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Crex xaro ce 3amosHax ¢ IsUIaTa [OKyMEHTAIIEA IO HPOBEXIAHE HA mponeaypa IIo
HorosapsiHE 63 TPEIBAPHTENHO OGSBIECHHE 32 Bh3NaraHe Ha OOINECTBEHA IOPHYUKA C IIpESIMET:
,,IIOCTaBka HA PeakTHBH H' KOHCYMaTHBH.§a~HyMHTe' HA. OTXeJIeHme -0 ', Tpancysnonna.
xemareaorua® nmpu YMBAJL ,,Csern T'eopru” EAJT'. rp. Ilnosaus, oTkprTa ¢ Pemenne Ne 702
ot 28.09.2018 r. ma VsmeauTensus qupexTop Ha YMBAJ ,,CBCTH I'eopru” EA/Jl, BXIFOUMTEIHO ¥ *
¢ pabotara Ha KoMucusra no . 67 ot IITI30I1 Bb3 ocroBa Ha IIPENOCTABCHUTE MM OKOHYATEIICH
Joknan Ha kKoMuceara @ nporokoix Nel or 08.10.2018 r. OT -KOMTO € BHIHO, Je ca CIa3eHH -
nprnoxamMuTe npaprna aa 3011 m IITI301], B ToBa WHCIO OEHKATA M KJIaCHPaHEeTO ca HalpaBeHH
cSo6pa3Ho OGHBCHHTe xpumepuﬁ noxasamenu’ i Memoauka'sa onpe,ueJi;IHe Ha TEeXEeCTTa HM B
,KOMrmeKCHaTa OIlCHKa Ha o@epmre KaKTO W' Ye . JIUICBAT HapymeHmI H Ca  M3IEIHEHH
HMHCpB.TIIBHHTG pa3nope,u6n Ha 30H u HHBOH BEB Bp’BSKa c l'IpOBe)K,Z[aHeTO Ha npoue/:[ypa'ra ’
TOpajy KOETO M HA OCHOBAHME I 108 T.1 H 9. 22 an. 1 T.6 ot 3akona 3a oﬁmecTBeHnTe g

: lIOp'b‘lKI/I,

I. OBSBSABAM rxnacupanemo B UpOBEJEHATa * IIpollefypa IO JoroeapsHe 0e3

IpEABAPUTEITHO oOsBIIEHHE 3a BB3JIAraHe Ha O6HI€CTBCH3. IIOpBYKa C IIPEeOMET: ,,HOCTaBKa Ha .. . -

PCaKTUBA ¥ KOHCYMAaTHBH 33 HY)X/HTE Ha OTAENEHHWE IO -, Tpancdy3smoHHa XeMaTonorms® mpu
YMEAII ,,.Csetu I'eopru” EAJT rp. Ilnosaus, otkpuTa c- Pemerwe Ne 702 ot 28.09.201 8r., xaxto
cnensa: Ha nepBo micTo - ,,AaTHCEN Bharapus™ OOT; ‘
L OlIPEﬂEJI}IN[ 3a usnbiHumen Ha obIMecTBeHATa MOpPHUIKA YaacTHHKa »AHTHCEII -
Bbenrapus™ OO/,
III. OtcTpaHeHy yYaCTHHITH. |
Ilpu mpernen Ha chappxamuTe ce B odeprara JOKYMEHTH HA y9acTHHKA ,,5I30H Tpeitn

EOO/] xomucumsTa € KOHCTaTHpaNa, 4e He ca IPeCTABEHH BCHUKH H3UCKYEeMH JOKYMEHTH, CEITIACHO -




P

nokaHara mo wi. 64, an.2, ot Ilpasunnuka 3a npmnarage Ha 3axoHa 3a OGIMECTBEHHUTE IIOPBYKH.
HokymenTaTe He ca BBB BHJ M CHABPXKAHEE, CHIVIACHO M3MCKBAHHATA Ha BB3NoXmTens, 3011 u
HIT30I1, BKIOYHTENHO IO OTHOINEHHE HA KPHTEPHHTE 33 IOAOOD M TEXHWUECKHTE M3MCKBAHWL.
Komucnara e ycTaHOBHIA, Ye CHINUAT HE € IPEICTABHIL:
1.0TopH3amoRHO MHCMO Ha IMETO Ha KaHITHAATA OT IIPOM3BOIHTEN: JlHaxeM.
2. Jlexnapamus 3a CHOTBETCTBHE HA MEAUIHHCKOTO H3AEIHE IIO Gl 14, am. 2 or 3MHM ot
npousBouTens Jlraxem.
3.MucTpyxuua 3a ymoTpeba Ha Ipe[IaraHuTe MeUNWHCKA H3ETHS HA OBITAPCKE €3HK OT
npomsBouTens Auaxem. ‘
4.Ceprudukar 3a crorsercrare ¢ ISO 13485 or npomssomuremns [Jraxem.
KazaHoTo npezcTapIBa HEPETOBHOCT HA OdepTara M HANATA OTCTPAHABAHE HA YIACTHHAKA.
Harmine e HechoTBeTCTBHE Ha oheprara ¢ yCIOBHATA Ha Bh3N0XKMTENS H HpomeAypara.
Tlopamy HeBB3MOKHOCTTA 3a OTCIpaHABAHE HA IOPONHUTE B odepTara HA YIACTHHKA H Topaiu
KOHCTAaTHPAaHHTE B Hesl HECHOTBETCTBHS, ChIIAaTa HE OTIOBaps Ha YCIOBHATA Ha BE3moxures.

Ipedeuod ,mnomceﬂomo, KoMUCUAMA HNPASUNIHO e _npednoycuna_yuacmuuka ,Azon. Tpeiid“

Eoona da Ovde omcmpanen om yyacmue 6 npouedypama Ha ocnosanue wi. 107, m.2, 6. A0 om .
3011 , |
1IV. HAPE¥{/JIAM xomme OT HACTOSIIETO - PEMICHHE A -Ce HM3OPaTH B 3-IHEBEH CpPOK Ha

YYaCTHHIHTE B Iporieaypara. - Lo
R Ha ocnopanme 9. 22, an.5, 1.4 or 3011 ce mocousa, Te TIPOTHO3HATA CTOMHOCT Ha MOPHUYKATA €
CBIIIACHO HOCOYCHOTO B PEIICHHETO 32 dTKpHBaHeTo it— ©2000 nB. 6ez IJIC. ‘

| Hacrosimero pemeane’ MOJKe Ja 6Lne o6xaaBano -Hpen KomuacuaTa 3a 3ammTa Ha

: ,frcoHKypteHunﬂTa, ¢ e,‘uHoneM RHHO H3Opaimane Hamanﬁa‘ 1o Besnoxarens u K3K B 10-1uesen

CPOK oT c'boﬁmaBaHe o meTo pemenue.
/36’*’ peto pemtene.

Hnvanumenen dupelcmop ii'Ez"'YMBAJI »Opemu I'eopzu” EA]], ep: IInosous




