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JIHEC. i A 2020 roz. B rp. Jlo6puy, Ha ocHoBanue wi. 112 u cit. ot 3aKona 3a
00LLECTBEHNTE IOPBYKH, CE CKITIOYM HACTOSLHAST JIOTOBOD MEXY:

"MHOT'OITPO®UIIHA BOJIHUIIA 3A AKTUBHO JIEYEHUE-JTOBPUY" AJ]
rp. Jobpuy, cbe cempanuiie u aapec Ha ynpasnenue: rp. Jobpuy, yn. “Ilasaitor Xuros" 24,
ten.  058/600160, dakc: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,
npencrasiisiBaHo  oT Jl-p Ceerosap bBaitues IletpoB — Usnwianurtenen Hupexrop na
ApPYXKeCTBOTO, HapuyaHa BB3JIOXUTE]]

"

»wHAUAXEM” OO]I, che cepanuie u aapec Ha ynpasnenue rp Ilnosaus 4000, yi.
»1Ipecnas” Ne 15; er, 3, EUK 115321600, npexncraBnssaso ot Huxonait JJumutpos Benues, B
KaueCTBOTO My Ha yNpaBUTEN, OLPENENICHO 33 M3MBJIHUTEN ¢ Permenme No 37'/ 20.12.2019
TON. Ha BBIJIOKHTENIA, Cie IpOBe[eHa IpoNeaypa 3a Bh3JIarane, Ha 00IieCTBeHa OpbYKa
THI "oTKpHTa mpomexypa’ Ne 00083-2019-0013, ¢ npemyer "Jloctaska Ha saGopaTopHu
KOHCYyMaTHBH, pEaKTHBH M TECTOBe 3a oTAeleHus "Kiunmuna MuKpobuoJorus”,
"Tpancoysnorna xemarosorus" u "KiuHmyna narosyiorus”, Hapruan U3IThJIHUTE]].

CTpaHuTE ce CropasyMsIxa 3a ClIeIHOTO:;
[IPETIMET HA IOTOBOPA U LIEHU

1.(1). UBITBJIHUTEJIAT nocrass Ha BB3JIOXUTEJISA nabopaTopHu
KOHCYMAaTHBH, PCAKTUBH M TECTOBE (HAPHYAHHU MO-10J1y MEAHIIMHCKU/TE M3JIeNINs), 38 KOUTO €
y4acTBall B OTKpHTa NPONENYpa 3a Bb3NaraHe Ha OOCLIECTBEHA MMOPHUKA 33 BH3NAraHe Ha
obIecTBeHa NOphYKa 10 060cobena mosumms Ne 2: Hocrasxka na naGopatophu KOHCYMaTHUBH,
PCaKTHBU M TECTOBE 3a oTAeHeHHUE ,, TpaHchysronHa XeMaTonorus”, HOMEHK/IaTypu NoNo 46,
471 54 unu onucauu B [IpUIoKEHME KbM ZIOTOBOpA

(2). LenoBute mnpemnoxxenus Ha MBITBJIHUTEJIS, nocoyenu B IPUIIOKEHUETO
I10 IPEAXOHATA AIIMHES, Ca HEePaA3/Ee/IHa YacT OT HAaCTOSILIMSL IOTOBAD,

(3) IlporHosuuTe KOJMYECTBA, NOCOYEHH B HOKyMEeHTaIisATa 32 obIecTBeHa
HIOpBYKa He Iopakaat 3aawnkerne 3a Bb3JIOXXKUTEIS na ru 3aKyIIM B [IOCOUYEHUA 06EM.,

CPOKOBE 1 HAYMH HA ITJIALIIAHE

2. CpoKbT Ha HACTOSLHS JOTOBOD € 12 Mecella OT maTaTa Ha MOANMUCBAHETO My.
JloroBopbpT NMpoibIKaBa ACHCTBHETO CH [0 CKIIOYBANETO HA JOTOBOP C JIPYr W3MLAHUTEN
CIIel NPOBEXKAAHE Ha OOIIECTBEHA MOPhYKA.,

3. Ilocouenure B wi. 1 m3menus me 6BAAT LOCTARSHL ot U3ITBJIHUTENSA ua
BB3JIOXUTEJLA B cpok go 14 (MeTHpHHAeCceT) KAEHAapHY IHH, Clle 3a4BABAHETO UM OT
BB3JIOXKUTEJL.

4. Iemxumara Ha USTTBJIHUTEILS CyMa II0 BCAKa OTHENIHA JOCTaBKa Ie 6bje
mnarera ot Bb3JIOXKUTEJLA o 6ankoBaTa cMeTKa Ha poRaraya B cpok a0 60 (wectaecer)
KaJICHOAPHH JIHYU CJIEM U3LaBaHeTo Ha (GakTypa oT M3ITBJIHUTEJLLL. '
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5. CpoKBT Ha rOJHOCT HA JOCTABEHUTE W3ACiMs TPiIOBa 1a ¢ He 10-KpaThk 0T 60
% (wectaecer IPoONEHTa) OT OOLIKS CPOK HA FOXHOCT KBM MOMEHTA HA JIOCTABKATA.

MSCTO HA U3ITBJIHEHUE U TTIPEMUHABAHE HA COBCTBEHOCTTA

6. 3a MACTO Ha JIOCTAaBSIHE HA M3JENUATA CE OIPEICIIs “MBAJI-No6puu" AJL, rp.
Ho6puy, yn. “Tlanaitor Xuros" 24. , ‘ :

7. CobcTBeHOCTTa BBPXY JIOCTABSHHTE H3JiCIisl U pqcm,T OT I'BIIHOTO WIIH
YACTHIHOTO MM LOTHBaHe npemuHara BbpXy Bb3JIOXXUTEIS ot MoMeHTa Hd mpremManeTo
HM Ha MACTOTO HA JOCTABSHC C LIPMEMO-NPENABATEICH MPOTOKOJ WM JAPYT PaBHO3HAUEH
JIOKYMEHT.

[TPABA 1 3AIBJDKEHU S HA U3ITHJIHUTEJIS

Ynen 8. (1) USITBJTHUTEJIST e mibKeH Jia CKIIOUR JIOTOBOP 3a IOJIH3IIbITHEHNE,
KOraro € OOABMII B 3a4BJICHUETO CH 3a YYACTHE NON3BAHETO HA [OAM3IIBIHATEN. B CpoK 110 3
AHH OT CKIFOYBAHCTO HA JIOIOBOP 34 [OAM3IIBIHEHAE MM HA JONBIHATEIHO CIOPA3YMEHHE
3a 3aMsHa Ha II0COYEH B 3asBICHHUCTO NOAWIBIHUTEN M3ILIHATENST H3Ipalla KOIHe Ha
AOTrOBOpa WX HA OM'BJIHUTEIHOTO CIIOPa3syMEHUE Ha BB3JIOKHUTEINS 3a¢HO C J[0KA3aTeNICTRa,
4e ca U3IBJIHCHH YCI0BUsATa 10 Wi. 66, ain. 2 u 11 ot 3011,

(2) lHommsnmpiHuTENNTE HSMAT NPABO Jla TPERB3IATAT €IHA MIF IIOBEYE OT
JCHHOCTHTE, KOMTO Ca BKITIOUCHH B [IPEAMETA HA JOTOBOPA 34 [IOAM3ITBIIHEHHE.

(3) HesaBucuMO 0T BB3IMOKHOCTTA 1A Cg . HSIOJI3BAT  MOJM3NIBIHITENH,
OTTOBOPHOCTTA 3a U3II'BJIHEHHUE Ha JIOroBopa 3a obuiecTeenainoppuka e Ha U3 BITHUTEJLS.

(4) BDB3JIOKUTEJIAT mHsama Jja wu3BbpIIBA  JIMPEKTHHU pasmuialmands ¢
ITOJU3IBIHUTEIINTE f

Unen 9. UBITBIIHUTEJIST e murbkeH fa 0CTABS MEAUIUHCKH U3OEINS, KOUTO,

1. umar Hanecena "CE" MapKHpoBKa B ChOTBETCTBHE ¢ M3UCKBAHMATA HA Wi 15 oT
3axoHa 3a MEAUIHHCKUTE M3enus (3MU);

2. MMaT HaHeCeH HleHTU(GUKALIOHEH HOMED Ha HOTHDULIMPAHHS oprat 1o wi. 64,
an. 2 or 3MHU, koraro nponenypute, onpeeleHy B HapeaOHTe o Wi, 18 oT 3MU, usuckpar
HAHACSHETO MY;

3. MMar HaHEeCeHM HAMMCHOBAHWE W aJipec Ha yIpaBlleHWE Ha IIPOU3BOIUTEIIS
V/HJTH yI'BIHOMOIICHUS IIPECTABUTEN M BHOCHTEIIS,

4. IMaT MHCTPYKIHUS 33 YIOTpeda, ¢ U3K/IIOYEHNE Ha U3/CIMITA, 33 KOMTO TOBA He
€ npensuseHo B 3MU;

5. ca IPUAPYKEHH OT BaluJeH cepTHUKAT, Y0CTOREPSIBALL CHOTBETCTBHETO ChC
CBINECTBCHUTE N3NCKBAHMS, IPUIIOKIMH 38 U3ENHETO, U3a/IcH OT HOTUHUIMPALI OpraH.

6. ca MpOM3BENEHH OT MPOMU3BOAUTEN, KOWTO q_pnnara;pltg IOJANBPIKA CHUCTEMA 3a
yupaeienue Ha kadecTBoTo 1ISO 9001:2015 u/unu cucrema’sa ynpaBiIenre Ha KauecTBOTO Ha
MeTUITUHCKUTE u3gpenus ISO 13485:2016 u/unm ekBUBaIEHTHA., |

Ynen 10.(1) USITBJIHUTEJLIT B cpoka na morosopa TpssOBa Ha. OTroBaps Ha
CIIEAHUTE WU3UCKBAHMUS: :

1. la uma paspelieHye WK yIOCTOBEPECHHE 3a THPrOBUs Ha epO C METUITUHCKI
u3JIes, 3aneHo oT Vsmenurennus qupexrop Ha MAJI o pena ma 3MU.

2. [Jla mpunara ¥ HOAABpXA CUCTEMA 3a YIPABICHWE Ha KadecTBoTo I1SO
9001:2015 B obnacTTa Ha MPOM3BOLCTBOTO H/UIH THPrOBHSTA ¢ MEIUIMHCKY M3ICTHS W/
cucTeMa 3a yrnpasiieHue Ha kauecTBoTo [SO 13485/2016 u/wnu exBrBaienTHA.
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(2) UBITBJIHUTEJIAT e anbxen ne3abasno Aa ysexomu BB3IJIOXKUTEIIS npu
OTHEMaHE Ha ChOTBCTHUTC PaspeLlCHHs il 00€3CUITBAHE Ha YI0C TOBEPEHHS.

Hnen 11. Beska ordenHa poctaka TpsGBa Ja € NPHAPYKEGHA OT JIOKYMEHTH,
YAOCTOBEPABALIM [TPOU3BOAUTELS, MAPTUAHKS HOMED, CEPUUHUA HOMED, CPOKA Ha TOXHOCT U
OT aHATM3HH CepTH(HKaTH (OPUTHHANHH, 3aBEPEHO KOIHE HIM IyOIHYHO OIOBECTEHH),
AOKYMEHTHPAIIU MPOU3X0/Ja, ChCTaBA M TEKYILHS KOHTPOJI HA KAYECTBOTO HA U3JEIIUATA,

Hnen 12. UBIBJIHUTEJAT e anexkeH ga uspage B cpox daxTtypa 3a
JOOCTaBEHUTE MEIUITHMHCKY M3 IENIHS. |

ITIPABA U 3ATBJDKEHUST HA BB3JIOXKUTEILA

Unen 13.(1) Bb3JIOXKWUTEJIIT uma npaso j1a mposepsisa KOJTAIECTBOTO Ha BCsKA
OTZENHA JIOCTAaBKa, KaTo MpH YCTAHOBSBAaHE Ha HECBOTRETCTBHE € I[JI’b)I(eH J1a yBEJIOMHU
U3ITBJIHMUTEJIA B cpok oT 24 yaca. 3 :
(2) Ilpm ycraHoBsiBaHe Ha HECHOTBETCTBHE 'H Ka‘-IeCTBOTO Ha ' JOCTaBEeHHUTE
MEIUIUHCKY H3/ICIIHs B"bSHO}KI/ITEJIHT ¢ arbxen Aa ysenomu MISITBIIHUTEJIA B cpok
oT 24 4aca.

(3) HecpoTBeTcTBHETO Ha KOJIMYECTBOTO M KAYECTBOTO CE YCTaHOBSBA C TIPOTOKOJI,
ChCTaBCH OT KOMUCHS, ChCTaBEeHA OT JIbKHOCTHUTE uia Ha Bh3JIOKUTEJIST.

(4) B ciyuait, ye USITBJIHUTEJIAT B cpok 1o 24 yaca cien YBCIOMSBAHETO 110
ai. 1 ocropu MHUCMEHO HECHOTBETCTBHETO HA KAYECTBOTO, TOM MOMKE 113 HCKA IIpoOBEpKaTa My
OT YII'BJIHOMOIIIEH OpraH UK JabopaTopusl.

Unen 14. BB3JIOXUTEJLIT e mrbxkeH na 3amiaru YrOBOpEHATa IIeHa B pa3Mepa,
10 Ha4MHAa ¥ B CPOKA, ONPENENICHH B HACTOSIIHS JIOTOBOP.

HEVCTOMKU

Hnen 15.(1) Tlpu 3a6aBa Ha jocTaBka OT CTpaHa Ha TIPOJABava ¢ moBede oT 24
(mBazecer u vetupy) yaca, BH3JIOXKUTEJIAT uma npaso Aa MOJIy9H HeyCTOMKa B pasmep Ha
0.1 (myma mano, exna jiecera) Ha CTO OT CTOMHOCTTA Ha 3a6aBeHaTa JOCTaBKa 3a BCeku 24
yaca 3a0aBa. .

(2) Ipu ycranoRsBaHE Ha HECHOTBETCTBHE B KoluuecTBOTo, V3ITHIIHUTEIIST e
JUIbXCH J1a JOCTaBH JIMIICBAINOTO KOJIMYECTBO [PU CHEABAIIATA JOCTABKA, a IIPH TOUCKBAHE
or ctpara Ha BB3JIOXKUTEJIA B cpok ot 24 uaca. IIpu HEM3IBIHEHUE Ha TOBA 3abIDKEHHE
BB3JIOKUTEJIAT uma mpaBo na modyds HEyCTOWKa B pasMep Ha 5 (meT) Ha CTO OT
CTOMHOCTTA Ha JIUIICBAIOTO KOJIMYECTBO.

(3) Ilpu ycranossRane Ha HeCLOTBETCTBHE B KauecTsBoTo, M3ITHIHUTEJIST e
ATHXCH Jla NOCTaBH MEIMUMHCKH H3JCIUs ¢ YTOBOPEHOTO KauyeCTBO MPH ClCABALIATA
AocTaBka, a Ipd noucksate ot crpaHa Ha BB3JIOXUTEJLA B cpox or 24 waca. Ilpu
HCH3MBIIHCHME Ha ToBa 3aibikenne BD3JIOXKUTEJIT uvma npaso, na noiyus HeycTolika B
pasmep Ha 5 (IIeT) Ha CTO OT CTOMHOCTTA Ha HeKadecTBeHaTa JOCTABKA.

(4) B cayuamre mo amumem 2 u 3, axo WBIIBJIHUTEJIST He JOCTaBH
norosoperoto, BB3JIOXKUTEILAT uma mpaso na 3axymu HEoGXOmMMUTE MY MEOUIUHCKU
U3JICTHA OT APYr MOCTABYMK, KaTO Pa3jIMKaTa MEX/y LeHATa IO ,[LOFOBOpa 1 JEHCTBUTEITHO
3aIjIaTeHaTa 1eHa e 3a cMetka Ha USITBJIHUTEJLS. ok b

Unen 16.(1) Ilpm orxas wa MIIIBJIHWUTEJS na LLOCTaBH 3a5BEHUTE MY
MCAMIMHCKY M3LeNMA WIM Ipu 3abaa mopede or 48 (deTmpumecer u ioceM) daca,
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BB3JIOXKUTEJAT uma mpaso na 3akynn HEOOXOAMMUTE My MEAMHHHCKH H3/ETHS OT Jpyr
JIOCTaBYHK. ;
(2) B ciydanTe 110 IIpeAxo/iaTa anyHes pasinKara MeX]y [eHaTa HO JIOTOBOpa 1
JEHCTBUTEIIHO 3aIIaTeHaTa [icHa € 3a cMetka Ha U3ITBJITHUTES.. &+ .

Unen 17. BL3JIOXKUTEIIAT uma npaso fa ucka 0663meTeHHe B IJBJICH pasMep
Ha BPCAHTE, KOUTO € IPETHPIIA B PE3YNTAT Ha 3a0aBCHATA M/HIIM HEKa4eCTBEHATA J0CTABKA.

Ynen 18. Ilpu 3a0aBa Ha uiamane oT CTpaHa Ha B"b3HO}KI/ITEH}IT OCIIETHUST
abinkn Ha USITBJIHNUTEJIA meycroiika, B pasMep Ha 3aKOHHATA JMXBa.

Unen 19. Heycrolikute, 06e3IMeTCHAATA U EHOBUTE PA3IHKH [0 L. 16, an. 2
Morar ia Ob1aT yabpkKaHu OT BCsiko AbjnkuMo Ha MBITBJIHUTEILS miamasne.

ITPEKPATABAHE HA IOTOBOPA

Unen 20. JIoroBopsT ce npekpaTsBa:

l. ¢ uzTHUane Ha cpoka, 3a KOMTO € CKIIOYEH, OCBEH B XHIIOTE3aTa HA Wiek 2,
U3PEUYCHHE BTOPO;

2. OT W3NpaBHAaTa CTPaHa IPH CHCTEMHO HEH3NBIHEHWE HA 3a,(bJUKEHHATA I10
poroBopa. Ilos cHCTEMHO HeM3HBIHEHHE ce pa3OMpa TaKOBa, M3BBPIICHO JBA MM TIOBEYE
BT B PAMKHTE Ha €AMH KAeHIAPEH MECCLl, HILH [0BeYe OT TpI/I TIBTH B paMKHTe Ha CpoKa Ha
JIOTOBOPA, '

i ‘u “ i
3. pH Cb3aBaHCTO HAa YCJIOBHUA 34 I[OCTaBKa Ha MEIUITUHCKHA I/ISHCHI/IH clien

TPOBEXAHETO Ha [ICHTPAIU3UPAHH EJIEKTPOHHH THProBe. ‘
4. IpH HEBB3MOXHOCT Jia CC OCHTYpH (DMHAHCHDAHE 32 W3IBIHCHUETO Ha
ITopbyKaTa 1o npugusy, kouro Bb3JIOXKWUTEIAT se e Moroi na npeaBum.

HAPYT'U YCIJIOBUA

Hnen 21. CTpaHuTe IO ZOTOBOpPA HE MOTaT Ja 'O M3MEHAT, OCBEH B CIIy4aure,
npensusieHy B i1, 116 ot 3011

Qren 22. CTpaHHTE [0 ZOTOBOpA IIE PEITAaBAT BB3HUKHAIATE TI0 H3IFbIHEHHETO
CIIOPOBE II0 B3AUMHO CBITIACHE, @ aKO TOBA ¢ HEBB3MOXHO, 10 pefa Ha [TIK, mpex pogoso
KOMIETEHTHHUAT CbJl B I'p. Jlobpuy.

Hien 23. 3a BCHUKH HEYPEACHHU 10 HACTOSIUA TOTOBOP BBIIPOCH 1€ ce MpHUIarar
pasmopenbure Ha 3011, ITTI30I1, 331 u T3.

Unen 24.(1) 3a Banumuu agpecu 3a HpHeMaHe Ha CLOGH_[CHI/IH CBBP3aHH C
HACTOSAIIIS IOTOBOP CE CMATAT a/[peCHTe, I0COYEHH B HAYA/0TO Ha I0roBOpa. .

(2) Ilpn mpoMsiHAa Ha NaHHWTE 110 MPEXOJHATA AIMHES, ChOTBETHATA CTpaHa €
AUTBXKHA J1a YBEJIOMH JPYraTa B TPHAHEBEH CPOK OT IIPOMSHATA.

Ilpy chbeTaBsHe Ha HACTOSIIMAT JIOTOBOP ce OPEJICTABMXA OT M3IBIHATEIS
CJICHUTE TOKYMEHTH 3a J0Ka3BaHe JIMIICATa Ha OCHOBAHHS 38 OTCTPAHSBaHE:

- 38 o0cTosTeNncTBaTa 110 Wi, 54, air. 1, T. 1 ot 3011 - cBUJIETENCTRO 32 CBAMMOCT;

- 38 00CTOSTENCTBOTO 1O M. 54, ait. 1, T. 3 ot 3011 - ynocroBepenue ot OpraHure
[0 TMPUXOJUTE M YAOCTOBEPCHHE OT 06H_[I/IHaTa [0 CCJAIMIIETO HA BB3JIOKUTENII U Ha
KaHJU/1aTa WA Y9aCTHHKA,

- 33 O0CTOATENCTBOTO 1O Wi 54, an. 1, 1. 6 - y,[[OCTOBepeHI/Ie oT opraHHTe Ha
Vsmbnaurenna arernus "[1aBHa MHCTICKITHNS 110 TpyHa'; =
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- PaspelleHne 3a ThProBHs HA €J[p0 ¢ MEAMIMHCKH M3IENIHA, H3IafeHo or MAJ]
HII Pyl AOKYMEHT, yIOCTOBEpABAI] IPABOTO HA Y4YaCTHUKA Ja THPIYBA ¢ METHIMHCKH
H3[eIus, U3aICH OT KOMIICTCHTEH OpraH Ha ChOTBETHATA JhPKaBa;

- CepTI/I(pI/IKaT 3a Npujiarane u OOIAbPXKAHE Ha CHCTEMA 3a YIIpaBJICHHE Ha
xauectBoTo ISO 9001:2015 B 06sacTTa Ha MPOU3BOACTBOTO M/UH TBPTOBUATH C MEAUIIMHCKH

M3l W/WIM  CHCTEMa 3a yIOpaBiIeHHE Ha KauecTBOTO ISO 13485:2016 w/umn
|
CKBUBAJICHTHA; r

HaCTOSIIHHSI:[ -/I0TOBOP €€ CBCTaBU B TpHu t"lHOOOpd\iHV CKZ  Twrsipa,  eluH ?b

U3ITHITHUTEJLS, H?ﬂ'@a"ﬁ %3HO}KHTEJIH
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Hpunoscenue No 5 — 3advuncumenen obpaszey
HEHOBO NPEMJIOKEHUE 3A U3ITBJHEHME HA MTOPLYKATA

or ,,JlnaXem” OOJ] cbe cemanume B rp. ITnoBmmE, 06mHHA ILmoBuR u aapec Ha
yipasicuue rp. [Tnosaus, yi. IIpecnas” 15, EUK / BYJICTAT 115321600.

npezcTasnsian or Huxonait JJumutpos Ber -, B KAYECTBOTO
My Ha yIIpaBHTEIL. '

Ilpaps 1EHOBO mpeaNoXKCHHE 33 H3ITbIHCHHE Ha IOpBUKaTa, Mo 000cobena
no3unus No:

Ne 2, kamo npunazam noeonucano Hpunoscenue No 2 "Cnucok na
7IAOOPAMOPpHUME KOHCYMAMUGU, DeaKkmueu u mecmose 3a omoejieHue

"Tpancyzuonna xemamonozua",
(mons, ombenesceme obocobenama nosuyus 3a KMo npeocmassime ogepma)

YKA3AHHA 3a nonvasane na npunoscenusima:

B npunosicenuemo Ne 1, Ne 2 wuau Ne 3, 3a HOMEHKAamypama no KosAmo
npeocmass oghepma, 6cexu yuacmuur credsa 0a NONeAHY Crednume KONOHU U pedoge:

B konona 6 yuacmnuxvm nocousa npoussodumens na npeonazanomo uzoenue.

B ronona 7 yuacmuuxom nocousa emecmumocmma na npeonazanama onaKoeKd 8
MEPHU eOUHUYU (CH2IACHO NOCOYEHOMO & KONOHA 3 iy 3. ] ), kKo2amo e npunoscumo.

B konona 8 yuacmuuxvm nocousa npednazanama Yena Ha onaxkosxka ¢ nesa ez
HC, kozamo e npunosicumo, kamo yenama na onaxoska mpsi66a 0a e 3aKkpveiena 00 6mopus
3HAK cred decemuynama 3anemasl.

B ronona 9 yuwacmuuxvm nocousa npeonacanama edunuunama Yyena Ha mepna
eounuya ¢ nega 6e3 JJAC. Eounuunama yena na Mepra eounuya ¢ konona 9 ce noayuasa,
Kamo yernama 3a OnaKosKa HA 6CAKO usleiue NOOMOENHO ce Pa30ent HA GMeCHuMOCmG
(bpos mepnu edunuyu) 6 edna onaxoexa (xon. 8 : kon. 7). Eounuunama yena na mepua
eOuHuYa c1edsa Oa e 3aKpvaiena 0o UEemMEbPMUsL 3HAK Cle0 0eCeMmuyHama 3anemdas.

Konona 10 ce nonvisa camo no onesu HOMEHIIAMYPU, KOUMO ChObpIIcam 6 cebe
cu noowomenxnamypu. 1, 6, 7, 15, 16, 18, 23, 26, 33, 34, 54, 60, 63, 67, 68, 70, 72, 75u77 B
KonoHa 10 yuacmuuxvm nocousa npouseedenuemo MENCOY NPOSHOZHOMO KOAUYECTNBO Om
KoNoHa 4 u yenama sa mepna edunuya, nocovenda om yuacmnuxa 6 konona 9 (kon. 4 x xon. 9).
o nomenxnamypa Mo 71 "Ousemumennu cemose" ne ce nonvise konona 10.

Ha peooseme "O6ujo no HomeHknamypa Ne,....." y%‘f L':ﬁbﬂh‘b;ﬂ ”TO%G cbopa
om cmounocmume Ha écexu ped om koaona 10. Coopvm ce K Y0 61 s suak cred
oecemuyHama 3anemas.
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IIPHJIOKEHUE Ne 2 "Cnucbk Ha 1aGopaTopHaTe KOHCYMAaTHBH, DEAKTHBH H TeCTOBe 3a orAeneHne "Tpaucdysnonna xemaronorns"
Homenkna IlporHosna Ilpeanarana Lena sa . O6wa
HaumenoBanue na Ilpenopbuut = npeajaraHaTa Ilena 3a mepua N
Typa " Mepua IIpornosuo | croittoct no | Mpouseoau | omakoeka CTOiHOCT
HOMEHKJIATYPHUTE H eJIHa onakoBka 6e3 IJC | exuunua 6es JJIC
OAHOMEH eIHHHLA KOJIH4ecTBO [ 060coGeHaTa TEn (xoraro e (xoJ1. 4 X KoJ1.
MOAHOMEHKIATYPHTE OMaKOBKa (xoraro e (xou. 8 : kon.7) ,
KJaaTypaNe MO3ULUS HPHII0KHMA) 9)
MPHJIOKHMO)
1 2 3,10 3,2 4 5 6 7 8 9 10
KommuiekT or:
TecT epuTpounTH A, .
4 1 D
46 Tect epuTponuru A, KOMIUIEKT KOMILTCKT & X & 780 _m_/\_ma 4x10 M 90,00 90,0000 1 170,00
10 mn KOMIIJIEKTa Meeinapus
Tecer epurpountn B
Tecr epuTponmT O
Tect epurpount O .
- ~ :U "
47 | (I+IT+II0)- 32 KonTpoa Ha | Kommrex | KOMIVTEKT 3 X 3 780 aMed™ 1 10 mn 108,00 108,0000 1 404,00
10 mn KOMIUIEKTa seitmapus
Coombs
A n
54 peakTHBH 3a ID- 2960
L z £33 6, LS -
54.1 1D Diluent 2 32 ID- My | OrKoBKas00 ) DiaMed | 500w 199,8000 199,8000 199,80
Centrifuge 6 S M IIgetiuaprs
54.2 L Dilugpt 13 D= My | OraxoEkal00p o, DiaMed |1 100 wa 56,7000 56,7000 113,40
Centrifuge 6 S MJIT IReiinapus
ID card Complete .
54.3 crossmatch 3a ID- 6poit X wmm MMon EwaZMQE 112 K 71,2800 71,2800 356,40
Centrifuge 6 S P Hap
ID card ABO (Rh for .
54.4 Newborns) 3a ID- Gpoit X Mxmm MMOHE EMM_ZMQE 1x12 k 56,1600 56,1600 112,32
Centrifuge 6 S P 1ap
ID card LISS/ Coombs 15 Gp. DiaMed
54.5 enzyme test 3a ID- 6poit X Hocaua X 12 . 1x12 k 85,8600 85,8600 1287,90
. IIseiinapus
Centrifuge 6 S KapTu }
a 10 6p. .
sag  |[PNaCL Enzymetestand) o X Hocaua x 12 Dialied 89,0000 890,00
Cold Agglutiuins UIseiiapus b
KapTH
0 54: 2 959,82
noganuc:
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Ilpunosncenue No 4 — 3aovancumenen obpazey

TEXHHYECKO NPEJAJOXKEHMUE

Hommmcanusr Hukonaii HumuTpos Benve. } KAYECTBOTO CH
Ha ynpasuren Ha ,,/lnaXem” OO/, ¢he cenamume: rp. LlnosuB, yir. ripeeias” 15, azgpec Ha
ynpasienue - cbius, EWMK 115321600,

1. Ilpast cirenHoTo mpemIoxenye 3a H3MhIHeH e Ha [IOPBYKATA B CHOTBETCTBHUE C
TEXHIIECKUTE CHICLUPUKAINN 1 N3NCKBAHUATA HA Bb3JIOKATENS:

Ipennaram nocraskara na H3JIETHS, KOUTO:

- €2 IIPOM3BENICHH OT LPOM3BONHTEN, KOWTO Npuiiara IOAIBpPIKA CHCTEMA 3a
yUpasiicHue Ha kKayectBOTO ISO 9001:2015 u/mmnu cucrema 3a YHIPABJICHHE HA KAYeCTBOTO HA
MemuckaTe usaenus [ISO 13485:2016 u/unu exsupanenTHA,

- ChOTBCTCTBAT HA M3UCKBAaHUATA Ha JIupexTnBa Ha Esponeiickust mapnament u
Copera na Enpona 98/79 EC 3a MCIIUIIMHCKUTE CpeJICcTBa 3a auarHoctuka (IVD), xorarto e
TIPUIIOKHMO.

- OTrOBAapAT Ha M3UCKBAHUATA Ha 4iI. 82, air. 1 oT 3MU;

- OTTOBAPAT HA JIPYTUTE H3UCKBAHUS, IIOCOYESHH B TEXHIUUCCKUTE crenupUKaIum.

2. Jlexnapupam chIilacHeTo CH ¢ KIay3nTe Ha NPUJIOKCHIS IIPOEKT Ha JAOTOBOP.

3. Jlexnapupam cpok Ha BaAMAHOCT Ha oeprara: 3 (Tpu) mecena ot JaTara,
KOATO € Ioco4eHa 3a JlaTa Ha I10/laBaHe Ha odepTara.

4. Tlpuemam cpoka Ha W3MBAHEHHME HA noprykara: 12 (nBamajecer) mecena ot
CKJIFOYBAHETO HA JIOrOBOPA.

5. llpuemam cpoka 3a miamame: 1o 60 (Inectiecer) KaneHDApHH OHH OT
HM3BbPILIBAHCTO Ha JOCTABKATA M U3/IaBAHETO HA (BaKTypa OT H3IbIHATELS.

6. Ilpuemam cpoka Ha mocraska: mo 14 (1eTuprHanecer) KaJICHIApHU JHU OT
MOMECHTA Ha 3a4BSBAHETO OT BH3JIOKHUTEIS.

7. IlpuemMaM cpoxa Ha TONHOCT: HE TO-MaJKo OT 60 % (mectaecer mpornenTta) ot
00LIMSA CPOK HA TOAHOCT KbM MOMEHTA Ha JIOCTaBKaTa.

8. Ilpremam Ja M3NBLTHSBAM BCHYKH M3HCKBAHHS Ha BBE3JIOXKHTENS, TIOCOYEHH B
OOSIBIGHHETO ¥ JOKYMEHTALIMSTA 34 y4acTue.

9. B ciyuaii, ue GbIa onpeNeNneH 3a WIMBIHETEN Ha IIOpBYKaTa, ce 3a1b/DKaBaM,
[IpH  NONIHMCBAHETO Ha JOroBopa 3a oO6INEeCTBEHA NOpBYKA, Na MPEACTaBs aAKTYalHH
AOKYMCHTH yIOCTOBEPSBAIIY IIUIICATa HA OCHOBAHHUS 34 OTCTpaHsABAHE OT IPOLENyparTa,
KaKTO 1 CHOTBETCTBHETO C IIOCTABEHUTE KPHTEPHH 34 nonbop:

- 3a obcTosATENCTRATA TTO YJTL. 54, an. 1, 1. 1 o1 30I1 - cBUmETENCTRO 32 CBJIUMOCT;

- 38 06CTOATENCTBOTO MO wi. 54, an. 1, . 3 ot 3011 - YZOCTOBCPEHHE OT OPTraHUTE
TI0 TIpAXOMUTE W YIOCTOBEPEHME OT OOIMHATA [0 CEAANHINETO Ha BB3IIOKUTENS W Ha
KaHIWATa MM YIaCTHHKA,

- 32 06CTOATENCTBOTO 10 Wi 54, aim. 1, T, 6 - YIAOCTOBEPEHME OT OPraHHTE Ha
Wsnenavrenna arenmus " asHa MHCIEKIMS 110 Tpyaa';

- Pa3peHICHUe 3a THPrOBUS HA €PO ¢ MEIMIHHCKI u3nenvs, usgaaeno or MAJI
W JIpYT' IOKYMEHT, yIOCTOBEPSBALL [PABOTO HA YYACTHHKA 14 THPTYBa C MEIMIMHCKU
M3NC/INA, HM3JAJCH OT KOMIETEHTEH OpraH Ha CHLOTBETHATA AbpxaBa. Paspermenne wm
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YIOCTOBCPCHHUE HE CE U3UCKBA OT IPOU3BOIUTEINTE HA Me
Ha Tepuropuara Ha Peny6iauka Brirapns;

- cepruuKaT 3a mnpuiarade u HOINBPXXAHC Ha|CHCTEMA 3a yIOpaBicHHE Ha
kadectBoTo ISO 9001:2015 B o6nacTra Ha IIPOU3BOICTBOTO H/H{IU THPrOBHATA ¢ MEAUIHHCKH

H3JeNds W/WIH  cHCTeMa 3a YIpaBjIeHHME Ha Kauec ISO 13485:2016 w/mmm
CKBUBAICHTHA,

JAUIOUHCKH H3Jenns, YCTaHOBCHH

HOI[HI/IC Ha IIpEICTaBIIABAMIOTO JIMIC U ey

. HU npoayxTy
Huxonait Jumutpos Benues - YIpaBUTEI 5
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