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,I[Hec.../. / :...5.).15.2020 rof, BTp: JoGpuu, f,:ta ocHoBaure vl 112 u e, or 3akona 3a
00IIeCTBCHUTE OPBYKH, CE CKITIOYH HACTOAIIMAT A0I0OBOP MEXKAY:
|
"MHOI'OITPODUIIHA BOJIHMLIA 3A AKTUBHO JIEHEHME-JOBPHY" AT
rp. obpuy, cve cepanmme u anpec Ha ynpasnenre: rp. JoGpuy, yi. “Ilanaitor Xuros" 24,
ten.  058/600160, ¢axc: 058/600414, e-mail] oblb@bergonnet, EUK 124141302,

|
o
JOTOBOP

npencTaBnsBaHo orT J-p Cserosap bBaitues Ilerpo — Msnwanurenen Jlppexktop Ha
APY’KECTBOTO,HAPUIAHO 38 KPaTKOCT ,,BBBHO)KHTEH” OT €/IHa CTpaHa
I/I n

|
"EJITA 90M" OO/, cke cemame B rp. Codus 1000, aJipec Ha ynpasjeHue: paiion
O6opuine, yi. ,,Jynas” 19, Bx. A, er. 1, an. 2, EMK 1130469816, IpejcTaBaiBaHo oT Teomop
HBaros 3am¢pupos, B KauecTBOTO My Ha yIpaBHTe[l Ha JAPYKECTBOTO, HAPHYAHO 38 KPATKOCT

o pony ,,ISITBJIHUTEJT”, N
Ha ocnosanme Pemenme Ne 9 / 10.02.2020 rox.,ciexn IPOBENCHA NpoUeaypa 3a
Bb3jlarane Ha oOINECTBEHA IIOPHYKA THII "OTKp;mra" Ne 00083-2019-0014, ¢ mpemmer:
HocraBka Ha 1abOPaTOPHHU KOHCYMATHBH, PEAKTHBH M TECTOBE 3a OTAeiecHue "KiuHuuna
naboparopus’ra ,,MBAJI - [lo6pia” AJl ce CKIFOUH HACTOSLINS JOTOBOP 38 CIISAHOTO!

IMPEAMET HA IOT'OBOPA Y LIEHU :
| g

Qien 1.(1). UsmbimmrenaT focTaps Ha Bs3ioxuTens 1aGopaTopHu KOHCYMATHBHY,
PEaKTHBH M TECTOBE (HAPHUAHH LO-ONY MEIMIMHCKI/TE H3NENMS), 38 KOMTO ¢ y4acTBAL B
OTKDHTa NpOIEAypa 3a Bb3JaraHe Ha O6IIIeGTBeHi inomea no obocobeHa mosumusa Ne 1:
MocraBka Ha 1a60pPAaTOPHM KOHCYMATHMBH, PEAKTHBH M TECTOBe, NMpEIHA3HAYEHH 3a
xemaTojorus — 3a amapatr SYSMEX XP - SO%B amapar SYSMEX XS - 800i u no
oGocobena mosumuss Ne 2: Jloctapka Ha /1a00paTOPHH KOHCYMATMBH, PeAKTHBH W
TECTOBE, PEJHAIHAYEHHU 32 XeMoKoaryanus - 3a anapat START, 1o nenw, nocoueny B
LEHOBOTO NPEANIOKECHHE Ha H3ITBIHATES, |

(2). LenoBure mpepnoxeHus Ha I/Ism;h AMTEJIA, IIOCOYEHU B INPIIIOKEHHETO II0
[IpeAXONHATa AJIHHEs, Ca HepasaeaHa YacT OT HaCTqﬂ‘mm JIOTOBOP.
(3) IlporHo3uuTe KOJHYECTBA, IIOCOYEHN B JIOKYMCHTauUMsTa 3a OOIIeCTBEHA

[IOPBYKA HE MTOPAXIAT 3a8]I'bIDKEHHE 34 B'BSJIO)KI/ITCJ‘I[ 1la TH 3aKYIH B IIOCOYESHUS 06eM.

|
CPOKOBE 1 HAYMH HA HHALHAHE%
|

Unen 2. CpoKbT Ha HACTOSIIHS ,aormso;} e 12 Mecena oT narata Ha MOANMCBAHETO
My. JIOrOBOPBT IIPOABIKABA AEHCTBUETO CH /0 CKIFOUBAHETO Ha OTOBOP C APYT H3IIBIHHTEN
CclIef NIpOBeXAaHe Ha 0OIecTBeHa TOPHYKA. |

Ynen 3. Ilocouenure B wi. | usgemna fug GhIaT KOCTABIHY OT V3ImBiHUTENS Ha
Branoxurens B cpok no 14 (ueTmpuHameceT) KajléHAApHM IHH, CNEJ| 3aiBABAHETO UM OT
Branoxurens.

Unen 4. [ipmxuvara Ha V3sus/iHATENS dyMa IO BCSKA OTHAEIHA JOCTABKA e 6b/e
nyaTeHa oT Brsnoxurens no Gankosara cmeTka H4 VI3mbIHETeNs B cpok 10 60 (mectaecer)
KAJIEHABPHE KHH, CJCT 3L :

banxa:

IBAN:
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—————tliten-5,-CpoKbT-Ha-FOAHOCT Ha-TOCTABGHATE -M3/(CIIHs TPSOBA-71a-€-He 0-KPAThK-
o1 60 % (wecTaeceT mpoueHTa) 0T 061 cpOK Ha [FOAHOCT KBM MOMEHTA Ha JIOCTABKATA.
il

MSCTO HA USITBJIHEHKE U HPEMKHABAHE HA COBCTBEHOCTTA

Yien 6. 3a MsCTO Ha JOCTABAHE HA Hsne,iu‘nma ce ompegens “MBAJI-To6pua" AT,
rp. To6puy, yn. “ITanaior XuTop" 24. 4

Urnen 7. CobeTBeHOCTTA BHPXY ,L[OCT&BHHHTC U3JIEJIUS M PUCKBT OT ITBJIHOTO HJIH
JaCTHIHOTO HM [IOTHBAHE NPEMMHABA BHPXY DB3NOKHUTENT OT MOMCHTA Ha IPUEMAHETO MM
Ha MSACTOTO HA MOCTaBAHE C INPUEMO-NIPEAABATENICH HPOTOKON MM JPYr DPaBHO3HAYCH
TOKYMEHT. [

ITPABA W1 SAITBJDKEHVS] HA U3ITBJIHUTEJIA

UYnen 8. (1) VBIBIHUTENAT € JUrhiKEH ;ﬁa CKIIIOYH JIOTOBOpP 34 IIOJIU3IIBIHEHIE,
KOrarto e 06aBu B 0depTaTa CH 38 yyacTHe M0I3BAKeTO Ha HOMM3IBIHATEN B CPOK 10 3 IHH
OT CKJIIOYBAHETO Ha JIOTOBOP 3a HOAUSIB/IHEHHE VM HA JONBIHUTEIHO CLIOPasyMEHHE 3a
3aMiHAa Ha II0COYCH B 3asABICHHETO NOAM3IBIHKTEN M3mbiaruTenar usnpama komue Ha
JI0r0BOPA WITH Ha JOIBIHHTEIHOTO CIOpasyMEHHE Ha BB3JOKHTEIA 3a6IHO ¢ JOKA3aTeNCTRa,
Y€ ca M3I'BJIHCHH YCIIOBHATA 110 I 66, an. 2 u 11 of 3011

(2) TlomwsmbiaHUTENHTEe HSAMAT [PABO' A4 IPEBh3IATAT CSQHA WM IOBEYE O
ACHHOCTHTE, KOUTO CA BKIIIOYEHHU B IIPEAMETa HA OI'0BOPA 38 MOJU3IIBIHEHHE.

(3) HesaBucuMO OT BB3MOKHOCTTA. & CE H3NOJ3BAT IIOAM3IBIHHTEIH,
OTFOBOPHOCTTA 32 M3NBTHEHNUE Ha JOr0BOpa 3a OOLIECTBEHA IOPHUKA € Ha IPOJaBaya.

(4) Boanoxkurenar HivMa fOa 1/13_;B$1>mea JHPEKTHH  paslUIaIllaHusl ¢
[ONU3ITBIHATEIUTE i

Uien 9 . VISIBAHATENAT € JUIBXKEH N@ NACTaBs MEIUIMHCKH H3ACIHS, KOUTO!

1. nmar Hanecena "CE" MapKupoBka B CHOTBETCTBHE C H3ACKBAHKATA HA I, 15 oT
3axoHa 3a MeuImHCKUTE H3penus (SMU); |

2. IMaT HaHeCeH WACHTH()UKAIHOHEH Hdgiuep Ha HOTUQUOHEPAHUI OpraH Io i, 64,
al. 2 or 3MH, koraro mporexypuTe, onpenencu quape,HGHTe 1o 4. 18 or 3MU, usucksar
HaHACAHETO MY; '

3. UMaT HaHEeCeHW HAWMEHOBAaHME U aﬁpec Ha YNpaB/ICHHUE Ha IIPOH3BOIUTEIS
W/HTH yI'BIHOMOILICHHA IPEACTABUTEN i BHOCHTENS)

4, aMaT MHCTPYKIHUS 3a yroTpeOa, ¢ M3KJIFOYEHHE Ha M3IENHATA, 33 KOMTO TOBA He
e mpeasuieHo B 3MU; '

5. ca IpHIpPYXEHH OT BalueH cepmc[mima’r, YAOCTOBEPsIBALL, CHOTBETCTBHETO ChC
CBINECTBEHHUTE H3UCKBAHNS, NIPHIOKUMH 33 H3/EIUETO, U3/1a/IeH OT HOTHOHULIMPAI OpPTaH,

6. ca NPOHM3BEICHN OT UPOM3BOAMTEN, KONTO NpHIAra W MOIBPKA CHCTEMa 3a
ynpasnenye Ha kadectBoro ISO 9001:2015 u/unu QI;/ICTGMa 3a yIpaBJICHUE Ha Ka4yeCTBOTO Ha
MepunuHcKuTe u3gennd ISO 13485:2016 w/vunu eKBpBaneHTHA, '

Yien 10.(1) MsmbauuTensr B cpoka Ha ):tfofpronopa TpsACBa A2 OTrOBapsA Ha CIEAHHUTE
M3HCKBAHNS! '

1. la uma paspelreHue Wi ynocmsepe%ﬁne 32 TBPI'OBHS HA €Ip0 C MEAMUHHCKU
u3gienus, usnaneno ot Manemmurennus mapexrop g MAJI no pexa na 3MU.

2. Jla mpumara ¥ nogAbpKa CI/ICTBME 3a yIpapieHue Ha KadecTBoTo ISO
9001:2015 B o6macTTa Ha IPOM3BOACTBOTO WM/HIMM TEPrOBUATA ¢ MEIUIAHCKH M3EIHs 1/HIH
CHCTEMa 32 yIIpaBlIeHHe Ha KadecTBoTo ISO 13485:%016 H/WIM eKBUBAJICHTHA,
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(2) B ciryante no mpe/ixoaHaTa aJmiHes) pasiuKaTa MEXIy LEHATa 110 JOTOBOPa U
ReHCTBHUTEIHO 3aIUIATCHATA LIEHA € 33 CMETKaA HA Wsiennurens.

Unen 17. Branoxurensr uMma npaso jAa ucka 06e3leTeHHe B IbiCH pasmep Ha
BPEANTE, KOUTO € NPETHPIAN B pe3ynTaT Ha 3abaBeHaTa H/uiIM HEKAYECTBEHATa JI0CTABKA,

Unen 18. Ilpn 3abapa ma mawaHe OT CTpaHa Ha BhL3oXHTENs, IOCHETHHAT
ABJKY Ha MsnpymuTeNs HeycTolKa, B pasMep Ha 3ai<0HHaTa NUXBa.

Ynen 19. Heycrotikure, 00e31eTeHUITA 1 LEHOBUTE PasiMKH mo wr. 16, an. 2
MoraT g ObJaT YOABPXaHU 0T BCAKO Jb/DKHMO Ha HiBII'bJIHI/ITeJ'ISI IIaINaHe,

[IPEKPATABAHE HA JIOTOBOPA |
Ynern 20. [loroBopbT ce mpekparasa; |

l. ¢ u3TH9aHe Ha CpoOKa, 33 KOMUTO € 01]<nfoqu, OCBCH B XHIIOTe3aTa HA YJieH 2,
U3pEUEHUE BTOPO;

2, OT W3NpaBHAaTa CTpaHa NMPH CHCTEMHO HEH3ITEBIHGHHE HA 3abIDKEHHATA 110
morosopa. Ilox CHCTEMHO HEM3MBIHEHME ce pa3bHpa TAaKOBa, M3BHPIICHO [BA WM TIOBEUE
I'bTH B PAMKHTE Ha CJIMH KATCHAAPEH MECELl, HITH n?Beqe OT TPH IIBTH B PAMKHTE Ha CPOKA Ha
JOroBOpa; i
3. mpu CH3JAaBAaHETO HA YCJIOBHA 3a qocraBKa Ha MEAUIMHCKH M3ACIAL Cle
TPOBEX/IAHETO KA NEHTPATH3APAHH C/IEKTPOHHH ThPIOBE.

4. NpH HEBB3MOXHOCT & Ce OCHIYPH OMHAHCHPAHE 33 W3IBIHEHHWETO Ha
nopbukara 0O MPHYMHH, KOUTO BB3I0XKUTE AT He €{MOT'B/I A IIpeaBU/IH.

|

JPVTU VCJIOBUS |

Uner 21. Crpanute 1o morosopa He MPraT na ro U3MCHAT, OCBEH B CITyYauTe,
npeaBuaeny B wi, 116 ot 3011, |

Hiten 22. Crpanute 1o Aorosopa LIe pEIIaBaT BE3HUKHAIATE [0 H3IIBIHEHHETO
CIIOPOBE II0 B3aUMHO CEIVIACHE, & aKO TOBa € HEBHIMOXHO, 1o pena Ha I'TIK, mpen pPOZOBO

KOMIIETCHTHHUAT CBJ B I'p, JoOpuwy, ,
Uner 23, 3a BCHYKM HEypeneHH 110 HaCT:bSIHIHH JIOTOBOD BBIIPOCH IIE CE MPHIIAraT
pasnopenbute Ha 3011, ITIT30I1, 33/] u T3. !
Unen 24.(1) 3a Banupuu anpecw 3a [IpHEMaHe Ha CbOOIUCHUS, CBBP3aHU C
HACTOALIKA LOTOBOP CE CMATAT 8APECHTE, IOCOUCHH B HAYaI0TO HA JOTOBOpA.

(2) Ilpn npomsHa Ha NAHHHTE IO NPC/IXOAHATA aNMHes, ChOTBETHATA CTPaHa €
JUTBXKHA Nia YBENOMH JPYTaTa B TPUAHEBEH CPOK OT IPOMSAHATA,

lpu chCTaBsiHe HA HACTOSIIMAT AOTOBOP C€ IPEJCTABUXA OT H3ITBIHHTENS
CICHATS NOKYMEHTH 38 I0Ka3BaHE JIUIICATa Ha OCHOBAHMS 38 OTCTPAHSBAHE OT NpOIEypaTa,
KaKTO ¥ ChOTBETCTBHETO C [TOCTABCHUTE KPUTEPHH 38 MOAGOD:

- 3a ob6crositencreara no wi. 54, ain. 1, T. |‘1 ot 30II - cCBUAETENCTBO 33 CHAUMOCT;

- 3 obcTosTencTBoTO N0 Wi, 54, an. 1, Ty 3 ot 3011 - ynocrosepenue ot OpraHuTe
IO MNPHUXONUTE H YNOCTOBEPSHHWE OT oOIOMHATA %10 CeNAUIMIIIETO HAa BBINOKATESIL U Ha
KaHJHJaTa WM yYaCTHAKA, i

- 3a 00CcTOATENCTBOTO IO Wi 54, am. 1, T. 6 - YHOCTOBEPEHHE OT OPraHHTE HA
Msnbneuremia aresuns "I aBHa nHCIeKuA o Tpyma';

- CepTH(QUKAT 3a IpHIaraHe ¥ IOMIHPKAHE HA CHCTEMA 34 yIpaBjcHue Ha
kayectBoTo ISO 9001:2015 B 0631acTTa Ha IPOH3BOJCTBOTO W/HMITH THPrOBHATA ¢ MEIUIUHCKH
M3Tenus W/ANM CHCTeMa 3a ynpaBjeHde Ha | kauectBotro ISO  13485:2016 w/umm
€KBHBAJICHTHA;
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I
- Jlexnapanus no w1.59 an. 1 T, 3 oT 3a1<#)Ha 38 MEPKHTE CPEITy H3KpPaHe Ha [apH,

Hacrogmust AOTOBOp C€ CBCTABH B J}‘pI/I C,ZIHOO6paSHI/I CK3CMILIIsIpa, ©IWH 34
Wsnpaavrens u nBa 3a Be3moxurens, [

WU3ITBJIHUTE:

....................

AYETL,

CBI'IACY

-------------------




"MHOTOIIPOPUAHA BOAHUIIA 3A AKTHMBHO AEYEHUE - IOBPHY" Al

L AOEPHY 9300 B4 yn "Manaiior Xuros" 24 B 058/600488|(axc 058/600414 & e-mail; oblb@bergon.net

Llpunosicenue Ne 1 - 3advancumenen !'oo'paseu
i
i
EHOBO ITPEJITOKEHME 3A V3MLJIHEHUE HA IIOPBUYKATA
I
i
or ,EJITA 90M“ OO]1 cne ceanvinie é obumHa Cronmuyda u azpec Ha
ynpasneune rp. Codus, r.x. 1000, yn,dynas“ 19, Bx. A, eT. 1, an. 2
EWK / BYJICTAT130469816 npeacragnsead ot Teonop Msanos 3amgupos EI'H
B KA4YCCTBOTO My Ha YnpaBuTel |
I
|

\

Ilpass neHoBo npemnoxenue 3a M3IIBIHEHHE HA TIOPBYKATA, KATO puiiaram
NOMbIHEHA W NOANMCAHA CBOTBETHATa 4acT [(0GocoGena nosmuus) or Cnuceka Ha
MaG0oPaTOPHUTE KOHCYMATHBY, PEaKTHEH U TECTOBS 3a OTAENeHKe "I THYuHa naGoparopus",

\
AUCTABKA HY AABOPATONHN KONCYMATHEH, PEAKTHRH H Tecrone,
IDEAHATHAMCHH 38 XEMATOI0I NS
0 Ne 2: Jlocraska Ha nabopaTopHu KOHCYMATHBM, pPeaKTHBH U TECTOBE,
NpEAHA3HAYeHY 3a XemoKoaryaaumsa - 3a anapar START MAX
O Ne 3: Jlocraska na n1a00paToOpHN KOHCYMATHBH, PedKTHBEA U TECTORE,
NPEAHA3HAYCHH 32 KNUHWUYHA XYMUS U HMYHOJOTHS
O Ne 4: Jlocraska Ha naﬁopa'roil-m KOHCYMaTHBH, DEAKTUBM W TECTOBE,
MPCAHA3HAYCHH 3a IIIOKOAHWIH3aTOPH - 3a amapar BIOSEN C_ LINE -
EKF
O Ne 5: Jlocraeka na saGopaToph KOHCYMATHBH, PEakTUBH M TecToBe,
NpeaHasHaueHu 3a i{p’bB-HO-FaBOF aHanus - 3a anapar RAPIDPOINT 500 -
Siemens |
O Ne 6: JocraBka Ha naﬁopa'rolpl-m KOHCYMATHBH, PEAKTMBM M TECTOBE,
NPCAHA3HAYCHH 38 KPLBHO-ra308 aHanus - 3a anapat ABL, 5
0 Ne 7: Hocraeka wa Tectose 3a YpuHEH aHanusarop - 3a anapat DIRUI H-
300 I
:
(Mons ombeneaceme 06ocobenama no3}4uwz, 34 xosamo npedcmasame ogepma)

b
YKA3AHUA 30 nonvasane na npunoscenuemo:
|

Il

|
B xonona 5 yvacmuuxem nocovea KAMAnooICHUs. HoMep Ha uzoenuemo, Koemo

npeonaza, K02amo moea e APUROICUMO, |

B konona 6 yvacmuuxem nocouea NPOUIBOOUMENA, HA Kpedrazanomo usdenue,

B konona 7 ywacmuurxem nocovea GMECMUMOCIIMG HA NPEONaZaHAMA ONAK06KA
6 MEPHU eOUNUYU (Cb2ICHO MepHAMA eOunuYq, nocovena 6 xonoHa 3, 1), xozamo e
BPUROIICUMO., ;

B ronona 8 yyvacmuurxom nocousa npednozanama YeHa Ha onakosxa ¢ aeea bes
HAC, xoeamo e npunoxcumo, xamo YeHama na OnaKoeKa mpsbea 0a e 3axpvaiena 0o emopus
3HQK CNed Oecemusnama 3anemas. i

B xonona 9 yuwacmuuxem nocousa npédonazanama eQunHusHama Hena na mepna
edunuya 6 neea Ges JJC. Edunuunama YeHa HA MEPRA eQUHUYA 8 KONOHQ k- QETQ';
£/ 3 {_‘_'--‘."',-"

4
2
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f
Kamo yenama 3a GnAKoGKa Ha ¢esko uzdenue ngomoenno ce paoenu na emecmumocmma
(6pos sepnu eounuy) 6 eona onarosrd (kon. 8 : xon. 7). Eounwunama yena Ha mepua
edunuya credea dd ¢ 3aKpuenena 0o Yemanpnis shax cred decemuunama 3anemas,

Ha pedoseme "Obuy coop Koaony 9" yuacminuxem nocoysn cbopa om

crioiinocmunie na ecexu ped om Konona 9 (yenume na scuuxu HOMEHKRAMYpY.  no
obiocoBenama rosuyus). Céopom ce sakpvara do BIOPUA 3HAK Cied decemusnama sanemas,

|
[Tonnuc va npeacrasassamoro TMUe Alneuat:, ..........

Teopop Msanos 3ampupos —fl Ynpasuy
(1Me, Gamuno u hamnans, JITBICHO :,

18-12-2019 r,




O6ocobeHna nosuums Ne 1: [loctaBKka Ha N1abopaTopHU KOHCYMATUBM, PEaKTMBM 1 TECTOBE, NPeAHa3HAYSHM 33 XeMaToN0ruA

Mognosnuus Ne 1.1. 3a anapat SYSMEX XP —300

3
I

Homeuxna | HammeRoBanHEe Ha HOMEHKIATYPHETE H Mepua | Ipeanouu | Mpornosno | Katapoxen Hpoussoxaren IIpepgnarana ena 3a Hera 3a
TYPa H NOJHOMEHKII2TYPHTE €AHHALA TaRna KOJIHYeCTBO nomep ,AHO-H.._,O OJNIAKOBKA A-ha_..u-.u.e ONMaKoeBKa 6e3 M€EpHa
NoAHOMEH ONAKOBK2 € NPIA0KAMO e npmwioknamo) | JUIC (xoraTto | exnrmnua Ges
KIaTypaNe e JAC
upnioxnmo) | (xon. 8 :
- xon.7)
2 3,1 32 4 5 6 7 8 9
J
WUNYEHT, 'bPrKall, HaTpueB | Sysmex E e
A ChAbpHAL, HaTp A 201 40 s3ado116 | SYSmexEurop 200 50,00 2,5000
wiopug 0.64%, 60pHa KncennHa 3 GmbH
1,11 0.10%, natpwes TeTpabopar 0.02%)
JIMSUPALL, PASTBOP, 6e3upgeTteH
peakTus 6€3 npumecn Ha UMaHMaHN
WAN a3NaHU NPOU3BOAHM 33 .
; S Europe
JSHpAne Ha epMrpommTe nTouo | favsooml] - 14 97405216 | “YSMeX urop 3x500 ma 285,00 0,1900
onpeaensHe Ha 6pos NeBKoLUTH, GmbH
TPUMMO3NHOTO MM pasnpeaeneHne
o pasmep u onpegendHe
Xemorno6MH, CbAbPIKaLlL, OpraHMuYHa
4eTBbLPTUUHA aMOHMERA COJ C KOHL,
1,1,2 85g/L
OUYNCTBALL, PA3TBOP, 'bpXKa Sysmex Eu
g A ETBAI chmpral | | 1x50mi 3 834p1621 | “YSMeX urope 50 mn 100,00 | 2,0000
CUNEH aNKANEH ALTePreHT C HaTpues t GmbH
1,13 xvnoxaopug 5.0%)
Sysmex Europe
1.5ml 3 1.
1,14 |KOHTPOJIHA KPbB — HucKo HiBO " > 50406019 GmbH > 30,00 | 20,0000
[OHTPO/THA KPbB — HopmasnH Sys| Ev i
i HOPMalHo mn 1.5ml 8 90406116 | “YSMeX Europe 1.5 ma 30,00 - | 20,0000
1,15 HUBO GmbH -
! Sysmex Europe
1.5ml 3 90405919 15 ) 20,
1,1,6 KOHTPOJIHA KPBB — BUCOKO HMBO i 0 Mu GmbH e 30,00 0000




b7 —— | mn 2mi 1 N:Ww.ﬁ m<mammq””u3um 2 mn 180,00 | 90,0000
Sysmex Europe
1,18 KAZIMBPATOP 3A TPOMBOLMTY ma 2l . 9519221 | GmbH i 2 W1 100,00 | 50,0000
Nognosuuma Ne 1.2. 3a anapar SYSMEX XS — 800i
Homenwia | HanmenoBanue Ha HOMERICIATYpHTE M Mepna |Hpeanoun | Hpornoino | Karanowxen TlponseoauTea Hflpeanarana Hena 3a Yena 3a
TYpaH FOAHOMERKIATYPHTE eXMHNEA Tana KO/IHECTBG | HOMep|(koraTo onakoBKa (Koraro|onakosxa Gez MéepHa
NoJHOMER onaKosKa ¢ :vE%_.S.E:a ¢ npuaesnyo) | AAC (xoraTo | eanunua bes
Kaarypade * e aac
npuioxeMo) | (koa. 8 :
KoL)
1 2 3.1 32 4 5 6 7 8 b
OWYEHT, cuabprkawy, HaTpues . | Sysmex Eurcpe o s
xnopu 0.64%, 6opHa KACENRE % 2 " s e GmbH Ha A LR
1,21 0.10%, Hatpues Tetpabopar 0.02%)
JIMBUPALL, PASTBOP, chbpaKatl,
HeWOHEH CbpdakTaHT-0.18%,
OpraHuyHa KBarepHepHa amoHUeBa A 2l 22 om»wwmum Sysmex ”:Snm 2A 70,00 35,0000
COA, KOWTO Ce U3Non3Ba B GmbH
Kom6uHaumA ¢ peakTnsa ¢
1,2,2 ¢pnyopecuentHo Garpuna
PEAKTUB C ®IYOPECLIEHTHO :
BAIPUIO 3A IMGEPEHLIMPAHE HA :
Sysmex Europe
JAEBKOUWTH B KPBBHU NMPOBY, Mn 42 ml 4 05433310 GmbH 1x42mn 150.00 3,5714
CbAbPXKALL NOMMMETUHOBO Garpuno-
0.002%, meTaHoN-3%, eTMAEeH rMKon
1,23 96,90%])
PEAKTUB 3A ONPEAENAHE HA
XEMOT/IOBUH, Hechabpxaw mr | s00mi 22 goap1317 | SYSMEX Ms.oum 500 ma 55.00
1,24 uMaHng, GribH




Teop0p UBaHOB 3amdupos - Vapassren | )

{vme, GawiHo u damuawa, ArbKHOCT) i

MOYUCTBALL, PASTBOP, coabpsaly, . 50 ml 83401621 Sysmex Europe 50 ma 100,00 2,0000
CUMAEH aNIKaneH [eTepreHT C HaTpues | GmbH
1,2,5 xunoxaopug 5.0%)
_ Sysmex Europe
4.5 211190 1x4.5 120,00 6,666
1,2,6 KOHTPOJ/IHA KPbB — HIUCKO HUBO, wi ml : GmbH i i 00, | 258
- W
KOHTPO/HA KPbLB — HopmanHo e 45ml 211191 Sysmex Europe e 120,00 26,6666
1,27 HUBO GmbH ;
. Sysmex Europe
4.5 ml 2111 1x4. 120,00 26,6666
1,28  |KOHTPOJIHA KPbB — BicOKo HuBO an A 1192 GmbH i -
Sysmex Europe
2ml 216992 1 180,00 90,0000
1,2,9 KANUBPATOP i & GmbH 2N
f 061, c6op KonoHa 9: 417,87
_.
18.12.2019 MNoanvc Ha NPESETaRAMZANOTO IMLE 1 m@nmﬁw
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— "MHOTOUPOGHAHA BOAHMUA 3A AKTHBHO AEYEHHE - HOBPHY" AL

LOBPHY 9300 B9 yy1,"Manakor Xuros® 24 B 058/600488 fhare 058/600414 2 e-mail: oblb@bergon.net

Hpunoxcenue Ne I — 3a0vaxncumenen iéﬁpa;feu
y

l,
HEHOBO IIPEJIOKEBHUE 3A W3NBJIHEHUE HA IIOPBUKATA

ot ,,EJITA 90M*“ OO]] cre cepanuime éioGumHa Cronnaua u appec Ha
ynpaenenue rp. Codus, 1.« 1000, yn. ,ynas“ 19, Bx, A,er.’l, am 2

iI/IK / BYJICTAT130469816 npegcmg?msaﬂ oT Teonop Upanos 3amdupos EI'H

B Ka4ecTBOTO MY Ha ynpasuten

Ilpass wenoBo npenioxenue sa u3NbIHEHHe Ha HOpbYKaTa, KaTo npumaram
NIOITBJTHEHA 1 TOANMHCAHA CHOTBETHATA YacT (oGocobena no3uunsa) ot Cnuchka Ha
nabopaTOpPHUTE KOHCYMATHBH, PCaKTHBH U TECTOBE Ba oTAeeHue "Kinunyna naboparopus",

0 Nel: HocraBka Ha nabopaTopHu KOHCYMAaTBH, PEakTHBH M TecToEe,
npejaHa3Ha4eHy 3a xemaTonormH
£ Ne 2: loerasia na Jaboparopuu KOHCYMATHRY, DeAKRTHEN U TECToRe,
UPEIHASHAYCHH 33 XeMOKOAYAANNS - 38 anapsT START MAX
U Ne 3: JocraBka Ha naﬁopaTox?}m KOHCYMATHBH, PEaKTHUBH 1 TecToBe,
TIPELHASHAYCHH 32 KJIMHYYHA XUMHSA H IMYHOSIOIMS
01 Ne 4: Hocrapka na naﬁoparoq ¥ KOHCYMAaTWBH, PEaKTMBU W TECTOBe,
NMPEAHA3HA4YEHH 3d [MIOKOAHAJIMGATOPH - 3a_anapat BIOSEN C_ LINE -
—-BKF k a
0 Ne 5: Jlocraska na nabopatophy KoHCymatusn, peaKTHBH U TecToRe,
HPOAHASHAUCHM 33 KPBBHO-Ta30B|aHANN3 - 3a anapar RAPIDPOINT 500 —
Siemens 1
0 Ne 6: Jlocraska Ha naGopaTopu KoHCymaTiBH, PeaKTHBH M TeCTOBE,
NpeIHasHadeHy 3a KpBBHO-FaSOB;!aHaﬂIdB - 3a anapart ABL 5
~ O Ne 7: Tocraska Ha TecToBe 3a YPHHEH aHATH3aTOp - 3a amapat DIRUI H-
300 ‘

(Mons om6eneaiceme 060cobenama nO&‘th}l, 3a xoamo npedcmaesme ogepma)
il
h
YKA3AHUA 3a nonvrsane na npwzo.»‘ﬁ'enuemo:
i
I
B konona 5 yvacmuuxem nocovsq KAMAROJCHUA HomMep Ha uzdenuemo, koemo
|
npeonaza, Ko2amo mo6a e KPUROACUMO. !
B xonona 6 yuacmnuxem nocovsa NPOUsBOOUMens Ha npednazanomo uzdenye.
B konona 7 yuacmuuxem nocovsa GMECIUMOCINma na npednazanama onaxoskq

6 MepPHU eOuHuyu (cvenacvo meprama eOunuya, nocovewa 6 ronona 3,1), wozamo e
ADUROIICUMO, K

B konona 8 yuacmnuxom nocovea npediaeanama yena na onaxosxa g neeq bes
AAC, xozamo e npunoscumo, xamo Yernama va Onaxdaexka mpabea 0a e 3axpuvenena do emopus
SHAK cred Oecemuvnama sanemas,

B konona 9 yuacmuuxem nocousa npediazanama edunuunama YeHa HA MepHa
edunuya ¢ nega bez A0C. Edunuunama Yena Ha prua eounuya 6 xonona 9 ce nOAYHIGH,




__"MHOTOIIPOBHAHA

; A JOBPIY" ALl
HOBPH 300 B vy 1

Kiroh" 34w OABIBODEES pune OSB/600414 & e-mail: oblb@bergon.net

|
Kamo yenama sa onaxoska Ha ecsxo usdenue nBomdemm ¢e pazoenu na emecmumocmma
(6pos mepnu eQunuyy) 6 eona onarosia (kon. 8 : xon. 7). Edunuuname Wena wa mepua
eounma credsa da ¢ 3ARPBLINCHA 00 Yemespmus 3nak cred decemuunama sanemas,
Ha pedoseme "Obwy coop ronona 9" yeacmuuksm  nocoveq cbopa om
cmoinocnmume na geexy ped om xoaona 9 (yenume HA GCuuKu  nomenrnamypu no
obocobenama hosuyus). Chopvin ce 3aKpweAs 00 GIups hax ¢red decemuunama sanemas.

o
Ioanuc Ha UpeacTaBIgABaLLOTO JIMLE Y neyar;,

| %
Teonop Usanos 3amdupos —#fV.Qpa%wf ~
(uMe, GalMHO U pamumsg, ATERROCT) \,

18-12-2019 . RSN




ObocobeHa nosuums Ne 2: foctaka Ha nabopaTopHu KOHCYMaT1BM, PEAKTUBH U TECTOBE, NPefHasHaYeHu 3a xemoKkoarysiauus - 3a anapat START MAX

Homenknary| HamvenoBanue Ha Mepaa |Ipemnouur| IlpormosHo Karanoxen IIponssommres | Ilpeanarana ena 3a Hena 3a
Pan HOMCHKIIATYPHETE H €HHANA aHa KOJH9e¢CTBO HOMep Q.n@—..”ﬂd € ONAKOBKA ONaKoBKa 0e3 MepHa
NOAHOMEHKJI | MOTHOMEHKJIATYpHTE ONaKOBKA NPHIOKRAMO (xorato e | JIJIC (xoraTo | eqpaAma Ge3
aTypaNe OPHIOKAMO) e JOAC  (xon.
NPRTOKREMO) | 8 - xp.7)
1 2 3,1 3,2 4 5 6 7 8 9
n omBKHOBO . Stago 12x10
ke M x 10 mn 1 00376 g XML 189,60 1,5800
2,1|speme - peakTus ; Diagnostica {120 mn)
APTT (AkT.napu,
| St 6
Tpombonn. Bpeme) - Mn x5 mn 13 00847 | mmo. Sin (30 184,50 6,1500
Diagnostica mn)
2,2{peakTus
PastBop Ha CaCl2 — Stago 24x15 mn
o 15 1 00367 140,00 0,3888
2,3/0.025 M L e 3 Diagnostica | (360 mn) ’
Pubpirores - Stag 12x4 18
PHID GRS - 500 3 00673 - .Stago._. ] 12x tmn (48 - 104166
2,4|peakTus Diagnostica mn) a
bydep 3a Stago 24x15 mn
x15 1 00360 156,00 0,4333
2,5{bubpuHoreH Wi B Diagnostica {360 mn)
D-Di — naTeKkc 4 St
Tk el recr | 60Tecra 24 00454 <=5 60 Tecra 420,00 7,0000
2,6|arnytnHauma Diagnostica )
= _
! Stago 12x2x1
KoHTponHa nnasma mn 1mn/dnako 1 00621 . 8 i bl 320,40 13,3500
! Diagnostica (24 mn)
2,7:N+P H
X
Stago 6x1 mn {6
PedepeHTHa nnasma/ mn imn/dnako 1 00625 . & N X { 156,00 26,0000
Diagnostica mn)
2,8|kanmnbparop H
St 150 x 4 (600
150x 4 50 38876 o x4 180,00 0,3000
KioBeTh, coBMeCcTMMM Diagnostica 6pon)
2,9|c anapar START MAX
T 8 1x 1850 Stago 1x 1850 6p.
k- 6p. X 13 26441 e X -1 250,80 0,1355
CbBMECTUMM C anapar 6p. Diagnostica (1850 6pos)
2,10|START MAX - :




sy | Stago 1x100 6
aBromaTMyHanunetra{  6p. 1 x 100 6p. mmm__mw o mmmn ( HMQ 6 u‘_ 450,00 4,5000
211/1.25 mi iagnostica pos
Stago
a i N A 3
2,12|MarHuTHa 6bpKanka Bp 16p 26405 Diagnostica 168 e 40000
Obuy, cbop KonoHa 9: ||Hom..~m

18.12.2019

Hoanue #a NPeACTABNABALIOTO AMLLE W HENwaT

Teoaop WBanos 3amdupos - Ynpasuten
(ume, mmwpsro.. u pamuann, gnbKHOCT)
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HOBPHY 9300 B yn "Mavssior Xuron" 24 2 058/600488 ipaxe 058/600414 & e-mail: oblb@bergon.nel

I
|
L

Ipunosicerue o 2 — 3a0vancumenet bo’pa:ceu

TEXHHYECKD ODPEAJOXEHUE

Moanucannuat/anara Teonop Usanos 3amupos, EI" H_ B KQ4eCTBOTO
CH Ha ynpasuten (usnucsa ce OnvoIcHOCMmMa) Ha JEJITA 90M* OO (usnucea ce umemo na
y4acmnuka), Cee cepanue: rp. Codus, mx. 1000, aApec ha ynpasnenue yi, ,JlyHas* 19,
BX. A, er. 1, an, 2, EMK 130469816 ;

3
L. Ilpeacrassam odepra 3a y4actue 1o 06ocoGeHa nosuuus:

O Nel: Hoeraska Ha aabopaToplin KOHCYMATUBY, DEAKTHBH | TEeCTORE,
NPEAHASHAYEN Y 30 XeMATONOIHS

O Ne 2: Jocraeka ua na60pam|?Hn KOHCYMATuBH, peakTHBM W TecTose,
MPCAHAIHANCHH 34 XeMOKOATY TaUNA - 33 anmapat START MAX

0O Ne 3: ocraska Ha na6opa70ﬁﬂu KOHCYMAaTHBR, peaxkTuBy u TECTORE,
NPEAHA3HAYEHU 38 KIIUHHYH] XUMWA U MMYHOJTOTHS

U Ne 4: Hocraska na naﬁopa'ropuu KOHCYMaTUBY, peakTusu u TECTOBE,
NpejiHasHaYeHn 3a TIIOKOGHaNHBaTOpY - 33 anapat BIOSEN C_ LINE -
EKF ‘{

O Ne 5: HocTaBka na J'la60paT0]#HH KOHCYMATHBY, peaxTvBH M TecToge,
npeaHa3HavYeHn 3a KPBBHO-ra3ol aHamus - 3a anapar RAPIDPOINT 300 -
Siemens ! ;

0 Ne 6: ocraeka Ha naGopatopn KOHCYymMaTnBu, peakTuBu u TECTOBE,
TTPELHA3HAYEHH 3a KPBBHO-TA30K aHAMS - 33 anapar ABL 5

0 Ne 7: ocraeka na Tectose 3a YprHeH aHanusatop - 3a anapar DIRUI H-
300

(Mons ombenesceme obocobenama nos%uﬂ, 34a Koamo npedcmasame ogepma)

2. IEKJIAPUPAM, vye:

[lpaes uanocrio npepnonenne no BOWUKH HOMEHKNATYPH 0T oBocobenara
MO3KUKA, 38 KOATO y4acTBam: '

He npass usnocrio npemnoxenne no |BeHukn HOMEHKNATYpu oT 060co6enars
MO3ULKA, 38 KOATO y4acTBam; '

(Mons noduepmaiime EAPHOmMB)

yNpaBjienue Ha kayscrroTo 1SO 9001:2015 u/unu cpicrema 38 YNpaBNeHNE Ha KAYeCTBOTO Ha
MEAMLMHCKUTE n3penus 1SO 13485:2016 WY eKBHBaNeHTHA,

- CbOTBETCTBAT HA M3UCKBAHMATA Ha HHpexTura ua Esponeiickus apiaMexT u
CsbBera va Epona 98/79 EC 3a MCAMUNHCKNTE CPeagTRa 38 AMAarHOCTHKA (VD).

- OTFOBAPAT HA U3UCKBAHMATA Ha 1. 82, an. 1 or 3MH;

- OTrOBAPAT HA APYFHTE M3HCKBAHMS, nodoueny s TEXHUNECKUTE CreundikaLi i

4. Hexnaprpam chrnacuero cu ¢ Knaysmﬁ: Ha NPUIIOKERNs npoeKT ua}gmﬁ}_ﬁqm.




"MHOTOITPO®UAHA BOAHHIIA 3A AKTUBHO AEYEHUE ~ AOBPUY" ALl

ROBPHY 9300 B yn."Tlausiior Xuron" 24 @ 058/600488|harc 058/600414 e-mail: oblb@bergon.net

5. Mexnapupam CpOK Ha BanunHOCT?xlia odeprara; 3 (Tpu) meceua ot Jatara,
KOATO € nocoueHa 3a Aara Ha nogapane ua ocbep'rau;“a.

6. Tlpnemam cpoka Ha w3mbAHEHME H2 nopbuxara; 12 (ABanagecet) Mecena ot
CK/I04BAHETO Ha AOrOBOpA. !

7. Ilpuemam cpoxa 3a njawade:; Ab 60 (wectgecer) KaneHnapuu guu or
H3BLPUIBAHETO Ha AOCTABKATA N H3AABAHETO HA dakTypa OT M3NBNHKTE S,

8. Mpnemam cpoka na Rocraska: no' (14 (qempuﬂa.qece'r) KaneHAapHH JOHM OT
MOMCHTA Ha 3aSBSIBAHETO OT BLANOWUTENS, '

9. Tlpuemam cpoka na FOJHOCT: HE NOMMAIKO OT 60 % (wectaecer IIPOLIEHTA) OT
001K CPOK HA rOmHOCT KM MOMEHTa Ha ﬂocrasxje@'ra. /

10. TTpuemam na wsnwanssam BCHYKM | M3HCKBAHUS Ha BB3JIOKUTENS, IOCOYEeHH B
OOABNICHUETO M I0KyMEHTALMsTA 38 ydacrue, i

1. B ciyuai, ge Obaa onpeaenen 3a H3ITbJTHUTEN Ha [10pBYKaTa, ce 3abinKaBam,
P TIOAMHCBAHETO HA Jorosopa 3a obuiecTseéHa nopnyka, na NpencTaBs  akTyanrHu
AOKYMEHTH yAOCTOBEPABAIM NuncaTa Ha ocﬁonqil-mn 33 OTCTpaHABaHE OT npoueaypara,
KaKTO 1 CHOTBETCTBHETO ¢ NOCTaBEHHTE KpuTepuu 3a nonbop:

- 3a ofcrosTencrara no wy, 54,an. 1,1 1 or 3011 - CBUACTENICTBO 38 ChAUMOCT;

= 32 06¢cTOATENCTBOTO 1O Y1, 54, an. 1,%. 3 or 3011 - YAOCTOBEPEHUE OT OpraHnTe
f10 NPHXOAUTE U yNOCTOBEpeHUe OT o6wwuHaTa To cenammieTo Ha BB3JIOKUTENS M Ha
KaHIMAATa UIH yuacTHMKa; ‘

- 3a 00CTOATENCTBOTO No Yy, 54, an. [, 1. 6 - YAOCTOBEPEHHE OT OpPraHWTE Ha
Hsnbauuresnna arenuus "I'naBxa uucnekuns no prﬂa";

- CepTH(HMKAT 3a npunarane u MOAALPIKAHE HA CHCTema 3a YTpaBleHye Ha
KadectoTo ISO 9001:2015 B o6nacrra Ha NPOU3BOJCTBOTO W/ KUK TBPTOBUATA C MEULIMHCKH
W3LENMUS  W/unKM  cuctema 3a YUpaBlieHne Ha | KkavyecTBoTo SO 13485:2016  w/unu
eKBUBAJICHTH, i

l
-- Hexnapanus no w59 an. 1 . Jor ‘|L3ar<0Ha 3a MEPKHTE cpenry H3TIHpaHe Ha
napm j

Teonop Weaxos 3amdiu péB—
(nme, Gawwno n pamunng, an

18-12:2019 1, N
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Hpunoscenue No 2 — 3a()wmcume/zefi Epdpaaeu

TEXHUYE CK|o OPEJJOXKEHUER

v
Honnucarus/anary Teonop Ueanos Sampupos, B B Ka4ecTBOTO
CH Ha ynpasuten (uznuceq ce Onvorcrocmma) na »BJITA 90M™ O UInUCeq ce umemo uq
yuacmnuxa), cne cenanue: i, Codusa, n.x, 1000, anpec na ynpasnenwe y, »HlyHas“ 19,
BX. A, er. 1, an. 2, BUK 130469816 L

I
1t f

1. Ipeacrassm otepra 3a yyactue o d6ocobena nosuuums:

U Nel: Joctaska wa ﬂaﬁopaToﬁhH KOHCYyMaTHBH, peaktnpy TECTOBE,

NIPeAHA3HaYeH N 33 xemamnomﬁj

N 2: Mocrapii iia naGo LATODHM KOUCYMATHBY, peaKTHBH u Tectone

HAIHAYECHM 38 XeMOKROAT Al - 33 anapar START MAX

O Ne 3: Iocraska na naﬁopam;}nu KOHCYmaTuBH, peakriay y TECTOBE,
NpeAHasHaYeHH 3a Kiuupypg XUMUA U AMYHONOrHg

O Ne 4: Jlocraska ua JabopaTopuu KOHCYymaTuBH, peaktupy p TECTOBE,
MpeAHa3HaYeHn 3a rifokoanan aTOpH - 3a anapat BIOSEN C_ LINE -
EKF

L Ne 5: Hocraska Ha naﬁopaTop'}HH KOHCYMaTHBH, peakTuph y TECTORE,
PpeNHa3HAYEHN 33 KPBBHO-I'a30R aHa/M3 - 33 anapar RAPIDPOINT 500 -
Siemens B

L Ne 6: Ilocraeka ma .na6opaTonjm KOHCymaTuBy, peaktupy y TECTOBE,
Npe/IHasHaueHu 3g pruo-rasoqjaﬂanns - 3a amapar ABL 5

O Ne 7: Hocraeka Ha TECTOBE 3a y;#vmeﬂ aHanusarop - 3a anapar DIRU] H-
300 j

£l

(Moasa om6enexceme obocoberama no3'éz;wz, 3a Koamo npedemasame ogepma)
|
2, ,Z[EKJ'IAPI/IPAM, ye: |

= FA e Ci I

He npass yanocrio npemnoxenne no il?GM‘-lKH HOMCHKIATYPU OT 060ocoGenara
TO3HLK, 32 KOATO yuacTBam; l

(Mons noduepmaiime éapHOmoO) 1
3. Nlpennaram nocraskara Ha u3zienns, KbyTo;
- Ca npomsBeneHu or NPOH3BOAMTEN, KOWTO npunara u noaabpika cucrema 3a
YNpaBJieHue Ha kauectsoTo [SO 9001:2015 w/uam ¢ ¢TeMa 3a ynpaenenye ya KauecTBoOTO Ha
MEAULMHCKNTE u3nenus 1ISO 13485:2016 u/unn €KBHBAJIEHTHA.
- CbOTBCTCTBAT HAa M3UCKBAHMSTA 1g Hupexrusa ua Esponeiickus napjamMenr u
CuBera Ha Espona 98/79 EC sa Meauuunciute CPeapTBa 3a AMarsocTuka (IVD). e
- OTrOBapAT HA U3HCKBAHUATA Haun. 82, anl. 1 or 3MUY; P s it
- OTTOBAPAT Ha ApyruTe HSHCKBANHS, I0GOHEHH B TeXHUYeCKHTe cnelﬁqjjgxéiuml
ikl
“I L% Jr el A Y
‘,l AU
\EA

-\ g




"MHOI‘»O_HPOCIDI/IAHA BOAHUIIA 3A AKTVBHO AEYEHUE — OOBPUY" ALT

AQEPHY 9300 81 ya."Tlaxalor Xuros" 24 @ 058/6(30#8& ke 058/6004 |4 iﬂ~¢;fpmﬂz;.phl_ﬁ@bgrgomm

4. Mexnapupam curnacuero c Knaﬂfs' TC Ha NpUNOXKEHUA npoexT na AOroeop.

5. Hexnapupam cpok Ha BAIMIHOCT Ha odeprara: 3 (TpH) meceua or narara,
KOATO € mocoueHa 3a fata Ha nogasade na odeprara,

6. Tipuemam cpoxa na wsnuanenne HR TOpbYKaTa; 12 (5BaHapecet) mecena or
CKIFOYBAHETO Ha JOroBopa.

7. Tlpuemam cpoka 3a nnawaxe: fo 60 (wectaecer) KaJleHOapau Ouu or
MSBBPIIBAHETO HA I0CTABKATA H H3NaBAHETO Ha daxTypa or V3IIBJIHATE IS,

8. Ipuemam cpoka na AocTaska: 10 !14 (qcmpuna;(eceT) Kanenpapuay mum or
MOMEHTa Ha 3ajBABAHETO OT Bb3/OMKHTENS, 8

9. Ipuemam cpoka ua TOIHOCT: He 1104Manko ot 60 % (wrectmecer TIPONEHTa) OT
OBLUKS CPOK HA FOAHOCT KbM MOMEHTa Ha JocTaBk4ra,

10. Ipremam na uambaHsBaM BCMYKH M3UCKBAHUA Ha BB3OXKUTENS, ITOCOYCHY B
OGABNEHHETO U AOKyMeHTammsTa 34 ydactne. |

I'1. B cayuaif, ge Owja onpenenen 3a nénmumen Ha 1opbyKara, ce 3ab/KaBaM,
MpM MoamucBakeTo Ha norosopa 3a oneCTppHa fIopLuKa, na mpexctaes akryammy
AOKYMCHTH yNOCTOBEPSBAIUN JIHITCaTa Ha OCHOBRHHMS 3a OTCTpaHSBaHe oT npoueaypara,
KaKTO W CHOTBETCTBHETO C MOCTABEHHTE KpuTephy sa moaGop:

- 38 o6cTosATeNncTRBATA N0 Wi, 54,an. 1,1 1 or 3011 - CBUIETEJICTBO 32 CBAHMOCT;

- 32 0GCTOSTENCTBOTO NO Y1, 54, an. 1, 7. 3 o1 3011 - YROCTOBEPEHHUE OT OpranuTe
o TIpuxoauTe nm ynoctopepeHne or o0lKHaTa N0 cenamumeTo Ha BB3NIOXUTENA W Ha
KaHAnNATa UNK yYacTHYKa, »

- 38 OOCTOATEJICTBOTO MO Y. 54, an. I, 1. 6 - YIOCTOBEpEHHE OT opraHnTe Ha
Hsnbinnrenna arenus "Tnasna MHCIEKUMs 10 Tpyna";

- cep
kayecteoro ISO 9001:2015 obnactra Ha npowsnbhc'rBOTo W/ TbProBYATa ¢ MEIHLHHCKU

M3MEIHA  u/Min  cucrema 3a YNpaeienne Ha' kauectsoto ISO 13485:2016  w/unu
€KBUBAJICHTHa. !

-- Hexnapauus no 4n.59 an, 1T3 0'f§3a1<0Ha 38 MCepKuTe Cpenly usnupaue Ha

napu
T
/I)/y’ ?‘%‘\g\:‘;»’"" \
[Moanuc Ha TPEACTaBNABALIOTO IHLE 1 MEHET! S \
- ’I - 11
Teonop Wearos 3amdupos — Viy
(nme, Gawuno u dam CHITEN Al
18-12-2019 ., e
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