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JOKJAJ

no wir. 103, an. 3 or 3akoua 3a obmecTBenuTe MO KK

34 pe3yJITaTuTe OT paboraTa HA KOMHCHATA o Wi 103, an. 1 or 3011,
HazHaveHa ¢be 3amosen Ne 6 / 11.01.2017 rop.

YBAXAEMU ' OCIHO/JIMH M3IThJIHUTEJIEH JHUPEKTOP,

Ha 26.01.2017 rog. IPHKIIOYH 3acelaHueTO Ha KOMHCHSTE, Ha3HAyeHa Ha
ocHoBanue wi. 103, an. 1 or 3011 cne 3anosen Ne 6 / 11.01.2017 rojl. Ha Mansmaurenany
Aupextop Ha "MBAJI-JTo6puy" Al tp. Hobpuy, B cheTan:

HPEOCEAATEJL: 1. Enena AtanacoBa Bemnkopa — eKcnepT obuiecTrenn
IOPBYKH.

YIIEHOBE:

2. Ams. Teopru Croiiuen MuTKOB - 10pHCT Ha IPaXnancku morosop B "MBAJI-
Hobpuu" AJl;

3. Januena JJumuepa Muxaitnosa — rnagen CYETOBOIUTE.

3amavara Ha KOMHCHSTA C. 110 peyia Ha ui1. 104, an. 2 ot 3011 » un. 6] or HIT30IT,
18 pasrile/ia 1 oleHH opepTUTe Ha YYacTHHIHTE B lipone/iypa 3a Bh3narane 3a o6ecTrena
MOpBYKa THII "0TKpHTA" ¢ TIpeamer: Jlocrapka Ha nabopartopuu KOHCYMATHBH, PCAKTHRH M
TecToBe 3a otaenenue "Kimmanuna nabopatopusa” na "MHorompodunma Gommumna 3a AKTUBHO
neuenue-/lobpuy" AJL.

[Tpouenypara e OTKpHTa ¢ Petnenne Ne 26 ot 05.12.2016 rofn. Ha M3nmeinuurenmus
HHPEKTOP Ha JPY)KECTBOTO, 1o obspieHue No 760924, npemucka No 00083-2016-0014
PETHCTBpA Ha ATCHIHATA 32 OGIIECTBEHH HOpLyKH, obseena B Oduiuaien pecTmi Ha
Esponetickus cpros mox Ne 2016/S 23 8-433202.

1. Odepri 3a yyactue ca IPCJCTABHIIH YUACTHHIIUTE:

I.1. "IIEP®EKT MEJUKA" 00/]I, IpueTa ¢ Bx. Ne 113 / 06.01.2017 roJi. B
09.00 vaca;

1.2, "AKBAXUM" AJL, npuera ¢ Bx. Ne 203 / 10.01.2017 rox. 8 12.00 yaca;

1.3. "MAPBEHA HAUATHOCTHUKA" OO/, tpuera ¢ x. No 205 / 10.01.2017
roxa. 8 13.20 yaca;

L.4."BI ME" EOOJ, npuera ¢ Bx. No 206 / 10.01.2017 rou. B 13.30 Haca;

1.5. "EJITA 90M" OOJL, npuera Bx. No 208 / 10.01.2017 ron. B 15.30 uaca,

2. 3acenaHueTo Ha KOMUCHSTA HPOTEYE B JIBC YaCTH - MyGIIHYHA 1 3aKpHTA,

2.1. B ny6auunara yact or 34CCIaHUCTO KOMHCHATA OTBOPH 110 Pelia Ha TIXHOTO
HOCTBIBAHE 3alleYaTaHUTE OMAKOBKH HA YUACTHHIIMTE M OIOBECTH TSIXHOTO ChABPKAHUE
BIUNIOUHTEIHO NPEIIOKEHUATa HA YYACTHHITUTE 110 ChOTBETHHUTE MOKA3aTeNIH 3a OIEHKA Ha
oteprure.

2.2, B zakpurara uacr ot 34CCHaHHETO KOMUCHSITA:
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© PaICNA HPEICTaBEHUTE ODEPTH M OLEHH ChIIACHO u3Opanus kpurepuii 3a
Bb3JIAraHe TE3N OT TAX, KOHTO ChOTBETCTRAT Ha NPEABAPHTEIHO OGABEHUTE YCIOBHS;

- pasljeia NTOKYMEHTHTE, CBBP3aHH ¢ JIHYHOTO CBCTOAHHE M KPUTEpUUTE 34
10460p Ha yuacTHHIMTE B HU3XOIAIL Pell CIPAMO MOJIy4YeHHTE OLICHKH, JI0 YCTAHOBABAHE Ha
ChOTBETCTBHE C M3MCKBAHMATA HA JBAMA Y4aCTHHIM, KOUTO KJIAacHpa Ha MBPBO U BTOPO
MSICTO.

3. YwactHwmumre ca Hpencrapunn - odeprn 1o  06ocobeun HO3UTTHH  H
HOMCHKJIATYPH, KAKTO CJie/IBa;

3.1. "IIEPOEKT MEIUKA" OOT;

[To 06ocobena nosurms Ne 4: noamoszumnus No 42;

Ilo oBocobena nosunusa Ne 5: mogmosurs No 8.2;

ITo 06ocobena nosunus Ne 6: mognosurus Ne 6, l;

ITo o6ocobena mosumus No 7: noanosuiEsg No 7.1,

3.2. "AKBAXHM" All:

[1o o6ocobena nosutus Ne 3: nojmosurmu No 3.1 u 3.2:

[To oBocoBena nosunus Ne 4: moamosurus No 4.1,

3.3. "MAPBEHA JIUATHOCT HNKA" OO/1;

[To o6ocobena nosunys Ne 5: monosumms No 5.1

3.4."BI' MEJT" EOO/:

[1o obocobena mosunms Ne 1: noamosurmm Ne 1.1 u 1.2;

ITo 06ocobena nosunmsa Ne 2: moanosumus Ne 2.1

3.5. "EJITA 90M" O0:

Ilo 06ocobena nosuiys Ne 1: mojanosurmu No 1.1 u 1.2:

ITo oBocobena nosunua Ne 2: momosurgs Ne 2.1

4. B 3akpuro 3acenanune kommensta basliiena npejicraBeHute odepry u IIPOBEpH
CBOTBCTCTBHCTO MM € HIPEIBAPMTENHO OBSBEHHTE OT BBINONKATEIA yCIOBHS, MPH KOETO
YCTaHOBH W IIPHE 38 OTAEHH YYACTHHIM CICIHOTO:

4.1. 3a yaacruuka "IMIEPOEKT ME/THKA" OO1;

YUYaCTHHKBT € npencrapmi odepTa 3a ywacrue 110 obocobena mosmmms No 7
"JlocTaska na npyru nabopaTopHu KOHCYMaTHBH, PCaKTHBH M TecToRe",

B oGsBnenuero 3a onosecrssane Ha 0O0IieCTBeHATa MOpBuKa, B T, 11.2.14)
"MomrbaHuTenna HHpopManus" o o6ocobena nosumus Ne 7, Be3oKuTensT e [I0COYnJI, Ue Ha
OCHOBaHuE 4. 21, an. 6 ot 3011 Bb3maraneTo na o0lIecTBeHATA TOPBhYKA 1O Ta3H obocobena
[TOSHLHA INE CE U3BBPILY 10 pejia Ha Uil 20, an. 4 or 3071. [IpaBHOTO OCHOBaHME ). 21, am 6
ot 3011 naBa npaBo Ha BLANOKATENS A8 BB3JIOKH MOPBYKATA 110 TasH 06ocobena TIO3ULMsI
H3BBH HACTOAIATA MPOLE/Iypa, [0 pena na wi. 20, an. 4 or 3011, NPEBHUICH 38 CTOMHOCTTA

oeprara or mokymenTanmsTa 34 Y4aCTHE ¢ II0COYCHO, Y€ HE Ca MPeACTABAT M HMa Ja ce
pastiexnar npejiioxenus mo obocobena nosunus Ne 7. Bonsita na Bb3ioscnres e npeyka 3a
KOMHCHUATa 1a pasriiesia MpecTaBeHaTa O Y9acTHHKa oepra 1o 060co6eHa 1o3miHs No 7.

Hpensun usnoxenoro, xommcusTa HC pasriexna obpeprata Ha ywacTHHKa
"IIEPOEKT MEJIUKA" OO/l mo o6ocobena nosuuust Ne 7 "Jloctaka ma JIPyTH
1ab0OpaTopHE KOHCYMaTHBH, PEaKTHBH W TecToBRe",
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4.2. 3a yuactauka "BI’ MEI" EOOJ:

4.2.1. o obocobena nosumust Ne 1: Jlocraka Ha nabopatopun KOHCYMAaTHBH,
PEAKTHBH 1 TECTOBE, IIpeIHAZHAYCHH 34 XEMaToJNOrus:

YYacTHHKBT € IpeacTaBui oepra 1o Tasm 06ocobena [O3UIMA, B KOATO e
IIPEATOXUIL OCTABKATA HA MENUIMHCKH M3JIeNINA ¢ Tpou3BojuTel Norma Diagnostica
GmbH. 3a nokassane ma TIPUTOHOCTTA HA M3NENHSTA, B TEXHHUCCKOTO CH PeIoKEeHHE
YHaCTHHKBT € npencraBui "OCHOBEH kaTajior Norma o6mm peaxrusu 3a XEMATOJOTHYHH
aHanmsaropu 2013", B xoiiTo ce CHABPKAT JAHHH II0 TIomo3mms Ne .2 - SYSMEX XS -
800i. Ha CTpaHuIaTa, Ha KOSITO ¢a [I0COYECHH PCAKTUBHTE, pennasHavenu 3a SYSMEX XS —
8001 ca wm3bpoenu ner HOMCHKIIATYPH ¢ HAMMEHOBAHHMS 110 KaTajiora NormalDil SYS,
NormalLyse-4DL SYS, NormalDye-4DS SYS, NormalDye-4DS-eco SYS i NormalGlobin
SYS. Or HaumenoBanusaTa Ha Tz €T HOMEHKIIATYPH He MOXKE J1a ce HAllPaBH KaTeropuyeH
H3BO/L Ha KOs OT HOMEHKIIATYPHTE 110 noanosurps No 1.2 (06110 8 Ha Opoit) chotBercTrar. B
Karajora He ca NOCOYEHH APYrH [aHHM, OCBEH KaTaJIOXHATE HOMEpA Ha W3JEMITA 1
BMECTHMOCTTA Ha pa3acoBKHTE UM B tpu. BmectumoceruTe Ha pasacoskute B HTPH OT
Karajora ceBIIA/IaT C BMECTHMOCTHTE Ha o(hepupaHuTE MeaUIMICKY U3JIETIMS CaMo 10
HOMeHKnaTypa 1.2.1 — 20 JHTpa. 3a BCHYKM Apyru HOMEHKJIATYPH BMECTUMOCTHTE He
CBBIANAT W HE MOrar Ja ClyaT 3a OPHCHTHDP [pH HIACHTH)HIMpaHEeTo Ha H3JIeITUsTA.
Komucusra manpasy  omur Aa  HIeHTH(HLMpa odepupanuTe w3EIHS U TIXHOTO

HPe3 IOCOUBAHETO Ha KATANOXKEH HOMEp HJIH 10 OPYT HAYKH,

B npencrasenus or yuactuuxa KaTaJloT M3IAJIO JIMICBAT JAaHHKU 3a peaxkTHRH,
IpCAHAa3HAYeHH 34 arapara 1o 1mojmosuims No 1. | SYSMEX XP — 300,

Hpennoxenuero ua YHacTHUKa HE ChOTBETCTBA Ha NpenBapuTenno obspenure
YCIOBHS, OPAJH CIETHOTO"

YcnoBuero na BB3I0KUTENS T0 000cobena mosumust Ne 1, mocoueno B Toyka 2.1
oT TexHuueckure CICHUDHKAIINE € 338 KOMILICKCHA A0CTaBKa OT €AMH INIPOM3BOMUTEN 34
BCHHKH HOMCHKJIATYPH OT ABETE MO0,

Komucusra mpuema, ue HPEMIOKEHHETO HA YYaCTHHKA HE CHOTBETCTBA Ia
YCIIOBHETO 110 To4ka 2.1 or Texumyeckary crienuUKaIus, Thif kato CBIABPIKA MPEUIOKEHHE
¢aMo 110 noxmosuuust Ne 1.2 3a anapara SYSMEX XS — 800i u ne chabpiia TIPENIOKEHHE
110 noamosunus Ne 1.1 3a anmapara SYSMEX XP — 300.

Hpyroto ycnoeue ma BB3JIOKUTENL € MOCOYEHO B Touka 2.2 o Texnuueckure
cnenubukannn: Ipexnaragure MEIHLMHCKH M31IeHs TpsibBa Ha GBAAT ChBMeCTHMH
MCIMIMHACKATA allapaTypa 3a KOSTO INE Ce H3IIOI3BAT. 3a nokazBameto My B T. 3.10 oT
Yxazanusra 3a moarotoska ma oeprata OT JOKyMeHTALHATA 34 YYacTHe € NpeBUACHO
YIaCTHMLIUTE B TIPOLEIypaTa, Mpeaiaraiim PCAKTHBH, KOMTO HE Ca -IPOM3BENEHH OT
IIPOM3BOAMTENS HA MEIHIMHCKATA afapatypa, 3a KOATO 1€ ce W3MOMI3Bar, i IPEACTABIT
AOKA3ATEICTBA 32 CHBMECTHMOCT (paspellenue oT (upMaTa-npousBoMTeT 1A armapara 3a
paspeliera ynorpeba Ha Te3sm peakTuBH B anapara W cepTuhuKar 3a mpocienuMocT o
JeQUHUTHBEH MeTo, Wi CKBHBAICHTHH). TakuBa moxasaTescraa YYaCTHHKBT He ¢
NPEACTaBHII,

Komucnsira npuema, ve npentomenuero 0 noanosunusa Ne 1.1 me choTBercTRa
Ha YCIOBHETO 1m0 Touka 2.2 0T TeXHHUYeCKMTe CHEHH(DUKAIME 10  OTHOMIeHHe
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CBBMCCTHMOCTTA Ha MEJIIIMHCKATE M3CIHs C ME/IMIMHCKATA alapatypa, 3a KOSTO e ce
M3II0JI3BAT.

IIpensun KOHCTATHPAHHTE HECBOTBETCTBHS, 110 apryMEeHT Ha HPOTUBHOTO
OCHOBaHME OT 4. 61, T. 3 ot 113011, komucusTa He OLCHABA PENIOIKEHNETO HA YYACTHHKA
"BI' ME" EOOJ] 1o o6ocobena nosumust Ne 1: Jloctaska Ha nabopaTopHu KoHcyMaTHRH,
PCAKTHBH H TECTOBE, IIPEHASHAYCHH 38 XEMATOIOIHS.

11.2.2. TTo oGocobena nosunus Ne 2: Jlocraska Ha JabopaTopuu KOHCYMAaTHBH,
PCAKTHBH U TECTOBE, NPEHA3HAYCHN 34 XEMOKOaryJiamms:
YUACTHUKBT € npeacrapmi oepra mo Taszm oGocobena IMO3HUITHS, B KOATO ¢

©  NpPEeNCTaBHI  eNeKTPOHEH  HOCHTE)] (mMcx) ¢ wamHe "Katamor  Fortress
Wucrpykimu/ITporpamu 3a START 4". B xaranora ce ChABPIKAT NAHHH 34 CJICIHUTE
HOMEHKITATypu 0T noxnosuumst No 2.1: 2.1.1. [Mporpombunoso BpeMe — peaktus; 2.1.2 APTT
(AKT.mapi. Tpom6or, Bpeme) — peaxrus; 2.1.3 PastBop na CaCl2 — 0.025 M; 2.14
Dubpunores — peaxrus; 2.1.5 Bydep sa pubpunoren: 2.1.6 D-Dimer — natexc arJyTHHAIUSI,
KaKTO M IIPONYKTOB KATAJIOI HA fponseonurenst Fortress Diagnostics Ltd, B HPOAYKTOBUS

[Ipemnoskennero na YHaCTHHKA He ChOTBETCTBA HA IIPE/IBAPUTEIIHO obsiBeHHTE
YCIIOBHS, OPAJIH CIIEIHOTO:

VYenosuero na BB3JIONKHUTENS 110 06ocobena mosumms No 2, IOCOYEHO B ToyKka 3. ]
or TexHuyeckure CICHM(DHKALINKE € 33 KOMILICKCHA AOCTABKA OT €/IMH TIPOM3BOJUTET 34
BCHYIKH HOMEHKITATYPH OT TIOITO3UIIHATA.

Komucusra npuema, e PEATOMEHUCTO Ha YYaCTHHKA HE CHOTBETCTBA Ha
yeloBuero mo touka 3.1 ot Texuuueckara CleUMpHKANU, ThH KaTo CBIABPIKA [IPEJIOKEHHE
€amo o moamosuuuu or Ne 2.1.1 7o Ne 2.1.8 1 e ChALPIA NPEIUIOIKEHHE 110 MOATIO3HIIHN
NeNe2.1.9,2.1.10m 2.1.11.

Hpensun  xoncrarupanure HCCLOTBCTCTBHS, 110 &pryMeHT Ha IIPOTUBHOTO
ocHoBanue ot wir. 61, T. 3 or ITII30T11, komucHsITa He OILEHSBA IPENTOKEHHETO HA YHaCTHHKA
"BI' MELT" EOOJT o o6oco6ema nozunug Ne 2: JloctaBka Ha Jaboparopnu KOHCYMAaTHBH,
PEAKTUBH M TECTOBE, NPeHAZHAUYCHH 34 XeMOKOaryiamm4.

5. Vwactnunure ca HalIpaBUIIM  CICAHUTE TPEIONKEHHS [0 KPUTEPUST 3a
BB3JIarame, mo seska ot 06ocobeHuTe IIO3HIINH, 38 KOHTO Ca MPEACTABMIN odepru;

5.1. "IIEPPEKT MEJAHKA" OO;

5.1.1. Obocobena nmosumuss No 4 HocraBka Ha naboparopuu KOHCYMAaTHBH,
PCaKTHUBH M TECTOBE, IPEAHAZHAYCHH 34 Hiokoananmnsatopu, Hoamosnuua Ne 4.2, 34 arnapar
BIOSEN C_ LINE - EKF: O6u1 cbop B koTOHA §: 8§72.33 JeBa;

5.1.2. Obocobena nosunus Ne 5: Jloctaska Ha Jaboparopau KOHCYMATHBH,
PCAKTHBH M TECTOBE, INpelHazHaYeHH 33 KPBBHO-Ta30B aHalu3, Hopmosumua Ne 5.2, 3a
anapat ABL 5: 06w c6op B konona §: 438.28 JIeBa;
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5.1.3. Obocodena mosumust Ne 6: Jlocraska Ha TecToge 34 YPHHCH aHanusarop,
Hoanosunust Ne 6.1, 3a afiapar 3a ypunes ananusarop DIRUL H-300: O6m cbop B KoJIOHA
8: 70.05 nepa.

5.2. "AKBAXHM" AJl:

5.2.1. Obocobena nmozmmus No 3: Jloctaka ma nabopaTopuu KOHCYMAaTHBH,
PCAKTHBH M TECTOBE, MPEe/HASHAYCHH 33 KIMHHYHA XUMHS B uMyHONOTHA: Tloamosumms No
3.1, 3a anapar AU 480 - Beckman Coulter u moamozuums Ne 3.2. 33 anapar ACCESS 2 —
Beckman Coulter: 06111 cbop B xoT0HA §: 14821.62 nena.

5.2.2. Obocobena mozumust No 4: Jlocraska na Tabopatopuu KOHCYMAaTHBH,
PEAKTHBH U TCCTOBE, PeHAZHAUYCHH 34 Tmokoananusaropu, Hommosmmms Ne 4.1, 3 arapar
SENSOSTAR GL 30 — DiaSys: 1097.37 nera

5.3. "MAPBEHA JIUATHOCTHUKA" O0Md:

5.3.1. O6ocobena mozmmsa No S: Jlocraska ma naboparopuu KOHCYMATHBH,
PCAKTHBH M TECTOBE, MpelHA3HAYEHH 3a KpbBHO-razos awanus, IMognosmuua Ne 5.1, 3g
anapar RAPIDPOINT 400 - Siemens: OB c60p B kosona 8: 87.09 nena.

5.4."BI' MEJT" EOOJ: He ce onensea.

5.5."EJITA 90M" 00/1:

3.5.1. Obocobena nosumus No 1: Hocraska na naboparopHu KOHCYMaTHBH,
PCAKTHBH H TECTOBE, IpeAHA3HAYCHH 34 xemaroiorus: logmozmuus Ne 1.1, 34 arapar
SYSMEX XP — 300 u noamosuumst Ne 1.2. 3a anapar SYSMEX XS — 800i: O6111 c6op B
komona 8: 417.87 nesa.

5.52. O6ocobena nozumust Ne 2: HocraBka Ha nabopaTopHy KoHcyMaTHBy,
PCAKTHBH U TECTOBE, NMpedHA3HAYEHH 33 XeMokoarynanus: Hogmosumus Ne 2.1, 3a anapar
START 4 - Stago: O6m cOop B xomona 8: 73.18 jrera.

6. Komucusra pasriesia texuuueckute IPCUIONCHHAS HA yIaCTHHIIUTE, TIPH KOSTO
KOHCTAaTHpa, 4€ BCEKH OT TSX € Halpasui HPCUIOKCHUE 32 M3IIBJANCHHE HA IOPHUKATA B
CbOTBCTCTBHE C TEeXHHUYCCKHUTE COCUU(PUKAIIME W M3HCKBAHHUSITA Ha BB3JIOKUTEISl U ¢
ACKIIaprpall HEOOXOMMHTE 00CTOATENCTBA ChIIACHO SallbIDKATCIIHUS oOpaser [Tpmitoskenue
Ne 5 ot moxymenranmsTa 3a y4acTHe.

7. KomucusTa onenn O(pepTHTE Ha yUacTHUIHTE CBITACHO M30paHmst Kpurepwuii 3a
Bb3jlarane "Hail-HucKa neqa" u KJIACHPa YIACTHUIMTE 110 CIIEIHH HAYHH:

7.1. "IIEPOEKT MEJTHKA" OO/1: Ha IBPBO MACTO 110;

Obocobena mozumms Ne 4: Jocraska na nabopatopHu KOHCYMATHBH, PECAKTHRH H
TECTOBE, NpeAHA3HAYEHH 34 Inoxoanamusaropy, Mognosumua Ne 4.2, 35 atapatr BIOSEN
C_ LINE — EKF;

O6Gocobena nozunus Ne 5: Jocraska na nmaboparopuu KOHCYMAaTHBH, PCAKTHRH H
TCCTOBE, NPCHABHAYEHH 3a KPBBHO-TA30R anamms, lMoanosunmsa Ne 5.2, 3a amapat ABL 5;

Obocobena mosuums Ne 6: JlocraBka Ha TECTOBE 3a ypHHEH aHaIM3aTop,
Moanosuums Ne 6.1, 3a aliapar 3a ypuraen anamisarop DIRUL H-300.

7.2. "AKBAXHUM" AJI: Ha IIBPBO MSACTO 10:

Obocobena moszumus Ne 3: JlocraBka Ha naboparopuu KOHCYMaTHBH, pEaKTURH U
TCCTOBE, IPEIHA3HAYEHH 38 KITHHHYHA XUMUS 1 UMyHonorus, Hoamozumus Ne 3.1, 3a ariapar
AU 480 - Beckman Coulter u noanmosunnst Ne 3.2, 3a anapar ACCESS 2 Beckman Coulter.
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OGocodena nosumus No 4: Hocraska na nmadoparopuu KOHCYMaTHBH, PEAKTHEH U
TECTOBE, IIpe/JHA3HAYEHH 3a Tmoxoanamnsaropu, I[loamosumus Ne 4.1, 3g anapar
SENSOSTAR GL 30 — DiaSys.

7.3. "MAPBEHA JINATHOCTHKA" OO0J: Ha unpeo msicro mo 0bocobena
nosuoust Ne  5: Jloctaska ma nmaboparopuu KOHCYMAaTHBHM, pEakTHBH U TECTORE,
IpEAHAasHa4YeHt 3a KPLBHO-TA30R ananus, Hogmozumuus Ne 5.1, 33 anapar RAPIDPOINT
400 - Siemens,

7.4."EJTA 90M" OOI: Ha OILPBO MICTO 110:

ObocoGena mozmmus Ne 1: Hocraska Ha nmaboparopau KOHCYMaTHBH, peakTHBH U
TECTOBE, LpeaHa3HAYEH 34 xemarogorus, Moamosunna Ne 1.1, 3a anmapar SYSMEX XP —
300 1 moamosumusa No 1.2, 3a amapatr SYSMEX XS — 8001;

Obocobena mosumus No 2: JlocraBka va 1abopaTopHu KOHCYMAaTHBU, PCAKTHBH K
TECTOBE, IPEAHAZHAYCHU 23 XeMokoarynanus, Hoamosumusa Ne 2.1, 34 antapatr START 4 —
Stago.

8. Kommcusara pasrmena AOKYMEHTHTE, CBBP3aHM C JIMYHOTO CBCTOAHHE W
KPHTCPUATE 3a 11000p HA YYaCTHUIHTE B HHSXOJAIL P/l CIPSIMO TONYYEHHTE OLEHKH, J(0
YCTAHOBSBAHE HA CHOTBETCTBHE C M3MCKBAHMSTA Ha YIaCTHHIIUTE, KIIaCUPaHH Ha IIbpPBO
BTOPO MSCTO.

Komucusra npue, e pemuxy KIACHPaHK YYACTHUIM OTTOBAPAT HA M3HCKBANMSTA
Ha BL3NIOKHUTENS, CBBP3aHH C JIMIHOTO ChCTOSHEE | KPHTEPHHTE 3a TT0A60p.

9. Komucusra Hpeliara Ha BB3IOKHTENS 1a Obaar CKIIFOUEHH JIOTOBOpH 3a
ob1yecrrena IOPBYKA ¢ YYACTHHIHTE, KIACHPaHH Ha MBPBO MACTO, CHITIACHO IOCOYEHOTO B
TOYKa 7 OT JIoKnaa.

10. Komucusira nmpepnara yaacthuksT "BI' MEJ" EQOJL jia 65e OTCTpaHEeH oOT
iponellypata mo obocobena mozmmms No 1: Jlocraska Ha naboparopun KOHCYMAaTHBH,
PCAaKTHBH M TECTOBE, NPE/JHA3ZHAYECHH 34 XCMATOIIOrus, Ha ocHoBanue wi. 107, Touxa 2,
Oyksa”a” or 3011, koiito e IIPE/ICTaBUI oepTa, KOSITO He OTrOBaps Ha IPEJBAPUTEINHO
ODABEHHTE YCIOBHS Ha OPHYKATA.

MOTHUBU:

YYaCTHHKBT € TpemcTaBm oepra 1m0 Tazw 0Bocofena [NO3ULMSA, B KOSTO e
HPCJUIOMHIT JIOCTABKATA Ha MEIMIHHCKH H3IENHs liponseoyuresr Norma Diagnostica
GmbH. 3a jnoxassane na IIPUTONHOCTTA Ha W3NETUATA, B TEXHHYECKOTO CH IPEJUIOKEHE
YIaCTHHKBT ¢ npexcrasun "OcHoBeH katanor Norma OOIM PEaKTHBH 33 XeMATONOrHYHY
ananusaropu 2013", B koitTo ce CBABPIKAT JAHHM 110 moamosuims No 1.2 - SYSMEX XS -
800i. Ha crpanuara, na ko110 ca 1IOCOUCHH peaKTHBHTE, NpeAHasHaueHy 3a SYSMEX XS -
800i ca wmsbpoenu mer HOMCHKJIATYPH ¢ HAMMEHOBAHHS 10 Karajiora NormalDil SYS,
NormalLyse-4DL SYS, NormalDye-4DS SYS, NormalDye-4DS-cco SYS u NormalGlobin
SYS. Or HaumenosanusTa na TC3H IIET HOMEHKJIATYPH He MOXKE Jia ce HaIIPaBH KaTErOpHYeH
H3BOZ Ha KOsl OT HOMEHKJIATYPUTE 110 noanosumys Ne 1.2 (o6mo 8 wa Opoit) croreercTBar. B
KaTajora He ca IOCOYEHH JAPYTM JaHHH, OCBEH KaTaIOXXHUTE HOMEpPA HA H3JEIHATa W
PMECTHMOCTTA Ha Pas(pacoBKHTE UM B THTpH, BmectumocruTe na pasdacoskuTe B IHTPH OT
KaTajlora CBBIANAT C BMECTHMOCTHTE Ha oepupannTe MenuIMHCKH H3JICIHSA caMOo 10
HOMenkmatypa 1.2.1 — 20 nwmrpa. 3a Bewuky APYTH HOMEHKJIATYPH BMECTHMOCTHTE He
CbBHAZmaT M HE MOrar Jia ciyxar 3a OPHEHTHDP IpH HIACHTU(GUIMPAHETO HA W3e/MsTA.
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Komucusita HalpaBd  OmHT Jia HACHTHULHPa  opepupanuTe H3JIETHS M TAXHOTO
CLOTBCTCTBHE 4Pes 1IpoBepKa B cajita ma Tipoussonurens normadiagnostica.com. B caitra e
CLIBPAKA 001a HHpOpMAaLHs, KosTO He TO3BOJISIBA. HAMMPAHETO Ha KOHKDETHHTE PEaKTUBH
IPE3 ITOCOYBAHETO HA KATAJIOJKEH HOMED WJIH 10 APYT HAUMH,

B npencraremus or YHaCTHHKA KaTanor W3Isuio NTHICBAT fammym 34 peaKTHBHU,
[IpEiHasHaYeHy 3a anapara 1o roamosunus Ne 1.1 SYSMEX XP — 300,

Upennoxenuero Ha YJaCTHHKA HE CBOTBETCTBA Ha [penBapuTenno obsipenure
YCIIOBUS, ITOPAH CIASTHOTO:

Yenosuero ua BB3NOXKHTENS 0 060cobena mosuuust Ne 1, nmocoueno B Touxa 2.1
ot Texuuueckure CHCTMDHUKALINE € 3a KOMIUICKCHA AOCTaBKa OT ©/MH MPOM3BOMHTEN 34
BCHYKH HOMEHKIIATYPH OT mBeTe HOIITO3HIHH,

Komucusra npuema, ue PELNOKCHHETO Ha YYaCTHHKA HE CHOTBETCTRA Ha
YCIOBHETO 110 TouKa 2.1 ot TexumueckaTa CrienmupuKanys, Toi KaTo ChALPKA 1IpeIoKEHNE
Camo 1o noano3uiusg Ne 1.2 »g armapara SYSMEX XS — 800i u HC CBOBPIKA IpeIoKen e
10 nomosunus Ne 1.1 3a anapara SYSMEX XP - 300.

Hpyroro ycrnorue na BB3JIOXKHTENA € 1I0COYEHO B Touka 2.0 o Texuuueckure
cnenudukannm: Ipennaragure MCIMIMHCKH u3lienns TpsOBa ma 6njar CEBMECTHMH ¢

IIPOM3BOJUTENIST HA MEOHIMHCKATA anaparypa, 3a KoATo me ce M3IOJI3BAT, Jla MPEICTABAT
AOKA3aTeNICTBA 38 ChbBMECTHMOCT (pasperenue or hupMaTa-niponssomTen Ha anapara 3a
paspemiena yrnorpeba Ha TesH peakTHBH B anapara u cepTHQUKAT 3a IpocieuMocT 210
AChUHUTHBEH MeTox, mim CKkBUBaneHTHu). TakuBa joxasaresncrsa YYACTHHUKBT He e
IIPEICTABHIL.

Komucusira npuema, ve IPEINIOKEHUETO TO 1003MITEs No 1.1 we ChOTBETCTBA
Ha ycmoBueTo mno Touka 2.2 or Texnuueckure CHELHpUKATIIE  TT0  oTHOmeHHe
CBBMECTHMOCTTA Ha MEIMLHMHCKHTE M3MEIHS ¢ MCAUIMHCKATA arlapaTypa, 3a KOSTO I ce
M3II0JI3BAT.

pensun KOHCTATHPAHHTE HECBOTBETCTBHS, 110 dAPryMEHT Ha NPOTHBHOTO
OCHOBaHHE 0T 4. 61, T. 3 ot IIII301], KOMHCHSTA HE OLeHSABA IPEMNIOKEHIETO Ha YYACTHHKA
"BI" MEJT" EOOJT no obocobena mosmmus No 1: Hocraska Ha naboparopuu KOHCYMaTHBH,
PCAKTHBH M TECTOBE, MPENHAZHAUCHY 34 XEMAaTOJNOI S,

11. Komucusra IpE/UIara Ha BB3JIOKMTENS yUacTHHKET "I MEI" EOOJ sa
Obae oTcTparen ot lipolienypata 1o o6ocobena mosumus No 2: Hocraska na mabopaTopHu
KOHCYMATHBH, PEaKThBU M TECTORE, NpeHA3HAYEHH 38 XCMOKOArynanms, Ha OCHOBAHHC wj.
107, touka 2, Gyksa”a” or 3011, koitto e peactaBun odepra, Kosto e OTTOBaps Ha
HPCABAPATENHO 0OsBEHUTE YCIOBHS Ha HOPBYKATA.

MOTHUBHU:

© HPCACTABMI  €JNEKTPOHEH  HOCHTEN (uacx) ¢ Hammmc "Karanmor  Fortress
Wuerpyxuun/TIporpamu 3a START 4". B karanora ce CRALPIKAT JAHHHM 38 CJICIHUTE
HOMEHKNaTypu oT moxmosunums No 2.1: 2.1.1. [IporpomGunoso BpeMe — peaxtus; 2.1.2 APTT
(AkT.mapi. TpomGorw, BpeMe) — peaxtus; 2.1.3 Pasteop wa CaCl2 — 0.025 M; 2.1.4
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Gubpunoren — peaxrtus; 2.1.5 Bydep 3a ¢ubGpuroren; 2.1.6 D-Dimer — TATeKC arylyTHHALNA,
KaKTO M IHPOAYKTOB KATAIOT Ha MPOM3BOAMTENs Fortress Diagnostics Ltd. B IIPOJIYKTOBHS
KaTaJlor ca MmOCOYEHH MEJUIHHCKUTE H3JIeIMs 110 HOMenKIatypu 2.1.7 KonTponua nnasma
N+P u 2.1.8 Pedepentna nnasma/kamubparop. B Texmmueckara JOKYMEHTAIMS JIUIICBA
IPE/VIOKEHUE 110 HOMeHKmaTypu 2.1.9 Kiosetn, ceBMecTumu ¢ amapar START 4, 2.1.10
Tomgera, coemecTuMu ¢ anapat START 4 u 2.1.11 Tumuera 3a aBTOMAaTHYHA Murera -1.25
ml.

Hpennoxennero wa yuactunka me CLOTBETCTBA HA MPEIBAPUTEHO OOSBEHHTE
YCIIOBHSI, IIOPAJTH CIIETHOTO:

YcrnoBreTo Ha BB3NOKHUTENS O obocobena mosummsa Ne 2, II0COYEHO B TOuka 3.1
o1 Texundeckure creuuduranmy ¢ sa KOMIUIEKCHA ZI0CTaBKA OT €IHH HPOM3BOJMTEN 34
BCHYKH HOMEHKJIATYPU OT MOAIO3HIIHAITA.

Komucusra npuema, ue HPEMNIOKEHUETO HA YYaCTHHKA HE ChOTBETCTBA Ha
YCI0BHETO 1O To4Ka 3.1 or Texumueckara CHENUDUKALIS, THH KATO ChibpsKa NpeIoKeHHe
camo 1o moanosurua oT Ne 2.1.1 o Ne 2.1.8 u me CBIBPKA NPEIUIOIKEHHE 1O TTOIIO3HIHH
NeNe2.1.9,2.1.10 m 2.1.11.

[pensun  koncrarupanure HCCHOTBETCTBHS, 110 apryMeHT Ha HPOTHRHOTO
OCHOBaHKE OT 4L 61, T. 3 ot I1I130I1, koMHcHsTA He OLEHABA MPEATOKEHHETO Ha YUaCTHHKA
"BI' MEJ" EOOJT o o6ocobena nmosuius Ne 2: JlocraBka Ha naboOPaTOPHH KOHCYMATHBH,
PCAKTHBH M TECTOBE, MPEAHAZHAUCHH 34 XEMOKOaryJarus.

Jloknaner ce mommmca or Bemuky WICHOBE HA KOMMCHATA ¥ Ce mHpeiaje ia
BB3TIOKHUTEIA 38 YIBLDIKAABAHE 3a€THO ¢ Is1aTa MOKyMeHTanus Ha 26.01.2017 rox. B 15.00
qaca.
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