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HPOTOKOJI

Ne VII - 20 - "&3 /"’ﬂ";’J A 2015,
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Usrotsen B ¢potBeTcTBHE ¢ Wl 72 oT 301l 3a pabGoTata Ha xoMucusra, HazHaycHa 34
TIPOBEXKOAHE HA OTKPHUTa DPOLEAYpa 3a& Bh3narane Ha odiecTreHa mopbyka ¢ npeaMer “JocraBka
H2 HHCTPYMEHTH H KOHCYMATHBH 32 CHLDACYHOCHAOBA XHDPYPFHSA o o6ocofeHH nmo3uniH 3a
nepuoa or 12 mecena” 3a neproj ot 12 mecena, otkpura ¢ pererue Ne VII-20-2 ot 31.07.2015 1.

- Ha 06.11.2015 r. ce npoBene 3acenadrero Ha KOMUCHSTa, Ha3HAUYeHa ¢be 3amopen Ne VII-
20-9/08.09.2015 r. ga Boanoxurend, 3a NPOBSKAAHE HA OTKPWUTA NPOHEAypa 3a Bh3NaraHe Ha
ofmecTBeHa nopbuka ¢ npeamer “JlocTaBka HAa MHCTPYMEHTH HW KOMCYMATHBH 32

CHLPEYHOCHAORA XWPYpPrua mo obocofenH NMOZHMIMH 3a mepuox oT 12 Mecema”, OTKpHTA C
pemenne Me VII-20-2 o1 31.07.2015 r,

KomucrnaTa npHCHCTRA B CHCTaB, KAKTO C/IE/BA:
Ilpencenaren:
nenose:

. 3anuueHe oBCTOATENCTBO Ha OCHOBaRMeE ua, 2 oT 3304

SOOI
|

3aceza”uETo e PBEKOBON OT HPCACENATENA Ha KOMHCHATA.

1. KoMucusTa yCTaHOBH, Y€ B YKA3aHAI CPOK Ca HOCTBIIAIM H3UCKAHKTE OT YUACTHHIHTE C
npotoxkon Ne VII-20-11/28.10.2015 r. RoxyMeHTH.

KOMUCHATA npucrTsny KbM pasriexkdaHe Ha HOCTBHIMANTE NOKYMEHTH B peja Ha
TAXHOTO MOCTLIIBAHE:!

1. VuacTarkset ,,JIad0 Texuomomxn® OO/ ¢ sxozsmi Ne VII-20-12/26.10.2015 r. ¢
IPEICTABUI U3NCKAHUAT oT KoMHCHsTa ZOKYMEHT!

- Hexnapamus no w1 47, an. 9 ot 30I1 or Usaito Bragumupos Ajiskos, ynpaBuTen Ha
»J1a6 Texuonomku* OOJL,

KOMHUCHUATA PELIN:

Homycka ,,Jia6 Texmomonxu® OO 3a y4acTHe B OTKPHTA HpOUEAypa 3@ Bh3jaraHe Ha
ofmecTBeHa MOpEYKA ¢ npeaMer: “flocraBka HAa HMHCTPYMCHTH M KOHCYMATHBH 33
CHPICUHOCHA0BA XUPYprug nmo obocofeny MO3ANMY 33 nmepHod oT 12 mecewa” 3a ofocobena
rosuiust Ne XVL

2. Y9acTHHKDT ,b. Bpays Memakan® EOOXR ¢ pxomam Ne VII-20-13/30.10.2015 r. e
HpeHCTaBU H3HCKAaHHAT 0T KOMHCHATA AOKYMEHT!

- Iexnapanus, dWe yvacTHMKA IPUTEXaBa WAH pasiofara ¢ TPAHCHOPTHH CPEACTBA,
OCHIYDPSBANLY MPABWIHOTO CHXPaHEHHE HA MEIMIMHCKUTE H3ACIHS IPW PASHPOCTPAHCHHETO H
TPAHCIIOPTHPAHETO UM, B CHOTBETCTEBHE ¢ M3HCKBaHHATA Ha 4T, 78 ai, 2 or 3MU.

KOMUCHIATA PEILIH:

Jonycka ,B. Bpayn Meauxan® EQOJ 3a yqacTue B OTKpHTA HPOLETYpa 38 Bb3Narane Ha
obuiecTRena mophkuka ¢ npeaMer: “JlocTaBka Ha HHCTPYMEHTH M KOHCYMATHBH 3a



P

CHPAETHOCHLAOBA Xupyprus no ofocobenn mo3umuM 3a nepuox or 12 mecema” 3a obocobenn

mosumy Ne VI, VII, VII u XV,

3. VYyactuuxsT ,Byamenr 2000 EQOOJ) ¢ pxonsm Noe VII-20-14/30.10.2015 1. e
OpeACTaBuN H3McKanuTe ot KOMUCHATA JOKYMEHTH:

- Hexnapauns, ue cknagosara 6a3a, ¢ KOATO Y9aCTHHKA Pa3ofiara € B CHOTBETCTBHE C
M3HCKBanuaTa Ha Wi 78 an. 2 o1 3MH, rapantupainy CBOBpEMEHHO HAMBIHEHHE HA TOPBIKATA.

- Jeknapauns, e y4acTHMKa IHNE OCHTYPM MOCTDH Ha BCEKH €AMH OT o(epHpaHHTE
ApPTHKYIH B CPOK x0 3 /Tpu/ paboray OHK clef] IOUCKBANHE.

KOMUCHSITA PEIIN:

Honycka ,Byamen 2000“ EOO/ za yuactwe B OTKpHTa Npoleiaypa 3a Bh3JIaTaHe Ha
ofwecTeena noppuka ¢ mpeaMer: “JlocTaBKA HA HHCTPYMENTH H KOHCYMATHBH 3a

CHPACTHOCHAOBA XHUPYPIHK MO 060co0enH MO3HINU 3a nepuoa oT 12 mecena®” 3a obocoGenu
nozungu Ne I, IIL, IV, IX, XVI u XXI.

4. YuactauxsT ,Hosumen” OO/ ¢ sxomsam Ne VII-20-15/30.10.2015 r. e npeacraBmi
u3ncKaHuTe oT KOMUCHSATA TOKYMEHTH:

- pexaapauns mo wi. 47, an. 9 ot 30II or Tonop Pymenos [letkos u Pymen Mapnios
IletroB, ynpasutenu Ha ,,HoBumen* OO/l ¢ orGenszano o6cTosTencTBOTO mo 1. 4, KoeTo ce
OTHACH 38 YUaCTHUKA,

KOMUCHUATA PEIIH:

Honycka ,Hosumen“ OON 3a yuactve B OTKpHTA YpOLEAypa 3a Bb3daraHe ua
ofmiecTseHa nophuka ¢ IpepMer: “JlocTaBKa Ha MHCTPYMEHTH M KOMCYMATHBH 32

ChPACYHOCHA0BA XHPYPrug o obocobenn no3uuMn 3a nepuox oT 12 mecexa” 3a 0d6ocobeHn
mozuyy Ne Vi, VII, VIII, XV u XIX.

5. Yuactankst ,Megumar® EQOOJ ¢ sxoxam Ne VII-20-17/03.11.2015 1. e IPeACTABHIT
H3UCKAHHUAT OT KOMHCHATA JOKYMEHT:

- Hoxyment, noxassam, ge ,Mureparpo 90“ EOOJI e ymenHoMOINEH NpefcraBuTen Ha
MEJATPOHUK /CAIIl/.

KOMUCUSTA PELLN:

Honycka ,Mexumar® EOOXR 3a yyacTHe B oTKpuTa HpOlEAypa 3a Bh3jlaraHe Ha
obwiecTeHa TmOpbuka ¢ mpeaMer: “JlocraBka HR WHCTPYMEHTH W KOHCYMATHBH 3a
ChPAEYHOCHLAOBA XHPYPrust o obocobenn nozuuun 3a umepHox or 12 mecema” 3a ofocobenn
nosuiay Ne 11, 111, IV, V, VI, VI, VI, IX, X, XIV, XV, XVII 1 XiX.

6. Komucusra yCTaHOBH, 4e € Bh3CTAHOBEHa HAJBHECEHATd OT ydacThmka ,HHTeparpo -
90” EOOJX cyma 3a rapaui(is 3a yJacTde.

KOMUCHSTA PEHIN:

Honycka ,Huteparpo - 90” EOOJ 3a y4acTHe B 0TKpHTA NpONEAypa 3a BH3/NaraHe Ha
ofuecTReHa TOpbuka ¢ mpeaMer: “JlocTaBKka Ha WHCTPYMENTH W KOHCYMATHBH 3a
CHhPAEUNOCHA0BA XHPYPIUsA o obocobenn mo3unuM 3a nepuox or 12 mecena” 3a obocobenn
nosummn Ne 11 1 IX.

II. Komucuara npoae/x cBodTa paboTa B IIBICH CHCTAB HA 3aKPUTO 3acejlaHde Ha
23.11.2015 r. u pa3zrnesa TEXHHUCCKHTE NPEMIOKEHHS Ha NONYCHATHTE YYACTHHIW [0 peja Ha
nonyyaBaHe Ha odeprare 3a CchoTBeTHHTe 000COOEHH MOZHIUM H KATO FH CLIOCTABH C
M3KCKBAHHUATA Ha BB3TIOKNTENS, 3a]105KCHHA B TEXHHIECKATA CHeM(HKANUSI YCTAHOBH, Ye:

1. YuactEKBT ,JIa0 Texmonopxu“ OO/ e OpeAcTaBU TEXWHYECKO HPEIVIOKEHHE 34
00ocobena nozuua Ne XVI, koeTo chOTBETCTBA Ha H3NCKBAHUATA Ha BB30KUTEL.



Odepupanu ca 6anoHn 32 KOHTPaNyICATOP HA MPOM3BOIUTENS HMHcaiitpa Megukan, CAILL
3a odeprpannTe TPOXYKTH Ca NPEACTaBEHH CepTH(HKATH 34 KAYECTBO H IeKNapalliy 3a
CHOTBCTCTBHE, B CLOTB. ¢ HM3HCKBAHMATA Ha wil. 14 ot 3MWU, kaxto uw mauecema "CE"
MapKupoBKa, B ChOTB. C U3NCKBanuATa HA 4. 8 n wi. 15 or 3MMU. Ipencraeen e ceprudpmxar
no crangapt ISO 13485, exsusanenten wa ISO 9001:2008, na npouspozurens ua odepupanuTe
MEAUUMHCKY H3/IeNns. YUaCTHHKBT € IPEACTABHN MOAPOGHM NPOCHEKTH Ha GBIMAPCKH €3MK ¢
TTHITHH TEXHHHECKH NOKA3ATEN] U TapaMETPY Ha NpeNiaranuTe IPOAYKTH ¥ YKA3aHHS 32 YIoTpe6a,
KaxTO M JeKIapalus 32 OCTaTh4eH CPOK HA TOMHOCT Ha odepupaHuTe IPOAYKTH MHHHMYM 70 %
/cenemaecer mpouenta/. Ilpemnoixernus Cpok Ha JOCTaBKa € 2 /nsa/ [HH, a 3alJIAIMAHETO Ce
H3BLpIIBA B Cpox 0T 60 /miectiaecer/ AHu OT UpencrasAHe Ha baxTypa. YUACTHHKET HSMa Xa
H3MIOI382 IOAM3IILIIHUATEIIH [IPH U3NEIHEHKE HA OPBYKATA.

2. YuactauxsT ,Hureparpo - 90” EOO/ e npencTaBm TeXHHIECKH TIPEIIOKEHM, KAKTO
clenna;

- 3a 060cobena nosunus Ne [I, k0eTo CLOTBETCTRA HA H3WCKBAHUATA HA BB3T0MHTEI.

OQepupann ca cbpaednn KNanmHM OPOTE3H - MEXAHUUHH, ¢ NHPOINTHO K KapOOHOBRO
MOKPUTHE ¥ (IEBEH PHHT, pasmrieH oT Dacron xa npoussourens Medtronic Inc. 3a opepupannre
NPONYKTH € IPE/CTaBeHA ACKNAPans, Ye ca BENOYeHN B CIIHCBHKA HA MEMIMHCKHTE H3Ae/us,
npunarasy B SonHpyrata noMorr, kouto H30K me 3ammama H3BBH CTORHOCTTA HA KIIMHEWIHUTE
NETeKH. KoMucHgTa H23BbPIIM TIPOBEPKA HA KOLOBETE HA O(epUpaHHTEe HPOAYKTH B CIACHKA Ha
H30K, mybmixysan Ha calita http://www.nhif bg/web/guest/243. Komucusita yeramosm, de
odeprpaHnTe MPOAYKTH Ca BKIIOYeHH B CHuChKa HA MEAHLUHCKWUTE H3JIENHAS, OPUTaraHd B
Oonumunara momomnt, konto H3O0K me 3amnama m3sbH CTOMHOCTTA Ha KIHHWIHATE OLTEKH.
Hpeacrasen e cepruduxar mo crammapr SO 13485, exmusanenten ma ISO 9001:2008, na
IIPOH3BOAMTEN HA OQEPUPAHHTE METMIHHCKH H3ANHA. YYaCTHHKET € NPeCTaBHIL NoapoOHU
MPOCIEKTH Ha OBITAPCKA €3UK C IBIEM TeXHUUECKH YOKA3aTeNM H NapaMeTpd Ha pejuiaraHuTe
MPOAYKTH M YKa3aHWA 3a ynorpela, Kakro ¥ JeKIapalns 3a OCTarbueH CPOK Ha TONHOCT Ha
odepupannTe npoaykTH MUREMYM 70 % /ceempmecet mpornenta/. Hpenomenns CPOK Ha OCTaBKa
e | /emun/ neH, a 3ammamaneTo ce #3BBpINBA B CpoK OT 60 /wecTrecet/ AHH OT TpeJICTaBSIHC HA
daxrypa. Y9acTHHKRT HIMA Ja U3NON3BA OAUIIBIHUTEIN IPY H3TLINCHAE Ha IIOPHUKATA.

- 33 oBocobeHa no3urms Ne [X, KOETo CHOTBETCTRA HAa H3NCKBAHUITA Ha BB3N0KHTeI s,

Odepupann ca chpliedHa KIAUHA NPOTe3a - KOHJIOWT, ¢ MEXaHHYHA KNANHA [POTE3a Ha
npousBoguTens Medtronic Inc. 3a odepupannTte NPOAYKTH € npeacTaBena AEKIAPALAS, Ye Ca
BKII0YeHn B CIMCHK2 HA MEJMIMHCKHMTC H3JCNWs, OPUNAraHH B GONHHYHATA TOMOIM, KOUTO
H30K mie 3annama W3BbH CTOHHOCTTA HA KIMHUUYHUTE THTEKH. KOMECHSTA H3BEPILU IIPOBEPKA HA
KoJoBeTe Ha odepupaHHTe NPOAYKTH B cmumchka ma H3OK, nyOauKyBaH Ha calita
http://www.nhif.bg/web/guest/243. Komuensra ycranoBm, ue odepupaHuTe OPOAYKTH ca
BKIIOYeHH B CHMCHKA HA MEAMIHHCKHTE H3JENMs, [PWIArAHH B OONHHYHATA ITOMOLI, KOUTO
H30K me zannama u3pbH CTOWHOCTTa Ha KIMHWYHATE NbTeKH. IIpeicrapBeH e cepTUQUKAT IO
cranfapr ISO 13485, exsusanenren wa ISO 9001:2008, Ha mpomseonmrens ma opepupanure
MCIMLHHCKH M3ACNHSA. YUaCTHHKBT € MPEACTaBHA HOJpOOHH MPOCIEKTH Ha GLArApCKH €3MK C
IBJHE TCXHHIECKH MOKA3aTeIH U NapaMeTpH Ha NpeaiaraHuTe MpOAYKTH U YKa3aHHS 3a yoTpeba,
KaKTO W fexiapaiis 3a OCTATERUCH CPOK Ha TOAHOCT Ha o)epHpaHuTe NPOAYKTH MEEAMYM 70 %
/cenempecet npouenra/. Iperoxxenns cpok Ha gocTaBka € 1 /egue/ nes, a 3anjam@apeTo ce
M3BBPIIBA B CPOK OT 60 /luectiecer/ nuM OT IpeAcraBsHe Ha (axtypa. YYaCTHHKBT HaMa Ia
M31I0JI3BA [IOAU3ITEIHUTENH TPY H3IFRJIHEHHUE HA IOPRYKATA.

3. YVuactHuxsT ,,Hosumen” QO ¢ npeAcTaBrA TEXHUUECKH MPERNCKEHAL, KAKTO CISARA;
- 3a obocobeHa nozunus No VI, KoeTo He ¢hLOTBETCTBa HA U3NCKBAHMSTA Ha BB3lI0KuTes.



Odepuparii ca cbAOBM MPOTE3H 33 FPLAHA a0pPTa - € KOJNAr€HOBO MOKPHTHE Ha
npousBoyuTena Jotec. 3a oepHpanHuTe NPOAYKTH € IpeAcTaBeHa ASKIapalys, de ca BIJTIOYEHH
B Cnucbka Ha MENMIMHCKUTE H3NCNH, NpWiaraHH B GoNHuvmEaTa moMouy, kouTo H3I0K me
3aTialla M3BBH CTOHHOCTTE HA KIHHHYHUTE NbTeKH. KOMHCHATa H3BBPHIN HPOBEpKa Ha KOLOBETE
Ha  ojepupaHHTe OPOAYKTd B  cmucska ma H30K, nyGmikyeam wHa  cailita
http://www.nhif bg/web/guest/?243. Komucusra ycranoBm, ue odepupaHuTe HPOAYKTH ca
BKmo4eHy B CHOHCBKa Ha MEIHLIHHCKHTE H3JENWs, UPHIaragd B OONHMYHATA IIOMOLL, KOHTO
H30K me sannamia M3BBH CTOMHOCTTA Ha KIHHUYHUTE Ibrekd. [IpeficTaBeH e cepTH(HKAT IO
craggapt ISO 9001:2008, na nponssomurens Ha odepupaHuTe MEAHIMHCKE H3NETHA. YUaCTHHKET
€ IIPEACTABHJI MOJAPOOHH TIPOCTIEKTH Ha OBNrapCKH €3UK ¢ WRAHH TEXHHYECKH IMOKa3aTelid W
MapaMeTpy Ha HOPCIANaraHuTe NOPOAYKTH # yKasaHMA 3a ynorpeba, KakTO W JEeKHapaiums 3a
OCTaThUeH CPOK HA FOAHOCT Ha odepupaHuTe HMpoyKTH MHHUMYM 70 % /cemempaecer mponenta/.
[Ipeanoxenns cpox Ha AOCTaBka ¢ | /efuH/ JieH, a 3aIUIamiaHeTo Ce H3BLPINBa B CPoK o1 60
/ruectaeceT/ MHH OT Mpencrapsue Ha GakTypa. YYaCTHHKET HAMA Ia K3TION3Ba HONH3IBIHUTENH
HpH U3IIBIHEHHE Ha NOPHYKATA.

Ilpp pasrmexnaHe Ha TeXHHYECKaTa Oodepra ¥ NPEAOCTABEHUTE MPOCIEKTH ¢ IEIHW
TEXHHYECKH IOKa3aTeny ¥ napaMeTpH Ha IpeAjaraHuTe npoaykTu Komucusta KOHCTATHpA, 4e €
obepupad paIuyeH pasMep Ha CBHIOBATA IPOTE3a — OPH H3MCKBaHe 3a pasmep 36/15 oM,
ydacTHyKa ofeprupa crAOBa IpoTesa ¢ pasmepu 38/15 oM. Taxa ofepupanara chaona nporesa He
OTTOBaps Ha pasMepuTe, NOCOYCHU B TEXHHUECKATA CICHUHKALMS HA BL3toxnTeNs.

KOMUCHATA PELINA:

Bopena ot roproro Komucnara Ha ocuoBanue wi 69 am. 1 1. 3 or 301, npennara Ha
Bu3noxuTens Ja orcrpanu yyacTHHKa ,Hosumen” QOJ ot oTkpuTta OpoIteAYpa 3a BB3JIaraHe Ha
obmecrsena Toppuka ¢ IpeaMmer: “IocraBka HA MHCTPYMEHTH W KOHCYMATHBM 3a
ChpACIHOCHAOBA XUpyprusa 1o ofocofeHn nosnnum 3a mepuoa oT 12 meceua” 3a obocobeHa
Trozuius Ne VI,

Mortuen:

VaactHRKBT ,Hosumex” OOJM e npeacTarmi TeXHHUECKO NpefokeHUe 3a obocobeHa
mosuikst No VI, xoeTo He OTropapsA Ha HM3HCKBaHMNTZ Ha BB3NOKHTENs. YWacTHHKBT odepHpa
PasNIHYeH pasMep Ha CHAOBaTa NpoTe3a — IIPH H3UCKBaHe 3a pasMep 36/15 oM, yyactHuka odepupa
cpaoBa mporesa ¢ pasmepu 38/15 oM. Taka odepupanHata cpioBa npoTesa He OTroBaps Ha
pasMepure, NOCOYCHH B TEXHHUECKaTa celmduranus #a Bb3aosKuTen.

- 3a 0bocobeHa no3unust No VII, xoeto He OTroBaps Ha USUCKRAHMATA Ha BrL3goxuTeNns.

Ogeprpans ca CBOOBH [IPOTE3N 32 KOPEMHEA A0PTA ¥ IUCTANHU ChIORE - TAKPOHOBH CBAOBH
NPOTE3N ¢ MOKPHUTHE OT KOJIATEH WM JKEeNaTHH - Hpasy Ha Opou3BoguTens Jotec. 3a odepupanure
HPOJYKTH € IpeAcTaBeHa ACKIapalusd, de ca BKIoueHy B CHHCHKA HA MEJULIMHCKITE W3KEIU,
npuiarady B Gonmrynara nomoln, kouro H30K 1e zamsania u3BBH CTOMHOCTTE Ha KIMHHUHHITE
npTeKH. KoMHCHATa H3BBPINM IIPOBEpKa Ha KOAOBETe HA OMEpHpAHWTE HPOAYKTH B CHHCHKA Ha
H30K, nyOmukyeam Ha cafita htip://www.nhif.bg/web/guest/243. Komucusta yCTaHOBH, ue
o(epHpaHATe MPOJYKIH ca BKHIO4CHH B CHHCHKA Ha MEXWNMHCKUTE HU3JENHA, NPHIAraH#d B
Bomnpyugara nomoiy, koute H30K me sanmamia u3sBmH CTOHHOCTTA HA KNUMHHYHWTE ITTHTEKH.
IIpeactaBen e cepruduxar no crasgapt ISO 9001:2008, ma npoussoxuTens Ha odepupanuTe
MEIMIHMHCKA H3IENHA. YYacTHUKST € IpeicTaBun NOZpoOHH MPOCHEKTH Ha GLIArapckd e3uk C
HBJAHM TEXHHYECKU NIOKa3aTeNd U NTapaMeTpH Ha IpeJjlarasuTe HPOIyKTH H YKa3aHus 3a ynorpeda,
KaKTO ¥ JACKNApalisl 32 OCTATHYEH CPOK Ha TOAHOCT Ha odepUpanuwre NpoayKTd MHHEMYM 70 %
fcenempecer npouenta/. IpemnokeHus cpox Ha gocTaBka e 1 /efmun/ feH, a 3amaHiaHeTo ce
M3BEPIIBA B CPOK OT 60 /mecrreceT/ JHU OT rpeXcrassHe Ha axkrtypa. YUaCcTHHKEBT HAMa Jja
M3I0N3BA TTOMU3IBIIHHTEIH IPH U3NBJIHEHHUE Ha TIOPBYKATA.




Ilpn pasrmexxgane Ha TeXHHdYeckata oepra M HpeHOCTABEHHTE IIPOCHEKTH C MLJHW
TCXHU4ECKH NMOKA3aTeH ¥ HapaMeTpu Ha MpefsaraHuTe OpoAyKTH KoMucHsaTa KOHCTATHpa, He €
obeprpaH pasnMueH pasMep Ha CHIOBAaTA IPOTe3a — IIPH HM3MCKBaHe 33 pasmep 6/100 o,
yHJacTr¥xa oheprpa chaosa Hporesa ¢ pasmepu 8/100 cm. Taka obepupanara chioBa OpoTesa He
OTFOBaps Ha pasMEpPHUTE, MOCOUSHH B TEXHUYeCKaTa cieHnduKkauns Ha Bo3mgoxuTens,

KOMUCHSATA PEIIIH:

Bogena ot roproro Komycwara Ha ocHoBaHue wi. 69 an. 1 T. 3 or 30IlL, npenrara Ha
By3noxurend na oTcTpanu yuacTHHKa ,,Hosumen” OO/ ot oTkprTa IpoLeypa 3a Bb3Jarage Ha
ofumecteena Topbuka ¢ npeaMer: “JocTaBka Ha  HHCTPYMENTH WM KOHCYMaTHBH 3a
ChPACIHOCHLZ0BA XHPYPIUsl N0 ofocobeHH no3mmuu 3a nepuox or 12 mecema” 3a o6ocobGeHa
rro3uirasg Ne VIL

MoTusm:

YuacTHEKBT ,Hoenrmen” OQOJM e mpeactaBui TeXHHYESCKO npearoxenne 3a obocobena
mosuipsA Ne VII, xoeTo we oTromaps na u3suCKBaHHATA Ha Besnoxurens. Yuacrumxst odeprpa
pasiuten pasMep Ha Ch0BaTa [PoTe3a — NPH U3UCKBaHe 3a pasMep 6/100 oM, yuacTHuKa odepupa
ChAoBa nporesa ¢ pasmepu 8/100 cm. Taxa odepupamara chIOBa NpoTeza He OTroBaps Ha
pasMepHTE, ITOCOYCHH B TeXHUYecKaTa cnenndukanns Ha Brijoxurens.

- 33 obocobGena nosutws Ne VIII, koero He 0TroBaps Ha M3UCKBaHHSTa Ha Branomkurens.

Odpepuparu ca cb/10BE NPOTE3H - OH(YPKATMOHHY, JAKPOHOBHU ChAOBM HPOTE3H ¢ IIOKPHTHE
OT KOJNIareH MiM JKeNaTHH Ha upouspoautess Jotec. 3a odepupanurte NPOAYKTH € IpeacTaBeHa
Jexaapants, 4e ¢a BKIYeHH B CriHchbKa HA MEIMIMHCKUTE W3NS, IPUXArafy B GoIHuyHATA
nomoiy, koute H30OK me zamnama wm3pbH CTOHHOCTTAa HAa KAMHHYHHTE ITHTEKH. KOMUCHATA
M3BBPHIM IPOBEPKa Ha KOXOBETE Ha odiepHpaHUTe OPOAYKTH B cnuceka Ha H30K, my6nukyran Ha
cafita hitp://www.nhif.bo/web/guest/243. Komucuara ycranosH, 4e odepupaHute OPOAYKTH Ca
BKAIOYeHH B CHHCBKA HAa METMHUHCKHTE M3ZCHHA, [IPHIaraHd B GOJHMTHATA NOMOIL, KOWTO
H30K me 3annmama u3pbH CTOMHOCTTa HA KNMHMUYHHTE IbTekH. [IpericraseH e ceprudHkar 1o
craamapt ISO 9001:2008, na mpomzsomuTens Ha odepupannTe MEAUIMHCKH H3AEIHA. Y YaCTHHK T
¢ MpPE/ICTaBWE HONPOOHH IPOCTIEKTH Ha OLIrapCKH €3WX ¢ IBIHH TEXHHUYECKH ITOKA3aTelH K
mapaMeTpH Ha NPEANaraHHTe NPONYKTH H yKasauus 3a ynoTpeGa, Kakro W JeKiapands 3a
OCTaTH4YCH CPOK HA TOAHOCT Ha O(ePHPAHHTE NPOXYKTH MUHHMYM 70 % /cemeMpeceT MpoLeHTa/.
Ilpexnoxenns cpox Ha AocTaBKa € | /eAwH/ HeH, a 3arIalfamero ce H3BLPIIBA B cpox oT 60
/nectoecet/ HHu OT UpencTassHe Ha (axTypa. YYacTHHKLT HAMA Aa W3ION3BA TIOH3IIBIHHTCHH
[PH U3IILIHCHUE HA [TOPLYKATA.

Iipu pasmiexnaie Ha TexmHdeckara o(epra M IIPEJOCTABEHMTE NPOCHEKTH ¢ IIBJHH
TEXHUYECKH NOKA3aTe/IH ¥ HApaMeTpH Ha NpeANarandTe IpoaykTH Komucusara xoucratupa, de ¢
obeprpaH pasniueH pasMep Ha ChI0BaTa IIPOTe3a — IPH H3KCKBAHE 3a pasMep 14/8 cm, yJacTHUKa
obepupa cpnora mpotesa ¢ pasmepr 14/7 em. Taxa odepupanara chaoBa MpoTesa He OTrOBapst Ha
pasMepure, 3alI0KEeHN B TEXHHYecKaTa Cieun(DHKANa Ha BE3I0KUTEN.

KOMWMCHATA PELIN:

Bozena ot roprote Kommensra Ha ocuopanue 4. 69 an. 1 1. 3 or 30II, npemwmara ua
BranoxaTens na orerpank ydactauxa ,,Hopuamen” OOl ot otkpuTa Ipoueaypa 3a Bhijiarade Ha
oOmlecTBeHA IOPRHKAa ¢ HpeaMeT: “JlocTaBKa HA HMHCTPYMEHTH M KOHCYMATHBH 32
ChPACYHOCHAOBA XUPYPIrus mo obocoldeny moszuumu 3a nepmog oT 12 mecena” 3a obocobena
no3unust No VIIIL

MorTupn:

VuactauksT ,Hesumen” OO/l ¢ npencTapmi TEXHHYECKO MpeNoXeHHe 3a 0GocobeHa
nosuuza Ne VIII, xoeto He OTroBaps Ha H3MCKBAHMATA Ha BBaioxuTeNnd. Y4acTHUKBT odepnpa
PasiiYeH pasMep Ha CHAOBATa NPOTE3a — [IPH H3UCKBaAHE 3a pasMep 14/8 cM, yuacTHHKa odepupa



CbJI0Ba ApoTe3a ¢ pasMepu 14/7 cm. Taka odepupanara chioBa IpoTesa He 0TTOBAPS HA PAIMEPHTE
B TeXHWYECKaTa Crienuguxanus Ha Bnanoxkurens.

- 33 06ocobera no3uiag Ne XV, KoeTo He CHOTBEeTCTRA Ha M3HCKBAHKATA Ha Bb3oKuTers.

O¢epupann ca cpAOBM TYPHHKETH Ha Ipouspogutens Surge Cardiovascular. 3a
OepHpaHATE NPOAYKTH Ca NPEACTABEHH CepTHOHKATH 3a KAYECTBO M AeKNapan#s 3a
CHOTBETCTBHE, B CHOTB. C H3HCKBaHHATA Ha un. 14 or 3MM, kakto w mamecema "CE"
Mapx¥pOBKa, B ChOTB. C M3MCKBaHW:ITa HA Wi. 8 W un. 15 or 3MU. Ipexcrasen e ceprudukar
no cramapr ISO 9001:2008, wa nponspopuTens Ha odepUpaHNTe MEANIHECKY U3XCITHS, BANHICH
zo 02.11.2013 r. V4acTHHKBT € MpeACTABII HOAPOGHH IIPOCTIEKTH HA OBIFApCKH €3UK ¢ [IbITHH
TEXHUYECKH TI0Ka3aTeNy M MapaMeTpy ka npeljiaragute TpogyKTH U YKa3aHusa 3a YHoTpeba, KaKTo
U TCKiapauMd 3a OCTATb4eH CPOK HA FOAHOCT Ha odepupaHute NPOoAyKTH MHHEMYM 70 %
/cememaecer npouneHra/. Ilpeutoxenus CpOK Ha JocraBka ¢ | femun/ HeH, a 3amjamaneTo ce
M3BBPIIBA B cpok oT 60 /mecraecer/ mHH OT npencTaBsHe HA (akTypa. YUACTHHKET HAMA 1a
M3TON3BA FMOAMSIBIHATENN IPH 3N BAHEHNE Ha [FOPHUYKATA,

llpu pasriexnane Ha TeXHH4YecKaTa oepra M NPeACCTABEHUTE MPOCHEKTH C IIHJIHH
TEXHUYCCKH TIOKA3ATEIM H HAPAMETPH HA NIPEJUIATAHATE IPOAYKTH KoMucusTa KOHCTATHDA, de ¢a
OQepHpaHH CHPAETHM TYPHHKETH, KOHTO (MKCHPAT KAHIOAMTE 1O BpEME HA onepamui 3a
KapHonyIMOHaeH Galinac, IpH U3UCcKBaHe Ha BBanokuTens 3a ChH0B TYPHUKET 32 BEHA KaBa C
nmonuecrepHa jedta 4 mMm. Taxka odepupaHuTe NPOAYKTH HE OTroBaps HA TeXHMNECKAaTa
crnenupHKayst va BE3moxKuTens,

KOMUCHUSTA PELIN:

Bonena ot ropuoto Komucusra Ha ocHoBaHMe wi. 69 an. 1 1. 3 or 30I1, npennara Ha
Branoxarens aa otctpanu yuactauka ,,Hosumex” OO/ ot oTkpuTa Npoueaypa 3a Bh3jlaraie §a
ofliecTBeHa mnopeuka ¢ Opexmer: “JlocraBka Ha HMHCTPYMEHTH M KOHCYMATHBH 32
ChPACHHOCHAOBR XHPYPIrUA Ko obocolenu mo3MIME 3a mepuox or 12 mecema” 3a o6ocobena
nozunus Ne XV,

MorusH:

YuactHEKBT ,,Hosumen” OO/L ¢ npencraun TeXHHYECKO DpeNokeHHe 3a obocobera
nosuuus Noe XV, KOeTo He OTroBaps Ha H3HCKBAHHATA Ha BB3TOKHTENS. YUaCTHHKBT othepupa
CBHPACTHH TYPHHKETH, KOUTO (HKCUPAT KAHIONKMTE N0 BpeMe Ha ONEpallHs 33 KapAHOMYIMOHAICH
Baitnac, IpH W3KCKBaHe Ha BbaoKuTens 3a ¢hI0B TYPHUKET 32 BEHa Kapa ¢ OoNMeCTEPHA fNeHTa 4
MM. Taka ofepupannTe IPOAYKTH He OTTOBapA HA TCXHHYECKATa ceNbUKAINS Ha Bh3nomuTe.

- 3a obocobena nozumma Ne XIX, K0eTo He ChOTRETCTRA Ha HIUCKBAHMAATA HA BE3I0MHTEN.

Odepupann ca xarerpu ®oraptu Ha npomssoauTens IsoMed. 3a otepupanyre IPOXYKTH
Ca TpPEACTaBEHW CepTHOHKATH 33 KAYeCTRO W JASKJADANHMH 3a CHOTBETCTBHE, B CHOTB. C
USHCKBaHHATa Ha WI. 14 or 3MH, xaxro W nHadecema "CE" MapKHpPOBKa, B CHOTB. C
U3NCKBanRuATa Ha 4l 8 m wi 15 or 3MH. llpexcrasen e cepruduxar mo crammapr ISO
9001:2008, ra npoussoautens Ha odepHpPAHUTE METHITMHCKH Asgenus, aniaen o 11.12.2014 r.
YYacTHHKST € TpPeAcTaBui TOXPOGHH [POCTIEKTH HAa OBJITAPCKH €3UK ¢ WHAHH TeXHHUECKH
[OKA3aTCIM WM NapaMEeTPH Ha NpeANaraHWTe NPOAYKTH ¥ YKa3aHus 3a yrnorpe0a, KakTo H
ACKNApAlMsd 32 OCTaThYEH CPOK HA TORHOCT HA OQepupaHuTe IPOAYKTH MHHHMYM 70 %
/cemempecer mpottenrta/. [pemionkenus CpOK Ha jpocraska e | /eawn/ yed, a sannamaHeTo ce
U3BBPHIBA B CPOK OT 60 /mrectmecer/ mum OT mpexcraBsHe Ha $axTypa. YUacTHHKBT HAMA I
H3M0A3BA NOH3TRIHNTEIH [IPY U3NEIHEHHE Ha HOPBHYKATA.

KOMUCHATA PEIHLMN:

Ha ocmosamme uwn. 68 an. 11 t. 2 Gykea 6) or 30l na wsmcka or ywacTHHKA
wHosumen” OOJ panmpen ceptucuxar no crapmapr I1SO 9001:2008, mwrn exBUBAICHTEH, Ha
OPOH3BOARTENSE HA OpepUpaHnTE MEAMIUMHCKH H3Aenus IsoMed.



4. VuactauxeT ,Byavex 2000” EQOJ ¢ npefcTaBri TeXHHYECKH TIPEANTOMXEHNS, KaKTO
CTIeaBa:

- 33 06ocobena nosunua Ne II, koeTo He CLOTBETCTBA HA H3HCKBAHUATA Ha BhaI0KUTENA.

Odeprpann ca chpAeIHM KIADHH MPOTEIW - MEXAHMYHH, ¢ NHPONATHO HIK KapOOHOEBO
NOKPHTAC ¥ IIEBEH pPHHT, pasznuveH oT Dacron Ha npouszsozuTens St. Jude Medical. 3a
obepupaEuTe NPONYKTH € MPEACTABEHA ACKIApAlHs, He ca BKHOYeHM B CUACHKA Ha
MCJNIMHECKUTE K3JeNds, NpHiaraiy s OonHWuHATA TIOMOI, Kouto H30K me 3annama u3sbnH
CTOHHOCTTa HA XJAMHH4HHTE NbTekH. Ilpercrasen ¢ ceprudukar mo cranaapt ISO 13485,
expuBaicHTeH Ha 1SO 9001:2008, ma npouspoauTeNns Ha O(epHpPaHHTE MERMIMHCKM I3ICHHS.
YHacTHHKBT € NpPEeACTAaBHN HOZPOOHHM HPOCHEKTH Ha OBITAPCKH €3MK ¢ IBHHM TEXHUYECKH
TIOKA3aTenn W MapaMeTpH HAa NpeANaraHuTe NPOJYKTd H yKalaHWs 3a yrnoTpeba, KakTo M
ACKNapalyus 3a OCTATRYCH CPOK Ha TOMHOCT HA O(EPHpaHHTS HPOAYKTH MuHEMYyM 70 %
/cemempeceT mpouenTa/. IIpepnoxenns CpOK Ha jocTaBkKa ¢ 1 /emwn/ feH, a zamamaHero ce
M3IBLPIIBA B CPOK OT 60 /miecTiiccer/ MHM OT THpeicTaBsHe Ha ¢akTypa. YHacTHMKSET HIMA 14
H3N0/13B2 HOMU3IBIHATENN NIPH H3MBAHECHHE HA FOPBHUKATA.

Komicnsita H3phpi npoBepka Ha KOZOBeTe Ha O(EPUPAHUTE UPOLYKTH B CHUCHKA HA
H30K, nyCmukyeau Ha caiira http://www.nhif bg/web/guest/243. Komucnsara YCTAHOBH, H€ B
CnuceKa Ha MeHIHHCKUTE W3AENUs, NPHJAraHy B GONHAYHATA momony, xorro H30K me sannaua
M3BBH CTOMHOCTTA HA KIMHHMHHMTE NBTEKH HAMA IIPOJXYKTH BIHCAHM HOA LPeACTABEHHS B
Texauyeckara odepra oT yuactruka ko C01011010000005.

KOMHCHATA PELIN:

Bogena ot roproro KoMucusta Ha ocHoranue wr. 69 an. I T. 3 ot 30TT BB BPE3KA C HE
cnazeane Ha usnckearero 1o 1. [IL2.3) or Ossnenuero, a umenno ,,Vuactnumure na odepupar
mposykTH 1o oGocofera noznmus 1I, xonto ca BrinoueHH B CIIMCHKA HA MEJIMIITHCKATE H3AEHs,
npunarany B SonuuyaaTa noMo, kouro H30K e zannama u3BbH cTORHOCTTA HA KIWHEIHHTE
IIBTeKn”, Ipesyiara Ha BRnoxuTeNns Ja OTCTpaHn yyacTHHKA ,Bysmen 2000”7 EQOQOJ ot orxpura
UpoleRYpa 3a Bh3NArane Ha ObmecTBeHa NopkuKa ¢ nmpeaMer: “NocTaBKa HA HMHCTPYMEHTH K
KOHCYMaTHBH 34 CHbPACYHOCHA0BA XHPYPrad 10 000co0enn mMOo3MIAM 32 TeprHoa oT 12 meceua”
3a 0bocobena nosurus Ne I1.

MoTubn:

YuaactHUKGT ,,byamen 20007 EOQOO/ e npeIcTaBUI TEeXHHUECKO OpPEeJIOKEHHE 34
obocobena nosunus Ne If, koeto He OTroBaps Ha H3MCKBAHHATA Ha BoaloxHTens. YUacTHUKDLT
odepupa MEFMEHHCKH H3/IC/IUs, ¢ KO KOHTO He ¢ BmHcan B CIUHCHKA HA METHIIHHCKATE H3JeIns,
IpHyarady B Sonnudrara nomomnl, kouto H30K me sammama u3seH CTOHHOCTTA HA KiIHMHHYHATE
OBTEKH.

- 3a 0bocobena no3unug Ne 111, KOeTo CLOTBETCTBA HA H3KHCKBAHUSTA HA BBANOKHETEs.

Obepupanu ca ChpAetTHH KIANHA IPOTE3H - OHONOTUYHH, ChC CTEHT HA HPON3BOAUTENs St
Jude Medical. 3a odepupanuTe mpoAYKTH € IpeicTaBeHa HeKjapauus, 4¢ ¢a BKIIOYEHH B
Crnucexa Ha MEAHITMHCKUTE W3/ENHS, [IPUIAraHd B GonuruHaTa nomoIl, kouTo H30K 1me 3annania
M3BBH CTOHHOCTTA Ha KiMHMYHMTE AbTekH. KOMHCHSTZ W3BBpHIM TIPOBEpPKA HA KOJOBETE HA
odepupanure HPOJLYKTH B CIHCEHKa Ha H30K, ny6nuKyBan Ha cafita
http://www.nhit.bg/web/guest/243. Komucnsara ycranosu, due othepHparnTe HOPOJYKTH ca
BKMIOYCHH B CIMCHKA Ha MERMUMHCKMTE H3ZENHs, NPWIArand B OGONHHYHATA NOMONL, KOMTO
H30K e 3amramma u3BbH CTOMHOCTTA HA KIMHWUHHTE IIbTeku. lIpencraBeH o cepTuduKar no
craufapT ISO 13485, exsusanenten na I1SO 9001:2008, xa npoussomuTens uHa odepupannte
MEAMIMHCKH M3/, YYaCTHUKBT © IPEACTABMN TNOAPOOHM MPOCIEXTH Ha OBITAPCKH €3HK C
['bIHH TEXHHYECKH IIOKa3aTeIH U IIapaMeTpH Ha NPeTarauiTe HPOIyKTH U YKasauus 3a ymorpeba,
KaKTO M IEKIaparis 3a OCTATBUCH CPOK Ha TOXHOCT Ha odepHpanuTe IPOAYKTH MEHEMYM 70 %
/cenempecer nponenta/. [Ipesnoxenus cpoxk Ha moctaska e | /eAwm/ Jiew, a 3amialladeTo ce




H

#a akTypa. YYacTHUKLT HAMa Ja

HIBBPIIBA B CPOK oT 60 /miecTaecetr/ AHM OT NpeACTaBSHE
H3M0/3Ba TTOJM3IIL/IHNTEIH IIPH H3ITBEIHEHAUE Ha HOPHYKATA,

- 3a obocobena mosmums Ne IV, koeTo CHOTBEICTB2 Ha WINCKBAHHATA HA BB3IoxuTens.

OQeprpann ca puBroBe 3a KIANHA PEKOHCTPYKUHA (AHYIOMIACTHKA) - KIACHYECKH
NONYTBBEPAX M TEBPAW, OTBOPEHH M 3aTBOPEHHW Ha ImpoussoxuTens St Jude Medical. 3a
obepupanuTe MPOAYKTH © MpeAcTaBeHa AEKIapailus, e ca BKIUeHM B CIHCHKAa Ha
MEAHIMHCKHMTE M3JCNHs, HpHiaradyd B OoxuuuHara nomour, kouto H30K me zannama 43pbH
CTOHHOCTTA Ha KIMHUYHATE M5Texd. KOMHCHATA W3BBPIIH IPOREPKA HA KOAOBETE HA OhepupaHnTe
opoaykTH B couchbka Ha H3O0K, nyGmukysan na caifta http.//www.nhif bg/web/guest/243.
Komucnsta ycranosn, ue odyepupaHHUTE IPOAYKTH €24 BKNIOYGHH B CIIMCBKA HA MEAMIMHCKHTE
HU3jeNms, NpHiIaraHy B OonmHKtHaTa Tromont, kouto H30K ple zannama H3BBH CTOMHOCTTA HA
KIHHAYHNTE ObTeKA. [IpeacTasen e cepTudukar no craupapr ISO 13485, exprBanenten Ha ISO
9001:2008, wa nponspoanTeNs Ha OGEPHPAHUTE MEJULMHCKA M3NEMA. YUaCTHHKDT € IPE/ICTABII
NOAPOOHN NPOCHEKTH HA OBNTApCKH €3UK C ITHIIHH TeXHUYECKH ITOKA3ATENM M MapaMeTpH Ha
TpeANiaTanuTe MPOAYKTH ¥ YKA3aHHsS 3a ynorpeba, KaxTo u JEKJapallis 3a OCTaTBYEH CpOX Ha
TOAHOCT Ha odepupanuTe NPoAYKTH MuHEMYM 70 % /cememueceT npouenTs/. [IpenoxKeHns cpok
Ha focTaBka ¢ 1 /emuH/ feH, a 3alamdiaHeTo Ce U3IBBLPINEA B cpox oT 60 /mectmecer/ AHM OT
npesctapsiHe Ha (GaxTypa. YYaCTHHKBT HAMA Ja H3IION3BA IOAM3ITHINKTENN TIPH M3NBIHEHHE HA
HOPBYKATE.

- 3a obocoOena no3unusa Ne IX, K0€TO CLOTBETCTBA HA M3HCKBAHKATA HA BB3omkuTens.

Ogepnpans ca chpAEYHH KNAllHH NMPOTE3H - KOHJUHOHT, ¢ MEXaHuyHa KIAlia NpoTesa Ha
npoussoxures St. Jude Medical. 3a odepupanuTe NpoAyKTH € npencTaBena AEKIapamius, 4 ca
BKIIOYeHH B CUHMCBKA HA MEIMEMHCKHTE H3IENHS, HDHIATAHM B OGONHHYHATZ IIOMOLI, KOHTO
H30K me sannama a3BbH CTOHHOCTTA HA KIMHUIHHTE TBTEKA. KOMUCHATA H3BBPHIM IPOBEPKA Ha
xomoBere Ha odepupanute INpoayktn B cnucska na H3OK, ny6mukysam mHa caiita
http://www.nhif.bg/web/guest/243, KomucHsta yCTaHOBH, Ye OdepHpaHHTe MPOLYKTH ca
BiioYeHH B CHMCBKAa HA MENMLUHCKHTE H3MIENHs, NpHIaraHy B OOMHHUHATA IIOMOII, KOUTO
H30K me samnamta m3pbH CTOHHOCTTa Ha KIMHHUHHTE IBTeKH. IIpecTareH € cepTHdukaT IO
crangapT 1SOQ 13485, exeuBamenren ma ISO 9001:2008, ma npoussomurens ma odepupanmTe
MEIMUYHCKY M3Jlenus. YUaCTHHKGT € FMPeACTaBHN IOAPOCHH MPOCHEKTH HA OLAFapCKH €3MK ¢
ULIHK TEXHHUECKH NOKA3aTeN s H IapaMeTpy Ha IPe/IaraniTe IPOAYKTH 1 YKA3aHus 3a yrnoTpeda,
KaKTO ¥ ACK/Iapalys 3a OCTATBYCH CPOK Ha TONHOCT HA ofiepupaHHTe MPOAYKTH MuHuMyM 70 %
/cemempecer mpouenta/. IpennoxeHus cpox Ha jgocTaBka € | /eauu/ Jew, a 3alIalazeTo ce
H3BBEPHIBA B Cpok 0T 60 /mecraecer/ NHH OT NpejcraBsHe Ha (axTypa. YYAaCTHHKBT HsMA XA
H3IONI3BA TIOAU3IBINHTENH TPH M3BIHEHNE Ha TOPBUKATA.

- 3a obocobena nozmiysa Ne X VI, KoeTo He ChOTBETCTRA Ha W3HCKBAHHATA Ha Bh3JI0MKHTENA.

Odepupann ca Ganoxu 3a KOHTpPAMyJCAaTop Ha npoussoautens Datascope Corp. (Maquet).
3a oQepupanuTe MPOXYKTH ca IPENCTABECHH CepTH(HUKATU 32 KAYECTBO W JEKIAPANHM 34
‘C'I:OTBGTCTBHE‘«, B CBHOTB. ¢ H3WCKBaHMATa na un, 14 ot 3MU, xakto u manecema "CE"
MapKHPOBKA, B CLOTB. ¢ H3HCKBaHusTa Ha Wi, 8 u un. 15 ot 3MU. Ilpeacraser e cepruduxar
no crannapt (SO 13485, exsusaneuren Ha ISO 9001:2008, Ha npousBoaxTens Ha odepupanuTe
MeIHIMHCKE u3nenus pamuaeH no 04.10.2015 r., xo#To e H3TeKBN K6M MOMEHTA Ha pasTieiIane
Ha TEXHHYECKOTO NPEANOKeHHe. YYACTHHKBT € HPeACTaBu HOAPOOHY MPOCIEKTH Ha GBITapcKn
C3MK C ITBJIHH TEXHMYECKU IOKA3aTeNM U YapaMeTPH Ha IIPeUiaraHuTe MPOJNYKTH M YKa3aHus 3a
YIoTpeba, Kakro M HeKnapalds 3a OCTATBUEH CPOK HA TOAHOCT HA OQEpUPAHHTE TIPOLYKTH
muauMyM 70 % /cepempmecer mponenta/. IlpeanoxeHns cpox Ha mocTaska € | /emuu/ fed, a
3AILIANIGHETO Ce H3IBLPHMIBA B CpoK oT 60 /imecTAeceT/ NHH OT NpencrassiHe Ha (akTypa.
YYacTHUKBT HAMA Jia H3TOJ3BA NOMHU3NBIHATEH IPY H3IBLIHEHAE Ha TIOPELUKATA.

KOMMCHATA PEIIU:




Ha ocuosanne un. 68 an. 11 1. 2 6yksa 6) ot 3011 xa usucka or yuacTHHKa ,Byamen
2000” EOOJ pamupen cepruduxar mo crammapr ISO 9001:2008, nm eKBHBAJICHTEH, Ha
IPON3BONUTEA Ha OepupanyTe MEMUMHCKY m3aestin Datascope Corp. (Maquet).

- 3a ofocobena mo3unus No XXI, KOETO CHOTBETCTBA HA M3UCKBAHNSTA Ha Br3rroxuresns.

Oc¢epupasn ca xaGennm 2a nelicmeifxsp Ha npomssomurens St. Jude Medical. 3a
obepupatiTe IPOAYKTH Ca NPEJCTABEHM CEpTH(GUMKATH 32 KauecTBO U Jexnapauny 3a
CLOTBCTCTBHC, B CBHOTB. ¢ M3UCKBauugTa Ha wi. 14 or 3MMU, xaxto u Hamecena "CE"
MapkupoBKa, B CHOTB. ¢ U3UCKBAHKATA Ha 1. 8 W wi. 15 ot 3MU. Ilpeacrasen e cepruduxar
mo crapgapr ISO 13485, exsusanenten wa ISO 9001:2008, Ha mpousBosuTENs Ha oepupaHnTe
MCIULMHCKH H3ACTHA. YYaCTHHKBT € NPEJCTaBHI HOAPODHY MPOCHCKTH Ha OBNrapcKd €3uK C
TTBJIHH TEXHITIECKU II0Ka3aTeAN K NAPaMETPH Ka Hpe/UTAraHHTe NpOLyKTH H YKa3aHus 38 yrmoTpeba,
KakTO H Neknapallis 3a OCTaThYEH CPOK HA [ONHOCT HA O(EePHPAHHTE MPOAYKTU MHHEMyM 70 %
/cepempeceT rmpouenrta/. Ilpemmosxenns CPOK Ha AocTaBKa € 1 /enus/ neH, a 3arnnamaHeTo ce
¥3BBPINBA B CPOK OT 60 /mectaecer/ muum OT mpercTassHe Ha AKTypa. YUaCTHHKBT HAMa ja
U3ITOJI3BA NOJAN3IBIHHUTENH IPH M3NBIHEHHE Ha NOPHLYKATA.

5. YuacTHRKET ,,B. bpayn Meauxan” EQOOJ e IpencTaBuil TeXHUYECKH IPEIIOKER S,
KaKTO caenpa:

- 3a o0ocobena mo3mins Ne VI, K0eTo He CLOTBETCTBA HA W3HCKBAHMUSTA HA Besmoxkurens.

Odepupann ca CHIOBY IPOTE3H 3a IPHIHA A0PTA HA NPOU3IBOLUTENS Aesculap AG. 3a
oeprpaHiTE TIPOAYKTH € NPEACTABEHA AEKNApaUus, de ca BKMIOUeHH B CHUCDKA HA
MEIUIMMHCKHTE W3Jeisd, npwiarady B Gonmmunata nomomny, kouto H30K we zamnama H3sby
CTOHHOCTTA Ha KIIMHUYHHTE MhTeKH. KoMuCHsTa M3BBPIIM MPOBEPKa HA KOXOBETE Ha ofepupanuTe
IpORyKTH B cruceka Ha H3OK, nybmuxypam nHa caiita httpy//www.nhif be/web/ouest/243.
Komucusara ycramosH, ue oepupaEute NPOJYKTH ca BKIIOYEHH B CIHCHKA Ha METUHUHACKATE
U3jeNHd, npuiarany B GonamdgHata nomour, kouto H3OK mie samnama W3BbLH CTORHOCITZ HA
KIHHUYHATE NBTeKH. 1Ipencrasen e ceprudukar mo crammapr ISO 9001:2008, ma NIPOU3BOIHTEIA
Ha o(epUpaHdTe MEIWIMHCKH H3Jenus. YYacTHHKET € IIPeACTARWI NoApOOHN HPOCHEKTH Ha
GHIrapckit €3UK ¢ IWHIHH TEXHUYECKH [OKA3ATENH M TNApaMeTpH Ha IPERNAraHuTe IPONYKTH U
yKasauug 3a yrnoTpeda, KakTo ¥ JACKNapanus 3a OCTaTh¥eH CPOK Ha TOAHOCT Ha odepupanuTe
npoAykTE MuHEMYM 70 % /cenemuecer nponenta/. [Iperoxkenus cpoK Ha HOCTABKA € 3 /Tpu/ mEm,
4 3alIAMAHCTO Ce W3BBPIIBA B Cpok OT 60 /miecTAecer/ AHM OT IIpefcTaBiHe Ha (akTypa.
YHaCTHHKBT HAMA Ja M3NON3EA NOANBIGIMATETH HPH H3NEIHEHAE Ha HOpPhUKATA.

Otepupannre cbIoBH mpoTesH 3a rpnaHa aopra UniGraft K DV u UniCraft W ca c
KCIATHHOBO IOKPHTUC, T[IPY H3HCKBAHE HAa BEB3NOKATENN, TOCOYEHO B TEXHUYECKATA
cnemubuUKaua Na ca ¢ KOJNAreHoBo Mokputre. KoMucusta cueTe, e YUaCTHHKET € I10Jal ofepTa,
KOATO HE OTrOBAPS Ha H3NCKBAHHA HA BB3goxuTes, 3a Tasu 060coGeHa MO3HIHS.

Bopena ot ropmoro Komucista Ha ocHoBamme wi. 69 am 1 1. 3 or 30II ripenara Ha
Branoxurens na orerpanu yuacrHuka ,,B. Bpayn Mexnkan® EQOJ ot OTKpHTA NIpOoLeaypa 3a
Bb3Narane na oGLICCTBCHa IOPhYKa C mpeameT: “/locTaRKa HA HHCTPYMCHTH B KOHCYMATHBH 33
ChpEIHOCHR0BA XHPYPrus o obocobenu mo3umma 3a mepuop or 12 Meceua” 3a o6ocobera
no3pnus Ne VI,

Mornsu:

Yuactauxst ,,b. Bpayn Meguran® EQOJ e nperctaBmil TeXHIYECKO NPEANIOKEHAE 34
obocobena nosuuua Ne VI, KOBTO He OTroBaps HAa M3HCKRAHHATA HA BL3TOXUTENs. YYaCTHHKLT
oepHpa CHEOBM WPOTE3W 3a IPHAHA A0PTA C JKEIATHHOBO [OKPHUTHE, Opu H3HCKBaHE Ha
Bb3anoxuTens aa ca ¢ KOIarcHOBO MOKPUTHE.

- 32 0o0ocobGena no3uitus Ne VII, x0eTo choTBeTCTRA HAa HANCKBAHUATA Ha Bbi3OKITENs.

Ot¢epupann ca chIOBK IPOTE3N 3a KOPEMHA a0PTA H JHCTANHHA CHIORE - HAKPOHOBH CHAOBU
TIPOTE3H C MOKPUTHE OT KONAreH WM XERATHH - TpaBd Ha TpousBomutens Aesculap AG. 3a




oepHpaHuTe MPOINYKTH € [PEACTABEHA AEKNApPAlHMs, e ca BKIIOYeHH B CHMCHKA Ha
MEIMIAHCKATE M3JCNHS, IpHiarann B OONMHHYHATA momour, Kouto H30K me 3aM7ana HI3BLH
CTOHHOCTTA Ha KIMHYYHHTE IbTeKH. KoMucHsTa H3Bbpum IIPOBEPKA Ha KOAOBETE Ha othepupaHuTe
nponyki#s B cnucbka Ha H3O0K, nybnwxysam ma caifra http://www.nhif bg/web/guest/243.
Komucnsra ycranosn, ge odeprpadnTte IpoayKTH ¢4 BKIIOMEHH B CIHCLKA Ha MEIHITHHCKUTE
usjienny, IpuraraHl B GonHuaHaTa nomoir, konto H30K me 3anmama u3psH CTORHOCTTA Ha
KIuRUIHATE I5TeKH. {Ipencrasen e ceprudukar no crauxapr ISO 9001:2008, na IIPOH3BOIHTENSA
Ha OQepHpaHNTe MEIHIMHCKE M3ASHAd. YUYaCTHHKLT ¢ IPEACTABHA ITOJPOOHH NPOCHEKTH Ha
OBATApPCKH €3MK ¢ IBJIHH TEXHHYECKH [IOKA3ATEHAH W napaMerpy Ha NpellaraidTe NpoAyKTH H
yKazauug 3a ynoTpeda, KaKTO M JEKNapalMs 3a OCTaThueH CPOK Ha TOAHOCT Ha otepupanurte
mpoAykTH MAHuMYM 70 % /cenemuecer npouenta/. [Ipeiioxkenus cpoK Ha 10CTaBKa € 3 /tpu/ mHu,
4 3alIAAHCTO e H3BBpINBA B cpok ot 60 /miecraecer/ mmm oT mpencrapsse Ha (axrypa.
Y9acTHHKBT HAMA Aa H3MON3BA MOJM3TLIKETEH IPH H3IbIHEHUE Ha HOPBUKATA.

- 32 0bocobera mozumns Ne VIII, kx0eTo ChOTBETCTBA Ha M3MCKBAHMSTA Ha Branoxurens.

Odepupann ca chaoBu npoTesH GudyPKANMOHHH - JAKPOHOBH CHAOBK IPOTE3H € [IOKPUTHE
OT KONAreH HNIH XXENatuH Ha mpomsBoiuTent Aesculap AG. 3a odepupannre nmpomyxTu e
UpeAcTanena nexnapanus, 4¢ ca BoueHn B CHHChKa Ha MEIUIIMHCKUTE U3EIHs, MPHIAraHH B
GonumyHara nomom, xouto H3O0K mie zammama w3BbH CTOMHOCTIA HA KNUHEAYHATE TLTEKH,
KomucuaTa u3sbpiun NposepKka Ha KOZOBETE Ha oiepupanuTe IPOZYKTH B cimchka Ha H3OK,
ny0nuKyBsan Ha caiita http//www.nhif be/web/guest/243. Komucusta YCTaHOBH, ue odepuparnTe
MPOAYKTH ca BKMO4eHH B ClMCHKA Ha MEAMUMHCKWTE HM3JenWsd, NPHUIAraHy B OONHUYHATA
nomont, keuto H30K e zanmrnama v3BLH CTOHHOCTTA HA KIHHHYHATE [THTEKH. Ipeacrasen e
ceprudurar o cragaapr ISO 9001:2008, ma npousBomwrens mHa odepHpaHnTe MEIMIMHCKU
H3JIEIUA. YYaCTHUKBT € IIPEACTaBHN TOAPOSHH IPOCHEKTH Ha OBATapCcKy e3MK ¢ ITBIHH
TEXHUMOCKH OKA3ATENY U IAPaMETPH Ha NPE/NIaranuTe POAYKTH B YKA3aHHs 33 ynoTpela, KakTo
" NCKIapaiyi 38 OCTATRUCH CPOK Ha TOAHOCT Ha O(epUpaHUTe LPOAYKTH MHHEMYM 70 %
feepemaecer nponents/. IIpennoxeRus CpoK Ha JOCTaBKa € 3 /TpH/ NHH, a 3aIIaHIAHETO ce
H3BBpIIBA B CPOK 0T 60 /wecTrecer/ muu oT mpexcTaBsue Ha (AaKTypa. YYacTHUKBT HaMa Ha
¥3TION3BA MOAN3IBIHHTENY TIPH H3NBIHEHHE Ha [IOPHYKATA.

- 3a obocobena mosmums Ne X VI, k0eTo CHOTBETCTBA HA HIUCKBAHUATA HA Bragoxmrens.

Odepupann ca ceToBe 3a eKCTHPHAIMA HA BEHM Ha npoussogurena Aesculap AG. 3a
obeprpaHuTe NMPOAYKTH Ca NpEACTABEHH CEPTHOHUKATH 3a Ka4eCTBO WU OeKJiapalunl 3a
CBOTBETCTBHE, B CROTB. ¢ H3HCKBaHHATAa Ha wi. 14 or 3MU, kaxto u Hanecema "CE"
MapKHpOBKa, B CBOTB. ¢ USHCKBAHHATA Ha WI. 8 m wi. 15 or 3MMU. Hpexcrasen e cepruduxar
no craigapt ISO 9001:2008, ma npomssomuTens Ha oficpHpaHnTe MEJUIMHCKH N2jIellHs.
YYacTHUKBT € NpeACTaBwi HOApOOCHH TPOCIEXTH Ha OBIrapCKH €3MK ¢ NBIHH TeXHWYECKH
oxasaTenu H NapaMeTpi Ha NpeyaraHnte NPOAYKTH M YKA3aHHS 3a YOOoTpeba, KakTo H
ACGKJIapars 32 OCTaTBYEH CPOK HA TORHOCT Ha OQEpHPAHMTE NPOAYKTH MuHMMyM 70 %
/cenempecer npouenta/. Ilpeanoimenus cpok Ha HOCTABKA € 3 /Tpw/ JHH, & 3alNallaHero ce
M3BBPUIBA B CPOK OT 60 /imectnecer/ @M OT mpescTaBaHe Ha (hakTypa., YHacTHHXBT HAMa ja
H3TOII3BA TTOAH3ILIHUTENN TP HAMBIHEHHE Ha IIOPHYKATA.

6. YuacTrUKBT ,Mexamar” EOOQJH e IIPSACTaBHI TEXHHYECKO [PEIIOKEHHE, KaKTo
ciengsa:

- 3a obocobena noznnus Ne II, X0eTo CLOTBETCTBA HA HINCKBAHHATA Ha Branoxwmrens.

Odepupanu ca ChpACUHH KIAIHH NPOTE3IM - MEXAHAUHH, ¢ TMTHPONUTHO WiIH KapboroBO
TIOXPUTHE K IICBEH PUHT, pasymyueH oT Dacron Ha npoussomurens Medtronic Inc. 3a oepupannte
IPORYKTH ¢ NPLACTABCHA NEKNAPALMS, Ye Ca BKIOUeH! B CIMChKA Ha MEIHIHECKHTE H3CHHs,
mprnaradd B Gonmruduara momont, kouto H30K 1me 3ammaina w3BbE cTOMHOCTTa HA KIMHHYHUTE
OBTeKH. KoMHCHATA H3BBPIIM HPOBEpKa HA KOJOBETE HA OQGEePHPAHHTE HPOAYKTU B CIHHCHKA Ha



H30K, nyGmukysan na caiira http://www.nhif be/web/guest/243. Kommucusta YCTaHOBH, uYe
opepupannTe NPOAYKTH ca BKIOYEHH B CIMCHKA HA MEIHIMHCKHTE M3Icnus, IpUIATaHH B
bosmpuRata momoil, kouro H30K Ine z3ammamia M3BLH CTOMHOCTTAZ Ha KIHHUYHHATE ITHTEKH.
Ipeacrapen ¢ cepruduxar no cramgapr ISO 13485, expusamenten Ha ISO 9001:2008, ua
TIPOU3BOANTENS Ha OQEpUpaHHTE MENVLIHHCKH M3IeNHs. YUYacTHUKLT e HpeacTaBull HOAPOOHU
HPOCHEKTH Ha OBArAPCKH €3MK ¢ ILIHYE TEXHWYECKH TOKA3ATENH 1 TIapAMETPU Ha TIpeRNAraguTe
TPOAYKTA ¥ YKa3amua 3a ynotpeGa, KakTo M JCKIApaiis 3a OCTATHYEH CPOK HA TOJHOCT Ha
odepupanyTe MPOyKTH MHEMMYM 70 % /ceseMaeceT IpolenTal. Ilpeanoxenns cpox Ha JoCTaBKa
¢ 2 /apa/ nun, a 3arulamaHeTo ce M3BBPIIBA B CpoK 0T 60 /mecTiecer/ THH OT IpencTapaHe Ha
hakTypa. YUacTHUKBT HAMA A H3IIO3BA HOAU3ITEITHUTEIH TIPH HAEIHERNE HA FOpBUKaTa.

- 32 06ocobena mosurus Ne 11, K0€TO CHOTBETCTRA HA UBKMCKBAHUATA Ha BB3IOMITE L.

Odeprparn ca cbpredHH KIAOHA HpOTE3M — GHONOMHYHHE, ChC CTEHT Ha HPON3BOANTENS
Edwards Lifesciences. 3a oepupanute npoaykTy e npeacrapesa ACKJIapanus, ue ca BKIOYECHU
B CnuchbKka Ha MERMLMHCKHTE H3HEI, apanarasy B OomuumuHarta momony kouro HIOK me
3aMiaila U3BHH CTOHHOCTTA Ha KIIMHHYHATE TbTeKH. KOMHCHATA H3BLPIUN IPOBEpPKA HA KOLOBETE
Ha  ofepupanmTe OpoAyKTH B  couckka ma  H30K, nybnuxysan uHa  calita
http://www.nhif. bg/web/guest/243. Komucusara ycTaHoBH, de o)epUpaHATE NPOAYKTH ca
BKMOYeHH B Cnuchka Ha MENHIMHCKATE M3NENMS, HPWIATAHE B GONHMYHATA HOMOIL, KOKTO
H30K mie sammama u3sbH CTOMHOCTTa Ha KNHHWYHHTE TILTeKH. IIpecTaBen e cepruukar mo
craumapT ISO 13485, exsupanenten na ISO 9001:2008, Ha npomsBoamTens Ha otepupanuTe
MEJMEHHCKA H3ACNTHA. YUACTRHAKDT © NPEACTABHI TOAPOGHH [POCHEKTH HA GLITapCKH e3uK C
[IBJIHM TEXHUHCCKH TIOKA3ATEN 1 HApaMETPH Ha IIPE/TIaraHuTe HPOLyKTH | yKasanus 3a yroTpea,
KaKTo W JCKIapalns 3a OCTATHUEH CPOK Ha TONHOCT HA O(EpHpaHuTe IPONYKTH MUHAMYM 70 Y%
fcenemaecer mpouenta/. IlpemnokeHns cpox Ha moctaska e 2 /msa/ JHH, a 3alJIAlaHeTo ce
H3BBPIIBA B CPOK OT 60 /mecthecer/ mHM OT npejcTaBsHe Ha (GakTypa. YUaCTHHKET HaMa 1a
H3M10713B2 NOAM3IBIHATENH PN U3TBIHEHUE HA HOPBLYKATA.

- 3aobocobeHa rozumusa Ne IV, koeTo chOTBETCTBA HA H3HCKBAHMSITA HA Branoxmrens.

Odepupanu ca pUHroBe 3a KIADHA DPEKOHCTPYKIHS (aHyNOMIACTHKA) - KIaCHYECKH
NONYTBEPIM H TBBPHAM, OTBOPCHHW W 3aTBOpeHH Ha mnpouspozurtens Edwards Lifesciences. 3a
odepupannTe TPOXYKTH € NPEICTaBEHA AEKJApalis, 4Ye ca BKMIOYeHH B CHHCRKA HA
MEIUIWHCKATE W3MCTUA, Npunarady B OonHuuHata momour, xouto H30K me samnama usppH
CTOHHOCTTA HA KIHHUYHUTE TbTEKH. KOMHCHSTA U3BBPIUH HPOREPKA HA KOHOBETE Ha ohepupanute
nponyktr B cruckka Ha H3OK, nybnmkysax Ha caifta http:/www.nhif bg/web/guest/243.
Komucuara ycranoBu, ve odhepupannute DPONYKTH ca BKIIOUCHH B CIIHCHKA HA METHHHHCKATE
M3ICHMA, NpHNaraid B OonHudHara moMoly, komto H30K uie 3amnama M3BBH CTOHHOCTTZ Ha
xanHEaENTe HbTeky. Ilpencrasen e ceprudiikar no crammapr ISO 13485, exsuparenten wa SO
9001:2008, na npox3pomUTeNs Ha OQEPUPAHKTE MEIUIMHCKH H3ACAHS. YYaCTHHKDT € HPEICTaBH
noApodHu NPOCHEKTH HA OBArapCKH €3MK C IEBIHH TEXHHYECKH [TOKA3ATCIA M HapaMeTpH Ha
Tpe/UlaraHuTe MPONYKTH H yKa3aHHs 3a yroTpeda, KakTo M JeKNapalds 3a OCTATEYCH CPOK Ha
TOAHOCT Ha OepupaHUTe MPOMYKTH MUHEMYM 70 % /cemeMpeceT nponenTa/. IIpexnoxxenns cpok
Ha jgocraBka € 2 /Ba/ IHHM, A 3QIUIANAHETO CE W3BBPIORA B CPOK oT 60 /mecTnecer/ JHH OT
NPEACTABANE HA QAKTYpa. YYacTHUKBT HAMA [a M3ON3BA [ONM3TBIHNTENA NP H3ITbIHEHNS Ha
HOPBYKATA.

- 3a obocobena nosmuma Ne V, KoeTo CLbOTBETCTRA HA M3HCKBAHKATAE Ha Bb3IOKHTEIs

Odeprpanu ca puUHroBe 3a KIANHA PEKOHCTPYKLMS (anynommacruxa) - ¢ 3D dopwma,
NO3BOJLIBAUIA JABMIKCHHE Ha paslNUYHATS dYacT# Ha IPBCTCHA Ha MpodsBojuTens Edwards
Lifesciences. 3a o(epupaHnte TpomykTH ¢ npencTaBeHa Jexyapanus, 49€ c¢a BKJIIOYEHU B
Cniuchka Ha MEAMIIHHCKATE H3LENHs, NPHJIarany B GOMHIYHATA oMo, kouto H30K ime samrana
M3BLH CTOHMHOCTTA Ha KIMHHYHMTE MbTekH. KOMMCHSTA W3IBBPUIE TIPOBEpKA HA KOHOBETE HA
odepupannTe TIPOAYKTH B couceka  Ha  H30K, ny0IuKysau Ha  caifta




http://www.nhif bo/web/guest/243. Komucusra ycraHosu, de othepHpannTe NPOAYKTH ca
Bimoyend B CHNChKa HA MENWIMHCKHTE M3LCNHS, TPUIAFAHA B GONHUYHATA [OMOIN, KOHTO
H30K nie zammama M3sbH CTOHHOCTTA HA KIMHMYHUTE IThTEKM. Hpencrasen e ceprudukar mo
crasgnapt ISO 13485, exsupanenren wa ISO 9001:2008, ma mpomssomnrens Ha odepupauuTe
MEJMIHHCKHE H3JCNNA. YYACTHAKT € NPeACTABHN NOAPOGHH IPOCHEKTH HA GBIMApCKH €3UK C
IIBIIEH TCXHUHECKH HOKA3ATeNH | IapaMeTpy Ha PejUiaraHuTe MPOAYKTH ¥ YKa3aHus 3a yrnotpeda,
KaKTO H ACKIApanud 3a OCTATRYEH CPOK Ha FOOHOCT Ha OMEPHPAHHTE IIPOAYKTH MUHMMYM 70 %
/cenempecet nponenta/. IIpemIoXKeHUs CPOK Ha AOCTaBKa € 2 /nBa/ [HH, 4 3alAMAHETO Ce
H3BEPIIEA B CPOK OT 60 /lnecTAeceT/ MuE OT IpeicTaBsHe Ha (Gaxiypa. YHacTHHKBT HAMa fa
H3H0N3BA IOAU3IBIHUTENH IPH H3BIHCHHE HA TOPLYKATA,

- 32 ofbocobena nosuus Ne VI, K0eTo ChOTBETCTRA Ha H3NCKBAHMATA #a B30 uTe.

O¢eprpann ca ChAOBH HpPOTE3W 33 IPHOHA A0PTA - C KOJAFEHOBO NOKpUTHE HA
npomspomutels LeMaitre Vascular. 3a odepupanute npoxyktn e mpencraseua Jexiapalmns, ye
ca BKOICHE B CIHCBKA Ha MENHIMHCKHTE H3ENNA, IPHIATaHH B GOJHHYIHATA IIOMOLIL, KOHTO
H30K me 3annaiia n3sbH CTONHOCTTA HA KIMHHYHATE NETEKH. KOMUCHsTA H3BBPIHIM IPOBepKa Ha
KOROBeTE Ha oOQepHpaHUTe IPOAYKTH B cnwWchbka Ha H30K, nybnuxkysan Ha caiita
http://www.nhif bg/web/guest/243. KommucHaTa ycraHoBH, ue odepupannTe IIPOXYKTH ca
BKIOYeHy B CHHCBKa HA MENMIMHCKHTE H3LENHS, HPHIATAHH B GONHUYHATA NOMOIL, KOHTO
H30K me sannama n3ewH CTOMHOCTTA HA KNMHWYHNWTE WHTEKH. lIpencTaBeH e cepTadHKaT o
cranmapr ISO 13485, exsusanenten wa ISO 9001:2008, na nmpomsBozutens ma odepupanuTe
MEIHIMECKY H3Je/mA. YUaCTHHKBT € TPEACTAaBHI MOAPOGHH NPOCHEKTH HA GBITEpCKH e3MK C
ITHTHH TEXHHECKN IOKA3ATENM U NapaMeTPH HA [PE/UIAraRUTe IIPOXYKTH H YKasaHus 33 YIoTpeDa,
KaKTO I JCKNAapauud 3a OCTaTHUeH CPOK Ha OAHOCT Ha O(epupaHHTe NPOAYKTH MHHEMYM 70 Y%
/cememnecer mponenta/. IpeiokeHus cpox Ha HOCTaRKa ¢ 2 /npa/ AHM, a 3aINiallaleTo ce
M3BBPIBA B CPok oT 60 /mectnecer/ mHm oT npeacraBsHe Ha QaxTypa. YUacTHHKST HAMA Aa
H3M0J13Ba TIOAM3ITLIIHHATESH IIPY M3MBAHCHIE Ha IIOPLYKATA.

- 38 0bocobena nozuiiug Ne VII, KoeTo ¢hoTBeTCTBA HA H3NCKBRHUATA Ha BhaloKaTes.

Obepupann ca chZ0BH NPOTE3N 32 KOPEMHA a0PTA H AMCTANHH ChAOBE - JaKpOHOBH CHHOBH
[IPOTE3X € MOXPUTHE OT KOJAFCH HIH KEJAaTHH - IpaB¥ Ha npou3Boxurens LeMaitre Vascular. 3a
oeprpanuTe NPOAYKTH € NpeACTaBEHa MEKNApalHA, Y€ ca BKIIOYCHM B CHNACHKA Ha
MCIMUUHCKATE HU3JENMA, NpuNarasy B OonmmuHara momont, kouro H3OK me zamrmama wspeH
CTOHHOCTTA HA KIMHAYKNTE NhTeKH, KOMHCHATA USBBPIIM TIPOBEPKA HA KOJOBETE Ha ofpeprpanuTe
npopyxth B couceka Ha H3O0K, nybmmxyean wua cafita http://www.nhif. be/web/guest/243.
Komucusira ycranoBH, e oepHpaHMTE TPOJIYKTH A BKINIOUEHH B CIIMCHKA Ha MEAMIIHHCKHTE
U3MENMA, HpHiarauu B OonHUuHATA NOMOHIL, Kowto H30K mie sannamia H3BHH CTOMHOCTTZ Ha
KIMHEIHATE NeTekd. [lpenctasen ¢ ceprudmxar no cranmapr ISO 134835, expusanenten na ISO
9001:2008, Ha npOM3BOANTENA Ha otepupannTe MENMIMHCKH H3AENNs, YUACTHHKET & HPEJICTARHII
TOAPOOHH NPOCHEKTH HAa OBLArAPCKH €3WK C HBLAHH TeXHHYCCKH MTOKA3ATENH W napaMeTpu Ha
TPEUTATAHITe TIPOAYKTH ¥ YKA3aHHA 33 YHOTpeba, KaKTO H AEKIApalius 3a OCTATHLYEH CPOK Ha
FONHOCT Ha O(epupaHnTe NPOAYKTH MUHHMYM 70 % /cenemmecer nmpouenra/. [Tpemioxenns CPOK
Ha JocTaBka e 2 /npa/ OHH, 4 3alUIamaneTo ce H3BBEpINBa B cpok oT 00 /wectaecer/ maM OT
IpEACTaBAHe Ha QaKTypa. YHacTHUKBT HsiMa Ja H3ION3BA NOZM3IIEIHATEIHA [Py H3IbIHEHNE HHa
NOPBHYKaTa,

- 32 06ocodena mosumus Ne VIII, KoeTo CLOTBETCTRA Ha M3UCKBAHUATA HA BLAJIOWKHTENS.

Odepupany ca cpr0BY NpoTesn Gu§yPKALNOHHH - JAKPOHOBH CHJOBH IPOTEIN ¢ HOKPHTHE
OT KOJIATCH W JKENATUH Ha Ipoussomutens LeMaitre Vascular. 3a odepupanure npoaykru e
IIpe/ICTARCHA ACKIAPALHA, Y€ ca BKMoYeHn B CHuchka HA METHIFHCKAUTE U3ESIHS, IPANaraHy B
GonavuHara momMonl, kouto H3OK me 3amiama H3BLH CTOMHOCTTA Ha KIHHUYHATE [ILTEKH.
Kommenara w3pepmu nposepka Ha KojoBere Ha OQepHpaHHTE NPOXYKTH B CHMCHKA HA H30K,
nyOnukysan Ha cafita htip://www.nhif.bg/web/guest/243. Komucusta YCTAaHOBH, 4e OQepHpaHnTe




NpOAYKTH ca BKMioYeHW B CrHChKa HA MEMHIMHCKHTE WU3JEHHS, [IPHIATAHH B OOJHHYHATA
nomoin, kouro H30K me zammamia m3sbH CTOMHOCTIA Ha KIMHWYHATE IWBTEKH. Hpencrasen ¢
ceptudurar mo craugapt ISO 13485, exsupanenten ma ISO 9001:2008, na HMPOH3BOOUTENA Ha
odepHpaHuTe METMIMHCKH W3JelHSL. YYACTHAKET € IIPesCTABH mogpofGHM HPOCHEKTH Ha
GBIrapcKi e3WK ¢ MBIHH TEXHHUYECKH IIOKA3aTeNms M TIapaMeTpH Ha IMpeJiaraduTe NPOAYKTH 1
yKa3aHus 3a ynoipe0a, Kakro W JEKNapauds 3a OCTATHYEH CPOK Ha TOZHOCT Ha odepupanmnre
NpoRYKTA MEHEMYM 70 % /cexempecet npouenta/. IIpeuioxenns ¢pok Ha focTaBka e 2 /nsa/ iAw,
a 3AIUIANIAHETO C¢ H3BBPHIBA B CpoK oT 60 /mectiecer/ mHM OT IIpelCTABIHE HA daxTypa.
Y9aCTHUKBT HAMA A M3HOJ3BA MOAN3IIBIHUTENH TIPY HANbIHENHE Ha TIOPBLYKATA.

- 3a obocobena mozutins Ne IX, koeTo CROTBETCTBA Ha H3HCKRAHMSNTA HA Bh3T0IKHTENs.

OQepupanH ca ChPASYHH KIANHM IIPOTE3X - KOHIIOUT, ¢ MEXAHHUHA KITalHa IpoTesa Ha
mpousopuTens Medtronic Inc. 3a odepupanuTe HpoayKTH € mpemcTaBeHa Hexnapanus, 4e ca
BKAOYeHH B COMChKa HA MEAMIMHCKMTE H3JIENUs, NPHIArasd B OONHMYHATA NOMOML, KOHTO
H30K me 3amnaina #385H CTORHOCTTA HA KTHHNYHATE IBTEKH. KoMucHsTa H3BBPUIA IIPOBEPKA HA
KofoBere Ha OQepupaHHTe NPOAYKTH B cnucbka Ha H3O0K, nybnukysan ma caiita
http://www.nhif bg/web/guest/243. Kowmucusra ycTanoBM, wue odepyupannte IPOOYKTH ca
BKMIOYCHA B CIHCHKA HA MEMUIMHCKHTE M3JENHd, NPWJIATANM B GOJHUYHATA NOMOTH, KOHTO
H30K me samama u3epH cTofiHocTIa Ha KiMHWYRATE mhTeku. IlpescraBen e CEPTHGHKAT MO
cragmapT ISO 13485, expupanenten ma ISO 9001:2008, ma npoussomurtens na otepupannTe
MEIHIHHCKA H3AENHS. YYaCTHUKLT € IPEACTABH TOAPOCHHM OPOCHEKTH HA GLITAPCKH E3UK ©
ITBJAHA TEXHUYECKH IOKA3ATE/H U TAPAMETPH HAa TIPEANATaHuTe IIPOAYKTH M yKa3aHus 3a YIIOTpe6a,
KaKTo ¥ NEKNaparlys 38 OCTaThYCH CPOK Ha IOAHOCT HA O{MEPHUPAHITE NPOXYKTH MUHMMYM 70 %
fcememnecer nmpouenra/. IlpennoxkeHus cpok #a HocTaBka ¢ 2 /npa/ IHH, a 3aMDIANAHETO Ce
M3BBPIIBA B CPOK OT 60 /urectiecer/ Aum OT mpencTaBsHe Ha akTypa. Y4acTHHKBT HaMma 7a
H3M0TI3BA MOAM3MEAHNTENN [IPH H3NBITHEHHE HA NOPHUKATA.

- 3a 06ocobeHa no3unusa Ne X, KoeTo ChOTBETCTRA Ha H3UCKBAHKATA Ha BL3JIOWKHATENS,

Odepupany ca chpAevHN KIANHH NPOTE3H - KOHAIONT, ¢ OUOJIOTHYNA KIadHa IpoTe3a Ha
npousBoautenst Medtronic Inc. 3a odepupannte nponykTE e mpeicraBena gexmapanus, ge ca
BKIOUCHH B COuCbKa HA MENWIMHCKUTE H3JENHs, HPWIATAHH B OONHUYHATA TIOMOIL, KOHTO
H30K me 3amiama u3BbH CTOHHOCTTA Ha KIMHUUHWES NBTeky. Komucusra HU3BELPIIH [[POBEPKA HA
KOAOBETe Ha ofepupaHuTe IMPOAYKTH B cnuchka na H3O0K, nybnuKyBan Ha caita
http://www.nhif. bo/web/guest/243. Kommcusara ycranoBw, ue ofepupanute IPOJYKTH ca
BKMoYenn B CINChKA Ha MENMIWHCKHTE H3IENHs, NPUIAraHy B GOJNHWYHATA [OMOIL, KOHTO
H30K me 3amnaia H3BEH CTOMHOCTTE HA KIMHWUHUTE IBTEKH. [Ipeacraen e ceprudukar 1o
craupapT ISO 13485, exsupanenten na I1SO 9001:2008, Ha mpoussomuTens Ha oepupanuTe
MEIUIMHCKH H3ACHHA. YYACTHHKBT € HPCACTABHA NOAPOOHH HPOCHEKTH HA OBNrapcKu esux ¢
ITBJIHE TEXHUIECKY IOKA3aTeny ¥ IapaMeTpy Ha NPeiNaranuTe NPOAYKTH H YKa3aHHs 3a ynoTpeba,
XaKTO M NEKIapanys 3a OCTATBYEH CPOK HA TOAHOCT Ha odepHpaHHTe NPORAYKTH MUHHMYM 70 %
/ceneMnecer npouenra/. TIpeaoxeHns CPOK Ha HOCTaBKa e 2 /nBa/ MHM, @ 3aiUIaaHeTo ce
M3BBPINBA B CPOK OT 60 /mectnecer/ puu OT HpencTassHe Ha (GakTypa. YUACTHUKET HaMa Aa
H3TI0JI3BA TIOAUBIBIHNTENE HPH H3ITLIHCHAE HA HOPBUKATA.

- 32 obocobena mozunma Ne XIV, K0eTo CLOTBETCTBA HA M3HCKBAHKSTA Ha BH3IomKuTens.

Odepupanu ca xanronu u cetore 3a EKK ma npomspomurenst Edwards Lifescience. 3a
OQepHpaHATE TPONYKTH Cca NpeJcTaBeHH ceprudHKAaTH 3a KauecTBO K Jexnapanuu  3a
CHOTBETCTBHE, B CBOTB. ¢ H3HCKBaMuarTa Ha wi. 14 ot 3MMU, xakto u manecena "CE"
MapKHpoBKa, B CHOTB. C M3HCKBAHKATA Ha Wi, 8 ¥ wi. 15 o1 3MH. Ipencraren e ceprudukar
o cranfapr [SO 13485, exsupanenten ma ISO 9001:2008, Ha npoussomutens Ha opepuparnTe
ME/IUIMHCKE M3ENIHS. YYaCTHUKBT € NPEICTABHA TOAPOGHH HPOCHEKTH HA GBIrapcky e3pk c
HBJIHA TEXHUYECKH OKA3aTeNH [ [IapaMeTPH Ha TIPEANAraHuTe POAYKTH U yKa3aHHs 3a yroTpeba,
KaKro W [eKNapanus 3a 0CTaTHHCH CPOK Ha FOAHOCT Ha O(EepUpaHuTe NPOAYKTH MHHEMYM 70 %




fcenemuecer npouenta/. IIpeanoxenus cpox Ha NocTaBka € 2 /OBa/ juM, a 3aMUIAIAHeTO Cce
M3BLPHIBA B ¢pok OT 60 /mrectaecetr/ AHM OT NpeAcTaBsHe Ha (axTypa. YHACTHHKDLT HAMA 1A
M3OA3BA HOAUIIBIHUTEAH [pU H3IFLIHCHUE HA HOPHYUKATA.

- 3a o0ocobena nosunms Ne XV, KOETO CLOTBETCTBA HA H3HCKBAHWATA Ha BB3JI0KUTEN.

Odepupan ca cBNOBH TypHHKeTH Ha mpouzsoautens Edwards Lifescience. 3a
ofepupaHuTe TPOAYKTH c€a MNPEeACTABCHH CepTHOHKATH 38 KadecTBO H JeKjiapaluy 3a
CBROTBETCTBHE, B ChOTB. ¢ H3uCKBaHuaTa Ha uia. 14 ot 3MH, kaxto um Hanecena "CE"
MApKUPOBKA, B CHOTB. ¢ U3HCKBAHUATA Ha WI. 8 ¥ Wi. 15 ot 3MH. IIpencrasen e cepruduxar
o crargapt ISO 13485, expupanenten Ha ISO 9001:2008, xa npomsBopurTenst #Ha odepUpaHHUTe
MEIMIHHCKE H3ZCIU. YUACTHUKBT € LPEACTABMI MOAPOOHU IpocrexTy Ha OBArapck# e3uK ¢
ITBJIHH TEXHHYECKH TIOKA3aTeK ¥ IapaMeTPi Ha NpeaTaraniTe HPOAyKTH B yKa3aHus 3a ynotpeba,
KaKTO M JeKIapanus 32 OCTATHYCH CPOX Ha rogHocr Ha odepupanute npojaykrta muaumym 70 %
/cemempecer nponenta/. Ilpemnokedds CpoK Ha JocTaBKa € 2 /apa/ JHW, a 3arjailaHeTo ce
H3BbpIIBa B cpox or 60 /urectneceT/ ZHH OT mpeAcTaRsHe Ha (dakTypa. YUYacTHHKBT HAMa Ja
U3TION3RA TOAU3NBEIHATEIIH IPH U3HBIHCHUE Ha TOpBhUKATA.

- 13a 06ocobena mozurst Ne XVII, koeTo chO0TBETCTBA Ha M3UCKBAHUATA Ha BB3IOKKTEIS.

Odepupann ca enpyBetku 3a H3mepBane Ha ACT ua npomssogmrens ITC USA. 3a
oflepupanure TPOAYKTH Ca DPECACTABEHH CepTH(hHKATH 3a KadeCTBO H JEKIapaldH 3a
CLOTBETCTBHE, B CBOTB. ¢ wm3ucksamugara Ha wi. 14 or 3MH, kaxto u nHanecena "CE
MApKUPOBKA, B CHOTB. ¢ M3uckBaHuiaTa Ha Wi. 8 1 wi. 15 ot 3MH. llpeacrasen e ceprudumkar
no cragnapr SO 13485, exsunanenren Ha ISO 9001:2008, Ha mpoussonurtens xa odepupanure
MEOMIUMHCKY H3Jeis. YUaCTHHKBT € MPCACTABMI HOAPOOHR IIPOCIEeKTH Ha OBIrapckd e3HK C
IBIIHK TEXHHYECKH NTOKa3aTey | HapaMeTpH Ha NpeAIaraHiTe NPOAyKTH M yKa3zaHNs 3a ymorpeba,
KaKTO ¥ JEeKJIapalis 32 OCTATHYEH CPOX Ha TOXHOCT Ha odepupaHute Npoaykt MunumyMm 70 %
/cenemaecer nponenta/. TlpennoxeHus cpoK Ha JOCTaBKa € 2 /xBa/ MHM, a 3aiyallaHeTe ce
K3BBPIIBA B cpok oT 60 /mectrecer/ AHM OT npejcTaBsHe Ha (akTypa. YUYacTHHKBT HAMA Ja
M3038a HOIN3ITBARNTENH [IPH U3IMBIHEHHE Ha IOPEUKATA.

- 3a 0Gocobena nozumua Ne XX, KoeTo ChOTBETCTBA HA H3UCKBAHMATA HA BB3AOKHTENSL.

QO¢eprpanu ca katetpn Qorapti Ha npouspourens Edwards Lifescience. 3a odepupannre
NPONYKTH ¢a [PEACTABCHHA CepTHHUKATH 3a KadecTBO M JeKjiapaldd 3a CBOTBETCTBHE, B
CBHOTB. ¢ H3UCKBaHMATa Ha 4l. 14 o1 3MHU, xakTo n manecena "CE" mapxupoBxa, B CHOTB. €
H3ACKBaHMATa Ha Wi 8 ¥ wi. 15 or 3MH. Ilpencrasen e ceptudmukar no craggapt 1SO 13485,
exsuBanenter Ha ISO 9001:2008, wa npousBogutens Ha o(epHpaHuTe MENMITHHCKH H3AEHL.
VYACTHUKBT € IMPEeJICTaBH MOAPOOHH WTPOCHEKTH Ha OLArapcKH e3HK ¢ IBIHH TeXHHYECKA
NOKA3ATE M ¥ HAPAMETPH Ha IpeflaraHduTe IPOAYKTH H YKa3aHUA 3a ymorpeda, KaKTo H
HeKmapanys 3a OCTAThYCH CpPOK Ha TOJHOCT Ha oOdepHpaHMTe HNpOAYKTH MUHEMYM 70 %
/cemeMpecer mpoueHTd/. [IpenioxeHHs cpoX Ha AocTaBKa € 2 /mBa/ AHM, a 3aIalIaHETo Ce
H3BBDIIRA B cpox oT 60 /ecthecer/ AW OT IpeAcTaBie Ha Gaxtypa. YHacTHHKBT HAMA 1a
H3TI0/13B2 OAM3ILIIHNTENH IPH H3NBAHCHHUE Ha HOPDHYKATA.

III. Komucuara, B MBAEH CBCTAB, NPONBKM paborara cu Ha 26.11.2015 1. cnen
NOyYaBaHe Ha H3NCKAHHUTE HOKYMEHTH H KOHCTATHpPa, Ye:

- V4acTHUKDT ,byimen 20004 FOO/ e npepoctasun ¢ nucmo Ne VII-20-20/24.11.2015 .
u3McKanyus 0T KOMHCHSTA HOKYyMEHT, 4 MMEHHO BaluieH ceprudmkaT mo cranmapt ISO 13485,
exsuBaneHTeH Ha ISO 9001:2008, Ha npow3Boautens Ha odepupanuTe 1o obocobena mosumud Ne
XVI meaunuacka usgemus Datascope Corp. (Maquet). YyacTHHKBT ,, byamea 2000 EOOJ e
IpefcTaBHIl TeXHUYECKO TpemtoxenHe 3a obocobena noszuuusa Ne XVI, K0eTo CBOTBETCTBA HA
H3UCKBAHMATA HA Bn3noxurens.

- YuactauksT ,,Hosumen® OO e npenocrasmn ¢ mucMo Ne VII-20-21/25.11.2015 .
m3uckanusa ot KoMucHsITa TOKYMEHT, a AIMEHHO BalnfeH cepruduraT ito cranpapt ISO 9001:2008,



Ha IIPOM3BOAUTENA Ha ohepUpannTe o 0Gocobena no3ums Ne XIX menuuuacky nazems IsoMed.

Yuacthuxer ,Hosumen” OO/ e npercrapin TeXHAIECKO OpeJUIOKENHE 3a 06ocoberHa TO3HIMY
Ne XTX, K0eT0 CHOTBETCTBA Ha U3UCKBAHKATA Ha BranoxuTtens.

IV. Cuen nonpo6ro sanosnasase na KOMACHATA ¢ IPUTOKEHETE OLACATEHY Gpomypu u
KaTaJIo3H €6 U3TOTBY CKCIIEPTHO CTAHOBHILE OT WICHOBETE HA KOMHCHATA 33 OLEHKA Ha KAYECTROTO
Ha IIPCUIOKCHUTE MCHIMECKY M3ACIMA Ha J0NyCHATHTE yUAaCTHUIM B IPOLEAYPATa IO OBgBeHuTe
OT BB3losuTe A KPHTEPHH 32 OLEHIBAHE HA KAYECTBOTO:

-~ HpuIoXHMOCT HA MEIUIUHCKHETE H3LE/HS (xoHCYMaTHBH), ChIIIACHO cHenuduKara Ha

ACHHOCTHTE W BBSHPHETATE B GONHHYHHTE CTPYKTYPH Ha Bwamoxureis HPOTOKOJIH 32
nofpa KIMHNYHA IPAKTHKA ~ A0 15 TogKH;

- ARanTHBHOCT HA MEAWIMHCKHATE K3AEIHS (KOHCYMATHBH) KBM HAIHYHATA MaTepHalHO-
TeXHI4ecka 6aza — 5o 5 Touky;

HonoxnreneH OOAT ¢ NpearaHuTe MEIUIMHCKH M3 (kOHCYMaTuRH) B
OONHEYHATE CTPYKTYDPH Ha BB3ToxKuTent — 1o 20 Touku.

M3roTBEHOTO eKCHEPTHOTO CTaHOBMINE € HERENHMMA YacT OT HACTOALLUMSA IIPOTOKON,
Npunoxenne Ne 1,

V. Komicnara npogsmks csosta paloTa ¢ ONpefendHe Ha KOMILICKCHA OlEHKa Ha
TCXHUGCCKHTE MNPENIOKCHUA Ha JOIYCHATMTE YYaCTHHIM HO YTBRPACHATA METOQHKA Ha
BB3noxuTens, a HMEHHO HKOHOMHYSCKH Hali-W3roImaTa otdepra ¢ [lokasaren kauectso, ¢
MakcuMaieH Opoi Touku — 40 T, 3a KOMIIIGKCHATA OIICHKA Ha TEXHWUECKOTO apejuioKeHne Gere
¢heTapena Tabnuna, Hpunomenne Ne 2, neneniMa 9acT 0T HaCTOSIHS IIPOTOKON.

VI. KomwucusaTa pemn 0TBapsSHeTO Ha HEHOBUTE NIPEMIOKEHNS HA JOIYCHATHTE VIACTHHIU
pa ce nepbpom ma U AR 2015 1. B AQ.O.0. 1. B aAMUHHCTPATHBHATA Crpaja Ha
Yansepcurercka Sonunua , JIosenen”.

Pemenusra nHa KOMHCHATA 0SXa B3eTH ¢ MHO3HHCTBO, HEMANE HIpA3ICHH ocobenn
MHEHHR 0T YWIEH HA KOMHCHATA.

[pencenan

Unenose:

3anuueHo obCTOATENCTED Ha ocHOoBaHMe YA, 2 ot 33117

3anuuero 0BCTOATENCTBO Ha ocHosaHue wA. 2 o1 3310,



ITPHITOXKEHHE M 1

EKCHEPTHO CTAHOBHIIE
oT

Komucus B cheTas, KAKTO claeapa:

Ilpeacenaren:
Unenose:

| 3annyeHo 0BCTOATE/ICTBO HA OCHOBAKKE Y. 2 ov 3301

OTHOCHO OlIeHKa 32 KAYECTROTO Ha IPSAVIOKEHHTE HHCTPYMEHTH KOHCYMATHBH Ha
YYACTHHIHTE B IPOHEAYPA C IPEAMET:
“/locTaBka HA MHCTPYMEHTH H KOHCYMATHEM 32 CHDPICYHOCHAOBA XHPYPrasl o
ofocobenn mozmiuy 3a mepuox, ot 12 mecena” otkpura ¢ Pemenne Ne VII-20-2 ot 31.07.2015 1.

Ouenka 3a Kav1ecTBOTO HA MPENIOREHHTE METHITHECKA WIgeaust 1 KOHCYMATHBY Ha
YIaCTHHIAYE, CHIIIACHO 005BEHATA 0T BE3I0KHTENN METOXNKE, Che CJIe HHTe KPUTEPHH:

- TIpHIIOXHEMOCT Ha MEIHI{BHCKUTE W3NS (KOHCYMATHBH), ChIVIACHO CHENWM(HKATA
Ha ACHHOCTHTC W BH3NPUETHTEe B CONHWUYHHTE CTPYKTYpH Ha Bramoxurtensg TIPOTOKOMH 33 gobpa
KJIHHMYHA MPAKTHKa — 10 15 Toukw; '

- AJAIITHBHOCT HA MENHIUHCKHTE H3IeTHs (KOHCYMaTHBH) KbM HaIHUHATA
MaTepranHO-TeXHUYecKka Ha3a — 4o 5 To4Ku;

- TlonoxkuTenes ONHT C HpeNIATAHWTE MEMIHHCKH W3IETHs {koHCyMaTuBH) B
OONHINHKTE CTPYKTYpH Ha Branoxurens — go 20 Touxy.



3a oGocobena mozuusa I1. »ChpREIHE KNAHA NPOTE3M - MEXaHHYIHH, ¢ NUPOTATHO HAK
Kap6GoHOBO NOKPHTHE H IEBEH PUNT, pasan4yen o1 Dacron”

. »HAHTCeparpo - 90” EQOJX - 40 rouxn

Ouenka no Kpurepun 1: Ipuaoxumoct Ha MeAMOHHCKHTE H3Te 5 (xoncymarusm),
CBIVIACHO cRenuduKaTa wa geHiHOCTHTE H BLINPHETHYE B OOJIHYHHTE CTPYKTYpH Ha
Brinoxuarenn nporokonn 3a fo6pa KAMHMIHA NPAKTHKA — 15 Toukn

MoTHBH 32 OCTABEHATA OLICHIKA:

Hpepnoxennte copreunn kiams Open Pivot Valve Standard wa npoussozuren Medtronic
OTTOBapAT HA U3HCKBaHKMATA HA 3MU 1 Ha MUHMMATIHITE 38ABDKATEIHA TEXHAYCCKH M3UCKBAHMS,
IOCOUCHH B TexHuuyeckara crHeHHpHKAIMA OT HOKYMEHTALMATA 33 Y4aCTHE H C4 BKJIOUEHY B
Cryicska Ha MEJMIMHCKATE H3JICHAS, Tpriarann B Goimuunata nomour, kouro H30K nre 3ammama
H3BBH CTOMHOCTTA HA KIHHMMHATE ThTeKu. OdepupannTe IPoxyKTH ca:

- yeusieHa TpoMOOPE3HCTEHTHOCT

- OTNIMYHA XEMOAMHAMHKKA

» H3KTIOYMTENHE ABLNT0OTpaliHOCT

- OTIIYHA MMILIAHTa0®ITHOCT

- H3KIIOYATEIIHO ,,THXA Kiara™

Ouenka o Kpureprn 2: AfanTHBHOCT N2 MeAHIHHCKATE M3JCHUH (KKOHCYMATHBN)
KbM HAJIMYHATA MATEPAAHO-TEXHHYECKA 6a3a — 5 TouxkH

MoTHBH 33 IOCTABEHATA ONEHKA:

Od¢epupannte IPOAYKTH Ca HANbIHO AZAITHPAHW KbHM MATEPHAIHO-TEXHHYeCKa 6asa.
Knanuute mpoTesuw ca ChUCTANM HAR-ZOOPOTO OT MEXAHMYHHTE TEXHOIOTHH IpU KJIATHTE U
OTrOBAPAT Ha CHEHHDHIHUTE 38 MECTOMONIOKEHHUETO HIUCKRAHHS.

Onenka no Kpurepuu 3: IlonoxureneH 0NUT ¢ NpeAJaraniTe MeAMUMHCKH W3eIHs
(xoncymarnsu) B GoTHHMHNETE CTPYKTYPH Ha Boninoxurens — 20 Touxn

MoTHRY 32 I1OCTABEHATA OICHKA:

CriennanmucTite B KapIHOXUPYPTAYHA KIMHKKA Ha Bolnuna ,,JIozenen’ paGoraT 1 mobpe
MO3HaBaT OQEPUPAHNTE NpPOAYKTH. B3 OCHOBa Ha 3HAHMATA B TPOQICCHOHANHUS ONUT W
MPaKTHIECKOTO H3NOJ3BAHE HA TOJAMa HacT OT TAX H H3BBPHICHWTE OOUTH M TECTOBE IO
OTHOHICHHE HA TAXHOTO KAYESCTBO: U3MON3BAHN MATEPHATH 3a H3paboTKa, 3NPABHHA H HAJEKIHOCT,
cyuTaMe 3¢ OQECPHPAHHTE MENUIMHCKH U3/IeNus ¥ KOHCYMATUBH OTrOBAPAT B Hal-roJisaMa CTeleH
Ha M3ACKBaHHATAa HA Br3noxurend.

. “Megnmar” EOQOOJ - 40 Touxn

Ounenka no Kpurepuu 1: TpuaokumMoeT HA MeJHIHHCKETE B3 HeHs (kOHCYMATHEBH),
CLINIACHO CHCHA(AKATA HA XeHNOCTHTE H BLINPHETHTE B GONHNYHMTE CTPYKTYPH HA
Brajo:xaTensn NpoTokosn 3a Xo0pa KIMHHIHA APAKTHKA — 15 Touku

MoTHBH 32 mOCTABEHATA OIEHKA:

Hpemnoxenure chpaesnu knamu Open Pivot Valve Standard na npomssomuren Medtronic
OTFOBAPAT HA U3HCKBAHHATA Ha 3MU 1 Ha MHHEMAIHNTE 33BJDKUTENHN TeXHHYECKH HIHCKBAHML,
nocoueHr B Texmmueckara crenHbHKANMA OT JOKYMEHTAIMATA 33 YYACTHE M Ca BKIIOYEHH B
CHHCbKa Ha MEIHITHHCKUTE M3enus, IpUiIarasy B GoIHuuHaTa oMoy, kouto H30K me 3allnama
M3BHH CTOMHOCTTA HA KJIMHHIHATE ThTeky. OdiepupanaTe pOAYKTH ca:

- yCHIeHa TpOMGOpPE3UCTEHTHOCT

- OTIUYHA XeMOIHHAMUKA

- M3KJTIOUHTEIHA AbITCTPaHOCT

- OTIIHYHA UMIUTAHTA0KITHOCT



- H3KNMOYUTENHO ,, THXa Knana®

Ouenxa no Kpurepnu 2: ANanTHEHOCT HA MeIHITAHCKHETE HILEIHsE (xoHCYMaTHBH])
KbM HAJIHYHATA MAaTepHAHO-TeXANYecKka 6a3a — 5 TouKH

MoTHBY 32 FTOCTABEHATA OLEHKA:

Odepupannte NposykTyH ca HANBIHO ANANTHMPAHE KEM MaTepHagHo-TEXHUYeCKa (a3a.
Knaneure nporesn ca chueTams HaM-ZOGPOTO OT MEXAHWYHHUTE TEXHONOTHM OpH KIANHTE U
OTFOBapAT Ha CHEIU(QHIHATE 38 MECTONONOKEHACTO M3NCKBARKS,

Onenxa no Kpurepnn 3: Hosoxurenes onAT ¢ NpefIaranATe MEINIHHCKE H3ACTAS
(xoncymaTnRH) B GoMuanHuTe CYPYKTYPH Ha Braaoxnrens — 20 Toaxu

MoTHaBg 3a HocTaBeHATA OLEHKA:

CrenuamcTure B KapIHOXHPYPrUYHa KIMEKKE Ha Bonumma wJlosenen’ pabotar u nobpe
no3HaBarT odiepHpaHHTe HPOAYKTH. BH3 OCHOBA Ha 3HAHHATAZ U IpoeCHOHANHUSL ONUT H
UPAKTHICCKOTO H3ION3BAHE HA IOJAMA YacT OT TAX H W3BBPINCHUTE ONHTH H TECTOBE IO
OTHOIICHHE Ha TAXHOTO KAYECTBO! H3NOI3BAHH MaTePHAIH 32 H3paboTKa, 3APaBUHA ¥ HAAEKITHOCT,

CUMTaMC 4e OfepupaHnTe MEIHIHHCKY H3NEHHS X KOHCYMaTHBH OTTOBApAT B HAH-TOJIAMa CTEricH
H& H3UCKBAHUATE Ha BeanoxuTens.

Hpencenarer: ..

Unenone:



3a obocobena nosmuns IIL ,,Chpaedsy KIANHA NPOTE3H - GHONIOIHYHH, CHC CTCHT
. ~bymven 2600” EOOJ - 32 Touxu

Onenxa no Kpurepuu 1: Hpunoxumoer sa MeAHINACKATE M3NCIUH ()oHCYMATHRM),
CHIAACHO CnennaduraTa Ha JeHNOCTHTE H BL3NPHETHTE B OOJHHYHHTE CTPYKTYPH Ha
Bob3noxuTedn NPOTOKOIHN 3a 106pa KAMHMYHA NPAKTHKA - 15 TovKn

MoTHBH 32 nocTaBeHaTa OLEIKA:

llpeanoxennte cbpaeunrn knanx Epic Stended Tissue Valve aoprau u murpanuu, ¢
npoussomaten St. Jude Medical otrosapar ma usnmcksammsta Ha 3MU B Ha MEREMATHHTE
3A[BIDKUTEIIHE  TeXHHYECKH H3WCKBAHMA, nocoueHn B Texuuveckara crnenmduxaius oT
JOKyMEHTALIHATA 33 YUacTHe U ¢a BKIIoueH: B CIUCHKa Ha MEIHIMHCKATE H3AENHs, IPUHTaTAHN B
Oonmwyiara moMonl, koure H30K e samnama #3BBH CrOMHOCTTA Ha IIHEHUHHUTE ITbTEKH,
Odepupannre IpOXYKTH HMAT CIEXHUTE XaPAKTEPHCTHKH:

- Epic Stended Tissue Valve aoprau ca ¢ HHCHbK npoduil 3a HMIUIAHTHPAHE H
OCHTYpPsIBaT MaKCHMAJIEH MOTOK

- Epic Stended Tissue Valve Mutpamuu ca ¢ HUChK MpOGHI 32 HMILIAHTHPAHE, KOHTO
TOHIKAB& PUCKA OT 00CTPYKI¥S Ha BRHIIHUA HOTOK

Ouenxa no Kpurepnu 2: AnanTHBHOCT Ha MEAMMHHCKATE H3ISTHA (KOHCYMATHBH)
KbM HAJIMYHATA MATCPHAHO-TeXAHYeCKa 0a3a — 2 TOUKH

MoTuBH 3a HOCTABEHATA OLEHKA;

Odepripasiute TpONYKTH Ca JAANTHPAHM KbM MaTepHaNHO-TeXHWYecKd 0aza, HO 3a
H3IION3BAHCTO MM €& HEOOXOAMMN JONbIIHHTENHY KIAIHA aKCeCOapH.,

Onenxa ne Kpurepuu 3: o/okuTelleH onuT ¢ NpeAIaranuTe MeAMUMHCKH H3Ae/ s
(xoHCYMATHEH) B GOJHATHATE CTPYKTYPH Ha Brajioxurens — 15 roukn

Morusy 3a HOCTABEHATA OLEHKA:

CrenpanuctiTe B KapAHOXMPYPr¥yHa KIHHHKA Ha Bonxwna ,Jlozenen™ ca paSotunu u
nobpe mosHasar odepupanvte TPoRyKTH. Bba ocroBa Ha 3wauusTa M NPOQECHOHANHHS OIHT H
NPaKTHYECKOTO H3MOJI3BAHE HA TOIaMa 9acT OT THX M H3BBPINEHHTE OIHTH M TECTOBE 110
OTHOINEHME HAa TAXHOTO KAYECTBO: N3MON3BAHE MATEPHAH 32 U3paboTKa, SApasHHA W HAKCHIHOCT,
cuutame d4e OGQCPHPAHWTE MENVIMHCKY H3JENME W KOHCYMATHBM OTTOBApPAT OTHACTH HA
U3NCKBAaHHUATA Ha Be3noxuTens.

° “Meaumar” EOOX - 40 Touxn

Onenxa mo Kpurepun I: IIpunexnvoct Ha MeHIMICKATE W3AeHA (KOHCYMATHRH),
CEIVIACHO CHeNAQMKATA HA AeHHOCTHTE M BBIIPHETHTE B (ONHHUHATE CTPYKTYPH Ha
Bruanoxurens POTOKOIN 3a A06pa KARUMYHA HPAKTHKA — 15 Toukn

MoTuBN 3a nocTaBenaTa oIeHKa:

Hpemioxennre cepaegnn xinanu  Carpentier-Edwards® PERIMOUNT® Pericardial
Bioprosthesis (aortic m mitral) wa mnpomsBommrens Eduards Lifesciences otrosapst Ha
u3uCKBaHuATa Ha 3MH 1 na MHHHMaNHWUTE 38ARIDKATEIHN TEXHUYSCKH M3UCKBAHMA, TIOCOYCHH B
Texuuqeckara cnenu@UKANMA OT JOKYMEHTANMATA 3a4 YYacTHE M ca BKHiOUeHM B Cnuchka Ha
MCHHUHHCKUTE H3JEeIHs, Npuiarany B OonHMUHATa nomoid, kouTo H30K e sammama H3BbH
CTOMHOCTTA Ha KIMHHYHKHTE IhTekH. OdepupannTe IpoayKTH ca:

Odepupannte npoxykTy ca ¢ H3pabOTEHH ¢ ONTUMANCH OAGOP Ha MATEPHANH, TIPELU3HO
NPOSKTHpaHy ChC CHBPEMECHHM IOXBATH ¥ HOBATOPCKA KOHQHUIYpauus — HUCHK npodua H
MUHUMANHA H3KaACHOCT Ha KOPOHAPHATE OTBOPH, KOHTO rapaHTHPAT 0e3NpensTCTREHO IpOTHYANES
Ha KPBBHHA TIOTOK IIPE3 ChPJCUHUTE CHIOBE,



Onenxka o Kpurepun 2: AfantuBHOCT Ba MeXHITHCKITE H3/(eJHA (KOHCYMATHBH)
KbM HAINIHATA MATCPHAJHO-TeXHHYecKa 6a3a — 5 Touxyu

MoTuBH 3a HocTaBeNaTa OUEHKA!

Odepupannte NpoXykTH ca HATBIHO 4HANTAPAHN KbM MAaTepHajHO-TEXHWUESCKa 6a3a.
Knanuute mporesy ca Hali-noGpoTo OT THKAHHH TEXHONOTHM NPy KJIANATE ¥ OTrOBApAT Ha
CHCIMPHUHHTE 38 MECTONONOXEHUETO HIUCKBAHHA.

Ouenxa mo Kpurepun 3: Hosoxurexen onur ¢ HpeAJIaraHNTe MeIAMMHCKH H3/le/IHa
(koucymMaTHBH) B GOMHEIHNTE CTPYRTYPU Ha Bradomurens — 20 TouxH

Morusy 3a nocrasenaTa oneHKa:

CrenuasmeTaTe B KapAHOXMPYPrHYHa KIHHHKA Ha Bonuuna ,,JIozenew™ paGotar u no6pe
Mo3HaBar odepHpamMTe NPOXYKTH. BL3 OCHOBA Ha 3HAHHATA H Npo(heCHORANHNA ONHT U
UPAKTHYECKOTO HM3MON3BAHE HA TOJSIMA YacT OT THX ¥ M3BLPHICHATE ONUTH ¥ TECTOBE IO
OTHOIICHHE HA TAXHOTO Ka4eCTBO! H3NON3BAHN MaTePHAH 32 K3paboTKa, 3ApaBuHa | HaOeWIHOCT,
CUHTaME 4 O(ECPHPAHHTE METHIMHCKE W3/EHS H KOHCYMATHEH OTroBapAT B HAH-TONAIMa CTCICH
HA H3HCKBAHHATA Ha BR3noxuTes,

\\
Tpencenater: | \

Ynenose:



3a ofocobena mosmpna V. ,,PHHIOBe 32 KIANHA PEXOHCTPYKIHA (apynonniactuxa) -
KJIACHIECKH NONYTBBPAN ¥ TBbPAK, OTBOPCHH M 3aTBODEHH™

. »bymen 2600” EOOJ — 29 Touku

Ounenxa no Kparepun 1: IIpmroxayoctT Ha MEAHIMHCKATE WACHHS (xoncymaTuBm),
CLIVIACHO CHCNUGUKATA Ha [AeHHOCTHTE H BBHINPHETHTEC B OOJHUMHHTE CTPYKTYPH Ha
BB3x0xuTeNI NPOTOKOAH 3a Jo6pa KIIMANYHA HPAKTAKA - 12 Touku

MoTHEH 32 IOCTABEHATA OlEHKA:

Hpennoxennte knanHoyxpensamy purrose Seguin annuloplasty ring, Tailor annuloplasty
ring u Rigid ring, ¢ npoussoamTen St. Jude Medical oTroBapst Ha m3ucksanuaTa Ha 3MHU u Ha
MHHAMAIHATE 32/[bJKATENHN TEXHHYECKH HIHCKBAHNS, HOCOUeHH B TexHuueckaTa crienudaKanys
OT JOKYMCHTAllMATA 3a ydactue ¥ ca BKNoYeHH B Crvchka Ha MEAMIMHCKHTE W3NEdHd,
npunarany B SonHuyHata nmoMmol, xouro H30K me sarumama u3pbH ¢TORHOCTTA HA KTHHHYHATE
npTek. Oepupanute IPORYKTH HMAT CICAHUTE XAPAKTEPHCTHKH

- I'bBKABH, IPUTOHAEHH 32 IBHIKCHHUE CIIOPE/T €CTECTREHATA AHATOMHUS

- OCHrypABAT IIPEJIHA U 3aiHa ONOpa U AOYCKAT RHHAMHYHO ABHIKCHHE Ha NPECTEHa

Odepuparyte xnanuoykpensamu punrose Tailor annuloplasty ring ca ¢ pasmepn
Pa3AMYHY OT OIIACAHUTE B TEXHWYECKATA CICUUPUKALNS /HEUSTHI/, HO Ca NIPHWIOKHME U MOFAT 1a
OTI'OBOPAT HA TEXHHYUCCKH H3UCKBAHHA.

Onenica no Kpurepnn 2: AganTHBHOCT HAa MeIHNHMHCKATE WiAe s (koHCYMATUHBH)
KbM HATHYHATAE MATEPHAHO-TeXHHYecKa §a3a — 2 ToukH

Motnen 32 mocTaBenaTa oUEHKA:

OteprpannTe NpOAYKTH ca ANANTHPAHH KbM MATepHATHO-TEXHHMYecKa Gasza, HO 3a
U3I0J3BAHETO HM Ca HEOOXOMMH HOIIBIHATEIHHA aKCECOAPH.

Ouenka no Kpurepun 3; TlookuteeH onur ¢ IPEIAraHATE MeARUHHCKH I131eJIHA
(koHCYMATHEN) B GOIHHMIUTE CTPYKTYPH HAa Bh3noxuTens — 15 Toukn

MoOTHRH 33 HOCTABEHATA ONEHKA:

CnequanncTite B KapAWMOXHPYPrHYHA KITMHHKA Ha Bonuuna ,Jlozemen™ ca paboTUIA H
nobpe nosuasar ogepupanuTe OPOAyKTH. Bb3 0CHOB2 Ha 3HAHWATA M NPOPECHOHWIHUA OMUT U
NPaKTHYECKOTO HM3MOI3BAHE HA TOMIMA Yact OT TAX M U3BBPIUCHHTE ONUTH U TECTOBE IO
OTHOINCHHUC HA TAXHOTO KAYECTBO: H3NON3BAHY MaTepUan 3a W3paboTKa, 3ApaBHHA U HaZeXKTHOCT,
CUHTAME He O(DCpHPAHHTE MEJHMUMHCKH M3JCHHS Y KOHCYMATHBH OITOBADST OTYACTH Ha
U3HCKBAHKATA HA BB3nokuTens.

. “Memumar” EQO/ - 40 Touxn

Onenxa no Kpurepnn 1: TIpuroskaMocT Ha MCAHIHHCKATE H3AeUS (koBCYMaTHBH),
CHIVIACHO cHeHmHUKATA HA AeHHOCTHTE M BBL3NPUETHTe B GOJHHMHHTE CTPYKTYPH Ha
Brnimoxurens npoToKoay 3a Jo6pa KIMHHYHA PAKTHKa — 15 Toukn

MoTugH 32 HOCTABEHATA OHEHKA:

Ipeanoxenure puHrope 3a kiamHa pexonctpyxuus CARPENTIER-Edwards Classic®
Annuloplasty Ring, (mitral / triscupid) CARPENTIER-Edwards Physio® Annuloplasty System na
npousBoguTens Eduards Lifesciences otroBapst Ha usmcksasuata Ha 3MH u Ha MunsMmannmpre
3aNBIDKMTENHE  TEXHMYCCKM H3UCKBaHMs, Mocodenu B Texmuweckara cremmduxanms or
AOKYMEHTAIIUATA 38 YIACTHE ¥ ca BKIOYeHH B CHHCBKA Ha MEIHLHHCKATE H3E/Ms, IPUNaraqy B
Oonau4HaTta nomonl, kouro H30K Ime sannam@ M3BHH CTOHHOCTTA Ha KIMHUYHUTE ITHTEKH.
Odrepupanure NpoSyKT# OCHIYPSIBAT 3[PaBUHA W TPARHOCT, YIECHABAT BPACTBAHETO HA THKAHTA U
HaMAIABAT OO MUHHMYM PHCKA OT JEXHCICHIIMS.



Onenxa no Kpurepun 2: AfanTHEHOCT HA MeTHIHHCKATE H3e/uH (KOHCYMATHBH)
KbM HATHIHATA MATePHAHO-TEXHHYCCKA 6238 — 5 Toukn
MoTHBH 32 nocTaBeHaTa oneHKa:

OdepupanuTe IPONYKTH ca HANBIHO BIAITHPAHH KbM MATEPHATIHO-TEXHEIECKa Ga3a.

Onenxa no Kpurepun 3: Honoxureaen onur ¢ HpeAJIaraHuTe MENUIHHCKY H3Ke/NN
(xoncymaTneH) B GommmanuTe CTPYKTYPH Ha B3aoxurens — 20 Todrn

MoTuBH 3a HOCTABEHATA OICHKA!

Crenuammctare B XapAHOXHPYPriyHa KIMHKKA Ha Bonmuna »J103eHen’” paborar u xobpe
IO3HaBatT oepupaHuTe NUPOXYKTH. BH3 OCHOBA HA 3HAHMATAE H npodecHOHaNHUS ONHT H
TPAKTHYCCKOTO H3NOA3BAHE HA I'OMAMA YacT OT TAX W MIBHPHICHUTE OIMTH M TECTOBE II0
OTHOIICHHC HA TSAXHOTO KaYCCTBO: H3MI0N3BAHY MATEPHUANY 32 H3paloTKa, 3APARYAA B HAJCHKIHOCT,

CUATAME 4€ ofepUpaduTe MEAUNHHCKY M3Heads ¥ KOHCYMATHBH OTTOBAPAT B HaH-TOJIsIMa CTEICH
Ha U3HACKBAHNITA Ha Bb3

Ipencenaren: .

Ynenoge:




3a obocobena mosunmn V. ,,PuHrose 3a knanua PEROHCTPYKINSA (AHYJONAACTHKA) - ¢ 3D
topma, Mo3BONABAMA JBMIKEHHE Ha PAZTHYHATE YACTH Ha npecTeHa’

. “Megumar EQOJ - 40 Touxn

Ouenka no Kpurepun 1: IIpunomuaMocT Ha MeQUIHHCKATE WaTe M (xcorCYMaTHBR),
ChIVIACHO CHelH(UKATA Ha JeHOCTHTE H BLINPHETHTE B GOJHHUHMTE CTPYKTYpH Ha
BE3/10:KATE/ I IPOTOKOIEN 32 100pa KAMHAYHA IPAKTHKA — 15 Toqicn

MoTHBH 32 nocTaBeNATa ONECHKA!

IIpexnoxennte punroBe 3a Kiansa pexoHeTpykuus CARPENTIER—Edwards Physio II™
Annuloplasty System u Edwards® MC3 Tricuspid Annuloplasty Ring ua npoussoguTens Eduards
Lifesciences oTrosapsat Ha u3uckBanuara #a 3MY 0 Ha MUHAMATHATE 3abDKHTENHH TEXHIYECKH
H3HCKBAHMA, TIOCOMEHM B TeXHHYecKaTa CHENM(UKANMI 0T IOKYMEHTANMATA 34 YUACTHE W ca
Bkmouenu B Cruchka Ha MEAMUMHCKHTE M3ACHUS, [PHWIATAHK B GONHAIHATA ITOMOII, KOWTO
H30K me 3annama #3shH cTORHOCTTA Ha KIMHUYHETE IBTEKH. OdepupanuTe OPOAYKTH Ca JIECHN
34 HMMINGHTHPAHE, BKIIOYMTENHO YUPABACHHETO Ha IICBOBETE, IIOCTABAHETO Ha MPBCTEHA H
OLCHABAHETO Ha Bh3CTAHOBABAHETO.

Ouenxa no Kputepnu 2: ATanTHEHOCT Ha METUIMHCKATE M3 XeMMsT (xoHcymaTueH)
KbM HAIHYHAT2 MATCPHAHO-TEXHHYCeCKa 0a3a — 5 Toukn
MoTHBH 33 HOCTABEHATA OICHKA;

Ogepupannte NPOXYKTH Ca HAITRIHO ANANTHPAHA KbM MaTepHAIHO-TEXHUIECKa Gasa.

Oxnenra no Kputepun 3: [ostomarenen onuT ¢ NpenIaranyTe MeAHNHHCKH HINSHS
(koHCYMATHBH) B GOTHHIHITE CTPYKTYPH Ha Biitoxurens — 20 Touxn

MoTHiBH 33 NloCTaBEHATa OHEHKA;

Crienpanuctute B KapAMOXUPYprivHa KIHHNKA Ha Boxuuua |, Jozenen™ pabotsr u nobpe
TO3HABAT O(QEPHPAHHTE NPONYKTH. BB3 OCHOBA HA 3IHAHMATA W NPO(GECHOHATHAL ORUT U
HPaKTHYECKOTO H3HON3BaHE Ha TONAMa 4acT OT TAX M H3BBPINEHHTE OMUTH W TECTOBE IO
OTHOINEHHE Ha THXHOTO KAYECTBO: H3TOJ3BAHA MATEPUAIH 32 H3paboTKa, 3ApaBrHa ¥ HAISKIHOCT,

COHTEME Ye o@epnpamﬂ‘e MCOHTHHCKH H3NCIHI B KOHCYMaTHBH OTTOERapAT B Hal-roysAMa CTeleH
Ha U3HCKBAHUATA Ha Bb3moxurens.

Iipencenarer .

Yienose: -
3aAnyeHo oBCTOATRACTBO Ha OCHOBaHMeE YA, 2 OF LTV

3anuyeHo oGCTOATENCTBO Ha OCHOBaHUe Wi, 2 oT 3314



3a obocobena mosmmmn VL. ,,Criona npotesa 3a rpnana 20pTa - ¢ KOJIATeHOBO HOKpHTHEe®
. “Megumar” EQOJ - 40 Touxn

Ouenka no Kputepnu 1: HpuaokumocT HA MeTAIMHCKUTE H3XCHS (xoHcyMaTABH),
CBIAaCHO crenHbHKaTa Ha HelfHOCTHTe H BL3NPHETHTE B GOJHHYHHTE CTPYKTYPHM Ha
Bb3/10xuTens NpoTOKoAH 32 £00pa KAMHHYHA NPAKTHKRA — 15 TouKH

MoTHBH 32 HOCTABEHATA OHEHKA:

IIpensoxenuTe CBHIOBH NpPOTE3HW 3a rpbaua aopra AlboGrafi™ Vascular Graft na
npouzpofutens LeMaitre Vascular GmbH oTroBapatr Ha wusucksamumsra wa 3MU ¥ Ha
MUHHMAIHATE 3aABDKHTEHN TeXHIICCKH H3UCKBAHNA, IIOCOUEHN B TeXHUUecKaTa CreliuduKans
OT MOXyMEHTaUHsiTa 3a y4YacTHE H ¢a BKIOWEHH B CHUCHKA HA MEAMIMHCKHTE W3HENHs,
Opuiaranu B GoarmaHAaTa oMont, kouto H30K nie samama u2BbH CTOMHOCTTA HAa KIHHHUHKATE
npreks. Odepupanire IpofyKTH ca ¢ JBOSH BeXyp, AMIPETHHPARH Ca C KOJArEH ¢ BUCOKA CTEIEH
Ha NPEUHCTEHOCT, HaMaReHa HPOTIYCKIIMBOCT H €A C OTJIMYHA BE3MOJKHOCT 3a 3AIIHBAHE.

Ouenxa no Kpurepun 2;: ANanTHBHOCT HA MeAMIMHCKHTE H3NEIH {(xoHcymaTHBR)
KBbM HAJTHYHATA MATEPHANO-TeXHIYecKA 0a3a — 5 Touky

MoTuBH 32 IOCTaBEHATA OHEHKA;
OdeprpanuTe IPOAYKTH Ca HATLAHO 4aNTHPAHY KbM MaTepUaiHO-TeXHMYecKa basa.

Ounenxa mo Kpurepun 3: Iosroxcaresien 0NMT ¢ ApefIaTaHATe MEAHIMHCKH H3A€HS
(xoHCYMaTHBH) B GosHUIHUTE CTPYKTYPH 12 Braokaress — 20 Touxn

MoTHBH 32 NOCTABEHATA OHCHKA:

CrenmanucTure 8 KapAHOXHPYPrHYHa KIHHUKA Ha Bonmuua ,Jlosenen™ paGoTsr u nobpe
NO3H2BaT O(EepUpPaHHTE WPOAYKTH. Bb3 oOCHOBA Ha 3HaHMATA M NpoQEeCHOHANHUS ONUT M
NPAKTHIECKOTO M3MON3BAHE HA FoJsiMa HacT OT TAX ¥ H3BGLPINEHHTE OOHTH M TECTOBE MO
OTHOLICHAS Ha TIXHOTO KAYECTBO: H3MON3BAHN MATepHaN 32 H3pafoTka, 3APaBUHA U HANEKIHOCT,

cupTaMe Ye odepHpaHATe MEIHUMHCKA H3JENNA U KOHCYMAaTHBH OTrOBAPAT B Hall-roisAMa CTeHeH
Ha H3HCKRAHuATA Ha Branomurens,

—— T

IIpencenaren: i

Yienone: TR



3a obocobena nosumnsa VIL ,,CpaoBa nporesa 33 KOpEeMHA A0PTA H AMCTAIHH CLIOBE -
AAKPOHOEH ChIOBH NPOTE3N ¢ MOKPUTHE OT KOJIATEH HIIM JKEJIATHH - HPABU®

) »b. Bpays Meguxan“ EQOJ — 32 rouxu

Ouenka mo Kpurepnn 1: HpuaomxamMoct na MCAMIHMHCKHTE H3TeIMs (rxoHcymarTuBn},
cpriacno cnenuduKaTa Ha AeliHOCTATE W BLINPHETHTe B (ONHUYHMTEe CTPYKTYpH Ha
Br3aoxarenss HpoToKe/ M 32 106pa KAKHHYHA TPAKTAK: - 15 Touku

MoTHBH 22 TIOCTABEHATA OL(EHKA:

[IpennoxennTe CLAOBH HPOTE3H 33 KOPEMHA aopTa U Auctannu c¢pgose UniGraft K DV, ¢
npoussoauten Aesculap AG orroeapar Ha wusnckBaHusrta Ha 3MU w Ha MUHEMAaTHUTE
3a0BIDKATCIHE  TEXHH4ECKH H3UCKBAHWH, IIOCOYeHH B TexXHmdeckaTa crnenu(uKanms oT
AOKYMEHTAUKATA 32 Y4acTHE U ca BKIIoueHH B CnuchKa ¥a MEOUITHHCKAUTE M3ENNA, TPH/IATAHN B
OonHmanaTa moMornl, kowrto H30K me zannama H3BBH CTOMHOCTTA Ha KIMHHYHHTE THTCKH.
Othepupannte NpOXYKTH ca& JBOWHO BETYPEHH K MMIIPETHUPARH €A C XENATHH, IPHTENKABAT HYJICBa
IPOTYCKIHBOCT H BHCOKA YCTOHYHMBOCT Ha CPACTBAHE.

Onenka o Kpatepun 2: AqanTHBHOCT Ha MeAHIHHCKUTE U3ACINH (KOHCYMATHEN)
KbM HATHYHATA MaTepaaHe-TeXHuHecka 6asa — 5 rouxu

MoTHnBH 32 HOCTABEHATA ONEHKA!

OdrepupannTe OPOJYKTH ca alANTHPAHN KBM MATEPHANHO-TeXHHYECKa Gaza.

Onenka no Kpurepun 3: Ilofoxure/ieH onuT € NpeAiaranuTe MOAMIHHCKY H3Ke/us
(xoHCYMAaTHEN) B GOMHHYHNTE CTPYKTYPH Ha Boanoxkurens — 12 Touxu

MoTuBH 34 NOCTAREHATA OLEHKA®

CnequanuctTure B KapAHOXHPYPIMUYHA ¥ CHJOBa KAMHMKA Ha bomuuna ,Jlozemen® ca
paboTuny u mosHasar oepupannute mponykry. Odepupanire NPOSYKTH Ca HMIPETHAPAHH Ca ¢
KelarTuH, a NPo(EeCHOHANHYS ONUT Ha CIICHHAIMCTHTE € IOKa3al MpeATIOUHTAHUE KbM CHOOBH
NpOTE3H C KOJNAreHOBO MOKPHTHE. Bb3 0CHOBa HAa 3HAHUATA W NPAKTHYECKOTO H3HOJ3BAHE HA
OPOAYKTUTE U H3BLPIICHUTE ONUTH M TECTOBE IO OTHOIIEHME HA TAXHOTO KAYECTBO: H3MON3BAHH
MaTepHald 3a u3paloTka, 3[paBuHa B HAJEXKAHOCT, cYMTaMe Ye O(epHpaHuTe MEHMLIHHCKH
M3JICTTHS H KOHCYMATHBH OTTOBApPAT OTUYACTH Ha H3NCKBAHUATA Ha Branoxurens.

. “Mepgumar” EQOO/ - 40 rouxu

Ouenka o Kpurepun 1: TpunoxuMocer Ha MeAMDHHCKATE H3AeHA (KOHCYMATHBNR),
ChriacHe crenmuxaTa Ha JeHHOCTHTE H BBE3IPHETHTE B OOJHAYHHTE CTPYKTYPH Ha
Bosnoxurens npoToxosm 3a xofpa KIMHHUHA APAKTHKA — 15 Toukn

MoTHnBH 3a IOCTAaBEHATA OLlEMKA:

IlpepnoxennTe CBHAOBH MPOTE3X 33 KOPEMHA Aopra M ANCTANMHY cbaoBe AlboGrafi™
Vascular Graft ma mpoussonutens LeMaitre Vascular GmbH oTroBapaTt Ha u3sckBanusTa Ha 3MU
H HAa MHHUMAJHHTE 3agbIDKHTEIHH TEXHUYECKM M3HCKBaHHs, Nocodenn B TexHuueckara
crienu(puKanus 0T JOKyMEHTALUATA 33 Y9YaCTHE W Ca BKIIOYEHM B CHHCHKA Ha ME HLMHCKHTE
u3fienus, Npunaradu B GomHuuHarta nomoi, kouwro H30K me samnamna w3BBH CTOMHOCTTA Ha
KNUHWIHKTE ThTekd. Odepupanurte NPOAYKTH ca ¢ ABOCH BEAYD, MMIIPETHUPAHYU ca ¢ KOJIATEH C
BHCOK& CTCHEH Ha IPEYHCTEHOCT, HaMAICHA NPOMYCKIMBOCT H Ca ¢ OTAHYHa BBIMOMKHOCT 34
3alIHBAHE.



Ouenxa o Kpurepnn 2: Anamrusnocr HA MEAMUINHCKITE H3Xe/ T (xoHCYMaTHBH)
KbM HAJIMYHATA MATEPHAHO-TEXHITECKa 6334 — 5 ToTKH
Morubu 32 nocrasenara onenxa:

Odepupanute mpoxyxTy ca Hamsmo @HaliTHPaNH KbM MaTepHAaNHO-TeXHHYECKa Ga3a,

Onenxa no Kpurepun 3: Hozoxurenen OUHT € NPEATATAHUTE MEXHUHHCKH H31e/XIH
(xoncymaTuBn) B SonmynuTe CTPYKTYPA Ha Be3noxutes — 20 touaxn

MoTHBH 32 nocTaBenaTa onenka:

Crnennamicrure B XapIHOXUPYPrHYHa KIMAEKA Ha Bomana |, JToseren paborar 1 nobpe
Ho3HaBar odepHpaHHTe NPOAYKTH. B3 OCHOBA Ha SHAHUATZ ¥ TPODECHOHANHUS ONHT U
TIPAKTHYECKOTO H3NONI3BAHE HA TOMAMA 9acT OT THX X V3BLDHICHUTE ONHTH M TECTOBE HO
OTHOIICHHE HA TAXHOTO KAYECTBO: M3NOI2BAHK MaTCPHANH 3a U3paboTka, 3ApaBUHA M HAZCKAHOCT,

CUHTAME Y€ OQEPHPAHHTE MEAMIHHCKY HANCTHS U KOHCYMAaTHBH OTIOBapAT B Had-TONIMA CTEneH
Ha M3HCKBAHHATA HA B1aToXuT

Ipencenaren

Ynenose:



3a oGocobena mosunua VIII. ,, Coposu nporesn - dudyprannonsu, NAKPOHOBH CHAOBH
NIPOTE3H ¢ MOKPUTHE 0T KOJAreH HMJIIH KeJaTHH

J »b. bpays Mempukan* EQOH — 32 rouxn

Onenxa mo Kpurepuu 1: HpunoxamMoct Ha MeAHIUHCKETE W3/CTN {(xoHcymaTusn),
ChIJIACHO crenuuKaTa Ha JeHHOCTATE W BBLINPHETHYe B GOJHWYHHTE CTPYKTYPH Ha
Br31oikaTens HPOTOKOH 32 J06pa KAMHEYHA NPAKTHKA - 15 Toukn

MoTuBH 32 HOCTABEHATA OUEHKA:

[pemnoxennre cuaosu mporesu - Gupypkawwonsn UniGraft K DV, ¢ npoussomwren
Aesculap AG oTroBapaT Ha n3HCKBaHHsTa Ha 3MU B Ha MPHHMANHETE 3a0BDKHTEHE TeXHHUCCKH
H3HCKBaHUs, MOCOYeHH B TexHuMueckara crielH(HKANUs OT JOKYMEHTAHATA 33 YUacTHE U ca
BKNIOYeHH B CHMCHXA Ha MERMUHHCKHMTE W3KENHS, TIPUNAraHy B GONHMYHATA IOMOMI, KOUTO
H30K me sanmama u3BbH CTOHHOCTT2 HAa KIMHHMHHUTE ItbTekH. OQepHpaHuTe IPOAYKTH ca
ABOHHO BENYPEHH U UMIPETHHPAHHK €A C EJIATHH, IPHTEKABAT HyIeBa HPONYCKINBOCT W BUCOKA
YCTOHYHBOCT Ha CpacTBaHe.

Onenka o Kparepyun 2: AganTHBHOCT Ha MCXHIMHCKITE H3JEINs (KOHCYMATHRH)
KbM HAAHYNATE MATEPHAHO-TeXHUTeCKa 0a3a — 5 TouxkH

MoTHBE 32 IOCTABEHATA OLICHKA;

Odeprpanute TPOAYKTH ¢a aANTHPAHN KbM MATEPHAIHO-TEXHUUECKa Gaza.

Ouenxa no Kpurepun 3: [Tono:xaTe e ONNT ¢ NpeaAaranuTe MeAHIHHCKA H3KeIM
{(xoHCcyMaTuBH) B odHAYHITEe CTPYKTYPH na Buiaoxurens — 12 Toukn

MoTHBH 33 OCTABCHATA OLEHKA:

CrenuanicTuTe [O ChpAcYUna H ChA0BA XUPYpris Ha Bonuunua ,,Jlozexen™ ca paboTnny u
03HaBaT odepupanure npoaykTH. OdepupanuTe NPOAYKTH ca MMIPErHHPAHU ca ¢ JKEIATHH, a
MPO(eCHONAIHAA OMT HA CHENUATUCTHTE € TOKA3al IPEANOYUTAHHE KBM CHIOBH IPOTE3H C
KONAreHOBO Tokputye. B3 OCHOBA HA 3HARMATA U NPAKTHHECKOTO M3ION3BAHE HA MPOIYKTHTE H
W3BBPINCHATE ONMTH ¥ TECTORE IO OTHOLICHWE HA TAXHOTO KadeCTBO: M3IOI3BaHH MaTepHAJM 3a
u3paloTKa, 3ApaBUHA M HAASKIHOCT, CUATaMe dYe O(epHpaHHTe MENMUMHCKH W3AeTAS U
KOHCYMATHBH OTrOBapAT OTYACTH HA H3MCKBAHMATa Ha Bramoxwrens,

. “Meaumar® EQOJE - 40 Touku

Ouenxa no Kputepnn 1: IIpanomxuasocT Ha MeANIMIHCKATE M3 e/ (koHCcYMaTHBH),
CHIrAacHo cmemupnKkara Ha AelHOCTATE M BE3NPUETHTe B GONHMYHHTE CTPYKTYDH Ha
Bossexureis nporokonn 3a xofpa KInHHIHA NpaxkTHKE — 1S ToukM

MOTHBH 32 N0CTABEHATA OLEHKA:

[lpeanoxennTe cpAoBH mporesu - Oubpypranmonnu AlboGraft™ Vascular Graft ma
npoussoautels LeMaitre orroBapar Ha usuckpanusTa Ha 3MU u Ha MUHHMATHHATE 3aXBIDKHTENHA
TEXHAYECKH HW3HCKBaHW, MOCOYCHH B TexHmuecKaTa cnenu(hvkais oOT JOKYMEHTANHATA 3a
yaacrre. OdepupaHuTe MPOAYKTH Ca OT BHCOKO KAYECTBEHM MATEPHANH — JBOEH BEAyp H
MMITDETHHPaHK C KOMAreH ¥ BHCOKA CTENeH Ha MIPEYUCTEHOCT. MiMaT H3KNIOUNTe N0 yIUTGHEH e 1 €
PEHTIEHOTIO3UTHBEH 38 BU3yAH3Upane 1LTa Ha Oalflraca upes penTren.

Ouenka no Kpurepuu 2; AJanTasHocT Ba MeAHNANCKUTE H3JC/s (KOHCYMATHBH)
KbM HAJIHYHATA MAaTEepHaHO-TeXHnJecka 6a3a — 5 Toukn

MoTHBY 32 HOCTABEHATA OLCHKA:

Odepripannre POAYKTH ca HATBIHO aAalTHPAHH K'bM MaTepHATHO-TEXHHUECKa 6aza.



Onenxa o Kpurepun 3: Moaoxureien onar ¢ OpeIaraNiTe MeXHITHHCKN N3Ae/ s
(xoHCYMaTHBH) B 60THAYHATE CTPYKTYDH Ha Buiaomarens — 20 Touxn

MoTHBH 33 NOCTABEAATA OHEHKAS

CrienpanicTire N0 CHplCYHA U CBHJIOBA XKupyprus Ha bomuuna ,Jlosemen™ paGorsr u
nobpe no3masar odepHpannTe NPOAYKTH. BH3 OCHOBA HA 3HAHANTZ H HpodeCHOHANIHAS OOHT K
NpaKTHYECKOTO HIMON3BAHE HAa TOMsiMa 4YacT OT TAX W HIBHPIICHHTE ONHTH H TECTOBE II0
OTHOMICHHE Ha TAXHOTO Ka4eCTBO: HINON3BAHM MATEPHATH 32 H3paboTKa, 3/PaBUHA B HAJIEHKIIHOCT,
CunTaMe Y¢ OHEPHPAHATE METHIEHCKY H3MEHHsl 1 KOHCYMATHBH OTrOBapsT B HAH-TONSMA CTEIEH
Ha M3MCKBaHUATa Ha Bnanoxurens.

Ipenc
Yneno

3aanyeno o6CTOATENCTBO HA OcHOBaHKe Wi, 2 o1 3314,

3anuueHo 0OCTOATERCTBO HA OCHOBaKMe YA, 2 oT 331/,

-




3a ob6ocobena mozunus IX. ,,Crpaeuna xaanma NPOTE3a - KOHAIOHT, ¢ MeXaHHYHA KAATEIA
nporeza®

. wHHaTeparpo - 90” EO0M - 40 vouxn

Ouenka no Kpurepun 1: Hpuiaokuamoct Ha MeAHGHHECKHTE 3T s {(xoncymarusn),
CbIIACHO CHenMHMKATA Ha ACHIOCTHTE M BL3NPHETHTe B GONHHYHATE CTPYKTYPH Ha
Br3moxuTenst IPOTOK0IH 32 106pa KHHHAYHA NPAKTHKA — 15 Towkn

MoTHBH 32 HOCTABEHATA OLICHKA:

IlpeanoxeHnTe KIaHO-a0pTHA KoHmonT# Medtronic OP Graft ATS Open Pivot Aortic
Valved Graft (AVG) ormrosapar wa m3uckBasusTa Ha 3MU M Ha MUHHMANHETE 38JbIKHTEITHI
TEXHWYECKH H3ACKBAHMA, TOCOYeHH B TeXHMYecKaTa CHeNH(HKAIMA OT MOKYMEHTAIHATA 32
yyactue. OdeprpanuTe OPOAYKTH Ca OT BHCOKO KAYECTBEHH MAaTephald — KapboH W ycHIlen
TUTAHAYM 34 OBLITOTpakHa yrnorpeda, NOKPUT ¢ ThKaH JBOCH Benyp. OCHrypABaT HECKO HHBO Ha
XCMOJIH3a H TPOMOOeMOONUYHH YCIOMHEHHS B HE Ce HYKAAAT OT PEMMIUIAHTAIIAA,

Ouenka mo Kpurepun 2: AJaNTHBHOCT HA MeAHUNHCKATE WX Hs (koHCYMATHBRH)
KEM HANHIHATA MaTEPHAHO-TeXHUIeCKA 0a3a — 5 ToYKH

MoTuBH 32 HOCTABCHATA OXEHKA:

Otepuparure npoAyKTH ca HANBIHO AZANTHPAHH KbM MATEPHAIHO-TEXHUYECKa Oaza,

Onenka no Kpurepuu 3; Ioroxurenet onur ¢ IpeIaraHuTe MEANIHUHCKH H3NeTg
(xoHCyMaTHBH) B GOIHHYHMTE CTPYKTYPH Ha Buanomnrens — 20 Toukn

MoOTHEH 32 HOCYABEHATA ONEHKA:

CrienuanucTuTe B KapAHOXUPYPTHYHA KIHHAKA Ha Bonanna ,Jlozener™ paborsaT u gobpe
[O3HABAT OdepUpaHuTe NPONYKTH. Bb3 ocHOB2 HA 3HAHHATA B TPOPECHOHATHHE ORMT H
IPaKTUYCCKOTO H3NOQJI3BAHE HA rOMIMA YacT OT TX M W3BbPHICHWTE ONHTH H TECTOBE II0
OTHOLICHHE HA TAXHOTO KAYECTBO: H3ONI3BAHN MATEPHANH 3a H3paboTKa, 3APaBHHA ¥ HATEKIHOCT,
cunTame ue opepupanHnTe METHIFHCKE M3C/THL U KOHCYMATHBH OTTOBAPST B Haf-ToJLAMA CTETeH
Ha H3UCKBAHMATA Ha Branoxurens,

. »byamen 2000 EQOJ - 35 Touxn

Onenxa mo Kparepnu 1: TIpaioxaMocT m1a MeQHIHHCKHTE H3ACTHS (xoHCYMATHBH),
CBIAACHO crenu@uKATa Ha JefiHOCTHTE W BBLINpHETHTE B GOMUMYHHTC CTPYKTYpH Ha
Br3noxuaresns npoTokou 3a fo6pa KIMHEIHA OPAKTHKA ~ 15 TOUKH

MoTuea 3a mocTaBeHATA OLEHKa;

[peanoxxenure xnamno-aopTHH XoumioutH Masters valve graft ma St Jude Medical
OTrOBapAT HA H3NCKBAHKATA Ha 3MH U Ha MHHMMANHUTE 38BDKATENHN TEXHUYECKH U3YCKBAHMNS,
nocoueHn B TexHuueckara cnenupHKamus 0T AOKYMEHTAIMATA 33 YYACTHE H ¢34 RKTIOUEHH B
CruchKa Ha METHIMHCKHTE W3/ENUs, TpHIarany B OOJHYYHATA oMo, kouto H30K ne samnama
M3BBH CTOMHOCTTA Ha KNuaMunATe mbTexu. OdeprpanuTte NpoayKTH ca HMIPErHHPaHYU ¢ KOaareNn,
OCHI'YPABAT GHOCHEBMECTHMOCT H HHCEK PHCK OT TPOMOOEMOOIHIEM.

Onenxa mo Kpurepun 2; ADanTHRHOCT HA MeHIMMECKHTE H3AeJd (KOHCYMATHBH)
KbM HAJTHYHATAE MaTePHAHO-TEXHHYECKA 6a32 — 5 To9kuU

MoTHERH 32 HOCTAREHATA OLEHKA!

OdeprpanuTe HPOXYKTH Ca HAMBIHO aJANTUPAHH KbM MAaTePHAIHO-TEXHUYecKa 6a3a.



Onenxa no Kpurepun 3: Hoxoxureen omur ¢ apeaaaraHuTe MeQHHUHCKH M3AeAHa
(KOHCYMaTHBH) B GoNIHHINUTE CTPYKTYPH Ha Be3noxnrens — 15 touxy

MoTusu 32 nocraBenaTa onenxa:

Crienpanucture B XapAuoOXUpypraysa KIMHAKA HA Bonununa ,,Jlozenen” ca pabotwmn u
NO3HABAT O(EPHPAHUTE NPONYKTA. Bh3 OCHOBA HA 3HANHSTZ M poeCHOHANKES ONNT K
TIPAKTHMECKOTO HBHOM3BANE HA TONSMA 9acT OT TSX M HM3BBPINCHHTE ONMUTH U TECTOBE [0
OTHOLICHHE Ha TAXHOTO XAYECTBO: HINON3BAHA MATEPHATH 32 H3PabOTKa, 3APABHEA K HANEHKITHOCT,

CUMTaME de OQEepUpaHHTe MEHHIUHCKM H3AENAA ¥ KOHCYMATHBH OTIOBApAT OTYacTH Ha
H3HCKRAHUATA Ha BB3M0omuTeid,

. “Memumar“ EQOJ - 40 Touxu

Onenka mo Kpurepuu 1: HpuaoamocT Ha MeIHHHCKATE H3leAns (KOHCYMATHBH),
CbLIACHO CHeNMPUKATA Ha NeHHOCTHTE H BBINPHETHTE B GOAMHIRMTE CTPYKTYPH Ha
BranoknTens nporokonu 3a 106pa KANNNYHA IPAKTHKA — 15 Touxn

MeoTHBM 32 nocTaBenaTa oneHKa;

Hpennoxennre knanHo-aopTHr xoEmIonTH Medtronic OP Graft ATS Open Pivot Aortic
Valved Graft (AVG) otrosapar sa uzpcxpanusa na 3SMW u na MHHHMAaIHUTE 3a0bDKATETHH
TeXHIMECKH HM3UCKBAHHY, MOCOueHH B Texumdeckara cnemmdmKanus of LOKyMEHTAHMATa 3a
yqacrue. OdepupaHnTe NPOAYKTH ca OT BHCOKO KAUCCTBEHH Marepuany — xapboH W yCHieH
THTAHUYM 32 IBNTOTpalina yrnoTpela, MOKPHT ¢ THKAH ABOCH Benyp., OCHIypsBAT HICKO HUBO Ha
XEMOTHU32 1 TPoMOOeMOOIHYHY YCTIOKHEHMA K He Ce HYXKIAsT OT PeHMIITAHTALHA.

Onenka no Kpurepun 2: Ananrassocr ua MENHIHHACKHTC H3eNA (KOHCYMATHBH)
KbM HEJHYHATA MaTePHAHO-TeXHAYecKa 0234 — 5 TourkH
MoTuBH 32 HOCTABEHATA OLIEHKA!

OtepupannTe MPOTYKTH ca HATELITHO ANATHPAHN KbM MaTepHalHO-TeXHIUIecKa Oaza.

Onenxa 1o Kpurepun 3: HoaoxnTenen onut ¢ APeUIATAHNTE MeIHUHHCK I 3T I
(kemcymMaTHBH) B GOJHMMHATE CTPYKTYpH Ha Br3aoknrens — 20 Touxn

MoTHBH 32 NocTABEHATA OLEHKA: ,

CreluanucTuTe B KapAHOXMPYPrYHA KAKHHKA Ha BoaHKIa »Jlosenen paGorar u nobpe
N03HaBaT OdiepHpaHuTe LPOAYKTH. BB3 OCHOBE Ha 3HANMATZ U npoQecHORANHAN ONAT |
NPaKTHICCKOTO H3IION3BAHE HA TOJIMa YacT OT TAX ¥ W3BLPIICHHTE ONUTH ¥ TECTOBE IO
OTHOWICHYC Ha TAXHOTO KA4ECTBO: HIMON3BAHN MATEPHANH 3a M3paBoTKa, 3ApaBKHa 1 HAJEKIHOCT,

cuntame ue obepHPaHRTE MEORIMHCKY M3XETHI H KOHCYMAaTHBH OTroBapsT B Hali-rojsMa CTelle:
Ha H3HCKBANMATA Ha Branoxurens, '

IIpencenarer

Usieroge:



3a ofocobena mozumua X, »CBbpreuna knanna nporesa - KOHAIOHT, ¢ BHONOMMYHa KaanHa
aporesa®

. “Meaumar® EOOJ - 30 rvouxyu

Onenxa no Kpurepuu 1; IIpunoxmmoct ua MeAnmMACKATE u3feMHst (KOHCYMATHBNY),
CLbrIacHoe cneuudpHKATA HA AelHOCTHTE W BLIUPHETHTe B GOJHAYHNUTE CTPYKTYDH Ha
Brsnosarrens nporoxonn 3a nobpa KInHAINa NpakTHKa — 15 Toukn

Motnan 3a noeraBenara omenkas

Ipennoxenure Knando-aopTHa koEAronT™d Hancock BVC Hancock 11 Low-Porosity
Valved Conduit na mpomssonurens Medtronic orromapsr mwa wsmckBammsTa na 3MH u Ha
MUHEMATHATE 33XBIDKHTCIHA TEXHRIECKY HIUCKBAHHS, TIOCOUEHY B Texumueckara cremupuxargs
OT ROKYMEHTanMATa 3a yyactre. JIMIcara #a CTeuT ONTHMH3NDA CROTHOILCHUETO MEXNY BHHIINUS
JMaMeTBp Ha KOHMIOMTA H BBTPCINHHS PasMep K4 KJlanata, Honcunpamus peHmeH punr pa
KOHMONTA Ha HUBOTO Ha KNAUHHA NPHOTEH 3aMasBd BHIMOMCHOCTTA 38 go0pa KoaxkTanHs ua
TlaTHaTa | I03BOABA PEHTICHOB KOHTPOJL.

Onenxa nmo Kpurepun 2: Aganruenoer ga MENMIUHCKATE H3/lenus (KOHCYMATHRH)
KbM HAXMMHATA MATEPHAHO-TEXHRYecKa 6a3a — 5 Touky
Morusn 3a nocrasenara onemica:

Odeprpanure npoayxrs ca mambimo 4JalTHPAHK KbM MATEPUATHO-TEXHHIECKA aza.

Onenxa no Kpurepun 3: Honoxuresen omur ¢ DPeAIaraHuTe MEeMUHHCKN N3Ne/Ius
(xoncymarusn) B GoannuruTe CTPYKTYpu Ha Brinoxurens — 10 royrn

Mortusn 3a nocTasenara owenxa:

Creunanvcrure B otnenense no Kapauxupyprus Ha Bomnuna ,,Jlosenen® me ca paboTHn
¢ odepHpanHTE KIANHO-A0PTHY KOHMONTH. B3 OCHOBZ HPHIIOKEHUTE OMNCAHHA, CepTHOHKATH O
KaTano3i Ha odepuUpaHHs KOHJIOMT CHEIHATHCTHTE ce 3aI03HaXA ¢ XapaxTepHCTHKHTE MYy,
Ka4€CTBOTO Ha U3NON3BAHH MaTepHAaNH 3a 13paloTKa, 3APABAHA ¥ HANSKIHOCT K BB3MOMHOCTHTE

38 NPaKTUYECKOTO MY H3MOJI2BAHE. Odepupanusr HPOIYKT OTroBapsa Ha H3WCKBAHHATA Ha
Besnoxurens,

IIpencenaren:

Unenoge:




3a obocofena nmozuuua XIV. ,KaHroan u cerope 3a EKIK“
. “Mepumar® EOOX ~ 40 Touxkn

Ouenxa no Kpurepnn 1: Iipuiioxkumoet Ha MeIHIMHCKHTE W3 MeJIHs (koncymaTunn),
CBIVIACHO CHeHH(pMKATA Ha eHAOCTHTE W BLINPHETATE B GOAHMYHMTE CTPYKTYPH HA
Briromurens nporoxonn 3a o0pa KNMHAYHA APAKTHKA — 15 Toukuy

MoTHEH 32 NOCTABEHATA OLEHKA:

Hpeanoxennre Kamwionn w cerope 3a EKK wa Edwards Lifescience otropapsr ma
u3nckeanuaTa Ha 3MU u Ha MEHUMATHHTE 3aNBIKHTEIHE TEXHHYECKH H3UCKBAHMA, IOCOUCHH B
Texnuueckata cmenuduxanmua OT JOKyMeHTALHATA 3a yvacree. OdepupaHHTe IPOAYKTH ca ©
CHCHHANHO  pa3palOTeH  ABTOMATHYHO JWIATHPAN] HAKpAaWHHK, UCHTPATHA OpHEHTAIUA,
IIPCIBHACHA 12 HAMAJNSBAT CTPYSAT4 KBM CTEHATA HA A0PTATA.

Onenxa no Kpurepnu 2: AJANTHBHOCT HA METHHHACKATE H3XENHT (KoHCYMATHBR)
KbM HAJTHIHATE MATePHAHO-TeXHHYecK (aza — 5 Toaxu
MoTHBY 332 IOCTABEHATA OLICHKA!

OdepupannTe MPOIYKTH Ca HAIILIHO ANANTHPAHA KM MATEPHATHO-TEXRHIECKa 5a3a.

Onenxa no Kpnrepim 3: Honoxurenen onur ¢ npeaiaraguTe MeXMUMHCKH H3XAA
(kxonecymMaTHBH) B foJHAIHETE CTPYKTYpH Ha Buinoxurens — 20 Touxy

MoTuBua 32 MOCTaBEHATA OMEHKA?

Crenuamucrare B KapAMOXHPYPTHYHA KIMHHKA Ha Bormsuua ,Jlosenen™ pabotar u nobpe
MO3HABAT O(epupaHKTe NPOAYKTH. BB3 OCHOBA HA 3HAHHATA H HPOMCCHOHATHMS ONHT H
[IPaKTHYECKOTO M3NON3BAHE Ha FOASMa 4YacT OT TAX U H3IBBLPIICHUTE ONUTH M TECTOBE IO
OTHOINCHHE HA TAXHOTO KaYECTBO: USHONI3BAHN MATEPHANH 3a H3paboTKa, 3APARMHA U HAAESKIHOCT,
CuuTaMe Y€ OePHPABNTE MEJARIMIECKH H3LEHS ¥ KOHCYMATHBH OTIOBAPAT B HAl-TOIsIMA CTENEH
Ha H3UCKBAHUATA Ha BB3JIOKHTEIIS.

Ipencen

YnenoBe

3anuueno oBerosTencreo Ha OCHOBaHue un. 2 o7 33117}

3anuueno ofictostencrao Ha QcHaBaHue yn. 2 or 3314



3a ofocobena mosmuusn XV. ,,Coion TYpHHKET
. “Megumar® EOQOJ - 40 rouxn

Onenxa mo Kpurepun 1: Ilpunoxumoct na MEARUUHCKATE U3Aeaus (KOHCYMATHEH),
CBIACHO CcnemupuKaTa Ha eliNOCTHTE M BLIMPHETHTE B GONHUIHITE CTYPYKTYPH Ha
Br3soxurens nmporoxony 3a Ao0pa KIIHHAYHA NPAKTHKA — 15 TouKkH

MoTuBH 3a ocTaBeHaTa oNeHKA:

Hpennoxenure chioBu TypHEKeTH Vascular Tourniquet ma npomssogmrens Edwards
Lifescience oTrosapsar Ha nsmckpamusta Ha 3MU u Ha MEHEMATHETE 3AABIDKUTENIHE TEXHHIECKH
MSHCKBAHHAY, MOCOYEHH B TexHHYeckaTa CrHenubHKALEN OT NOKyMEHTAIISTa 3a y4acTHe.
OdeprpannaTe MPONYKTH MOTAT fa Ce M3MONIBAT 33 CHIOBA OKITy3Hsl, 3aXBaillaHE HA KATETHD U
(huxcHpane Ha XecueH HIeB B KapHOXHPYPIUATa M CBAOBATA XHPYPTHSL.

Onenxa no Kpurepnu 2: AanTHBHOCT HA MeMIHACKHTE H3AEIHA (KOHCYMATHBH)
KbM HATHYHATA MATEPHAHO-TeXHHYeCKa 6a3a — 5 Tourxn
MoTurn 3a nocrasenara omenKa:

Odeprpanure npoRyKTH ca HaBARO ANATTHPARN KBM MaTepUaIHO-TeXHHIECKa Oala.

Ounenka mo Kpurepuu 3: Ioaoxarenen omuy ¢ MPefJaraHaTe MESUIHHECKA H3IeNius
(xoHCyMaTHBH) B GoTHARYHHTE CTPYKTYPH Ha Bh3a0oKuTEes ~ 20 TOYKH

MOTHBH 32 HOCTABEHATA ONEHKA:

CrengaymcTaTe MO CHPACYHA W CHIOBA X¥pyprus Ha Bonwnia ,Jlosemen” paborar u
noBpe noswapar odepupanuTe MPORYKTH. B3 OCHOBA Ha 3HAHMSTA 1 NPOGECHOHATHHS OTTHT W
TNPaKTUYECKOTO H3MON3BAHE HA TO/IMA YACT OT TSX W H3BBPHICHATE ONHTH ¥ TECTOBE 0
OTHOUICHNE Ha TIXHOTO KAYECTBO: H3IION3BAHA MaTePHANM 32 H3paGoTKa, 30paBAHA ¥ HAJESKAHOCT,

CUHTAME Ue O(bepﬂpaﬂme MEOH CKH H3JENNA H KOHCYMATURH OTrOBapiT B HaH-TONAMA CTeeH

Ha MSHCKBAHMATA HA Bp3—euxe

Tlpencenaren:

—

Ynexoge:

l

b



3a oGocobeHa nozmuns XVI. ,,Baxonu 3a KOHYpanyJjcarop*
. "JIa6 Texnosomxn" QO] — 40 Touxku

Ouenka no Kpurepun 1: IIpusokavoecT HA MeAHLUMHCKATE W3ACIHS (xoncymaTHBn),
CLIVIACHO CHeIMPUKATA HA JeHHOCTHTE H BBLINPHETHTE B GOJHHUYHUTE CTPYKTYPH Ha
Br3aoxurens npoTokons 3a xo6pa KAMRMYAA MpaKkTHRA — 15 Towukn

MoTHBH 32 HOCTABEHATA OLEHKA:

Hpennoxennte GanoHu 3a KOHTpamyIcaTop Ha Wncaiitpa menuxan, CAILL otroeapsr Ha
H3UCKBaHUATA Ha SMH ¥ Ha MUHEMANHATE 3aXBIDKATENHY TEXHHYECKH W3MCKBAHUA, TOCOYCHH B
TexHuyeckata cHENNQUKALNT OT AOKYMEHTANMSTA 33 YUACTHE W CA CHEMECTHMH ¢ HANUYHATA
amaparypa. KmumvdHara mpakTska JOKasea, 4e NO-MalbK pasMep Ha HHTPAAOPTHHS OanoHeH
KaTeThp I'0 IPaBy MO-TIPEHN3EH [IPY PHCKOBM HAITHEHTH.

Ouenka no Kparepru 2: AjanTaBHOCT 12 MEANUERCKATE W30 (xoncymaruen)
KbM HAIMYHATA MATEDHAHO-TeXHUYECKa H6a3a — 5 ToUKH

MoTHERH 32 HOCTABEHATA OLIEHKA:

Ot¢iepuparnre NposyKTH ca ajanTHPAKH KbM MATEPHATHO-TEXHMYECKa Gasa. Pasimkata
BEB Fr Ha HPORYKTHTE, KOHTO €a HPSAOCTABEHH HE € TEXHHUCCKH npobnaeM. MMa paszmuka B
KOHCKTOPHTE 3a XeJHH MeXAy HaTHUHUHTE MAllUHU H OAnoHa 3a KOHTpAIyJIcaTop, HO HMa
IIPAIOYKEHH a/TAIITOPH,

Onenxa mo Kparepun 3: Ilosoxurenen onuT ¢ NpeiaraunTe MeIHIHECKH H3/1emn
(xoHCyMAaTHBH) B GOJIHIMHHATE CTPYKTYpH Ha Brisomuresns — 20 Tourn

MoTHBH 32 MOCTABEHATA OLEHKA:

CrenuamiCTiTe B KapAHOXUpPYpruuHa KIMHuka Ha Bonnuna »lo3enen” paboraT n xobpe
HO3HABAT ofepHpaHnATe NPOAYKTH. BL3 OCHOBA Ha 3HAHHATA M Apo(EeCHOHANANS OHMHT H
HPaKTHYCCKOTO H3MOA3BAHE HA TONAMA YacT OT TAX ¥ W3BBLPIICHWTE ONHUTH M TECTORE IO
OTHOIIEHNE HA TAXHOTO KAYECTRBO: H3MONIBAHY MaTePHAIH 3a ¥3DPalboTKa, 3APABHHA U HAXEKIHOCT,
CuuTaMe ue oepUpaHHTE MEAMIMHCKY H3JENNS ¥ KOHCYMATHENA OTrOBAPAT B HaH-rofIMa cTerneH
Ha H3uCKBaHUusATa Ha Beanoskuresns.

. »Bynsen 2000” EQOQJ - 40 Toukn

Onenka no Kpnrepun 1: YIpuiioxumocT Ha MeMIHIICKUTE W36/ (xoHCYMaTHBH),
ChIIACHO cHenupuKATa HA AeliHOCTHTE U BLINPHUETHTE B GOJHHTHHTE CTPYKRTYPH Ha
Bn3nexurena nporoxonn 3a 1o6pa kIMHHuUHA HpaKTHKA - 15 Toukn

MoTHEBH 32 nRocTABEHATA OLICHKA:

llpennoxennTe Gamonm 3a KOHTPAIYNCATOP Ha TIPOUIBONHUTENS Maquet otropapsar nHa
M3HCKBaHNATa Ha MU 1 Ha MANMMATHATE 3aTBIKATENHY TEXHHYECKH W3UCKBANMS, OCOYCHH B
Texuuyeckara crenubuKamus OT HOKYMEHTAIMATA 31 YYACTHE M Ca CHLEMECTHME ¢ HATHUHATA
anapatypa. OgQieprpannsT ceT 3a koHTpanyicatop Mega e 8 Fr i 50cc, P MUHHEMATHO H3HCKBAHE
3a 40 cc 1 nozBoMsBa 25 % NOBEYE U3MECTRAHE HA KPBBEH 06eM.

Ouenka no Kprrepnu 2: AJanTHEHOCT HA MEIHIMHCKHTE W3Ne/IHSI (KOHCYMATHBH)
KbM HANHYHATA MATEPHANO-TEXHAYECKA 6232 — 5 TOYKH

MoTHRBH 32 oCTABEHATA OHCHKA!

OdrepnpannTe NPOXYKTH Ca ANANTHPAHH KbM MATEPHATHO-TEXHITIecKa Ga3a.



Onenka no Kprrepnun 3: Hosoxurenen onsr ¢ NpeANaraHuTe MeHIMHCKE W3ge/ s
(koRcymaTHBM) B GosHAUANTe CTPYKTYPH Ha Brimoxurens — 20 Touxn -

MoTnsn 3a nocrasenara onenxa:

CrenuammcraTe B KADAUOXUPYPIUYHA KIHHEKA Ha Bonunna ,,Jlozenen™ paGotar u xo6pe
N03HABAT OQepUpaHUTe NPOSYKTH. BL3 OCHOBA Ha 3HAHHNTA H UpoQGeCHOHAMUA OOMT H
TPAKTHHECKOTO HMINON3BAHE HA TONAMA YaCT OT TAX M H3BHPOICHUTE ONHTH W TECTOBE 110
OTHOIICHHE HA TAXHOTO KAYECTBO: H3NON3BAHA MATEPHANH 3a H3PaboTKa, 3APABMHA H HAJIEIKIHOCT,

CHATaMe Ye OQepHpannTe MEARIAHCKA M3NCTHA U KOHCYMATHBH OTIOBApAT B HaM-TONSMa CTeleH
Ha H3ACKBaHHATa Ha Brinoxure).

Ipencenaren:

" Unenose:



32 o6ocobena mosnmus XVIL ,Enpyserin 3a usMepBane ua ACT

. sMexumar EQOJI - 40 Touryu

Ouenxa o Kpurepuu 1: puaoxkumoct na MEARIHHCKHUTE H3Ae M (KOHCyMaTHBH),
CbriacHe cnenudukaTa Ha jHeiimocTHTE B Be3NpueTHTe B GOJRHYHMTE CTPYKTYPH Ha
Brnanoxurens NPOTOKOIIN 32 X00pa KHHHYHA HpAKTHKS — 15 TOMKH

Morusu 33 nocTapenara OHEHKA:

Ipeanoxkenure CHOPYBETKH 3a usmepsane Ha ACT ma [TC OTroBapsaT Ha H3WCKBAHHATA HA
3MH B wa MupwManapte 3aABJDKHTEHE TeXHHYECKH H3HCKBAHNA, mocodenw B TexuuueckaTa
CICHU(UKANNA OT JOKYMEHTAMATA 34 yaactae, Odepupanure HPOLYKTH Ca TIPEIU3RY, CTEPHIIHH,
XCPMETUYHH U JaBaT KadeCTBEHa HPCLCHKA 32 CAEHCHE HA KOArynanusTa.

Onenxa mo Kpurepan 2: AJADTHBHOCT HA MeQHUMHCKATE H3AEHS (KOHCYMATRBY)
KbM HATHYHATA MATEPHAHO-TEXHHYCCK Gasa — 5§ TOYKH
Moruen 3a noerapenara OICHKA:

Otepupannte mponyxry ca namsimio alalTHPasy KEM MaTepHanHO-TeXHIIeCKa Gasa.

Onenxa no Kpurepnn 3; Honoexurenen onur ¢ APCANATABHTE MEAHIMHCKH H3e us
(xoncymarusn) B GonauunuTe CTPYKTYpH Ha Buanoxurens — 20 Touxy
MoTunen 3a nocrapenara OLEHKA?

Cremmanucrure s KapAnOXupypruvHa KiuHHKa Ha Bonanmna »JIo3eren® paGorar u nobpe
Hosnasar odepupanute NponykTH, B3 OCHOBA Ha 3HAHKATA M OPOQECHOHATHMS ONHT K

Ilpencenaren

Ynenone:




3a obocobena mosmums X VI ,Axcecoapu, A3noM3BanN HpH XHPYPrHst HA BEHHTEY
. »b. Bpayn Memaxan® EOOJ — 40 Touxn

Ouenxa mo Kpurepun 1: Mpmioxamoct Ha Meqamamnexnre M3Xe/MA (KOHCYMAaTHBR),
CBLIACHO cHenupuKaTa Ha AeHHOCTHTE W BBLINPHETHTE B GOMHMUHETE CTPYKTYpH Ha
BranoxuTens nporexonu 3a no6pa kIuHNYHA IpAaKTHKA - 15 Touxn

MoTHBY 32 IOCTABEHATA OLICHKA!

Upennoxenure akcecoapy 3a XMpyprus Ha BeHUTE Venostrip, ¢ npoussoxuten B. Braun
OTrOBapAT HA M3UCKBaHHUATA Ha 3MU 1 Ha MUHHMATHWTE 3a0BIKATENHE TEXHTUCCKH H3HCKBaHUH,
nocoteHH B TexHMYeckaTa cHeNMQUKANMT OT JOKYMEHTAIHITA 24 yuacte. Odepupanure
HPOAYKTH Ca HPEAU3BUMKBAT MHHUMAIHA TpaBMa UPH eKCTHPHAIHA ¢ HOGHp KO3MeTHYeH edexr.
Hsmonssar ce 3a eKCTpaTyMeHHa B HHTPATYMEHHA (preboekcrpakps.

. Onenxa mo Kpurepun 2: AnanTussocT Ha MEIMIMHCKHTE N3eust (KOHCYMATHRH)
KbM HAARTHATA MATEPHAHO-TEXHHYECKA 6233 — 5 TOUKA
MoTueH 3a nocraBenara oneHKa:
OdepupannTe mpoxykTy ca SHANTHPaHY KbM MaTCpHATHO-TeXHHYecKa Ga3a,

Onenxca nio Kpurepun 3: {losoxuTenen onur ¢ nperyiaranure MEAHIUHCKR H3/Xe st
(xoHcymaTuBH) B GoMHIYHATE CTPYKTYPH Ha B3aoxuresns — 20 Togxn

MoTHBH 32 mocTaBenaTa oenKa:

CrennaymcTaTE B Kap/IHOXHPYPrIuHA KIMENKA Ha Bonmuma »Jlozeren’” paorar 1 xobpe
MO3HABAT OQEpUpaHHTEe HPOAYKTH. B13 OCHOBA Ha 3HAHHNTA X OpOMECHOHANHAS OIMT U
HPaKTHYECKOTO H3MION3BAHE HA FOJSIM& YacT OT TAX M M3BLPIIEHUTE ONHMTH X TECTORE MO
OTHONICHHE HA TAXHOTO KaYECTBO: H3MOM3BAHN MaTePRaI 3a H3paboTKa, 3APABKHHA U HaJeXHOCT,
cuuTaMe Ye 0GePHPAHNTE MEIHIUHCKY H3/ENNA ¥ KOHCYMATHBH OTroBapiaT B Had-ronsgMa creneH
Ha H3MCKBAHUATA Ha Braoxurens,

N

Hpencenaren:

YUneuose:




3a oBocoberna nozuuun XIX. ,Karerpn ®orapru®
. wHoBumen” OOJ - 30 Tourn

Ouenxa no Kpurepun 1: HpuaoxuMocr na MeAMIHHCKHTe H3geAHs (KOHCYMATHEH),
CHIJIACHO crenHKkaTa Ha JeHHOCTHTE W BEIUPHETHTE B GOJHIIHHTE CTPYKTYPH Ha
Bo3/105ATeNs NPOTOKO/N 33 1006pa KIMAAYHA HPaKTHK2 — 15 Toudxn

MoTrBH 32 IToCTABEHATA OMEHIKA:

Hpeanoxernte xaretpu ®oraptu Arterial embolectomy ua npoumseoxurens IsoMed
OTTOBAPAT Ha U3HCKBanuATa Ha 3MH 1 Ha MUHHMANHNTE 381bIKATENHE TEXHUUCCKH H3HCKBAHUS,
nocouenn B TexHmueckara cremuduKanus 0T TOKYMEHTAIEATA 32 YUACTHE ¥ Ca BKIIOYECHH B
CnHChKa Ha MeMIMHCKUTE H3ASIHS, Npuraraid B GoHAYHATA TIOMOI, KouTo H30K me 3afiaaa
H3BBH CTORHOCTTA Ha KIHHKHHHMTE nbreKH. OdiepHpannTte NPOXYKTH NPHTEXABAT €NMHHYCH IH
ABoeH mymed K ca u3paboten ¢ X.R.O. Pebax, Te ca pasmuuHo OHBETEHH 33 NO HecHa
HEACHTADHKATIHSL,

Onenxa mo Kpurepuu 2: AJanTHBHOCT Ha MeAMUMHCKATE H3C/HS {(koncymaTnsm)
KBbM HAINYIHATA MATEPHANO-TEXHHYECKa §a3a — 5 ToukH

MoTHBH 3a HOCTABENATA OLEHKA]

Octepupanure MpoAYKTH Ca HANLITHO ATANTHPAHK KBM MarepHanHo-TeXHIYecKka 6asa.

Onenxa mo Kparepuu 3: losoxurenen onuY ¢ npeataranuTe MeHIHHCKH H3AC
(KoncymaTiBH) B GOJMMIYHATE CTPYKTYPH Ha Brixomurens — 10 touku

MoTuBH 3a DocTABEHATA OIIEHKA:

Cnenmamucture 70 CbAoBa XUpyprus xa bBomsuma ,JlozeHen™ He ca paborunn ¢
o(epapannTe HPOAYKTH. BB3 OCHOBA TPHIOKEHHTE OIMCAHHS, CepTHQHKATH H KarTajosd Ha
odepHpaHuTe MPOAYKTH CUENMATHCTATE Ce 3aN03Haxa ¢ XapaKTepHCTHKHTE MM, KAueCTBOTO HA
M3NOM3BAHH MATEpUANH 33 HM3pab0OTKA, 3ApaBHHA W HAASKAHOCT H BBEIMONHOCTHTE 34
MPaKTHIECKOTO MM m3nomssase. OQepHpanHusT IIPOAYKT OTrOBaps HA MIMCKBAHMSTA Ha
Bnanoxurens.

* “Meaumar EQOJI - 40 Touxn

Ouenxa no Kpurepun 1: HpuaoxuMocT Ha MCAHIMHCKATE IW3IeTHS (xoHCymMaTHBM),
ChrAacHo cHenuprKaTa Ha JefiHOCTATE M BLE3NPHETATE B OOJHHYHHTE CTPYKTYpH Ha
Br3aoxurens nporoxonn 3a go6pa kauHmana npakara — 15 Toukn

MoTHBH 32 HOCTABENATA ONCHKA:

Ipemnoxenure Karerpu ®orapru va Edwards Lifescience otrosapsit Ha wancksanusTa na
3MW u Ha MUHEMANHATE 33IbIDKUTENHH TEXHHUECKM H3HCKBAHHS, MOCOYEHH B TeXHHUECKATA
CHenubUKalHs OT ZOKYMEHTALHATA 38 YIaCTHE. Odepupannre nponykry ca Grexcubunnsu, 6up30
OTCTPAHABAT TPOMOUTE, PENU3HO C& MAHKIYINPA C TAX, UMAT MHOTO(BYHKIHOHANEH TH3aiH,

Onenxa no Kpurepsn 2: AGanmaBHOCT HA METHIMHCKHTE H3LEIUN (xoHcymaTHBU)
KbM HANHYHATR MATEPHAHO-TEXHHYECKA 6a3a — 5 ToukH

MoTHBn 32 MOCTABEHATA OI[EHKA:

OdeprpannTe MPOAYKTH Ca HAIIBIHO ANANTUPANM KbM MaTEPHANHO-TEXHUYECKA Gaza,



Onenxa no Kpurepun 3: Ioaoxuresren omur ¢ TpefIaraHuTe MEAHIMACKH W3Ae/Ius
(xoHCYMaTHBH) B GoMHIIRNTE CTPYKYYpH Ha Bninoxurens — 20 roukn

MoTHBH 3a HOCTABEHATA OLCHKA:

CrenuanucTnTe MO CHpAEYNa W CHEOBA Kupyprus Ha Bomnmna ,Jloszenen™ paGotsr u
nobpe mosmapar odepupannre npoaykta. B3 0CHOBA Ha 3HAHMTA 4 Hpo(hECHOHATHHA ONUT |
TIPAKTHYECKOTO M3NON3BAHE HA TONSMA WACT OT TAX W H3BEPIICHHTE ONHTH ¥ TECTOBE O
OTHOIICHHE Ha TAXHOTO KAYECTBO: HI3NON3BAHU MATEPHANY 32 W3paGoTKa, 3[ApaBHHA B HAIEXKAHOCT,

cuMTaMe Ye oepHpaHnTe MEMHUKHCKE H3NeNHs | KOHCYMATHBK OTTOBAPAT B Hall-rojIMa cTeleH
Ha H3NCKBaAUATA Ba BhamoxuTens.,

Ipencenaren:

Unenose;



3a obocobena mozumua XXI. » Kaben 1a neiicmeiikpp®

. »byamen 2000” EQOJI- 40 Touxn

Onenxa no Kprrepuu 1: HIpuiokumoct Ha MeHIUHCKATE H3XeAHd (KOHCYMATHBH),
ChTIIACHO CHEIMQHKATA HA NeHHOCTHTE M BHLINPHETHTE B GOAHMYHMTE CTPYKTYpH Ha
BranoxaTens mporoxesn 3a nobpa kannuana OpakTuKa - 15 rouxu

MoTHBH 32 mocTaBenaTa ONEHKA:

TIpeanoxxenure xaGenn 3a IelCMENKED Ha IpousBoxuTels St. Jude Medical OTTOBapsT HA
M3HCKBAHMATA Ha 3MU M Ha MAHUMANTAUTE 3a(6IKATEHY TeXHUMECKH HM3HUCKBAWHs, TOCOYCHH B
Texuuueckara crienuduxanms or KoKymeHTAUMATA 32 y4JacTHe H Ca CBHBMECTHMH C HATHYHATA
anaparypa.

Onenxa no Kpurepun 2: AxanTasHocT Ha MeHOHHCKATE H3XC/UA (KOHCYMATHEH)
KbM HAAHYHATA MaTepHAHO-TeXHHYecKa §a3a — 5 TourkH
MoTusn 3a nocTasenara onenxa:

Odepupannre mpoxyKTH ca aganTHpaHu KoM MaTepBaIHO-TEXHIYecKa Gasa.

Oxenka no Kpurepun 3: INoxoxurenen onur ¢ HpeaNaraHiTe MeAHUAHCKY M3 e/THR
(koncymatuBy) B GoaHMaHUTE CTPYKTYpH na Branoxwrens ~ 20 Toukn

MoTHBH 33 NOCTABEHATA ONEHKA:

Crenuanucrure B KapANOXHpYpruiHa KIMHUKA Ha bomuuna , Jlozener pabotar 1 nobpe
T03HABAT OQepupaHnte NPOXYKTH. BB3 OCHOBA Ha 3HAHMATA U npodecuoHanuus ONUT X
TIPAKTHYUCCKOTO HM3NOM3BAHE Ha TONSMA 9acT OT TAX M M3BHPIICHUTE ONMTH W TECTOBE IO
OTHOIICHUE Ha TAXHOTO KAYECTBO: H3ION3BAHA MaTepHamu 3a uipaGoTKa, 3XpaBHHA U HAOESKAHOCT,

cunTame ue oepupaHiTe MEARIMHCKHE H3EHA H KOHCYMATHBH OTFOBapsT B Hall-roMsiMa CTeleH
Ha M3HCKBaHuATa Ha Branoxurens.

Hpencenarer TS

Unenose:
N
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