM  CHCTEMa 3a yOpaBieHHe Ha KadecTBoTo ISO  13485:2016 w/mim
CKBHUBAJICHTHA,

- Hexnapanus o 41.59 ain. 1 1. 3 oT 3akoHa 32 MEPKUTE Cpelly H3NKpPaHE Ha IIapH.
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Hacrosmmar norosop ce CbCTaBM B TPH €AHOOOpasHM €K3eMIULIpa, €AWH 3a
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Ilpunooscerue Ne 1 — 3a0vaixcumener o?pmeu

HOEHOBO INPEJUIOKEHUE 3A I/I3l';I’I>JIHEHI/IE HA IIOPBUKATA

|
oT Mapsena Jlnarsoctuka EOO/]

¢he ceganuine B rpaa Codus, odbimuna CTOJII/I'-IHa U aJIpec Ha
ynpasienuerpas Codus, yi. ,,Ceern Kunpsauna*44
EHK / BYJICTAT 200600292
npeactapisaBano o Haxsg EBcratuesa Jlparoesa, 4pe3 IbIHOMOIIHHKA
Crosn Bacunes Yoposees ‘

B Ka4ecTBOTO My Ha ThProBCKE MCHHDKBD

i
HpaB}I OCHOBO MPEAJIOKCHHUE 3a I/ISHBJ'IHCHI/IC Ha NOOpbYKaTa, Karo IIpuHJiaram

MOMBJIHEHA W TOANHCAHA CHOTBETHATa HacT (p6oco6eHa mo3umust) ot Crouchbka Ha
JabopaToOpHUTE KOHCYMATHBH, PEaKTHUBH U TECTOBE 3a oTAeneHue "Kimmanana taboparopus”.

Ne 5: loctaBka Ha .JlaﬁopaTopifm KOHCYMATHBH, PEAKTHBH H TECTOBE,
NpeaIHA3HAYECHH 32 Kp’bBHO-ra30B anaim3 - 3a anapat RAPIDPOINT
500 — Siemens

—M—é—ﬂeefamea—rm—ﬁaéepa%pmﬂeﬁeﬂfaﬂmﬂ—pea*ﬁmmeﬁm

300
(Mons ombenesceme 060cobenama nosuyus, 3a Koamo npeocmaeame ogepma)
YKA3AHHUA 3a nonvaeane na npww.)fceuuemo:

B konona 5 ywacmuuxvem nocouea Kamaﬂoolcuwl HomMep Ha usoenuemo, Koemo
npeonaza, K02amo moea e NPUNOAHCUMO.

B Konona 6 yuyacmuuxwsm noco46a npou3eooumerns Ha npeorazanomo usoenue.

B konona 7 yuacmuuxvm nocousa Mecmumocmma Ha npeonazanama OnaKoeKkd
6 MepHU eOuHUyU (Cb2laCHO MepHama eOuHuya, hnocovend 6 koiona 3,1), xoeamo e

NPUNLOICUMO.
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cobeHa nosnuma Ne 5: [loctaska Ha 1abOpaTOpHU KOHCYMATUBM, PEAKTMBM U TECTOBE, NPeAHa3HaYeHn 3a KPbBHO-ra30B aHanus - 3a anapat RAPIDPOINT 500 — Siemq

HomenxnaTty HaunmenoBanue Ha Mepua |Ilpeamountan| IlporHosnHo |Karanoxen Homep| IIpomsBonuren | Ilpexnarana Iena 3a Hena 3a mepHa
pam HOMEHKJIATYPHTE H eIMHUNA | 2 OMAKOBKA | KOJIHYECTBO (xoraro e ONAaKOBKA onakoBka Ge3 | exununa Ge3
MOJHOMEHKI NOJHOMEHKJIATYpHTE NPHJIOKHAMO (xoraTo e JAC (xorato |JIC  (xou. 8
atypaNe NMPHJI0KHMO) |e IPHIIOKAMO) : KOaL7)
1 2 3,1 3,2 4 5 6 7 8 9

BG/ISE Measurement
Cartridge RP 500750 T

5,1|(pearenteH moayn) 6p. 1 1 10491449(Siemens 750 Tecta 1474,00 1,9653
BG/ISE Wash/Waste
Cartridge (muelwa

5,2|kaceTa/otnagbum) 6p. 4 6p. 5 10329097|Siemens 4 6pon 340,00 85,0000
BG/ISE Plastic Capillaries,

5,3(140ul (kanunapkwu) 6p. 10 x 100 6p. 10 4526|Siemens 1 x 100 6posn 22,30 0,2230
SIM/BG/ISE Mixing Sticks
(6bpKasku 3a

5,4|kanunapku) 6p. 500 6p. 1 8004 (Siemens 500 6posn 52,95 0,1059
SIM/BG/ISE Kanauku 3a

5,5|kannnapkn 2.0-2.4mm  |6p. 500 6p. 3 8168|Siemens 500 6pos 69,68 0,1394
BG/ISE Fillport (nopTose

5,6|3a kKannaapku) 6p. 20 6p. 1 10309073(Siemens 20 6pon 336,25 16,8125
BG/ISE Rapid QC
Complete Level
1(KoHTponeH maTepuan —

5,7|HuB01) 6p. 30 amn. 1 2017464 |Siemens 30 amnynu 593,00 19,7667

v
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BG/ISE Rapid QC
Complete Level
2(KoHTponeH maTepuan —

5,8|HnB02) 6p. 30 amn. 1 7519905|Siemens 30 amnynu 593,00 19,7667
BG/ISE Rapid QC
Complete Level
3(KoHTponeH maTtepuan —

5,9|HuBO3) 6p. 30 amn. 1 7182730|Siemens 30 amnynu 593,00 19,7667

061, cbop KonoHa 9:

Moanuc Ha NpeACTaBAsABaLLOTO ULE U NeYy

CvoaH Bacunes Yoponees, TbproBCKM MEHUAKBP C MbHOMOLLHO

(ume, GawmHO 1 pamunus, ATbKHOCT)
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"MHOT'OTIPOPUAHA BOAHULIA 3A AKTUBHO AEYEHUE - IOBPUY" Al

| JOBPHY 9300 DX yx."Manaifor Xuton" 24 8 058/600488 taxe b58/600414 B e-mail; oblb@bergon.net

Ilpunoscerue Ne 2 — 3a0vroicumenen o0pasey

TEXHHYECKO NHNPEJAJOXEHMHNE

Ioxmucanusr Crosa Bacues Yopoiees, PEFH _, B KaUeCTBOTO CH HA
Twprosecxku MeHUIXED (usnucea ce aﬂw/cuocmma)‘ Ha Mapsena /lmarnocruxa EOO]T
“(usnucea ce umemo na ywacmnuka), Cbe CeNAIALLE: rpax Codus, anpec Ha ynpasneHue rpaj
Codus, yn. ,,Cret Kunpusau“44, EMK 200600292, |

1. IIpencrassam odepra 3a yuacTre 1o 0606‘06eHa TIO3UIIUS:

|
Ne §: locTaBka Ha JaGopaTOpHHM KOHCYMATHBM, PEAKTHBH H TeCTOBE,
NpefHAZHAYEHH 32 KPLBHO-TA30B aHAJIN3 - 33 amapat RAPIDPOINT

500 — Siemens |

(Mons ombenesceme obocobenama nosuYYs, 3a KoAMo npedcmassme ogepma)
|

2. JEKJIAPUPAM, ue:

IIpaBsi USI0CTHO NpeAIO/KEHNE 110 BCHYKH HOMEHKJIATYDH OT o6ocoGenara
IO3HIH, 32 KOATO YYACTBAM;
HOSHHHA, 38-KOATO-YIacTBaM;

b
(Mons noouepmaiime esprnomo)

3. Ilpennaram mocTaBKaTa Ha M3V, KOHTO:

- Ca IIPOM3BENCHH OT MPOM3BOAUTE], KOHTO NpHIara W MOAABPXKA CHCTEMa 3a
ynpasnenne Ha kagectBoTo ISO 9001:2015 u/umu cuctema 3a ynpasieHHe Ha KaUeCTBOTO Ha
MenunuHCKUTE usgenust ISO 13485:2016 u/unu exBuBaneHTHA, .

- CBOTBETCTBAT Ha M3HCKBaHuUsATAa Ha JlupextrBa Ha EBpomneiickus mapiaament u

| -
Craera na Espona 98/79 EC 3a MemuuuHCKuTE cpencTsa 3a nuarnoctuxa (IVD).

- OTTOBapAT Ha M3UCKBaHUATa Ha wi. 82, anl 1 ot 3SMU;
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"MHOT'OITPO®UAHA BOAHULIA 3A 'AKTI/IEBHO AEYEHME - IOBPUY" ALl

HOBPYY 9300 DX yxi."ITanaiior Xuros" 24 & 058/600488 Q)%J,KC 058/600414 e-mail: oblb@bergon.net

- OTTOBAPAT Ha IPYIUTE U3UCKBAHMS, nofcoquH B TEXHHYECKUTE CIIEIU(PHUKAIIIH
|
\

4. JlexnapupaM CBIIIACHETO CH C Knaysﬂ?e Ha IPUJIOKEHUS IIPOEKT Ha JIOTOBOP.

5. lexnapupaMm Cpok Ha BaJHMIHOCT Ha odeprara: 3 (TpH) Mecela OT jAaTara,
KOSITO € II0COYCHA 34 JlaTa Ha MoJaBaHe Ha o@epTaTa

6. IIpuemaM cpoka Ha H3IBIHEHHE HA \mopwukara: 12 (aBaHameceT) Mecena OT
CKJIFOYBAHETO Ha IOTOBOPA. ‘

7. llpuemaMm cpoxa 3a Ijamage: A0 60 (mectaecer) KaleHIApHH IHU OT
H3BBPIIBAHETO HA JOCTABKATa H M3aBAHETO HA (balc ypa OT U3IbIHUTEIIA.

8. Ilpuemam cpoka Ha IOCTaBKa: J10 14 (deTHpUHaneceT) KaJeHIAPHHA THH OT
MOMEHTA Ha 3a8BSBAHETO OT BB3JIOKUTEILL. !

9. IlpueMam cpoKa Ha OJHOCT: He MO-MaiKo oT 60 % (IeCT/eceT MPOLEHTa) 0T
06IIHA CPOK Ha TOJHOCT KBM MOMEHTA Ha I[OCTaBKaTa

10. Ilpuemam 1a M3IBIHABAM BCHYKH W3MCKBAHHA HA BB3IIOXKHTEIS, IOCOUCHH B
0OSBJIEHUETO M JOKYMCHTAIUATA 34 y9acTHe. |

11. B ciyuaif, ge 6ba onpeielieH 3a U3IBIHUTEN Ha IOPHUKATA, Ce 3aXbIKABaM,
IpH DOJANKMCBAHETO HA JOTOBOpA 3a o61ue0TBeHa MOPHYKA, [a@ IIPENCTABS aKTyaIHH
JOKYMEHTH yIOCTOBEPSBAINY JIMIICATA HA OCHOBaHI/I}I 32 OTCTpaHsABaHE OT IIPOIEAYpaTa,
KaKTO H CHOTBETCTBHETO C IIOCTABCHUTE KPUTEPUH 3a osoop:

- 3a 00cToATEeNCTBATA 110 WI. 54, aiL. 1, T, '1 ot 30II - cBUAETENCTBO 32 ChHJINMOCT;

- 32 00CTOSTEIICTBOTO 1O WI. 54, ai. 1, T 3 ot 30II - ynocToBepenue 0T OpraHute
IO INPHXOAWTE M YAOCTOBEPEHHE OT 06mnHaTa IO CENANMIIETO HA BB3IOKHTENS M Ha
KaHJU/aTa WM YYaCTHUKA; |

- 3a 00CTOATENCTBOTO O wiI. 54, am. 1\ T. 6 - yIOCTOBEpEHHE OT OPraHHTE Ha
M3nbmavrenna arednus "I 1aBHA HHCIIEKIUS 110 pr):[a

- cepruduKkar 3a NpHIaraHe M MOJANBPKAHE HAa CHCTEMA 33 YIpaBICHHE Ha
kauectBoTO ISO 9001:2015 B 06:1acTTa HA IPOM3BOACTBOTO /MM THPIOBHATA C MEIHIIUHCKH
W3NICNHS M/WIM CHCTeMa 3a YIOpaBleHHE Ha | KadecTBoTo ISO  13485:2016 w/mm
€KBHBAJICHTHA. ‘

-- Mexnapauus mo wi.59 am. 1 1. 3 or ‘3aK0Ha 3a MEPKUTE Cpelly M3MupaHe Ha
napu

I[Toanuc Ha MPeACTABIABAINOTO JIUIE K qean
\
1
Crosn Bacunes Yoponees, THproBckd MEHUIKED C ITBIHOMOIIHO
|
(ume, GamuHO U haMUIHs, ITHKHOCT)
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