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NPOTOKOUJ
Ne VII-32 - /4/ fﬂ%y// 2016 r.

CLLTTT RN PITY Y

Ysrotsen B chotsetcTre ¢ Pasgen VI ot TII30I] 3a padoTaTa HAa KOMHCHATA HA3HAYEHA
¢k amosex Ne V1I-32-9/13.10.2016 1. ua Boanoxkurens, sa IPOBEXAAHE Ha OTKPHTA IPOuEAypa
38 CKIOYBAHE HA XOrOBOp ¢ npemmetr: “/l0CTABKA Ha HMHCTPYMenTH M KOHCYMATHBH 32

CHPACHHOCHAOBA XUPYPIAsS 1o obocoDeHn No3umHu 3a nepuen ot 12 mecena®, oTkpuTa ¢
Pemenne Ne VII-32-3/27.09.2016 1.

Ha 10.11.2016 r. komucusta mpoxsmKH paboTa cH ¢ pasTNENMAHETO HA TIOCTBITIIATE
NOKYMEHTH HA yYaCTHHLINTE,

KoMucusTa OpUCHCTBA B CHCTAB, KAKTO CIEARA:
[Ipencenaren: A-p Feopru Myrados — 3am. aupextop
Unenose:  [lanmena Bpanxosa — onepanponna cectpa
Emunus llonuesa - nepdyzuormct
Buonera ['eopruesa - caeToBoquTeR
Pamuna Ty#ikopa — excriept o o6umecTeenn TNIOPBYKH

33,081[&HH€T0 ¢ PLKOBONH OT npeacefaTens Ha KOMHCHETA.

I. KomHCHSTZ YCTAHOBH, Y B yKa3saHWs CPOK C4 HOCTBIMIH H3UCKAHHTE OT YUacTHHKA
“PCP“ EOOJ ¢ npotokon Ne VII-32-11/24.10.2016 r. JOKYMEHTH.

KOMUCIEITA mpucTsig KbM pasriex/ade Ha [TOCTBIIIHTE JOKYMERTH € IIHCMO C
Bxoaam Ne VII-32-12/26.10.2016 r. u YCTaHOBH, He yqacTHHKLT ,PCP“ EQOJX e npencrarsun
Ipasunyo nenwiden EEJIOIT 2a o6ocobena mosumus XIX.

KOMUCHUSATA PEIIU:

Honycka ,,PCP“ EOOJ 3a yuactue B OTKpHTA NIponeAypa 3a Bhafaraie Ha oOniecTBeHa
nopeiKa ¢ npeamer: “JlocTaBKa Ha HACTPYMEHTH n KROHCYMATHBH 32 CLPACYHOCHLAOBA
XHpypria o obocoGenn mozmumn 3a nepuoa ot 12 mecena®, 3a 060coGena mosunusg X1X.

II. Komucnsta npoawiku cposita pabora ¢ pasriexiane Ha TeXHHYECKUTE TIPERIIOMCHIS
Ha JOIyCHATATE YHACTHHLH B peja Ha NONABaHe HA O(EPTHTE, M KATO TH CHIOCTARH ¢
H3HCKBAHUATa Ha BB3N0KUTE s, 3AI0KeHH B TeXHUYCCKATS cerm(HKAaIis YCTAHORH, Ue:

i. Yuactauxst ,,PCP” EQOJ e NpEACTaRHN TCXHHYECKO TNpeiokenne 3a obocobena
nozuius XIX - Karerpu ®orapry.

Komucnara pasriiena odeprara na yuactanka »PCP” EOOM u tiposepw 3a choTeeTcrBHE ¢
HpelBapuTenHo 0DIBeHUTE YCIIOBHS,

Komucuara komcrarupa, ue NpeaocTaseHaTta ofepra OTroBaps Ha NpPEABAPHTEIHO
obsBeHyTe 0T Buanosxurens yeiosus:

* TexHnvYeckoTo npemNoKeHNe 33 HINBIHEHAE HA IOPEYKATa € H3rOTBEHO B ChOTRETCTBHE
C TEXHHYECKHTE CHENH(UKAINY H H3UCKBAHUATA HA BH3IONHTEN K © TOANMUCAHO OT 3AKOHHO
OTOPH3HPAHUA IPE/CTABUTEN HA YYACTHUKA CBITACHO THPTOBCKATA MY peTUCTpaiMsL.

* TexHHYECKOTO NpEeAIOXEeHUE BKIIOYBA  BCHUKY HOMCHKNATYPHU  €NUHUUH  OT
Texnugeckara cnemupukalus w OpCANATAHHTE MEHAWHMHCKH M3ACHHA C TNPOH3BOZMTEN



_ H
Dahlhausen” otropapst na miucksammgra Ha 3aKOHA 3a MeJUUHMHCKHTE migenus (3MH) u
CBLOTBETCTBAT HA U3MCKBAHKATA 3ANI0KEHH B TEXHUYECKATA CHelHMGHKanus.

e [lpexnoxen e cpoxa Ha Bcsxa nocraska na Obae no 2 /gpa/ num cnen IojlydaBale Ha
3aiBKA OT BE3JIOMKUTENS.

o Hpuroxeno e Texumyecko DPCANOKCHNE 32 BCHYKM HOMEHKNIATYPHH CAUHHIL,
Bimoteny B Texumdeckara cnenuduxanus, na X4pPTUCH W EICKTPOHEH HOCHTEN, KAKTO W
34BEPEHU OT yYaCTHHKA KON HA CEPTH(UKATH 32 KAYECTBO ACKIapalus 3a ChOTBETCTRHE
Ha O(epHPAHATE METHUMHCKY U3LC/INA, B CHOTBCTCTBHE C M3KCKBAHUATA Ha w14 o 3MH,
KakTo u Hanecena "CE" mMapKkupoBKa, B ¢hOTBETCTBUE ¢ H3ACKBAHMATA Ha YI.8 ¥ w15 oT
3MH u norpobum mpocnexts Ha OBIrapcKy e3uK ¢ MBIHK TeXHHYCCKN HOKa3aTeNy ¥ mapamMeTpu
Ha IpelaranuTe IPOLYKTH U YKa3aHHA 33 YROTpeoa,

* VYYacTHHKBT € fleknapupan, ue:

- ©F 33NBDKABA [(@ M3IMLIHH JOFOBOPA 3d4 BBLIJATAHE Ha obmiecTBEHATA MOPEUKA B
CHOTBETCTBHUE C HOPMHTE Ha 3aKkoHa za MEQHIHHCKNTE usnenns (3MU), kakro u ma BCHUKH JPYTH
HOPMATHBHH aKTOBE, YHETO CIIa3BaHe € HeoOXOAUMO 34 KAYeCTRe o H3UBJIHCHUE HA OPLYKATA;

- Hpu U3rOoTBAHE Ha odeprara ca cnazenyu 3aABILKCHUATA, CBBP3aHM C JadbBUH #
OCHIYPOBKH, ONAa3BAHE Ha OKOJHATA CPEAA, 3aKPHJIA HA 3aSTOCTTA I YCIOBHATA HA TPY;

- © CRINACCH W NpHEMa BCHYKH YCHOBHA 33 W3IIbIHCHWE Ha ofmiecTBeHaTa MOpbuKa,
OIPCACNICHY B KIAY3NTE HA NPUNOKESHHES KbM ACKYMEHTAIUATA 32 Y4aCTHE IPOEKT Ha JOTOROD,

- IPHEMA CPOKBT Ha BAMAHOCTTA Ha oepraTa na 6uie 180 (cTo 1 ocemuecer) KaJeHapHu
AHWA, CHHTAHO OT KpaliHus CpoK 3a nomarane Ha oteptire;

" P H3ULJIHCHUCTO Ha OOMIECTBEHATA MOPLYKA HSMA JA HON3BA KallaukTeTa Ha TPETH
HHUA;

- IIP# U3TTBIIHCHUETO HA O6IeCTBeHATA OPBYKA HAMA /A [OJ3Ba HOAHZIBAHUTEIL;

~ LI OCHI'YPH HEOOXONUMHUTE KONMHUECTBA HA odepripannTe NPOXYKTH 32 HeaUs CPOK Ha
JOroBopa;

- KbM JlataTa Ha [OCTAaBKA CPOKDLT Ha FOJHOCT Ha odeprpanuTe NPoAYKTH € MHHEMYM 70 %
/cefemaeceT npolenTa/ OT OGSBELHS OT NPOM3BEAUTEIA.

2. YvacTHUKBT ,, Meaumar® EOOJ e npencrasun rexnmyecko NpeANnomKenne 3a 060cobena
nosuuusg I - Crpaewnn waannn UPOTEIN - MEXAHHYHA, ¢ THPOJINTHO AN kapbororo ROKPHTHE H
HIEBECH PEHI, pasnHucH or Dacron.

Komucusra pasriena oeprara ma yuactmuka »Meaumar® EOOHA wu [IPOBEPH  3a
CROTBETCTBHE C IPEIBAPUTENHO OOSBEHNTE YCIORH,

Komucuara xomcratupa, ue lpepoctasexara oepra oTroBaps ma HPEABAPUTEIHO
obsBenATe OT BLanoxurens ycnosus:

* Texumueckoro npennoxenye 3a wINBIHeRHE Ha TIOPBYUKATA € U3FOTBEHO B ChOTBETCTRHE
¢ TCXHHMCCKHTE CNCNU(MKAUAY M AINCKBAHMATA HA BB3JIONKWTENS H € MOAITHCAHO OT 3aKOHHO
OTOPUSHPAHHA NPEACTABUTEN HA YYACTHAKA ChITIACHD ThPFOBCKATA MY PErHCTPALLHA.

® TexHHYECKOTO HpeNMKeHHe BKIFOYRA BCHYKH  HOMEHKJIATYPHH eNUHHUH  OT
Texnnueckara crenudmxamus  u [PCATATAHHTE  MENMIMHCKE H3LENUA C  LPOH3BOUTEN
“Medtronic” orropapsr Ha H3McxBaHHSTA Ha 3aKoHA 33 MCAMIHHCKHTE H3Jemus GBMH) u
ChOTBEICTBAT HA H3UCKBAHMATA 3JIOKEHH B TEXHIUECKATA crenupuKanms.

¢ Ilpennowxen e cpoxa ma peska mocTapka Ja Ovae 1o 3 /frp/ aum cnex HOJIy4aBafe Ha
3354BKa OT BB3JOKUTEIA.

e Ilpunoxeno e Texumuecko MPCIVIOKEHAE 32 BCHYKH HOMCHKIATYDHH EAMHHUIY,
Bmotwen B Texnuveckara coemudukaums, na XapTHCH H EJICKTPOHEH HOCHTEN, KAKTO ¥
3ABCPEHH OT YYACTHHKA KOTIHA HA CEPTH(UKATH 38 KAYECTBO M ACKIAPAIHA 38 CHOTBETCTBHE
Ha oQepHpaHNTE MEOHIHHCKH H3NENINsA, B CHOTBETCTBHME C H3MCKBAHMATA Ha w14 oT 3MH,
KaKkto u Hanecena "CE" MapKupoBka, B ChLOTBETCTBHE ¢ H3IUCKBAH¥ATA Ha 9i1.8 ¥ un.15 or



3MW n noapobuu npocrexty Ba OBITAPCKY €3VK ¢ UBIHA TEXHHYECKH TIOKA3ATC/IH ¥ TTApaMeTpH
Ha IIPCINaraluTe NPORYKTH M YKa3aHKA 38 YoTpela.

* VYHacTHUKBT € Aeknapupal, ve:

- CC 3aAbIDKABA Jla M3NBIMH JIOTOBOpPA 3a BHANAaTaHE HA OGLIECTREHATA HOpBUKA B
CHOTBCICTBHE C HOPMUTE Ha 3aKOHA 32 MENUIMHCKATE W3/IC/IHs (3MH), xaxro H Ha BCHIKH APYTH
HOPMATHBHH AKTOBE, HHETO CIIa3Bale € HeOOXOLUMO 38 KAUECTBEHO H3NBJHEHHE HA TOPBYKATA;

- IpH u3TOTBAHE Ha odepraTa ca chnasenu 34ABIDKCHUATE, CBBP3AHH C J2HLOH W
OCHLYPOBKH, ONIA3BAHE HA OKONHATA CPENa, 3aKPIIA Ha 336TOCTT i YCJIOBHATA HA TPYH,

© C CBIIACCH M IpHEMa BCHYKH YCTIOBHS 32 M3NGIHCHHE HA OOINECTBEHATA IOpPBYKa,
ONPEIENEHH B KNAy3HTE HA NPHIIOKEHHS KbM IOKYMCHTAlHATA 3a Y4acTHe IPOEKT HA JOICROP;

- TIPHEMA CPOKET Ha BATM)HOCTTA Ha odeprata ia 65ae 180 (cTo B OCEMIECET) KAICHAApHH
JIHH, CHHTAHO OT KpalHUA CPOK 3a mojaBare Ha odeprurte;

- HpH H3OBIHEHMETO Ha OOIIECTBEHATA MOPHLUKA HAMA Aa IOJ3BA KarmauureTa Ha TpeTH
nAE,;

- IpH H3ITRJIHEHUETO Ha ODIMIECTBEHATA IOPHYKA HAMA 12 [ION3BA NOAM3ITLITHHTEL,

- e OCMTYPU HEOOXOMUMHTE KONUYECTRA HA odepupannTe IPoAYKTH 33 LemHs CPOK Ha
JOroBopa;

- KBM JaTara Ha JOCTABKa CPOKBT HA FORHOCT Ha odeprpannTe IPOAYKTH ¢ MUHUMYM 70 %
/cemempecer NpoLeHTa/ 0T OGIBEHMs OT HPOUIBEIUTENS,

- obepupanute WPOAYKTH ca BKIOYEHH B CHECLKA Ha MENHLMHCKHTE W3AENus,
fipuiarany B Gonuuuuata momony, kouro H30K me 3amnama sy CTOMHOCTTA Ha KIHHHYHWTE
OBTEKU,

Komucusra n3sspum nmposepka ma xonosere na o(QepUpAHUTE NPOAYKTH B CIHCHKa Ha
H30K, nyGmuxysas wa caitra htip://www.nhif ba/web/guest/243. Komucmsra yCTaHOBH, ue
OpePHPaHUTE NPOAYKTH Ca4 BKIOYEHH B CHECLEA Ha MCIOWIHMHCKHUTE H3NENWdA, NpPUJIATAHH B
Gonunnara novomy, kxouro H30K me 3ammama msepy CTOHOCTTa Ha KIIMHUYHHTE HTEKH.

3. YuacTHHKST ,,Meanmars EOO/I e mpeacrasun Texapuecko npeaneKeHne 3a obocobena
nosuuus I - Crppeann kaanun uporesn - OHONMOrHYHN, Che CTeHT.

Kommucnsra pasrena opeprata Ha yuacTHuka ,,Memxamars EQOJ wu nposepn 3a
CHOTBETCTBHE C IPEIBAPUTEIIHO OGABEHUTE YCIORHS,

Komucusra komcratupa, we npefocTaseHara odepTa 0IroBaps Ha NPEABAPHTENHO
obsBerHTE OT Bh3oxuTeNg YCIIOBHS

* TexuuueckoTo Npeanoxenne 3a H3rbAHeHUE Ha ITOPBYKATA € U3TCTBEHO B ChOTBETCTRUE
¢ TCXHUYECKHTE CHEUHGHKANUT ¥ HWIHCKBAHMSITA Ha BB3TOKUTCIA U € MOANHCAHO OT 3aKOHHO
OTOPUMPAHKA TPEACTABHTEN HA YYACTHHKA CHIIACHO TBHPrOBCKATA MY PETHCTpPALIUS.

* Texunyeckoro mpemtokenne BxIOIRA BCHYKH HOMECHKIATYPHH CAWHHIHA OT
Texungeckara cnenudmxanns u TIpCANaraHuTe MENHIAHCKY H3/CNUS ¢ npomsBonuTed “Edwards
Lifesciences” orromapst na msmcxsammsTa Ha 3aKoHa 32 MEMIMHCKATE W3Neus (SMH) u
CBOTBCTCTBAT HA M3NCKBAHUSTA 3AT0KEHA B TEXHHUCCKATA crienupuKanus.

¢ llpeiosxken ¢ cpoka Ha Beska XOCTABKA Ia Ovae no 3 /rpu/ Apu cnex NORy4yaBaue Ha
385BKA OT BH3OKATEILS,

o llpunoxeno e Texumuecko IPEATIONCHNE 38 BCHYKH HOMEHKJIATYDHU €IHHIIN,
BKINOYCHA B TexHuyeckata cnenuduxanus, ga XapTHCH W CJEKTPOHEH HOCHTEN, KaKTO ¥
3ABEPCHH OT YYaCTHUKa KOMMS Ha CePTHOUKATH 33 KAYECTRO I ACKTApanus 3a ChOTBETCTBYE
Ha oQ)epupanuTe MEAUMEHCKH M3NCHHs, B CHOTBCTCTBHE C M3UCKBAHMATA HA W14 oT 3MU,
KaxTo u HaneceHa "CE" MapxupoBka, B CHOTBETCTBUE ¢ H3UCKBAHHATA HA W8 1 an.15 or
3MU u noxpolGuu npocnexta Ha OBNFapCKM €3UK ¢ IBIHA TeXHUYECKH NOKA3aTeNH U napaMeTpu
Ha IIpeAnaraiiTe NPOXYKTH N YKa3aHus 33 yIoTpeba.

* YYacTHUKEBT & Jexnapupan, ge:
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- CC 3anbiDKABA Na HM3NBJIHM JIOTOBOpa 3a BbaJarane Ha obnlecTBeHATA MOpPBYKA B
CBHOTBETCTBHE ¢ HOPMHTE 2 3aKOHA 38 MCAMIHHCKUTE M3 IeIus (3MH), xaxTo ¥ Ha BeHuKH JAPYTH
HOPMATHBHH aKTOBE, YHETO CHA3BAHE € HEOOXOAUMO 33 KAYECTEEHO H3NBJIHEHAE HA TIOPBYKATA;

~ IIPH W3TOTBAHE Ha odeprara ca chaseHu 3aOBJDKCHNATA, CBBEP3AHM € AaHBUR H
OCHIYPOBKH, OTIa3BaHE Ha OKOJIHATa CPEJ(R, 3aKPHITA Ha 3a6TOCTTA YCJIOBHATa HA TPy,

- © ChIIACCH W TpUeMa BCHYKH YCIOBHA 33 W3MBIANCHHE Ha obilecTBeHAT TOPEHKa,
OMPECHCHH B KIAY3UTE Ha TIPHIIOKEHAN KBM JOKYMCHTAIMATA 32 YHacTHe IIPOEKT Ha IOT0BOD;

- IPHEMA CPOKET Ha BAIMAHOCTTA Ha odepTara 1a 65xe 180 (cTo 1 oceMpecer) KallCHNapHH
HHM, CIHTaHO OT KpaHHNs CPOK 33 HOZaBaHe Ha otepruTe;

- [PH H3OBLIHEHUCTO Ha OOINECTREHATA MOPHUKE HiMA 14 NOJ3BA KarnaudreTa Ha TpeTH
AHLE,

~ 1IPH M3IBIHEHVETO Ha O0IIECTRBCHATA TIOPBYKA HAMA 04 HON3Ea O3 BITHATET,

- W€ OCUTYpH HEOOXOMMMNPTE KOJAHYECTBA Ha otepHpaHuTe MPOAYKTH 3a Iremms CpOK Ha
AOTOBOPA;

- KBbM JIaTaTa Ha JOCTaBKa CPOKBT Ha FOMHOCT Ha othepupaHnTe MPOAYKTH & MUHEMYM 70 %
/cenemnecer npouenTa/ 0T 06ABEHHT OT OPOH3BEANUTEN,

- O(QEpUpaHHTE NPOAYKTH ca BKIIOYEHH B Criuceka Ha MesmmvmckuTe H3tenus,
Dpuitaray B OONHHYHATA TOMOIN, KouTo HIOK [IE 3annaiia U3BsH CTOMHOCTTA HAa KIMHHYHHTE
OBTEKH.

Komucnsara ussnprrm TIPOBEPKA HA KOAOBETE Ha OGhEPHPAHHTE NPOAYKTH B CITHCLKA HA
H30K, myGamkypan wua caiira hitp://www.nhif bg/web/guest/243. Komucusita ycranopw, we
O(epHpaHHTE NPONYKTH ca BKIIOYEHH B Chuceka Ha MeZHUMHCKHTE H3JICINA, NPHNATaHyd B
Gonurnunara oMo, Kouto H30K e 3annama mpsy CTOHHOCTTA HA KIMHHYHUTE IIBTEKH.

4. YaacTHHEKET ,,Meanmars EQOJ e mpexcrasun texumyecio IpeinoKenye 3a o6ocobena
no3uiHs IV - Punrose 3a xnanna PEKOHCTPYKIHA (AHYJONNACTHRA) - KIACHIECKH NeAYTBLpAH H
TBHDAH, GTBOPEHH A 3ATBOpCHI,

Komucnara pasrnena opeprara Ha yyacTHHKa ,Mexmmar® EQOX u mnposepu 3a
CBOTBETCTBUE C NPEABAPUTENHO OOSBEHUTE YCAOBUS,

Komucusra xoucratmpa, ue npenocraseHara odepra oTroBaps Ea HpeTBAPHTENHO
obsBenuTe OT Branoxurens yenosms:

* TexmuyeckoTo npemnoxenue 32 HITLIHEHIHE Ha MOPBYKATA € M3TOTBEHO B CHLOTRETCTRYE
¢ TOXHIMCCKHTC CeUMOUKAlM H H3YMCKBAHUATA HA BB3JMOWKHTENS I € NOJANHCAHO OT 3aK0HHO
OTOPH3UpPAHHSA HPSACTABHTCH HA YYACTHHKA ChITIACHO THPTOBCKATA MY peracTpaIns.

* Texmnueckoro nperroxenwe BKmOuUBA BCHYKH ~ HOMEHKNATYPHH eIUHHIH  OT
Texuuueckara cniermpuranys u IPS/IATaHKHTe MEMLMHCKH M3AENIS ¢ ipoussoanten  “Edwards
Lifesciences” orrosapst ma mamckpanmsta Ha 39KOHA 33 MEAWIMHCKHTE H3HENHS (BMH) wu
CROTBETCTBAT HAa N3UCKBAHHATA 3AJI0MEHHA B TEXHUYECKATA cneuudukarms,

¢ [Ipennoxes e CpoKa Ha BecAKa JOCTaBKa Ja Ohxe 1o 3 /tpw/ mau cren NMONyYaBaie Ha
3a5BKA OT BB2NOKHTENS,

e llpunoxeno e Texumuecko MIPE/VIOCHAE 32 BCHUKY HOMEHKTIATYDHH CAMHHIH,
BKIIOYCHY B TexHmueckara cneuudwxands, pa XapTHCH ¥ CJICKTPOHEH HOCHTEN, KaKTo M
3dBCPEHH OT YUACTHHKA KONHS Ha CePTHU(HUKATH 33 KAYECTRO H ASKNapanus 3a ChOTBETCTBHE
Ha OQEPHPAHHTE MEXHIMHCKH M3NETHH, B ChOTBETCTBHE C H3NCKBAHUATA Ha Wi.14 oT 3MH,
KaKTo 1 nanecena "CE" MapkupoBka, B chOTBeTCTBHE C H3XCKBAHUATA HAa 9.8 u un.15 or
3MHU n moxpobuu npocnexTy Ha CBNrapcK €3HK ¢ MhIHE TEXHHYECKH HOKA3aTel| ¥ MapaMeTpH
Ha MPEANAaraNnTe TPOAYKTH ¥ yKA3aHUA 3a YHOTpeba.

® YYaCTHHKBT € AeKnapupal, ve:

- C€ 3aJBIKaBAa Jla H3NBIHE ZOTOBOPa 32 BB3JIAMAHE Ha obluecTBenaTa mopniuka B
CBOTBETCTBHE C HOPMHTE Ha 3aKOHA 33 MEAMIMHCKUTE M3/CIIHA (3MH), xakTo u Ha Bcwukn Apyr#
HOPMATUBHH aKTOBE, MHETO CIA3BaKe € HEOOXOMMMO 32 KAYECTEEHO H3NBIHEHUE HA TIOPHYKATA;



- HOpHd W3TOTBAHe HA odeprata ca cCliazedn 3IbIDKCHHATA, CBBP3AHW ¢ HaHBIOH
OCHTI'YPOBKH, OllasBaHe HA OKOJIHATA CPENa, 3aKPHIIA HA 3a8TOCTTa U YCIOBHATA Ha TPYX;

- © CLIMIACCH W NpHeMd BCHYKH YCIOBMSA 32 H3MLIHEHHEe Ha obulecTBeHATA MOpBUKA,
OIPCRENCHH B KJIAY3HTE Ha MPHIIOKCHNSI KbM JOKYMEHTALHATA 3 YUaCTHE HPOSKT Ha JIOTOBOD;

- IPHEMA CPOKBT Ha BANHAHOCTTA Ha odepraTa ia 6bae 180 (cTo u ocemuecer) KaJleH1apHu
AHR, CHHTAHO OT KpadHus CPOK 34 TONABANE Ha otepTrTE;

- HpH K3IBLITHEHHETO Ha OOLIECTBEHATA NMOPHYKA HAMA Ja [IO3B2 KallallkTeTa Ha TPETH
A,

- HpH U3HBLAHEHAETO Ha OOHIeCTBEHATA TOPHYKA HAMA 13 T0/354 TIOJM3IIBITHHTEN;

- e OCHTYPH HEOOXOAHMHUTE KONHYECTBA Ha O(epUpaHnTe TPORYKTH 33 Lemis CPOX Ha
JOroBODA;

- KBbM JIlaTaTa Ha JOCTaBKa CPOKBT Ha FOJHOCT Ha odepupannTe POIYKTH € MAROMYM 70 %
/cenemaecet nponenTa/ OT 06ABEHAS OT [IPOU3BEARTEIS.

- odepupanHTe NPOZYKTH ¢a BKIOYEHH B Crnuceka Ha MeuuuHCKHTE H3JENN,
nprnarany B bonHuvHara nomom, xouto H30K e 3aluiania U3RBH CTOMHOCTTA HA KIHHHUHHTE
IBTEKH.

Komucusra ussbpinm IPOBEPKa Ha KOROBETE HA O(EPHPAHUTE NPOAYKTH B CIHCHLKA Ha
H30K, nybnuxypan wna caiira hitp://www.nhif be/web/guest/243. Komucusra ycramoru, we
OhepUpPaHATE NPOAYKTH Ca BKIIOYEHH B Cnnckka Ha MEAHIMHCKHTE M3JICIIUS, NPUNATAHKU B
GonaxuHaTa noMont, xouro H30K HIC 3amnaiia H3BbH CTORHOCTTA HA KNHHUYHHATE T TEKA,

5. YvactHuksT ,,Mexumar® EOOJI ¢ npencrapii Texnauecko npeaoxenue 3a obocobena
OO3UIMA V - Punrose 3a xaanma PEKOHCTPYRUHA (anyRonaacTuxa) - ¢ 3D dopma, nosponsneama
ABHKEHHC Ha PATTHIHHTE ACTH Ha NpPLCTEnR.

Komnensara pasrmena odeprara ma yaacTHuKa ,Memumar® EOOJ| u IIPOBEPH 34
CHOTBETCTBHE C MPENBAPUTENIHO OOSABEHNTE YCIOBHS.

Komucusra xoncrarupa, we HpefocTaBeHara ofepra oTromaps Ha TIPEBAPHTENHO
obsBernATe 0T Br3noxurens YCHAOBHSA:

* TeXHHYECKOTO NPEANONKEHUE 32 HAMTBIHENME [ [IOPBYKAT2 € U3TOTBEHO B CLOTBETCTBHE
C TEXHHYCCKATC CTCUH(pHKAINK ¥ H3UCKBAHHATA HA BBANONKHTENS M o MOATIHCAHO OT 3AKOHHO
OTOPUSHPANKMA MIPE/ICTABHTEI HA YYaCTHUKA CHINACHO THPIOBCKATA MY PEeTHUCTPAIHS.

* TexHm4eckoTO HpeNNOKEHHE BKIIOUBA  BOMUKM HOMCHKHATYPHH CAWHHUIM OT
Texumyeckara cienuduxanus u NPEATarauuTe MERHIHCKY H3AENus ¢ upomsBomuten “Kdwards
Lifesciences” ofrosapsar Ha wsucksammsta ma 3aKkOHa 33 MEAHUMHCKHTE W3NEINs (3MH) n
CBOTBETCTBAT Ha U3UCKBAHUATA 3AT0XKEHH B TEXHHUYECKATA CHEeIHPUKATIHSL,

¢ [Ipemroxen e CpOKa Ha BCixa JocTapxa ga 65nme mo 3 /Tpu/ nuw cren MOJIY9aBane Ha
3adBKa OT BB3IOKUTEIs.

¢ Ilpunoxeno e Texumuecko TIPEVIONKCHUE 38 BCHYKH HOMEHKJIATYPHY CIUMHMIY,
Bimodend B Texuwueckara creunduxanus, mHa XAPTHCH M EeNCKTPOHEH HOCHTEd, KaKTO u
SABCPEHH OT YHaCTHUKA KONMS HA CEPTH(HKATH 32 KAUCCTBO U AeKnapanus 3a ChOTBETCTBHE
Ha odepUpannie MeIUNMHCKH H3NCHNA, B ChOTBCTCTBHE ¢ U3HCKBAHWATA Ha WI.14 or 3MU,
KaKkTo ¥ Hanecena "CE" MapxHpoBKa, B CHOTBETCTBHE ¢ H3HMCKBAHUATA HA 4.8 ¥ wi.15 or
3MH u neoapoBun npocnexTy Ha OBNrapckH €3MK C ITBITHE TeXHIYECKH NOKa3aTe/d ¥ IapaMeTpy
Ha NpejUTaraHuTe MPOAYKTU U yKa3aHHMS 3a yroTpeba.

® VYHacTHHKBT e AeKnapupal, ve:

" CC SaibiDkaBa A W3NBIHH [JOTOBOPA 3a BL3NAraHe Ha obIiecTBeHaTa HOpBYKA B
CBOTBEICTBHE C HOPMHUTE Ha 3aK0HA 33 MEAMIHHCKHTE M3NETH (3MI), xakto u Ha BewuKy ApyTu
HOPMATHBHE aKTOBE, YHETO CHA3BAHE € HEOOXOAUMO 3 KAUECTEEHO M3IIBIHEHKE Ha IOPHYKATA;

- HpM H3rOIBSIHE Ha odeprata €a CIaseHH 3a0bIKEHUATA, CBBP3aHH ¢ AAHBOH H
OCRI'YPOBKH, OTIA3BAHE Ha OKONHATA CPEA, 3AKPHIIA HA 32€TOCTTA U YCIIOBHSATA HA TPYX;



- © CBLIACCH H TIPUEMa BCHUKH YCNOBMA 38 H3NBIHEHWE Ha OOIIECTBEHATA HOpBYKa,
OIPEACIEHH B [NAy3HTE Ha PUTOKEHHS KbM JIOKYMEHTAIHSATA 32 YIaCTHE [IPOEKT HA ZOT'OBOp;

- IpHEMA CPOKBT Ha BATMIHOCTTA Ha odepTara na 6nae 180 (cTo n OCEMIECET) KaleHXAPHY
AHU, CYUTAHO OT KPAHHMS CPOK 34 MMoJlaBane Ha oQepTHTe;

- HpH H3IBIIHEHHCTO HA ODMICCTBEHATA NMOPBUKA HAMA A [MOJI3BA KANAINTETa Ha TpeTn
AHIA; :

- IPY M3I'BIHEHHETO HAa 0DINECTREHATA IIOPHUKA HIMA & TI0N3Ba HOAN3IITLIHATE,
- 1€ OCHIypH HEOOXOIHMHTE KONHYECTBa Ha odepHUpaHuTe IPOYKTH 34 LEedHs CPOK Ha
HOTOBOpA;

- KbM JlaTaTa HA 10CTaBKa CPOKBT Ha FOAHOCT Ha ofyepHpanuTe IPOLYKTHA € MUEAMYM 70 %
/eememaeceT npouenta/ ot 00ABeHNA OT OPOUBEANTENS.

- oepupaHHMTe OPOAYKTH ca BKIOYEHH B CHMCHKA Ha METULHHUHCKUTE W3HEIn,
Npuniaraidd B OOMHUYHATA [OMONL, kouTo H3OK Hie 3amnama u3BbiH CTOHHOCTTA Ha KABHUYHHTE
ITBTEKH.

Komucusta w3sbpui mposepka Ha Konoeere na ohepupaHuTe NPONYKTH B CIHCHKA Ha
H3O0K, nyGmexyBan Ha caitta http://www.nhif.bg/web/ guest/243. Komucusara ycraHoBu, ue
OepHUpaHuTe NPOAYKTH ca BKNIOYEHH B COHCHKZ Ha MCOUIMHCKUTE M3JACHUs, UpWIaraHu B
GomuuyHara nomont, kouro H30K mie 3amiaiia W3BbH CTOHHOCTTA HA KIIHHIIHUTE ThTEKH.

6. Yyactauxet ,Megumar® EQQJL e HPERCTABAI TEXHNYECKO ITPeANIOKERnHe 3a 0bocobena
no3unnd VI - Coaoba npoTesa 32 rpnana a0pra - ¢ KOJAreHoso HOKpUTHE.

Komucusra pasrmema odeprara ua ywactHuka ,,Mempamar® EOOX u nposepn 3a
CBOTBETCTBUE ¢ NPSABAPUTEIHO OOIBEHUTE YCIOBUS,

Komneuara koHeratupa, 4e mpenocraBenata oepra OTroBaps Ha IIpeNBAPHTENHO
obaBenuTe OT Bnanoxurens ycrnosus:

* TexHWYECKOTO NpeAIOKEeHHE 32 H3IBAHEHEE Ha HOPBYKATa € H3rOTBEHO B ChOTBETCTRHE
¢ TEXHHHCCKATE CICUHGHKAUME M M3UCKBAHHATA HA BBIJIOKHTENA U € HOMIACAHO OT 3aKOHHO
OTOPU3UPAHILA IIPE/CTABUTEN HA YYACTHUKA CBIIACHO THPTOBCKATA MY peTHCTpaIus,

¢ TexuuueckoTo npemnoxeHHe BKMIOYBA BCHUKH HOMEHKJIATYPHH CAHHUUH  OT
Texmuueckara cruenuduKanus 0 npearaHuTe Me HIHHCKH H3CAuA ¢ MpousBoaaTen “LeMaitre
Vascular” oTrosapsar Ha H3MCKBaHWAT2 Ha 3akoHa 3a MernuuHckuTe magenus (3MH) u
CBOTBETCTRAT HA H3MCKBAHMATA 3AT0XXEHH B TEXHHYECKaTa CrIeludHKals,

 Ilpemnoxen e cpoka Ha Besxa mocraska ma 6nae 10 3 /Tpu/ ORE cnen monmywapaue Ha
3a5BKA OT BB3JNOWHTENA,

o llpmioxeno e TeXHUYECKO NPEUIOKEHNE 33 BCHYKH HOMCHKNATYPHM eXVHHALY,
BKIIOYCHH B TexHMYecKara coenw(uKauus, Ha XapTHEH H CHEKTPOHEH HOCHTEN, KAKTO o
3@BCPCHA OT YUACTHHKA KONHUS HA CCPTHGHKATH 32 KAaYeCTBO U NEKNAPALMA 38 ChOTRETCTRIE
Ha ohepHpaHNTE MEAMIMHCKY H3ACNHS, B CBOTBETCTBHE ¢ H3HCKBAHMITA wa un.14 or 3MH,
KaxTo ¥ Hanecexa "CE" MapKHpOBKA, B CHLOTBETCTBHE ¢ MR3UCKBAHMATA Ha 98 u w15 or
3MH u noxpoGHY MPOCIIEKTH Ha GBLIrapCKy e3WK ¢ IBIHH TexHHYecKy HOKa3aTeNld H I1apaMeTpy
Ha IpeNIaraHuTe IPOAYKTH U YKa3aHHs 32 ynoTpesa.

* YYACTHHKBT € JeKIIapHpan, ue:

- €€ 3anBKaBa Ja W3IFLITHM JIOrOBOpa 3a BhB3NaraHe Ha oOLICCTREMATA NOphYKa B
CBOTBETCTBHE ¢ HOPMHTE Ha 3aKOHA 32 MEJUIHHCKUTE W3IeIHs (3MH), kaKTo ¥ Ha BeuuKy ApyrU
HOPMATHBHI AKTOBE, YHETO CIIa3BaHe € HEOOXOJMMO 32 KAYECTBEHO H3MI'BIHCHUE Ha HOPBYKATA;

- HpW H3TOTBAHE Ha odepraTa ca ChHaseHd 3aNbIDKEHHSTa, CBBP3aHH ¢ HadubBUH |
OCHIYPOBKH, OITA3BANE HA OKOJIHATA CPENE, 3aKPHJiA Ha 38€TOCTTA H YCNOBHATA Ha TPYX;

- © CBMIACEH M NpHEMA BCHYKH YCIOBHA 34 M3NBIHEHHE Ha OOIIECTReHATaA HOpBUKa,
OIHPCACACHH B KIAy3HTe Ha [PUTOKEHHST KbM J0KYMEHTALMATA 38 YUACTHE HPOEKT Ha JIOTOBOD;



- IpAEMa CPOXBT Ha BAMAHOCTTA Ha odeprara na 6nie 180 (cTo H ocemaecer) KalleHAapHH
AHM, CIATAHO OT KpaltHUs CPOK 3a MOaBaHe Ha odepTuTe;

- IpH B3OBJIMEHHCTO Ha OOLIECTBEHATA NOPHLYKA HAMA 1A MON3BA KallaliTeTa Ha TperTH
Mg,

- IPH M3NBJIHCHAETO HA 001iECTREHATA MOPRYUKA HIMA 4 THOI3Ba TIOAM3IBIHATE,

- W€ OCHTYpH HEOOXONUMHTE KOJIHYUECTBA HA odeprpannTe MPORYKTH 32 HeNHs CPOK Ha
IOFOBOPA;

- KbM laTaTa Ha JOCTABKA CPOKBT HA FORHOCT Ha O(epHpAHiTE IPOAYKTH € MUHHMYM 70 Y%
/cenempecer MponeHTa/ OT OGABEHHS OT IIPOH3BEeTHTEN.

- opepupaHuTe MPOAYKTH Cd BXIIOYCHH B CuHchka Ha MeAUIUHCKHTE H3NeTIHs,
npUNaraHd B OoNHHUHATa oMo, xonto H30K me 3arIata H3BeH CTONHOCTTA Ha KIWHHYHHATE
IBTEKH.

Komucuara u3sbpimn npoBepxa ma koyosere ma odepupannTe NPOAYKTH B COHCHKA Ha
H30K, ny6muxyean nma caiita http://www.nhif.bg/web/puest/243. KomucusaTa YCTAHOBH, wue
odeprpannTe TPOAYKTH ca BKIIOYEHW B CHWCHKAZ Ha MCAMUHHCKUTE H3NENMS, HpUiaTady B
DosmmyHaTa noMo, kouro H3OK IHC 3aruTania M3BbH CTOHHOCTTA Ha KJIHHUYTHUTE ITbTEKH,

7. Yaactunksr ,,Meaumar® EOOH ¢ IPEACTABHII TEXHHYSCKO [IPEIUIONEHNE 32 060coBeHa
nosumus VII - Crnaosa mporesa za KOpeMHA 20pTa H IHCTATHE ChAGBE - JAKPOHOBH CLAOBH nporess ¢
HNOKPHATHE OT KOJIArel] HAH KeJIATHH - [NpaBH.

Kommemara pasrnena odeprara sa yaacTHuka ,Memumar® EOOJ u nposepu 3a
CBOTBETCTBUE ¢ NPEABAPUTENHO O0IBEHHUTE YCIOBHSL.

Komucusta komcraTnpa, we npegocTasenaTa obepTa OTroBaps Ha TNPEABAPUTENHO
o0sBernTe 0T Bu3iomutens yerosus:

° TexHnyeckoTo MpesIoKEHAe 33 H3TBNHEHHE Ha [IOPBH4KATa ¢ H3TOTBEHO B CHOTRETCTBHE
C TCXHIMECKHTE CHEHM(QWKANKN H M3HCKBAHMNTA HA BHIMOWHTENL U o NOJITHCAHO OT 3aKOHHO
OTOPH3KPAHHS NPEACTABHTEN HA YIaCTHHKA CHIIACHO ThPIOBCKATA MY PEruCTpaIs.

° TeXHUYECKOTO MNPENNONEHHE BKIIOUBA  BOHUKH HOMEHIJIATYPHH  €XHHUIM  OT
Texnmyeckara cnenHpuKamus u lpegnaraHuTe MEANRIUHCKY H3NEIUS C nporisoauTen “LeMaitre
Vascular” oTroapaT Ha u3MCKBaHHATA Ha 3aKoHa 32 MEIMIMHCKHTEe usgemus (3MH) wu
CBOTBCTCTBAT Ha H3UCKBAHUATA 3AMOMKEHH B TEXHHUECKATA crnenngukans.

* [lpeanoxer e cpoka Ha Besxa gocTaBka xa Obe n0 3 /tpw/ num cnen HOJIy4apaHe Ha
3854BK& OT BB3NOMKHTENA.

e Ilpunoxeno e Texuwuecko npeniodenre 3a BCHUKE HOMCHKJIATYPHH EXHHWIIH,
BIOUEHM B Texumueckara cnenmduxanus, pa XapTHEH M ENEKTPOHEH HOCHTEN, KAaKTo o
34BEPCHH OT yvaCTHHKA KONHMA HA CEpTH(UKATH 38 KAYECTRO ¥ JeKNapamus 3a CEOTBETCTRHE
Ha OQepupaHnTe MEXHIHHCKY H3ACIIHA, B CHOTBETCTBHE ¢ M3WCKBAHUATA Ha 4n.14 or 3MH,
Kakto u HaHeceHa "CE" mMapkupoBKa, B CLOTBETCTEHE C H3ACKBaHNATA Ha 9.8 u un.15 or
3MHU 1 nionpoau HpocexT Ha OLIrapcKH €aUK C IbJIHH TEXHHYECKH TIOKA3ATENH o napaMeTpH
Ha NPCANArannte NPOAYKTH U YKa3aHHs 3a yIroTpesa.

° YuaCTHHMKDT ¢ NeKNapHpa, ye:

- CC 3aibjUKaBa i@ WINBAHH JOTOBOPA 33 BLINATAHE HA OBIICCTBEHATA OphUYKA B
CHOTBETCTBHE C HOPMHTE Ha 3aKOHA 38 MEMULIMHCKITE H3IeIHs (3MN), xakro ¥ na BewuKy Apyru
HOpPMATUBHH AKTOBE, THETO CHA3BAHE € HEOGXONUMO 32 KAYECTBEHO MAMBIHEHHE HA MOPBYKATA;

- UpH H3TOTBAHE Ha O(EepraTa ca CHASEHH 3aNbIDKEHUSTA, CBBP3aHH € JAHBUY H
OCUTYPOBKHM, OTIA3BAHE Ha OKOJHATA CPeld, 3aKpHiIa HA 336TOCTTA U YCJIOBMATa Ha TPy,

" © ChITIaCcCH W mpHeMa BCHYKH YCHAOBHMS 3a WSIBLITHEHHE HAa OOIIeCTBEHATA HOpPBYKa,
OLEPEICICHY B XJIAY3UTE Ha NPUIOKEHUA KbM JOKYMEHTALUATA 32 y9aCTHE NIpOEKT Ha J0TOBOP;

- HPHEMa CPOKLT Ha BAIHAHOCTTA HA ofepTaTa na 6nae 180 (cro u OCEM/IECET) KalleHJapHU
HHH, CTHTAHO OT KPAHHMS CPOK 34 1I0/1aBale HA OdepruTe;



- 1IpH H3IBIHEHAETO Ha OOLIECTBEHATA MOPBYKA HAMA 1A ITOJI3Ba KaHailiTeTa HA TpeTH
JANA;

- IIpH H3IRJIHEHAETO HA OOIIECTBEHATA NOPLYKA HAMA 3 TOI3Ba HOJM3ITLIHATE;

- HIE OCUTYPH HEOOXOMMMHTE KOJMMYECTBA Ha odepupannte npomyxTH 3a Hemus CpOK Ha
XOFOROpA;

- KbM JIaTara Ha JOCTABKA CPOKBT HA FOKHOCT Ha ohepypaHuTe IPOAYKTH € MuHuMYM 70 %
/ceneMAeceT nponenTa/ oT oBABSHUS OT TIPOH3BEHATENS,

- odepupaniTe NPOAYKTH ca BKTIOYSHH B Crnuceka HAa MeXMIHHCKWTE H3IeNns,
mpunarady B Gonunynara romomr, kouro H3IOK wme 3aItalia U3BBH CTOMHOCTTA Ha KIHHKYHETE
NBTEKH.

Komucrara m3BBpiiM OpoBepka Ha KONOBETE Ha OQ€pUpaHKTE NPOAYKTH B COMChKA WA
H30K, nybnukysan ma caiita http://www.nhif.bg/web/guest/243. Komucusita YCTAHOBH, ue
o(epupaHiTe NPOAYKTH ca BKIIOYCHM B (IIHCHKA Ha METHIUHCKATE HM3/IEIHA, NMPUTAraHu B
Gomarunata momorr, kouto H3I0K LE 3an1aa H3BbH CTOHHOCTTA Ha KIIMHIYHHUTE THTEKH,

8. YuacTHRKET ,,Megumar® EQOOJ e NPEACTABHI TEXHAYECKO NPEIOKEHHE 3a 060co0eHa
nosulest VIII - Ceaosu nporesn - Sn{ypraHnONHN, JAKPOHORH ChLAOBH APOTe3H ¢ NOKPHTHE OT
KOJAFCH HIIH SReJIRTHH,

Komucuara pasrnena odeprara ma ydactuuka ,,Megumar® EOQOQOJ n IDpOBEpH 34
CROTBEICTBHE C IPCABAPHTENHO OOABEHUTE YCIIOBIA.

KoMucuara KoHCTatupa, ue npemocTaBeHara obepTa oTromaps Ha TIPEXBAPHTEITHO
obsBennTe 0T BhanoxuTens yenopus:

* TexunueckoTo mpeIoxenne 3a U3TBIHEHREE Ha [IOpBbHKaTa ¢ H3TOTBEHO B CHLOTBETCTBHE
C TEXHHYCCKUTE CICHH(UKAUMM H M3UCKBAHMATA HA BLITONHTENT H e TIOAHNUCAHO 0T 3aKOHHO
OTOPHINPAHNS IPEACTARKTEN HA YUaCTHHKA CBIIACHO ThPIOBCKATA MY PETHCTPAIIHA,

¢ TexnuueckoTo mnpennoxenHe BKTOYBA  BCHIKH HOMEHKIATYPHH eHUHHOU  OT
Texuudeckara crelmdmrcanus u npemnaranure MCIHUIIMHCKY M3NENHA ¢ Mpom3BoauTen “LeMaitre
Vascular” oTrosapst ®a wusuckBammsTa Ha 3akoma 3a MmeauumHckure nsgemns (SMH) u
CBHOTBETCTBAT Ha W3UCKBAHUATA 3AJI0)KEHN B TeXHHYCCKATA CHEH(pUKAIT,

> Ilpeanoxen e cpoka Ha Beska jocTaBka na Ghiae Jo 3 /Tpw/ mHM crenm monmywaBame Ha
384BKa OT BBL3JIOMKKUTEJL.

o Ilpunoxenc e TeXHWYECKO NPEATIOKEHHE 334 RCHYKH HOMEHKIIATYPHY  eHUHHIIH,
BKMOYEHH B Texuuveckara crenudmrauds, Ha XAPTHCH H CNEKTPOHEH HOCHTE]A, KAKTO W
3ABCPERH OT yJACTHHKA KONHs Ha CepTHOHKATH 38 KAYECTBO W FAeKnapanid 3a ChOTBETCTRHE
Ha oepupannTe MENHLHHCKH U3LEANS, B ChOTBETCTRIE ¢ H3UCKBaHUATa #a w14 or 3MHU,
KaKTO ¥ Hanecexa "CE" mapkupoBka, B ¢BOTBETCTBHE C H3UCKBAHUATA HA 41.8 u .15 ot
3MU u nonpobuu mpocrexTH Ha OBIrapeiu e3uK ¢ MBIHA TeXHHYECKH TOKa3aTeNy I napaMerpu
Ha NIpe/UIaraHuTe IPOAYKTH H YKA3aHHS 38 ynoTpeba.

¢ YYaCTHHKBT € AeK/apHpal, ye:

- CC 3anbjoKaBa na WINLIHE JOTOBOPA 3a BB3JAraHe Ha OOWICCTBEHATA TIOpBYKA B
CHOTBETCTBHE ¢ HOPMUTE Ha 32KOHA 32 MEOMIMHCKHTE H3eig (3MH), xaxTo H Ha BewuKM Apyru
HOPMaTUBHK aKIOBE, YHETO CNa3BaRE ¢ HEOBXOAMMO 3a KaYeCTBEHO H3TEIHEHME Ha HOPLYKATa,

- [pH M3TOTBAHE Ha odepraTa ca CHA3EHH 3aILIDKEHUSTA, CEBBbP3aHH ¢ JAHBIH H
OCHTYDOBKH, Ofla3BaHe Ha OKOJIHATA CPENid, 3aKpPIIA Ha 3a6TOCTTA U YCIFOBUSATA Ha TPY;

" © CBIJACCH M TIpUEMa BCHYKH YCIOBHS 3a H3MBJIHCHHE HAa oOIIeCTBEHATA TIOPLYKa,
OHpPEIENCHH B KNAy3UTe Ha NPUIIOKCHIN KBM JOKYMEHTALMATA 32 YHacTHe HPOEKT Ha JCTORBOP;

- [pHeMa CpOKLT Ha BAIMIHOCTTA Ha ofeprara aa 6nae 180 (cro u OCeMJIECET) KalCHIAPHA
AUHH, CHATAHO OT KPaiHus CPOK 3a NoJ[aRaHe Ha odeprure;

- [pH H3IIBAHCHHETO Ha ObIlecTBeHaTa HOPBUKA HAMA Ja NON3BA KalaruTeTa Ha TPEeTX
nuua;

- TIpH M3NTLIIHEHHEETO Ha OOIIECTBEHATa NOPLYKa HAMA 12 [IO3Ra HOAU3MBIHUTE,



< 16 OCHTYPH HeOOXOAMMHUTE KOJNMYECTRA HA oepupanuTe TPOAYKTH 32 LeHs CPOK Ha
JIOTOBOpA;

- KbM JaTara lia JOCTaBKa CPOKbT Ha POJHOCT HA OQepUPAHNTE IPOAYKTH € MUHEHEMYM 70 %
/cesieMaeceT nponenTa/ ot o6gBeHNs OT TIPOU3BETHTENSL.

- obepupanuTe NPOAYKTH Ca BKIIOYEHH B Chnuceka Ha MemnIMHCKHTE W3JIENNS,
mpuiarand B OONHHYHATA HOMO, Kouto H3IOK Li¢ 3ariaia U3BbH CTOMHOCTTA HA KIHHHYHUTE
ITHTEeKH,

Komucusra w3pnpum HPOBEPKA HAa KOJIOBETE HA OQEpHPaHHTE IPOLYKTH B CHHCHKA HAa
H30OK, mybrmuxysaH wHa caiira hitp://www.nhif bg/web/guest/243. KomucnsgTa YCTAHOBH, ue
oepHpaHHTE NPOAYKTH Ca BKIIOYEHH B Cnuceka Ha MERHIMHCKUTE H3NCHHA, OpuilaraHu B
Qonumanara nomoir, konto HIOK LI 3annania H3BbH CTORHOCTTA Ha KIHHWIHUTE IBTEK.

9. YVaactuuxsT ,,Memmmar EQOJ e npeacraeun rexumyecko IpennmKenne 3a 06ocobena
nozuiua kX - Cupaeuna xhanna RpOTE3A ~ KOHAIONT, C MEXAaHHYIHA KNAOHA OPOTe3A.

Kommenara pasrnena ogeprara wa ydacTauKa ,Mexumar® EOQOJ n IpoBEpH 3a
CHOTBETCTBHE C IPCABAPUTENHO OOSBEHITE YCIOBUS,

Komucnara koncrarupa, ue mnpegocrapenara obepta oTropaps ma HIPEBAPUTEIHO
obsBennTe OF BhaloxnTens yenosus:

* TeXHHYeCKOTO NPEUIOKEHHE 32 UINBIHEHHE Ha NIOPBHUKATA € H3FOTBEHO B CHOTBETCTBUE
¢ TEXHHHCCKHTC CNCHH(UKAMH U H3UCKBAHHATA Ha BB3TONHTENT K 6 NIOAIHCAHO OT 3aKOHHO
OTOPU3HPAHUA IIPEACTABHTEN HA yYACTHHKA CHINIACHO THPTOBCKATA MY PETHCTpAIIHS.

* TexHEueckoTOo npesNONKEHHE BKIOYBA  BCHYUKH HOMCHKIIATYPHH  OHMHUIH  OT
Texnuveckara cnemubpxanus u IIpeIJIaraHuTe MCIAMNHHCKH H3JACTHS € [POHSBONUTEN
“Medtronic™ orromapst wa usuckeammsTA Ha 3aromHa 3a MeaulMHCKUTE u3genusg (3MU) u
CHOTECTCTRAT HA H3UCKBAHUSTA 3AJI0KEHH B TeXHIYECKATA cnenrdukamys,

* [Ipemnoxen e cpoxa Ha Besgka JoCTABKA fa Ovre 10 3 /tpw/ muu cnexn IOJIy4aBame ma
3aSBKA OT BBLIJIOKHUTENS.

o Hpunoxeno e Texuuuecko npeanoweHMe 2a BeHuKE HOMEHKJIATYPRU EHAMHULIH,
BKHOICHN B Texuuueckara cnenuuxanus, Ha XAPTHEH H ENeKTPOHEH HOCUTEN, KAKTO M
3ABEPEHH OT Y4aCTHHKA KONHA Ha CepTHQHKATH 32 KAYCCTEO H AeKIapaiys 3a ChOTBETCTRHE
Ha O(epHpannTe MEAHINNCKH H3NEns, B CHOTBETCTBHE ¢ U3MCKBAHWATA HA 914 oT 3MU,
KaKTo 1 naHeceHa "CE" MapKMpoBKa, B CHOTBETCTBHE C H3MCKBANMATE HA WI.8 M 4i1.15 oT
3MM u noapobuu npocnexTy Ha OBATApCKH €3HK ¢ IBINK TEXHUYECKH T0KA3ATETH U [IapaMeTpH
Ha IpenarannTe NPOAYKTH U yKa3aHHs 3a ynoTpeba.

® YUaCTHHKBT € ACKNapHpa, ye:

- OF safibikaBa A H3BAHM JIOTOBOPA 33 BB3NATAHE Ha OGLICCTBEHAaTa HOPBYKA B
CHLOTBETCTBYE ¢ HOPMATE Ha 32KOHA 33 MEAHITHHCKHTE H3Ne/HA (3MH), xakTo ¥ Ha BeHUKH IpyTH
HOPMATUBHH KTOBE, 14ETO ClIasBaHe € HeOOXOAUMO 33 KAYECTBEHO HANbIHEHHE Ha HOPBUKATS;

- PN H3FOTBAHC Ha odepraTa ca CIA3CHH 3aIbIKEHHATA, CBBP3aHH ¢ XAHBIH K
OCHTYPOBKH, OTIA3BAME HA OKONHATA CPENd, 3aKPHNA HA 326TOCTTa 1 YCAOBMATA HA TPYII,

- © CBIVIACCH H MpHeMa BCHYKM YCTOBHS 34 H3MBIHCHHE Ha oGuecTsenara nopwyKa,
OUPENCICHH B KIAy3HTE Ha NPHIIOKCHAS KbM OKYMEHTAHUATA 3a ¥9aCTHE HPOEKT Ha OTOBOP;

- IPHEMa CPOKBT Ha BANUAHOCTTA Ha ofeprata fa 6bae 180 (cTo H ocemnecet) KanenaapHy
AHM, CHUTAHO 0T KPalHESE CPOK 3a oJaBaHe Ha O(epTHTe;

- HPH M3NBIHCHMETO HA OBLUECTREHATA MOPHYKA HAMZ [a [OJBa KalalnutTeTa Ha TPeTH
nuua;

- TIpH HU3IBIHCHUETO Ha ODIIECTBEHATa NOPBYKA HIMA 12 TTOJI3EA OOAMTBIAHHTEN;

= INE OCUTYPH HEOOXOAMMMNTE KOJHYECTBA HA OepUpasUTEe NPOMYKTH 33 NENHS CPOK Ha
KOTOBOPA,

- KBM /aTaTa Ha JOCTABKA CPOKLT Ha FOXHOCT Ha odepHpanHuTe IPOIAYKTH € MUHEMYM 70 %
/ceflemaeceT mponenTa’/ 0T oBABEHNs OT IIPOU3BEAUTES.



- O(epupanuTE HPOMYKTH c¢& BKIIOYCHH B Choucbka Ha MeTHIMHCKHTE H3JAETIHS,
npuiarasy B onHMuEaTa nomont, kouro HM30K e 3annama #3BbH CTOMHOCTTa HA KANHHIHHTE
IIBTEKH.

Komucuara wsenpin nporepka na xomosere ma o()epUpaHuTe NPOAYKTH B CHHCHKA Ha
H30K, nyGmuxysan w©a caiita http://www.nhif.bo/web/guest/243. Komucnara YCTaHOBH, ue
O(hEpHPaHHTE NPOAYKTH ca BKIIOYCHA B Chnucrxa Ha MenumuHCKHTE H3NENus, HPUIarasu B
Oonununara nomom, xouto H30K HIC 3amnaina H3BbH CTOMHOCTTA HAa KIIMHUIHHTE IBTeKH.

10. Vyactauksr ,Meaumar® EOOHN ¢ mpencrasun Texmuuecko HPEJUIOKEHHE 32
060cobena nosunus X - Ch PACHHA KIANHA TPOTE3A - KOWTIONT, ¢ GHOAGIHYHA KJIANAZ I poTesa.

Komucuara pasrmeaa odeprara na ydactiuka ,Memamar EOOH u nposepu 3a
CLOTBETCTBHE C IPCABAPHTENHO OGABEHHTE YCIIOBHA,

Kommenara xoucrarupa, we mpenocrapeHata  ofiepra OTrosaps Ha APEABAPATEIIHO
oOsABEHHTE OT Bhanoxkurens yenosus:

* TexXHMUECKOTO NPENOKEHHE 33 USTTBIRCHAE Ha HOPBYKATa € H3TOTBEHO B ChOTBETCTBUE
C TEXHHYCCKNTC CHCHUQHKALMN M H3UCKBAHUSTA HA BLITOKHTENI U e NOANHCAHO OT 3aKOHHO
OTOPH3HMPAHHA NPEACTABUTEN Ha YIACTHUKA CHIJIACHO THProBCKAaTa MY Perucrparus,

© TexHN4eCKOTO UpeanoNEeHMe BKIIOYBZ  BCHYKH HOMCHKJIATYPHH  CHUHHLOM  OT
Texnmueckara crneummxanus u UPEVIAranTe MEJHLMHCKA H3JENMS ¢  IPOM3BOIWTEN
“Medtronic” OTroBapiT Ha H3HCKBAMMSTA Ha 3aK0Ha 32 MEOUIOMHCKUTE H3IEIHs BMHN) u
CLOTBETCTBAT HA H3HCKBAHUATA 3AJI0MEHH B TeXHHYECKaTa CrieUHBUKALHSL.

 Ilpemnoncen e cpoka ma Besika JOCTaBKa fa OLae xo 3 /tpr/ mHM cneq NIONMy4YaBaHe Ha
3a5BKa OT BL3NOMKHTENA.

¢ Ilprnoxeno e Texuumuecko HPCVIONCHME 38 BCHYKH HOMCHIIATYDHH CAWHHIIN,
BKIIOYCHU B Texumdeckara crnewuuxanus, #a XapTMCH M eNeKTPOHEH HOCHTEN, KAKTO H
3ABEPEHH OT y4aCTHHKA KONMA HA CePTH(UKATH 32 KAISCTRO U ACKIapanys 3a ChOTBETCTRHE
Ha O(epHpanHHTe MEAHIMHCKH HM3LENNH, B ChOTBETCTRIHE ¢ M3NCKBaHMATA Ha 4n.14 ot 3MU,
KaKTo W naHeceHa "CE" MapkupoBka, B CLOTBETCTRHE C H3IACKBaHUATA Ha 4.8 u 4i.15 ot
3MU u moapoGHu mpocmekTu Ha OBIIrapCKH €3UK C IBJIHH TEXHUYECKH TIOKA3ATENH 1 HapamMerpH
Ha OpeIaraniTe DPOAYKTE M yKa3aHKS 33 yHoTpeSa.

* YUACTHMKDT € Zexnapupal, ue:

- CC 3aAbKaBa A M3MBIHA JOrOBOPA 3a BBL3JATAHE HA OOMICCTBEHATA HOphYKa B
CHOTBEICTBUE C HOPMHTE Ha 3aKOHa 38 MEAUNHUHCKHUTE U30ETHs (3MH), KaKkto u Ha BOWYKH Ipyra
HOPMATHBHH aKTOBE, IHETO CHAIBAHE € HEODXOMUMO 33 KAYECTBEHO U3II'DIHCHITE HA HOPBYKATa;

- HpPM H3TOTBAHE HA ofeprata ca CHA3SEHH 3aBJDKEHMATE, CREP38HM C RAHBIH H
OCHTYPOBKH, Ola3BaHe Ha OKOJIHATA CPejia, 3aKpUia Ha 33eTOCTTA U YCHOBHATA Ha TPY/I;

- © CBIIACCH W TipHeMa BCMYKH YCHOBHS 34 H3IBJIHEHHE Ha OOIIECTBEHATA OOPHYKa,
OUPCACTICHH B KNIAY3HTe HA IPUTOIKEHHS KBM JOKYMEHTAIINSTA 34 y4acTHe IPOEKT Ha JOrOBOp;

- IpHEMa CpOKET Ha BAHMAHOCTTA Ha obeprara aa 6nae 180 (cTo m ocemuecer) kanennapau
AHU, CUMTAHO OT Kpai{Hus CPOX 32 NoAaBaHe Ha odeprute;

- TIPH H3IBIHCHHETO Ha OBuUIeCTBEHATa HOPBYKA HAMA 44 NOA3BA KANAIATeTa Ha TperH
TTHLE;

- IpH H3IIBJIHEHHETO Ha OOINECTBEHATA TIOPHYKa HAMA A 10J38a HNOJH3IBITHUTET,

~ ¢ OCHIYPU HEOOXOAMMUTE KOJMYecTBa Ha o(epupannuTe MPOAYKTH 33 Uenus CpOX Ha
JIOTOBOpA;

- KEM JlaTata Ha J0CTaBKa CpOKbT Ha TONHOCT Ha odepupanuTe TIPOAYKTH € MHHAMYM 70 %
/cememmeceT nporenTa/ OT OGIBEHHY OT NPOH3BETNTELA.

- ofepupaHHTE NPONYKTH ca BKMIOYeHH B CHHCHKA Ha MCIWIMHCKUTE H3/eNnd,
Npuiarany B OonHW4HATa nomour, korte H30K me 3anianma U3BbH CTORHOCTTA HA KINHHYHETE
HBTCKH.



Komuchstra H3pnpmy POBEPKA HA KOAOBETE HA O(epHpaHuTE NPOAYKTH B CHOHCHKA Ha
H30K, nyGmukysan na caiita http.//www.nhif.bg/web/guest/243. Komucusta YCTAHOBH, ue
opepupannTe nponykTH ca BKmOYen¥ B CIHCHKA fa MCAWLMHCKATE H3XSNAS, NPUNaTaHu B
SonmmyHaTa nomomuy, xouro 30K me 3aIll1aila H3BBH CTOHHOCTTE HA KNIYHUYHATE TBTEKH.

11. Yyacruursr ,,Meaumar® EOOJ e npenctaBun Texumuecko TIPENIONKEHHE 32
obocobena nozmuua X1V - Kanoan u cerose 3a EKK.

Komucusta pasrnesa odeprata ma yyacTruxka ,,Memvar® EOOQJ] n IpoBEepH 3a
CHOTBETCTBHE C IIPSABAPUTEIHO OOIBEHUTE YCIIOBYS.

Komucusara xomcratmpa, ue mnpenocrabenara obepra OTrOBaps Ha NpPEXRAPHTENHO
O0SIBEHHTE OT Bh3nokuTent yemosus:

* TexnuueckoTo mpeNno)enne 3a H3MLIHEHNE Ha NOpPBYKATa € H3FOTBEHO B CHOTBETCTBUE
¢ TEXHHYECKUTE CHCHADHUKAIMH H H3HCKBAHUATA HA BLIIOKUTEIE H € MOXIUCAHO OT 3aKOHHO
OTOPH3HPAHHSA NPEACTABUTES Ha YHACTHAKA CHIIIACHO THPTOBCKATA MY perucTpanus,

* TeXHHYECKOTO INPEANOYEHHME BKIIOYBA  BCHYKH HOMEHKNATYPDHH ©OHHUIIH OT
Texnnueckara cnenupukauns u npenarannTe MEeTHNHHCKU H3NEeNU ¢ apousBoguTen “Edwards
Lifesciences™ orropapst Ha W3ucKBamusTa ma 3aKoma 38 MeIMIMHCKknTe msfenns (3MU) u
CROTBEICTBAT Ha U3HCKBAHUATA 3JI0KEHH B TEXHHICCKATA CHEMHDHKALS.

o Ilpeanoxen e cpoka ma Beska n0cTaBKa ga Ovlle no 3 /Tpw/ oHU cnen monyuapame Ha
345IBKA OT BB3M0KUTENS.

o [lpunoxeno ¢ TeXHHYECKO MPEMIOKEHHE 33 BCHUKM HOMEHKNATYPHU  eAMHUIH,
BKMOYCHH B TexHMuUecKaTa cenudUKaUMs, Ha XapTHeH u CNEKTPOHEH HOCHUTE, KaKTO ¥
3aBEPCHU OT Yy4aCTHHKA KONUA Ha CePTHOHKATH 38 KadyecTBO U AeKnapanus 3a CLOTBETCTBHE
Ha 0(epUpanuTe METHIMNHCKY H3TENHA, B CHOTBETCTRHE © u3MCcKBanusaTa Ha wi.14 or 3MU,
XakTo u nanecena "CE" MapKMpOBKa, B ChOTBETCTBHE ¢ H3WCKBAHHITA HA 9.8 1 wi.15 or
3MHU n nogpo6uu npocnexT: Ha OBNrapcKy €3MK ¢ WLAHH TeXHHUYECKH MOKA3ATeNY napameTpH
Ha MPenarannTe IPOAYKTH U yKa3auus 3a ynorpeba.

° VYYacTHHKBT € JeKTapHpa, ve:

- C¢ 3aAbDKapa Jia WINBIMH JOFOBOPa 3a BB3JaraHe Ha OOHIECTBEHATA OPLYKA B
CROTBCTCTBUC C HOPMUTE Ha 3aKOHA 332 MEIULHHCKATE Wagenus (3MM), kakTo H Ha BCHYKH ApyTH
HOPMATHBHU aKTOBC, YHETO CHA3BAHC € HEOOXOMUMO 3@ KAYeCTBEHO U3IbIHCHUE Ha HopBYKaTa,;

- Tipy M3rOTBAHE Ha ofeprata ca coaseHn 3abIKCHHITA, CEBP3aHH C JAaHBUH U
OCHIYpOBKH, ONa3BateE HA OKOJIHATA CPEAA, 3aKPHIA HA 33€TOCTTA U YCIOBHATA Ha TpYQ,

- © ChITACEH H IPHEMA BCUYKA YCIOBHA 34 M3NBIHEHHE HA obHIecTBeHaTa MOPBUKa,
OUPEACHCHH B KNAY3HTE HA TIPHIIOKEHAS KbM TOKYMEHTALMITA 33 YIACTHE TIPOEKT Ha JI0TOBOP;

- [IpHEMa CPOKBT Ha BaIIMAHOCTTa Ha odeprara na 6s1e 180 (cro m oceMleceT) KaneHgapHy
AHH, CINTAHO OT KPaiHUs CPOK 3a IIoaBaHe Ha o(epTuTe;

- TpH H3OBIHCHACTO Ha OGMICCTBEHATA MOPHYKA HAMA A [ON3BA KANAUKTETA HA TpETH
nHna;

- IpH M3MBANCHHETO Ha OGIIECTBEHATA IOPBYKA HAMA /1a NOJ3Ba TNOAM3ITEIHATE,

- e OCHIYPH HEOOXOIMMHTE KOHYECTBA HA O(hepUpaHuTe HPOAYKTH 3a 1ejIUs CpoK Ha
ROTOBOPA;

- KBM JlaTaTa Ha JIOCTAaBKA CPOKBT Ha FOAHOCT Ha O(epHpannTe IPOAYKTH & MHHUMYM 70 %
fceniemaeceT potenTa/ 0T 06SBEHMS OT NpoU3BEAUTENA.

12, Yuactaukst ,,Mempmar® EOOJ e mnpencrarun TexHmyuecko OpeanoxeHne 23a
o6ocobena no3nnust XV - Cha0B TypuHKer.

Komucusta pasrnema odeprata wa yuacTHuka »Mexumar EOQOJ u nposepu 3a
CHOTBETCTBUE C IIPCABAPUTENHO 00SBEHUTE YCIOBHS.

Komucuara xomcratupa, we mnpenocrasenata oepra oTroBaps Ha IpeABapHTENHO
obsBenmure oT BuanoxnTens yeaosus:



* TexHHYECKOTO HPeANOKEHHE 38 H3MbIHEHAE Ha IOpPBYKATA € U3TOTBEHO B CHLOTBETCTRBHE
C TCXHHYCCKATE CHeUM(MKAlHH } H3HCKRAHHATA HA BBINOIKHTENS U € HOATINCAHO OT 3aKOHHO
OTOPHIHPAHHA NPEICTABHTEN HA YYACTHUKA CBIVIACHO THPTOBCKATA MY perucTpanms.

» TexuuweckoTo HpemIokEeHHE BKIIOYBA  BCHUKH HOMEHKHATYPHH €HWHULIM  OT
Texuuseckara cnenuduxanys u npesraranute MEDVHMHCKY H3llenus ¢ npousBouten “Edwards
Lifesciences” oTfropapsT ma H3ucKkBauwaATa Ha 3aKoHa 3a MeIMIMHCKUTE m3xenns (3MHM) n
CBOTBETCTBAT HA HIMCKBAHHUATA 3AI0XKEHY B TEXHHIECKATA cTiel{H(HKaIHs.

o [lpennoxen e cpoka Ha BCSKa JOCTABKAZ Na Geae no 3 /rpw/ aHu cnen monyuasane Ha
3ASTBKA OT BBE3NOXKUTEJISL.

s Ilpunoxeno e TexHudecko mnpemiokeHHe 3a BCHYUKH HOMEHKJIATYPHH E€IUHUIIH,
BRMOUCHH B TexHmueckara crlemuduxanps, Ha Xxaprued u CNEKTPOHEH HOCHTEN, KakKTo H
3aBCPCHH OT YYACTHHKA KONHUA Ha cepTUudUKATH 3a KaYecTBO 4 NeKHapanus 3a ¢hbOTBETCTRHE
Ha oepHpaHuTe MEIHIHHCKH H3ACTHS, B CBOTBETCTBHE € H3UCKBAHUATA Ha wWi.l4 oT 3MH,
KakTo H HaHeceHa "CE" mapkupoBka, B ChOTBETCTRHE ¢ H3HCKBAHUATA HA 494.8 ¥ w15 or
3MMU 1 noapobuu mpocrexTy Ha OBArapCKy €3UK C IBJIHH TEXHHYECKH TOKA3ZATENY B napaMeTpu
Ha MIPEUTaTaHATE NPONYKTH U yKa3aHus 32 ymoTpeba.

* YYaCTHHKST € JCKIapupail, ge:

- C€ 3aAbiDKABA J1a M3NBJINM JIOrOBOpa 34 BB3JlAraHe Ha OGIIECTBEHATA NOpBYKa B
CBOTBEICTBHE C HOPMHUTE Ha 3aKOHA 32 MEAUIIMHCKUTE H3flenus (3MH), xakTo 1 Ha BCHUKH Apyru
HOPMAaTHBHHM 2KTOBE, YMETO ClIa3BaHe € HeoOX0UMO 3a KajueCTBEHO HAIIBIIHEHME Ha NOPBUKATA;

~ HpH H3roTBAHe Ha odepraTa ca CHA3eHd 3abIKEHESTA, CBLP32aHH € AAHBOH U
OCRI'YPOBKH, OIia3Bane Ha OKONHATA CPEAa, 3aKPHIIA Ha 328TOCTTA H YCIOBUATA Ha TPYA;

- © ChrIacCH H TpUeMa BCHYKU YCIOBHS 33 M3MBIHCHHE Ha OBINECTBEHATA IIOpHUKa,
OTPEACIEHH B KIay3HTe Ha MPHIIOKCHHES KbM AOKYMEHTAIMATA 33 VUaCTHE HPOEKT Ha JOroBOp;

- IPHEMA CPOKBT Ha BANMAROCTTA Ha odeprata aa 6nae 180 (cto u OCEMAECET) KaNCHAAPHN
JIHH, CYUTAHO OT Kpaiuus CPOK 3a nogaBane Ha odepTure;

- TpH H3WBAHCHMETO Ha OOMieCTBEHATa HOPBYKA HSMA Ja HON3BA KaNalTeTa Ha TPETH
d1a;

- IpA M3OBJIHCHHETO Ha OOIIECTReRATa IOPhYKA HAMA /14 HOJRBa IONM3IILITHATEN,

- e OCHTYPH HEOOXOZMMMTE KOIMYECTBA HA OfiepUpaHmTe HMPOIYKTH 3a HEeNHs CPoK Ha
JOroBopa;

- KbM JlaTaTa Ha AOCTABKA CPOKBT Ha FOJHOCT Ha odlepHpaHuTe OPOAYKTH € MUHHEMYM 70 %
/cenemaecet mponenrTa/ 0T 0GABEHMA OT MPOU3BEHUTES.

13. VuactHuxsT ,,Memumar EOOH ¢ npemcraBun Texmmyecko OPEANIOKEeHHE 33
obocobena nosnuwms XVII - Enpyseris 3a H3mepBane na ACT.

Komucuara pasriesa obdeprara Ha yuacTHHKA »Memumar® EOOJ u nposepu 3a
CHOTBETCTBHE C MPEABAPUTEITHO 0OABEHATE YCIORHAL.

Komucuara xomcratnpa, ue npesocranesara odepra He OIroBaps Ha IpeABAPHTENHO
obsaeeruTe oT BeanoxuTens yenosus. IIpn  pasrnexmane ma Texmuueckata obepra u
TPEAOCTABEHNUTE MPOCIIEKTH C TEXHHYECKH NOKA3aTeTH n NapaMeTpd Ha IIPEANaraHiTe MPOAYKTH
Komucusara xoncrartupa, ue ca ofepupanu  Activated Clotting Time (ACT) Cartidgies ¢
npoussozuren Medtronic Ltd. Odepupanure enpyseriu 3a usMeprane Ha ACT ca 3a anapar ACT
Plus Systems na Medtronic, a Branomxurens e H3UCKAl, B TEXHUYECKATA CHECUM(HUKALMS,
obepupaHuTe UPOLYKTH AAa Ca CKBHBANCHTHH HA TAKHEA 34 anapatr Hemochron Response,
Texnuveckoro npeioxenne Ha yuactHuxa ,Memumar® EQOJ 3a o6ocobena nosemugs XVIY -
Enpyserkn 3a uamepraune na ACT ue OTroBaps Ha U3UCKBaHMATa Ha BninosxuTens.

KOMMUMCHUSTA PELIU:

Bozena ot roproro Komucrsira, Ha ocaopanse wi. 107 T. 2 Oyksa ,,a“ ot 301, npennara xa
Branoxurens na oretpaHu yuactHuka ,Megmvars EQOJ ot orxpura nponenypa sa sraiarage
ua obmecrsena nopbuka ¢ npenmer: “Jocraska Ha MHCTPYMEHTH M KOHCYMATHMBH 32



; O H
CHPACYIIOCHA0BA XMPYPIHs 110 000co6eH HO3HIMHK 3a nepuoa ot 12 mecena” 3a oGocobena
no3niusa XVII - Enpyserxn 3a usMepsaie na ACT

Morupu;

Y4acTHUKBT ,,Mexumars EOQOJ e upeacrasun TCXHHYECKO NpeNIoxeHue 3a obocobena
nosunua Ne XVII, koero ue OTIOBApA Ha NPEABAPHTCIHO OGABEHMTE YCIOBHA Ha OOPBYKATA.
YuactHuKBT odepupa COpPYBCTKH 32 HamepBane Ha ACT ca »a anapat ACT Plus Systems ua
Medtronie, a Branoxntens e M3HUCKAT, B TCXHUYICCKATa crienudukanus, othepupanute npogykTH 1a
C4 CKBHBANCHTHH Ha TakuBa 3a amapar Hemochron Response. Taxa odepupanute HPOAYKTH He
OITOBApAT Ha TEXHUECKATa cenHdUKamis Ha Busnoxurens.

14, Ywuacrauksr ,,Megumar EOQOOJ e mnpencrasun rtexmmuecko OpeIoKEHAE 73a
obocobena mozumus XIX - Karerpu ®@oraprn,

Komucusita pasraepa obeprata Ha ywacTemuka ,,Mexmmars EOOJ u nposepu 3a
CHLOTBETCTBHE C IPEABAPHTENHO OGABEHATE YCIOBHS.

Kommcuara xowmcrarupa, ue NpenocTasenata oepra orrosaps Ha HPEJBAPUTENHO
obsBeruTe 0T Br3nowuTens YCHOBHA:

© Texundeckoro mpeanoxense 3a w3mbIHERME Ha ITOPBUKATA € U3FOTBEHO B CLOTBETCTRHE
© TCXHUHCCKUTE CCHW(UKAINE H W3HCKBAHMATA Ha BB3TOKUTENT I € HOJITHCAHO OT 3aKOHHO
OTOPH3NPAHHS GPENCTABUTEN Ha YIACTHAKA CHIIACHO ThPTOBCKATA MY PETHCTPAIIHS,

* Texnuuecxoro npexmoxcenne BKIIOURA BCHYKH  HOMEHKIATYPHH eAMHHLE OT
Texnuueckara cneunduxanas HpENarannTe MEANIMHCKY H3enus ¢ npoussoauten “Edwards
Lifescinces” orTrosapst Ha wuascKkeamusTa Ha 3aKOHA 33 MENMHMHCKHTE H3enus SMHU) u
CBOTBETCTBAT HA M3HCKBAHMATA 3AOMEHH B TEXHHYCCKATA criendGuKans.

* Ilpemanoxen e cpoka Ha Besxa mocTaska ma 6s5¢ 1o 3 /pw/ mguu cnep II0NlyJapaHe Ha
334BKa OT BBb3JIOKHTENS.

o Ilpumoxeno e Texuuuecko PCIIOKCHUE 33 BCHYKH HOMENKIATYPHY eIMHUIH,
BrmoueHn B Texnmueckara cnenudmkanua, Ha XAPTHCH W €NeKTPOHEH HOCHTE], KaKTo W
3ABCPCHH OT y4aCTHHKA KONHA Ha CepTHGUKATH 32 KAYECTRO U ACKAapains 3a CLOTBETCTBHE
Ha o(lepHpanHuTe METHUUHCKH U3ACTHA, B CROTBETCTBUE ¢ M3HCKBAHMATA Ha 4iI.14 oT 3MH,
KaKTo u manecena "CE" mapxuporka, B ¢hOTBETCTBHE C H3UCKBaHWATa Ha 4n.8 w 4un.15 ov
3MW u noapo6uu npocriexTy Ha OBATAPCKH €3HK ¢ ITBIHM TeXHAYECKH NIOKA3aTeNH H NapaMeTpH
Ha UpeIaraHuTe TPOJKTH M yKA3aHHA 32 YIOTpesa.

° YYACTHMKET € ZEeKIapHpal, ye:

- ©C JaIhiDKABA KA H3OBNHU AOI'OBOpA 23 BBIJarade Ha ofiriecreeHata mopruka B
CROTBETCTBHE C HOPMHUTE HA 3aKOHA 38 MEIMIHHCKATE H3/IeIHs (3MH), kaxto m Ha Bewuky ApYyru
HOPMATHBHI aKTOBE, THETO Clia3Bate € HEOOXOMMO 38 KAYECTBEHO H3ITBIHCHUE Ha OPBYKATA;

- Opd H3roTBsHEC Ha odeprara ca coaseHu 3aABDKCHUAT?, CBBP3aHM ¢ JaNBUE o
OCHI'YPOBKM, OIIA3BAHe Ha OKOJIHATA CPelia, 3aKPHIIA HA 3eTOCTTA 1 YCITOBMATA Ha TPY/;

- © CBIIACCH W NpHEMa BCHYKH YCHOBUS 33 WAMBIHEHMe Ha ofliecTeeHaTa mopbuKa,
OfIPEACIICHH B KItay3HTE Ha NPHIIOKCHUS KbM JNOKYMEHTAIHSTA 30 YYaCTHE HPOEKT Ha JOrOBOP;

- I[PHEMA CPOKBT Ha BAIMAHOCTTA Ha odeprara Aa 6n1e 180 (cro u ocemzecer) KaneHJapHu
AHH, CTHTAHO OT KpaliHus CPOK 34 TOJABANE Ha oteprure;

- TIpH M3NBIHCHHETO Ha OOIIECTBEHATa NOPLYKA HAMA 1@ HOJ3BA KafanuTeTa Ha TPETH
NHIa,

- HpH M3NBIHEHNECTO Ha OOMIECTBCHATA NOPBYKA HAMA 12 10352 HNOTU3IBLITHATENT,

- WUe OCUTYPH HEeOOXOMNMUTE KOMHYECTBA Ha odeprpaHuTe HPOAYKTH 33 HerHs CPOK Ha
IOTOBOpa;

-~ KbM JaTaTa Ha JIOCTaBKa CPOKBT HA TOMHOCT HA otepupannTe npozxyxTH e MuHBEMYM 70 %
/cepempaeceT npotuieHTa/ 0T OBABEHHS OT OPOU3BETHTEN.
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HI. Komucusra cnen nogpobuo samosnapame ¢ MPUNOKEHATE ONMCATENHM Opourypn u
XalTalo3h MU3LOTBH CKCNEPTHO CTRHOBUIE OT WICHOBETE HA KOMHCHSTA 32 OHEHKA Ha KAYECTEOTO Ha
HPEITIOKCHATE MEMMLMHCKH H3eNAs U KOHCYMATHBY HA IONYCHATHTE YYaCTHHIH 10 00ABEHHTE
OF BB3NOMHTENS KDHTEPHH 38 OHEHABAHE HA KAUCCTEOTO:

- UpunoxuMocT #a MeAIHECKATE H3nenus (KOHCYMaTHBH), CBINACHO crenupukara na
ACHHOCTHTE ¥ BLIOPHETATE B GONHUYHHTE CTPYKTYPH Ha BL3noKATeNs HpoTOKoNu 3a
n00pa KAUIMYHA IIPakTHKa — 1o 15 Touky;

- AJIanTHBHOCT Ha MENHIHNCKUTE H3AeIHs (KOHCYMATHBH) KbM HAJIHYHATA MATEPHATHO-
TeXHUUeCcKa §a3a — 10 5 TouKuy;

- Honoxuteinen omnt ¢ npeanaramure Meymmmucku u3eas  (KOHCYMaTHBH) B
SolsunKTe CTPYKTYpH Ha BL3noxnaTens — no 20 Toux.

M3roTseHoTo eKCIepTHOTO CTAHOBHINE € HEeNeTMMa 4YacT oT HACTOAIMSA [POTOKOI,
Hpunoxenne Ne 1.

1V. Komucugia npoxsmku cposita paborta c OonpeldensHe HAa KOMIUIEKCHA OUEHKa Ha
TCXHEHCCKUTE NPC/UIONKCHHA HA JIONYCHATHTE YYACTHUUM 10 YTBBPHEHATA METONMKA Ha
Br3noxurens, a uMeHNO HKOHOMMYECKM Hafi-M3TO1HATA odepra ¢ IToxazaten kauecTBo, ¢
MakCHMasieH Gpol To'kH ~ 40 T. 3a KOMMJIEKCHATA OLEHKA HA TeXHAUCCKOTO npemiokenne Oeure
¢beTaBena Tabnuua, pnzoxenne Ne 2, Henemuma yacT OT HACTOSIAS IIPOTOKOJ.

V. Komucusra peiin oTBapaHeTo HA HEHOBHTE TMPEANOKEHUS Ha JONYCHATHTE YIACTHUIIH
Za ce mspbpumt na 15.11.2016 r. p 10.00 u. B anMumuctparusHara CIpaja Ha YHUBEPCHTETCKa
bonmuua ,,Jloserer”. OBsBIEHHE 32 OTBAPSHETO HA HEHOBHTE npeioKkeus Oe nyoIuKyBato Ha
10.11.2016 r. & ,llpoduna ua kKynysaua® u ,HoBuau“ B caitra Ha YuuBepcurercka 6oHuIEA
HJO3eHen™ .

VI Ha 15.11.2016 1. & 10.00 waca, xOMHCHSTA B TIBYieH CLCTAB NpoAbKH paboTara cu ¢
MyOIMYHO 3acenanie. 3aCeNalneTo Ce PEKOBOAH OT INpeACeaTeNs Ha KOMHCHSTA,

Ha 3acenanunero ne npHcheTBAXA NPENCTABUTENH Ha YYaCTHRIHTE,

Komucnsita orsopr mmmxosete ¢ mpemnarasm nemonu IapamMeTpXd Ha JIOIYCHATUTE
YHaCTHHIM N[O peaa Ha wunojapane Ha odeprute. [lpn oTBapsue Ha INeHOBUTE odepru
Hpencenarensr 1ra Komucmita omosects mpemnarasute nenn. C Toa KomHcHATa npUKmONH
3aCEeNAHNeTO.

VII. Komucuiara, B OBAHUA CH CBCTaB, NPOALIDKY paboTaTa ¢y B 3aKPUTO 3aceaHue Ha
22.11.2016 r., pasric1a UEHOBHTE NpeIICKCHMS Ha YYaCTHHITHTE H YCTAHOBH, Ye 3a obocobenu
nosanun 1L I IV, V. VI VI, VI, IX, XIV, XV i XIX He HAZXBLPIAT HPOTHO3HATaE CTOHHOCT
Ha CBOTBETHATA 000COOCHA MO3MIUS, KOATO € MAKCUMAITHO nomycTiMa. KoMucusra yeraHoRH, we
TPCANOIKCHUCTO 1A yuacTHUKA ,Mepimar® EOOJ 3a X-ta of0cobeHa no3umus e OTroBaps Ha
YCIIOBUETO, IHOCOYEHO B OBHBIEHHMCTO 3a ODINECTBEHA MOPbuKa, a HMEHHO, u¢ IPOTHO3HATA
CTOMHOCT Ha BCska 000COBEHa NO3MUUS € MAKCUMAIHO JOMyCTHMa M O(QepTH ¢ ICHOBRO
IPEATIONCHNC 1ia)l HOCOYEHAT? MAKCHMANHA IIPOTHO3HA CTOMHOCT 33 ChOTBETHaTA 060cobema
MO3NNKA e 057141 01CTPausBay OT YYacTUe B Mponeaypara. MakcumanHata MTPOrHO3HA CTOMHOCT
3a o6ocobena wozimus X e 3 300,00 (Tpu XWIagu W TpucTa) nB. He3 ANC. Ipennoxenara or
yuactueka nesa — 5 400,00 /ner xumsim w getupreToTHH/ 1B Oe3 AJAC Hanxebpas MaxcHManHo
FOMYCTHMATA TIPOIHO3HA CTORHOCT.

Kommuchsra npeinara na Bh3liokuTens Ha OCHOBANHE w1, 107 1. 2 6yksa ,,a“ ot 3011 na
OTCTpanu yHacTHuKa ,Meanmar® EOOJX ot orxpura Ipoueaypa 3a Bh3NaraHe na OOLIeCTBeHA
mopkuka ¢ mpeamer: “oerapxa ma MHCYpyMeHTH W KOHCYMAYHBH 3a CHPACYHOCHA0BA
XApyprus no o6ocobeHn nozmmnn 3a uepuoy ot 12 mecena” 3a o6ocobena no3HIna X,

Morusu:



[Ipemnoxenunero Ha ywactuuxa »Meaumar® EOOJ1 3a X-1a 06ocobena O3UIHA He
OTFOBAPS HA YCIOBHETO, NOCOYEHO B OGABJIGHMETO 3a OOHIECTEEHA HOPBYKA, a HMEHHO, ue
MPOTHO3HATA CTOMHOCT Ha Beska 000cobeHa MO3MIMS e MaKkCHMalHO HOTIycTHMa W odepru ¢
OCHOBO NPEATONKEHHE HAA NOCOYEHATA MaKCHMAlHA IPOrHO3Ha CTOHHOCT 3a CHOTBETHATA
ofocobena mozunus me Ghxar OTCTPAHSBAHH OT YUACTHE B IIPONEAYPATA.

Komncuara wzBLpn onenxa ma AOMyCHATHTE LCHOBH IPENTOXEHHS H B KOMIUICKC 1O
obasenara or Branoxurens meromnka: [TokazaTen 1 — II1 —~ mpennosxena uena, ¢ Makcumane
Opoit Toaxu — 60 1. u [okazarer 2 — [12 — Ka9ecTRO, ¢ Makcumanes 6poi touxu — 40 T. KomucusTa
HAHECC DE3YNTATHTE O OUEHSIBAHETO B TaGHMIK Ilpunoxenne Ne 3, mepasmenma wact ot
BacTOSLHA POTOKOL.

Komucusira w3sppiin Khiacupane no o60cobent HO3NLUA KAKTO Caenpa;

- 33 obocobena nosmiust 11 “Chpaeunu 1omanmnm HPOTE3H - MEXaHMYHH, ¢ MUPONUTHO WM
KapOOHOBO MOKPUTHE M IIEBEH PUAT, pasngdeH or Dacron” — na mepBo Mscto YYACTHIKA
sMeaamar” EQOOJI ¢ nocruraata 100.00 TOYKH 110 METOANKaTa Ha BbanoxuTens:

- 3a 000cobena mosummst 111 “Cbpnedun Knansu mpoTtesu - GHOJIOTHYHH, CBC CTEHT” — Ha
THPBO MACTO y4yacTHHKa y,Mexumar” EQOM ¢ nocrurmarz 100.00 TOYKH 110 METOMHK4aTa Ha
Branokurens;

- 3a obocolena tosmmua IV “Punrose 3a wiamma PEKOHCTPYKIHSA (aHYNOMIacTHKa) -
KNACHYECKH MONYTRBPAN M TBBPAM, OTBOPEHH H 3aTBOPEHN” — HA WBPBO MACTO YYACTHUKA
wMemumar” EQOJ ¢ nocturaaru 100.00 Touxu 110 METOAMKATA Ha Bh3nmoxuress;

- 32 ofocobena nozunms V “Punrose 3a xnamma PEKOHCTPYKIHS (aHyNOTIacTuKa) - ¢ 3D
(opma, Ho3BONSBAIA KBHKEHNUE Ha PA3IUHHHTE JaCT# Ha MPBCTera” — Ha IILPBO MACTO YHaCTHMKA
sMemmmar” EQOOQJ ¢ noctaruara 100.00 TOUKH TI0 METOAUKATa Ha Branoxurens;

- 38 0bocobena nosunus VI “Coaopa IIPOTE3a 3a FPRIAH& a0PTa - ¢ KOIATC€HORO IoKpIrrue” —
Ha IBPBO MACTO YYacTHUKa ,,Mexumar” EOOJ c nocturuatu 100.00 touxu 1o METOJUKATA Ha
Be3noxurens;

- 3a obocobena nozunua VII “Cruora IIpoTe3a 3a KOpeMHa aopTa ¥ JHCTANHH ChIOBE -
HAKPOHOBH CBIIOBH NPOTE3H € MOKPHTHE OT KONATEH WM KENATHI - IPaBU” ~ HA IIBPBO MACTO
y4acTHHKa Meaumar” EOO ¢ nocturnaty 100.00 TOYRH 1O MeTONMKaTa Ha Brsnoxurens;

- 32 obocobena nozmumug VI “Couopn UPOTE3H -~ GU)YPKAMOHHH, NAKPOHOBH ChLIOBH
TIPOTE3U € NOKPHTHE OT KOJIATSH HJIM XKenaTHy” — Ha IBPRO MACTO ydacTHHK2 »Megnmar” EQOOJ]
¢ gocturnary 100.00 Touky no Meromukara na Br3noxurens;

- 3a ofocobena nmozurusa X “Cepaeuna KiamnHa IPpOTE34 - KOHOIOMT, C MEXZHUYHA KJIAMTHA
IpoTe3a” — Ha ITBPBO MACTO YHaCTHHKA »Megamar” EOQOJ ¢ nocrurnaru 100.00 touxy ne
METOAMKATa Ha BB3nomuTess;

- 3a obocobena nosmmus XIV “Kanions u cetope 3a EKK” — Ha NBPBO MICTO YUaCTHHKA
»Meaumar” EOO] ¢ nocturnaru 100.00 Touxi 5o METOAHKaTa HA Bu3nowures;

- 3a 0bocodena mosampst XV “Craos TYPHHKET” ~ Ha OBPBO MACTO YYaCTHHKA »Memamar”
EOOJ ¢ nocrariata 100.00 Touxy no METOMHKATA Ha Be3noxuTers;

- 33 obocobena nosunms XIX “Karerpn ®orapra” ~ wa mspeo Macto YHaCTHHKA ,,Mexumars
EOOJ ¢ pocturuarn 100.00 Touks o MeTOMKaTa Ha Beanokurens, na BTopo mscro YUACTHHKA
»PCP* EOOJ ¢ nocturuatu 86.80 Touky [0 MeTOAMKATa Ha Be3noxuTtens.

VI Komucnsita npemnara Ha Bramoxurens Aa CIJIOYH JOTOBOP € KIACHPAHUTE HA HBPBO

MACTO YHacTHHIH, 110 000C00SHH FO3HLHM, KaKTO ClIEABa:

- 33 obocobena nospons 11 “Chprevnu wramnmy NPOTE3H -~ MEXAHHYHH, C IIMPONHTHO HIK
KapOOHOBO IOKPHTHE H LIEBEH PHHT, paziandeH ot Dacron” ¢ yuactiuxa ,,Meanmar” EOOJ;

- 3a obocobcna nosunms I]I “Copaeusn KranMe nporezd - OWONOTHYHH, ¢BC cTeHT” C
y4actHyKa ,Menumar” EQOJL;

- 33 obocobema nosumma IV “Punrope 3a wianua PEKOHCTPYKIMA (aHYNOIIACTHKA) -
RAACHHCCKU TOJYTBBEPAM ¥ TBBPIM, OTBOPEHU K 3aTBOpeHu” ¢ y4actsHuka ,Meanvar” EQOJI;
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- 3a obocobcena nosuimst V “Punrose 3a wnamna PCKOHCTPYKIUS (aHyJomnacruka) - ¢ 3D
(popma, nmosBonsBaINA JIBIDKCHHE HA PA3IHYHATE YACTH Ha npbCTeHa” ¢ y4acTtHuka ,,Meaumar”
EOO/J;

- 32 06ocobena nosunus VI “Coosa nportesa 3a rpbasa aopTa - C KOJIareHOBO MOKpHTHE” ¢
yuacTHuKa ,, Memumar” EOOJL;

- 3a obocobena nosunust VII “CuioBa npotesa 3a KOpEMHA aopra M AUCTAJIHH CHJIOBE -
Z@KpOHOBM CB/IOBH 1POTE3H C IOKPATHE OT KOJNAreH WM JKEJaTHH - NpaBM” ¢ y4acTHUKA
wMemumar” EQOJL;

= 3a 0bocobena nosunms VII “Ceaosu npoTesyd - OudypranuoHnHu, JIaKpPOHOBH ChJIOBU
[IPOTE3H C MOKPUTHEC OT KOJIArCH MM XKeNaTHH” ¢ yuyacTHUKA ,Meaumar” EOO/;

- 3a obocobena nosunus 1X “Cepieuna kiansa NpoTe3a - KOHAIOUT, C MEXaHH4YHA KJallHa
rnporesa” ¢ yyactiuka ,, Memumar” EOOJL;

- 3a 0bocodena nosunms XIV “Kantonn u cetose 3a EKK” ¢ yyactuuka ,,Megumar” EQO/I;

- 3a 0bocodena nosunmus XV “ChaoB TypHuKeT” ¢ yyacTHHKA ,,Mequmar” EOOX;

- 32 0bocodena nosuims XIX “Karerpu ®oraptu” ¢ yyactiuka ,,Mexnmar” EOO/;

IX. Komucusra npejuiara Ha Bb37105KMTeNs [a IIPEKpaTH Ha npoLeaypara:

- Ha ocnosanue ‘ur. 110 an. 1 1. 1 ot 30I1 3a 060ocobenn mosurmu Ne | Oxcurenaropu, No
XI: Cppiedna kiaina npoTesa - KOHIIONT, ¢ oopMenn cuHycH Ha Valsalva, Ne XII: [lonuecrepen
cpioB may, Ne XIII: Ilierena nonmmecrepna s3amiatka 3a ChpIEUHO-CHIOBH pPEKOHCTpYKIUK, No
XVI: Bannoru 3a kourpanyicarop, Ne XVIII: Akcecoaps, u3nonssauu IIpYA XUPYpPrus Ha BeHure, No
XX: llpoayktu sa wimnuuma ymorpeba or monuterpaduyopoermien, Ne XXI: Kaben s3a
neiiemedikep u Ne XXI1I: KapoTuum msHTOBE W TUCTAIHU nepy3nOHHE KaTETPH.

Motusu: 3a obocobennTe no3uIMUU HE € OJAIeHa HUTO elHa odepra.

- na ocunonatme wi. 110 an. 1 1. 2 ot 3011 3a 06ocobena nmosumms Ne XVII: Enpyserku 3a
u3mepBade Ha AC|.

Morusn: llojaicnara ofepra ¢ HeNOAXOASIA — He OTIOBApA HA TEXHHUCCKUTE
CHeH(HUKALMKY ¥ Ha H3MCKBAHMSITA 33 U3ITBIHEHUE HA IIOPHYKATA.

- Ha ocHoBanue i 110 an. 1 1. 7 ot 30I1 3a 06ocobena noszumus N X: Cepneuna xianga
IPOTE3a - KOHIIONT, ¢ O1I0JIOrHYHA KITalTHa IPoTe3a.

Morusi: Odeprara, xosT0 OTroapst Ha NpeaBapHTENHO O6SBERMTE OT Bohajoxurens
YCIIOBHS, HaZBHINABA (PUHAHCOBHS pecype, KOWTO TOH MOXKe a OCHTYpH.

C rosa Komucusita 1IpHKIIOUH cBOsTa paboTa B 3aKOHOBHS CPOK, M3rOTBH AOKJAJ 3a
paborara cu n npepane Jloknaja, 3aeqHO ¢ NPOTOKONHTE M AOKyMEHTHTe Ha Boamovurens 3a
npousHacsine ¢ Pemennc no peja ta wi. 109 or 30I1.

Pemennsgra na KOMHCUSITA 05IXa B3eTH ¢ MHO3ZHHCTBO, HAMAaIIe H3pazeHHu ocodeHn
MHCHHSH OT WJICH Ma KOMHCUATA.
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IIPHITO’KEHHE Mo 1

EKCTIEPTHO CTAHOBHUIE
or
Komucus B cheTag, Kakro caeasa;

Ipexcenaren: a-p Leopru Myrados — sam. nupextop
Unerose:  Jlannena Bpaxkosa — omepanuonna cecrpa
Emunus [longesa - nepdysuonnct
Buonera I'eopruesa - cuetoBoguTen
Pamina Tylixosa — excriept o ofmecrneHu HOPBYKH

OTHOCHO OHIEHKA 32 KAYECTBOTO HA IPEIUIOIKEHHTE HHCTPYMEHTH H KOHCYMATUBH HA
YYACTHHHHUTE B HPOLEAYPA ¢ IPEAMET:
“HlocTaBka wa MICTPYMEHTH B KOHCYMATHEH 32 CHPACTHOCHAOBA XHPYPrus no
o6ocobern mozHuMK 3a epuoy ot 12 mecena®, oTkpuTa ¢ Pemrenne Ne VII-32-3/27.09.2016 .

Oxenxa 32 KauecTBOTO NA NPeAIONKEHHTE MeTHINTHCKY M3XeJTHA H KOHCYMATHBH RHa
YIACTHHLMTE, CHEJIACHO 00ABenaTa 0T BLINOKATENA METORHKA, Che CEAHITE KpuTepuu:

- [IpuAOMAMOCT FIa MEAMIMHCKATE M3REIHS {KOHCYMaTHBH), CHITACHO cnennpukaTa
Ha JEHHOCTUTE M BRINPHETHTE B DONHUUHUTS CTPYKTYp¥ Ha Bminoxurens uportoxond za zoBpa
KIEHMYHA TIPAKTHKA — 10 15 Toyxwy;

- ANanTHRHOCT HA MEIMIMHCKUTE H3CIUs (KOHCYMaTHBH) KBM HANMYHATA
MaTepUalHo-Texuuuecka Gasa — 10 5 Touky;

- HonoxuTtenen omwr ¢ npeoiaraHuTe MEAMIHHCKH nifiemas (KOHCYMaTHBH) B
BONHHYHATE CTPYKTYPH Ha BR3I0KHATENS — 10 20 TOMKE.



3a obocobena mosuuus IL. ,,Copaeunn kianuu NPOTE3H - MEXAHHYHH, ¢ MAPOJIUTHO HJIH
Kap0OHOBO NMOKPHTHE U IEBEH PHHT, pa3anyen ot Dacron”

o “Memumar® EQOJI - 40 Touku

Ouenka no Kpurepun 1: IlpaaexuMocT Ha MeIMIHHCKHATE H3aeus (KOHCYMATHBH),
CLIVIACHO cHeuH(UKaTa HA JefiHOCTATE W BBINPHETHTE B OGOJHMYHHTE CTPYKTYpH Ha
Br3noxuress npoTokoas 3a 500pa KAMHHYHA PAKTHKA — 15 Toukn

MoTuBH 32 HOCTABEHATA OLIEHKA:

[Ipennoxenure cepaeynn knanu Open Pivot Valve Standard ua npousBoauTen Medtronic
OTroBapAT Ha M3uCKBaHUATa Ha 3MU U Ha MUHUMAIHHTE 3aIBIDKUTEIIHE TEXHUYECKH W3UCKBaHMS,
nocoyenn B TexHuueckara creluuKanus OT JOKYMEHTAIMATA 3a yJacTue U ca BKIIOYEHH B
Cnmcbka Ha MeJUIUHCKUTE H3CTHs, npuiarady B 6onHU4YHaTa momort, kouto H30K e 3anana
M3BBH CTOHHOCTTA Ha KNUHUYHHUTE 1bTexu. OdepupanuTe MPOAYKTH ca:

- yCHJIeHa TpPOMOGOPE3UCTEHTHOCT

- OTJINYHA XEMOJMHAMHKA

- H3KJIIOUUTEIIHA JBJITOTPaHHOCT

- OTJIMYHA UMILIAHTA0MIHOCT

- U3KJIIOYMTEITHO ,,TUXa KJana*

Ouenka no Kpnrepuu 2: AqanTHBHOCT HA MeIHIHHCKUTE H3Aeaus (KOHCYMATHBM)
KbM HA/JIUYHATA MaTepHaHO-TeXHHYecKka 6a3a — 5 TOUKH

MoTHBH 32 MOCTABEHATA OLIEHKA:

OdepupanuTe NPOAYKTH ca HAITBIHO aanTHpaHu KbM MaTepHAIHO-TEXHHYecKa Oasa.
Knanaute mporesu ca chueranu Hal-mo0OpPOTO OT MEXAHHYHHTE TeXHOJOTHH IIpH KJIaIm|uTe U
OTrOBapAT Ha CENU(DHYHUTE 38 MECTONOJIOKEHHETO M3HCKBAHMSL

Ouenka no Kpurepuu 3: Ioaoxnrenen onuT ¢ NpeJIAraHUuTe MEeAUNMHCKH H3/Ie 1M
(xoHCyMaTHBH) B 60JJHHYHHTE CTPYKTYPH Ha Boinomurens — 20 Toaxn

MoTuBH 32 OCTABEHATA OIEHKA:

Crnenuanucrure B KapANOXHUPYpPrivHa KIHHUKA HA BonHmIa »J103eren” paGorar u no6pe
N03HABaT O(pepUpaHUTe NPOAYKTH. B3 OCHOBA HA 3HAHUATA U NpOQECHOHANIHMS OMHUT |
PAaKTHYECKOTO H3NOJNISBAHE HA roNisiMa 4YacT OT TAX M M3BBPLICHATE ONMTH M TECTOBE IIO
OTHOIICHHE Ha TAXHOTO Ka4€CTBO: H3II0JI3BaHK MAaTEPUATH 3a H3PAaGOTKa, 3PABHHA 1 HaEXKAHOCT,

CYHTaMe 4e OPEpUPAHUTE METULMHCKH U3IEIUS | KOHCYMAaTHBH OTrOBapsT B HaW-rojsiMa CTEIIEH
Ha U3UCKBAHUATA Ha Bb3nouTes.
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3a obocobena nozuuus I11. ,,Copaeunn KianHu NPoTe3n - GUOIOTHYHM, CHC CTEHT
© “Mepumar” EOOJ - 40 rouxnu

Onenxa no Kpurepuu 1: [Ipunoxuamoct Ha MeHUMHCKHTE W3AeTus (KOHCYMaTHBH),
CHIVIACHO cmenu(HKATA HA JCHHOCTHTE W BHL3NPHETHTE B DOHHYHHTE CTPYKTYPH Ha
Busaoxkuress npoTokon 3a 100pa KIHHHYHA NPAKTHKA — 15 Toukn

MoTHBH 32 OCTABEHATA OLCHKA:

[Ipemioxenure copaeunn knamu Carpentier-Edwards® PERIMOUNT® Pericardial
Bioprosthesis (aortic u mitral) wa mnpomssogutens Edwards Lifesciences OTrOBapsT Ha
usuckpanuaTa Ha 3MHW v Ha MMHHMaJHUTE 3aBIDKUTEITHA TEXHHYECKH M3HCKBAHMSA, IIOCOUECHH B
Texnwmyeckara cnenupukanus oT ZOKyMEHTAUMsTA 334 y4acTHe M ca BKIOYeHHW B CHHCHKA Ha
MEJULMHCKATE H3JeNus, npuiaranu B OonnuyHaTta nomort, kouto H30K me 3amama w3BbH
CTOMHOCTTA HA KIMHHYHHTE IbTeKH. OdepupanuTe NpoLyKTH ca:

Odepupanure npopykTH ca ¢ U3paGoOTEHH ¢ ONTUMAIIEH OAGOP Ha MATEPHaH, IPELH3HO
NPOEKTUPAHU ChC CBBPEMEHHHM IOXBAaTH M HOBATOPCKAa KOH(HIypamuss — HUCBK npodmin u
MUHUMAaJIHA U3aICHOCT HAa KOPOHAPHHUTE OTBOPH, KOMTO TapaHTHPAT Oe3NpEnsITCTBEHO IPOTHYAHE
Ha KPBBHHS IIOTOK IIPE3 CHPJICYHHTE ChIOBE.

Ouenka mo Kpurepun 2: AnanTuBHOCT HA MeIMIMHCKATE H3e/Hs (KOHCYMATHBMY)
KbM HAJIHYHATA MATEPHAJHO-TEXHHYECKA 0a3a — 5 TOYKH

MoTuBH 3a nocraBeHaTa OLEHKA:

Odepuparure NMpOAYKTH ca HANBIHO aJalTHPaHH KbM MaTepHATHO-TEXHHYecKa 0asa.
Kyanmuure npotesn ca Hai-706pOTO OT THKAHHM TEXHOJOTMM [PH KIAIMTE W OTrOBApsT HA
crienu(puIHATE 32 MECTONOIOKEHHETO U3UCKBAHMS.

Ouenka no Kpurepun 3: TlojioxkHTe/IeH ONUT ¢ NPeIATAHATE MEAWIHHCKH H3/1eJIUs
(xoncymaTnBH) B 60JTHHYHHTE CTPYKTYPH Ha Bh3aoxurens — 20 Touxm

MoTHBH 32 NOCTABEHATA OLEHKA:

Crenpanucrare B KapIMOXMpPYpruyHa KiIMHHKa Ha Bonununa ,,Jlozeden’ pabotst u nobpe
nosHasar O(pepupaHWTE NPONYKTH. BB3 OCHOBA Ha 3HAHMATA M NPOPECHOHANHHS ONUT M
NPaKTHYECKOTO H3MOJI3BAaHE HA TroJsAMa YacT OT TAX M HU3BBPUICHATE ONHTH M TECTOBE [0
OTHOIIEHHE HA TSAXHOTO Ka4eCTBO: U3IOJI3BAHU MaTEpHAIX 3a U3paboTKa, 3APaBUHA U HAXEKIHOCT,
cyHTaMe 4e OpepUpaHUTEe MEAMIMHCKY H3JENUs i KOHCYMAaTHBH OTIOBAPAT B HAM-TONSIMA CTENeH
Ha U3UCKBaHUATA Ha Bb3noxurens.
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3a obocobena mosuuus 1V. ,Punrose 3a Kianua pekoHCTPYKIEs (AHY/I0MIACTHKA) -
KJIACHYECKH MOJYTBHPAM H TBBP/AU, OTBOPEHH M 3aTBOPEHH

© “Memumar® EOO/I - 40 Touxkn

Ounenxa no Kpurepuu 1: [IpuiosxumMocT Ha MEIHIMHCKATE H3eIus (KOHCYMATHBH),
CBIJIACHO crnenuduxara HA JIeHHOCTHTEe H BBL3NPHETHTE B OOJHHYHHMTE CTPYKTYpPH Ha
Bb3J10kuTeIsi MPOTOKOJIM 32 100pa KIIMHAYHA NPAKTHKA — 15 Touku

MoTHBH 32 OCTABEHATA OLEHKA:

[penoxenute purrose 3a wianHa pekoHCTpykuus CARPENTIER-Edwards Classic®
Annuloplasty Ring, (mitral / triscupid) u CARPENTIER-Edwards Physio® Annuloplasty System
Ha npoussojuTens Edwards Lifesciences otrosapsaT Ha usucksanusTa Ha 3MU ¥ Ha MEHHMATHUTE
3Q/Ib/DKUTETHA TEXHHYECKH H3WCKBaHMA, IOCOYEeHH B TexHudeckara crnenudukanyus oT
JAOKYMEHTAIUATA 32 yYacTHe U ca BKIoYeHH B CHUChbKa Ha MEUIMHCKUTE W3/ICIIMs, IPUIATdHY B
Oonnuunara momory, kouto H3OK me s3amiama W3BBbH CTOWHOCTTA HA KIMHHUYHHUTE IIbTEKH.
OdepupanuTe IPoAyKTH OCUTIypsBaT 3ApAaBUHA ¥ TPAHHOCT, YJIECHSIBAT BPACTBAHETO HAa THKAHTA W
HaMassiBaT JI0 MUHUMYM PHCKa OT JIEXHUCIEHIIMS.

Ouenka o Kpurepun 2: AganTHBHOCT Ha MeIMUMHCKHTE H3XeNUs (KOHCYMATHBH)
KBbM HA/JIHYHATA MATEPHAHO-TeXHHYecKa 0a3a — 5 TOUKH

MoTHBH 32 NOCTABEHATA Ol[€HKA:

OdepupanuTe NpoIyKTH ca HAITBIHO aJalTHPAHKM KbM MaTepHAHO-TEXHUYecKa 6asa.

Onenxa no Kpurepun 3: Ilosio:kuTe/ien onuT ¢ NpejiaraiuTe MeJHIHHCKH H3XEJIAA
(konecymaTHBH) B 00JHHYHHTE CTPYKTYpH HA Bu3aoxurens — 20 Touxu

MoTHBH 32 NOCTABEHATA OLEHKA:

Crenuanucture B KapiHOXUpypruvia KiuHuka Ha Bonnuna ,JIosenen® paGorar u no6pe
mosHaBar odepupanute npoaykTu. BB3 ocHOBa Ha 3HaHMATA M NPOPECHOHANHHS OMUT U
OPaKTHYECKOTO M3IION3BaHE HAa TrojiiMa 4YacT OT TIX M M3BBHPIICHUTE OIMTH U TECTOBE II0
OTHOIICHHE HA TAXHOTO KAYeCTBO: U3MOJI3BAHN MaTePHAIM 32 U3paboTKa, 3/ipaBUHA ¥ HANEXKIHOCT,
cyutame 4e odepupannTe MEIHIMHCKH H3JEIUs U KOHCYMaTHBH OTrOBApAT B HAM-ToNsAMA CTEIeH
Ha U3HCKBaHUATA Ha Bu3noxuresis.
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3a o0ocobena mosuuus V. ,,Punrose 3a kianna PEKOHCTPYKIHA (aHyJIOMIacTUKA) - ¢ 3D
dbopma, no3sossBaIma JBUKEHHE HA PA3IHYHATE YACTH HA npbeTena“

° “Megumar® EOOJ - 40 Toukxu

Ouenka no Kpurepun 1: IIprioxumMocT Ha MeIHIUHCKATE W3/1eIHsI (xoHCYMaTHBH),
ChIVIACHO cHenHpUKATAa Ha NeifiHOCTHTE M BBL3NPHETHTE B OONHHYHHATE CTPYKTYPH Ha
Br3aoxurens nporokoan 3a 100pa KAMHHYHA NPAKTHKA — 15 TOUKH

MoTHBH 32 0CTABEHATA OIlEHKA:

IpevioxenuTe punrose 3a knanna pexoncrpykuust CARPENTIER-Edwards Physio [I™
Annuloplasty System u Edwards® MC3 Tricuspid Annuloplasty Ring Ha npousBojurens Edwards
Lifesciences otrosapsT Ha u3uckBanuaTa Ha 3SMU U Ha MEHHMATHATE 38,15 DKATEHN TEXHUYECKH
H3HUCKBAHWS, TOCOYCHH B TexHuuecKkara Crenu(UKamis OT JOKYMEHTAIMATA 3a yyacTde H ca
BKo4eny B Cruchka Ha MEAMIMHCKUTE M3JIENMsl, IPUIATAHU B GONHHYHATA MOMOII, KOHTO
H3O0K e 3anaina u3sBbH CTOMHOCTTA HA KIMHUYHUTE THTEKH. Odepupanure npoaykTH ca JiecH:
32 HMIUIAHTAPAHe, BKIIOYMTENHO YIPaBICHHETO HA WIEBOBETE, MOCTABSIHETO HA NPBCTEHA W
OILIEHSBAHETO Ha BH3CTaHOBIABAHETO.

Ouenxa mo Kpurepun 2: AXanTUBHOCT Ha MeAMIIHHCKATE H3Xe/Us (xoHCcyMaTHBH)
KbM HAIHYHATA MaTepHaHo-TeXHHYecKa 0a3a — 5 Toukn

MoTHBH 32 NOCTABEHATA OLICHKA:

Odepupanute NpoyKTH ca HAIBIHO AN THPAHA KbM MarepHallHO-TeXHuYecka 6aza.

Onenxa o Kpurepnu 3: IlosoxuTelen onuT ¢ MpeAIaranuTe MeAMITHHCKH W36 1S
(xoHCyMaTHBM) B 00JHMYHATE CTPYKTYpHU Ha Buinoxkurens — 20 Touxu

MoTuBH 32 NOCTABEHATA OLEHKA:

Crenuanucrure B KapIHOXHPYprivHa KJIMHKMKa Ha Bonmuna , Jlosenen™ pabotsaT u nobpe
IO3HABAT O(epHpaHHTe NpPOAYKTH. BB3 OCHOBA HA 3HAHUATA H NpO(ECHOHANHHS OMUT U
[IPAKTHYCCKOTO H3IIOJI3BAHE HA IOJMIIMa YacT OT TAX M H3BBPINEHHTE ONUTH M TECTOBE 10
OTHOIICHHE Ha TAXHOTO KAYECTBO: M3NOI3BAHE MAaTEpPHANH 3a M3pabOTKa, 3APABUHA H HAJEKIHOCT,
cuHTaMe Y€ OepUpaHHTE MEAHIUHCKY M3EIUs H KOHCYMAaTHBH OTrOBapsAT B Hal-roJjisiMa CTEneH
Ha U3UCKBaHKATa Ha Bb3toxures.
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3a o6ocobena no3umus VI. ,,Chaosa nporesa 3a rppaHa a0pTa - ¢ KOJIAreHOBO MOKPUTHE
e “Megumar® EOOJI - 40 Touxnu

Ouenka no Kpurepun 1: IpriiokumMocT Ha MeIHIMHCKHTE W3/1e/ s (xoHCymMaTHBH),
CLIIACHO cmelmupuKkaTa HA JeHHOCTHTe W Bb3NPHETHTE B OOJHHYHHTE CTPYKTYpPH Ha
Br3ioxurens npoTokosn 3a 106pa KIMHAYHA NPAKTHKA — 15 Toukn

MoTuBH 32 IIOCTaBEHATA OLEHKA:

Ilpennoxennre cwnoBn mporesn 3a rpeama aopra AlboGraft™ Vascular Graft ua
npomssozurenst Le Maitre Vascular orroBapsr Ha wsmckBaumsta Ha 3MU ¥ Ha MUHHMAIHHTE
3aIBIDKATCIHA  TEXHUYECKH HM3HCKBaHMS, InocoueHW B TexHudeckara chenupuKamus OT
AOKyMCHTAIMATA 33 y4acTHE U Ca BKIIIOYEeHH B CIMCHKA HA MEIMIMHCKHATE W3/IE/IHs, IPUIIATAHH B
Oomiuynara nomouy, kouro H30K mie 3amnama W3BBH CTOMHOCTTA HA KIMHHYHHTE ITBTEKH.
O¢eprpanute npoaykTy ca ¢ JBOEH Belyp, MMIPETHHPAHH Ca C KONATEGH C BHCOKA CTENEH Ha
MPEYHCTEHOCT, HaMaJICHa MPOITYCKIMBOCT U Ca C OTJIHYHA BE3MOIKHOCT 34 3aIHBaHE.

Ouenxa no Kpurepnn 2: AZanTHBHOCT HA MeIHIMHCKHTE 3¢/ M5 (xoHCYMaTHBHM)
KBbM HAIMYHATA MATEPHAHO-TEXHHYecKa 0a3a — 5 Touku

MoTHBM 32 OCTABEHATA OLEHKA:

Odepupanure NPOIyKTH ca HABIIHO ANANTHPAHH KBM MaTepHaIHO-TeXHHYecKa 6asa.

Onenxa no Kpurepun 3: IlotoxuTe/ en ONAT ¢ PeAIAraHATe MeAHIHICKH H3C/THs
(xoncymaTHBH) B G0THHYHATE CTPYKTYpH Ha Boiaoxurens — 20 Toukxu

MoTuBH 32 ocTaBeHATA OlIEHKA:

Crenypanvuctute B KapIMOXUPYPrUYHA KIMHAKA Ha Bonuuna , Jlosenen™ paboTaT u nobpe
no3HaBaT oQepupaHHTE MPOAYKTH. BB3 OCHOBA HA 3HAHMATA U NPO(YECHOHANHUS ONUT H
[IPaKTHYECKOTO H3II0JI3BAHE HA TOJisIMA 4YacT OT TAX W H3BBPIICHUTE OMUTH M TECTOBE II0
OTHOIICHHE Ha TAXHOTO KAYECTBO: U3MONI3BAHN MATEPHANIH 33 M3PaGOTKa, 3PABUHA H HALEXK/HOCT,
cuMTaMe Y€ odepupaHuTe MEIUIUHCKH U3IETUS ¥ KOHCYMATHBH OTroBapsT B Hali-roisMa cremnen
Ha U3UCKBaHHuATa Ha Bb3noxurens.
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3a obocobena mosummsa VIIL ,,CnaoBa nporesa 3a KOpeMHa A0PTa U JUCTAJHH ChI0BE -
JAKPOHOBH CHJOBH MPOTE3H € MOKPHTHE OT KOJIATeH MJIH KEeJATHH - IpaBH*

® “Menumar® EOO/L - 40 Touxku

Ouenka no Kpurepuu 1: IIpunoxumocT Ha MeIMUMHCKHTE H3/4eads (KOHCYMATHBH),
ChIVIACHO cmenupuKaTa Ha JAeliHOCTHTE ¥ BBL3NpPUETHTE B GOJMHHYHHUTE CTPYKTYpPH Ha
Bn3noxkute/s NPpOTOKOJM 32 Jo0pa KIMHHYHA NPAKTHKA — 15 Touku

MoTHBH 3a IOCTABEHATA OLEHKA:

[IpeuiocxxenuTe CHAOBH NMPOTE3W 3a KOpPEMHa aopTa M JaucTanHu chrose AlboGraft™
Vascular Graft ma npoussoautens Le Maitre Vascular otrosapsaT Ha usucksanusra Ha 3MU u Ha
MUHUMAaIHUTE 3ab/DKATCIIHE TEXHUYECKH M3UCKBAHUM, IOCOYCHH B TexHUYecKaTa cruelupuKaIys
OT JOKYMEHTalHATa 3a ydyacTHe M ca BKIOYeHH B Cnucbka Ha MEIUIMHCKHTE W3JICINS,
npunaragu B 6onuuunaTta nomouy, kouro H30K me 3arutama u3BbH CTOHHOCTTAa Ha KIMHHYHUTE
nbTekn. OdepupaHuTe MPOJYKTH ca ¢ ABOSH BeJIyp, HMIIPErHHPaHH ca ¢ KOJIareH ¢ BUCOKA CTEIEH
Ha MPEYHCTEHOCT, HaMalleHa POIYCKJIMBOCT U €A C OTJIMYHA BH3MOXKHOCT 32 3alllHBaHe.

Onenxa no Kpurepuu 2: ARanTHBHOCT Ha MEAHIMHCKHTE H3Aeaus (KOHCYMATHBN)
KBbM HAIMYHATA MaTepHaHO-TeXHu4YecKka 0a3za — S TouKkH
MoTHBH 32 IOCTABEHATA OLlEHKA:

OdepupanuTte DPOAYKTH ca HA'BJIHO aJaliTUPaHH KbM MaTepHaIHO-TeXHUYecka Dasa.

Ouenka no Kpurepuu 3: Ilonoxkureed ONMUT ¢ NPEAIATAHUTE METHIUHCKH HW3/(€JIMsI
(xoHcyMaTHBH) B DOJITHHYHUTE CTPYKTYPH Ha Bu3noxurens — 20 Touxu

MoTuBH} 32 OCTABEHATA OLIEHKA:

Cnenmanucture B KapAMOXUPYPrUYHa KIMHKMKA Ha bonnuna ,JIosenen™ paborst u mobpe
no3Hasatr odepupanure NpoayKTH. BB3 ocHOBa Ha 3HaHUSATA U NPOYECHOHATHHS OIUT U
NPaKTHYECKOTO H3MOJI3BaHE Ha rojsMa 4acT OT TAX W H3BBPLICHUTE ONUTH M TECTOBE I10
OTHOILEHUE Ha TAXHOTO KA4eCTBO: U3IIOJI3BaHU MaTepUaiI 3a U3paboTKa, 34paBHHA U HAJIEHKIHOCT,

cuuTaMe ue 0(pepHpaHHTe MEAUITHHCKH H3JCIIHA H KOHCYMAaTHBH OTIOBApAT B HaW-roasMa crerneH
Ha M3UCKBAHHUATA Ha Bb3noKuTEINs.
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3a obocobena mosunus VIIL ,, ChaoBu nporesu - 6udypKaHOHHH, JAKPOHOBH ChAOBH
NPOTE3H ¢ MOKPHTHE OT KOJIATeH HJIH KeJIaTHH

° “Mepumar” EOOJ{ - 40 Touku

Ouenka no Kpurepun 1: [IpaaoxknamocT Ha MeHLMHCKATE H3JeIus (KOHCYMATHBH),
chrilacHo cneunndukara ma AeHOCTHTE M BBL3NPHETHTE B OOJIHHYHMTE CTPYKTYpH Ha
Bb3sioxuTesisi IPOTOKOIM 32 100pa KINHUYHA NPAKTHKA — 15 TouKkH

MoTHBH 32 NMOCTABEHATA OLEHKA:

[Ipepnioxenure cpjoBU mpore3u - Oudypkammonnum AlboGrafi™ Vascular Graft ma
npoussonutesss Le Maitre Vascular otroBapar Ha usuckBanusTa Ha 3MW u Ha MHHUMAJIHWUTE
3ab/DKHTENIHA TEXHAYECKH W3MCKBAHMsA, TOCOYeHM B TexHuueckara crenu(uKkands oT
AoKyMeHTauusTa 3a y4yactue. OdepupanuTe NpPOLYKTH ca OT BHCOKO KAa4eCTBEHHM MATEpHANM —
JIBOEH BEJIyp ¥ MMIIPErHUPAHM C KOJIATeH M BHCOKA CTEIEH Ha MpedyrcTeHocT. UMaT H3KIIOYUTEHO
YIUTbHEHHUE ¥ € PEHTIeHONO3UTHBEH 3a BU3yalu3HpaHe BT Ha Oaiinaca upe3 peHTre .

Ouenka no Kpurepun 2: AJanTHBHOCT Ha MeINIHHCKATE H3AeNus (KOHCYMATHBH)
KbM HAJHYHATA MaTepHaHO-TeXHHYecKa 6a3a — 5 TouKM

MoTuBH 32 NOCTABEHATA OIlEHKA:

Odepupannre NPOIYKTH ca HAITBIIHO aJalTHPAHH KbM MaTepHaIHO-TeXHHYecka 6a3a.

Ounenka no Kpurepuu 3: IlosoxkuTe/ieH ONUT ¢ NpeJIaraHATe MeAUIMHCKH H31C/IHA
(xoHcymMaTHBH) B OOJNHHYHUTE CTPYKTYPH Ha Bu3noxurenst — 20 Touxku

MoTHBHY 32 IOCTABEHATA OEHKA:

CrenumanucTure Mo ChpJeYHa M CbAOBa XUpyprus Ha bosnnumna ,Jlosenen™ paGotsar u
no0pe no3HaBaT od)epUpaHUTE NMPOAYKTH. BB3 OCHOBA Ha 3HAHUNATA W MPOYECUOHATIHHS OMMUT U
IIPaKTHYECKOTO M3INOJ3BAaHE Ha ToJiiMa 4YacT OT TAX M U3BHPIICHHTE ONMTH M TECTOBE IO
OTHOIIEHHE HA TAXHOTO Ka4YeCTBO: M3I10JI3BaHU MaTepHalyi 3a u3paboTKa, 3ApaBHHA U HAAECKIHOCT,
cuuTame ye o)epHpaHHTe MEJUIIMHCKH W3/ W KOHCYMATHBH OTrOBapsT B HAW-TONAMa CTENeH
Ha W3MCKBaHUATA Ha Bb3noXkuTens.
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3a obocobena nosunus IX. ,,ChpaeyHa KiIanHa NpoTe3a - KOHIIOHT, ¢ MEXAHHYHA KJIANHA
nporeza“

o “Meaumar* EQOJI - 40 Touxu

Ouenxa no Kpurepun 1: IpuioxuMocT Ha MeJHIHHCKATE W31 Ius (xoHCYMATHBH),
CBIVIACHO CcTeM(UKATA HA JEHHOCTHTE W BLINPHETHTEe B GOJHHYHHTE CTPYKTYPH Ha
Bb3/10KHTE/Ns NPOTOKOJIH 32 100pa KIMHHYHA NPAKTHKA — 15 TouKn

MoTHBH 32 HOCTaBEHATA OLEHKA:

[pemnoxenure xnanno-aoprau konmonrn Medtronic OP Graft ATS Open Pivot Aortic
Valved Graft ma npomssoaurens Medtronic oTroBapsT Ha wu3ucksammsTa Ha 3MU u Ha
MHHUMATHHTE 3aIb/DKUTEIIHA TEXHUYCCKH H3UCKBaHus, locoueny B TexHuyeckara crienuduxars
OT JOKyMeHTanuaTa 3a ydacrue. Oepupanute NpoayKTH ca OT BUCOKO KAYECTBEHH MaTEPHAIM —
KapOOH U YCUJIEH TUTAHUYM 3a ABITOTpaiiHa ynoTpeba, MOKPHT C ThKAH JABOEH Benyp. Ocurypsisar
HHCKO HUBO Ha XEMOJIH3a ¥ TPOMOOEMOOINYHU YCIOKHEHHUS B HE Ce HYXKAAIT OT PeUMILIAHTAIMS.

Ouenxa no Kpurepuu 2: AanTuBHOCT Ha MeAMIHHCKHUTE W3/1e1HsT (xoHCYyMaTHBH)
KbM HAJUYHATA MATEPHAHO-TEXHHYeCKa 0a3za — 5 Touxku

MoTHBH 32 IOCTABEHATA OL[EHKA:

OdepuparnTte NpOyKTH Ca HAIBIHO aJANTHPAHH KM MaTEPHATHO-TEXHUYECKa 6a3a.

Ouenxa no Kpurepunn 3: Iot0kuTesien onuT ¢ NpeIaraHuTe MeAUMHCKH H3/1e/ s
(xoHCcymMaTHBH) B 60JHHYHHTE CTPYKTYPH Ha Bob3noxurens — 20 Touxn

MoTuBH 32 mocTaBeHAaTa OLEHKA:

Crnenuanicrure B KapAMOXUPYPrUYHA KIMHYMKA Ha Bonnuna . Jlozener padoTtaT u nobpe
NO3HaBaT OQepHpaHHuTe TpPOJAYKTH. BB3 OCHOBA HA 3HAHUATA W IpOQECHOHATHHUS ONHUT |
MPAKTHIECKOTO M3NOI3BAHE HA TOJNIMA 9acT OT TAX W WU3BBPIICHUTE OIHMTH M TECTOBE IO
OTHONICHHE HA TAXHOTO KAYECTBO: M3MOJI3BAHU MATEPHAIH 32 H3PabOTKa, 3APABHHA M HALEKJHOCT,
cauTame Ye o(epupaHuTe MEMIMHCKE H3JEHs ¥ KOHCYMATUBH OTIOBAPST B HAH-ro/sSMa CTEIeH
Ha M3MCKBaHUATA Ha Bh3noxurens.
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3a oGocobena nozmmusn X. »Chbpeyna KianHa NnpoTe3a - KOHJIOHT, ¢ OHOJOrHYHA KIamua
npoteza‘

o “Mepumar® EQOJI - 30 Touku

Ouenka no Kpurepuu 1: IIpuiiokumMocT Ha MeIHUMHCKATE W3/ HsI (xoHcymMaTHRH),
CbINIACHO cneuuduKaTa Ha JeHHOCTHTE W BBLINPHETATE B GOMHHYHHTE CTPYKTYPH Ha
Bo3nomurens nporoxosnn 3a 106pa KIHHAYHA NPAKTHKA — 15 Touxn

MoTtuBH 32 moCTABEHATA OLICHKA:

IIpennoxenure xnamHo-aopTHM KoHmouTH Hancock BVC Hancock II Low-Porosity
Valved Conduit ma npowssomurens Medtronic oTroBapsT Ha wu3kckBammsita ma 3MH u ma
MUHUMAIHUTE 33/(bJDKHTE)IHN TEXHHYECKH H3HCKBAHKA, MOCcOYeHH B Texuudeckara crienupukarus
OT IOKyMCHTaMATa 38 yqactue. JIuicara Ha CTEHT ONTUMHU3HPA CHOTHOUIEHHETO MEX/Y BHHIIHHSA
AUAMETBD Ha KOHMIIOWTA W BBTPEIIHMS pasMep Ha Kiamata. [IoJCHiBallks BBHIIEH PUHT Ha
KOHIIONTa Ha HUBOTO HA KIANHMS ITPBCTEH 3anasBa BBH3MOXKHOCTTA 3a J06pa KoakTamus Ha
IJIaTHATA | 1103BOJISIBA PEHTICHOB KOHTPOIL.

Ouenka no Kpurepun 2: AfanTHBHOCT HA MEXHIMHCKATE W3/e/IHS (xoncymaTuBm)
KbM HAJIHYHATA MaTepHaHO-TeXHU4YecKa 0232 — 5 TOYKH

MoTuBu 3a mocTaBeHAaTa ONEHKA:

OdepupanuTe NPOAYKTH ca HAITBIIHO ANANTHPAHU KbM MaTEPUATHO-TEXHHUECKA Gaza.

Onenxa no Kpurepun 3: IosoxuTenen onut ¢ npeaIaranuTe MeANUMHCKH H3/Ie/ U5
(koHcyMaTHBH) B GOJIHHYHNUTE CTPYKTYpH Ha Bh3ioxures — 10 Toukn

MoTnBH 3a mocTaBeHaTa ONEHKA:

CrenmanucTure B OTACICHUE [0 KapAUXUPYprus Ha Bonmuua ,,JIoseHen® He ca paboTuiu
¢ oepupaHuTE KIANHO-A0PTHH KOHIIOWTH. Bb3 0CHOBA IPHIOKEHUTE OIHCaHMs, CepTU(DUKATH U
Karajo3u Ha odepupaHHs KOHIIOWT CHELMANMCTHTE Ce 3alo3Haxa C XapaKTEPUCTUKHUTE MY,
Ka4eCTBOTO HA M3IOJI3BAHU MaTepyaiy 3a u3paboTKa, 3[[paBUHA M HALEKIHOCT U Bb3MOYKHOCTHTE

3a NPaKTHIECKOTO My u3noisBane. OQEepUPaHHAT MPOIYKT OTroBapsi Ha U3UCKBaHHUAITA Ha
Brsnoxurens.
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3a o6ocobena mosuuus XIV. ,,Kanionu u cerose 3a EKK*
@ “Mepumar® EOOJI - 40 Touxu

Onenxa mo Kpurepun 1: IlpuaoxumocT Ha MeAHIUHCKUTE H3AeaAHs (KOHCYMATHBM),
chriiacHo cnenupuKaTa Ha AelHOCTHTE W BB3NpPHETHTEe B 00NHHYHMTE CTPYKTYPH Ha
Bo3/10KuTENs MPOTOKO/IN 32 100pa KAMHUYHA MPAKTHKA — 15 Toukm

MoTuBHM 32 IOCTABEHATA OllEHKA:

[peuiokennte Kanromu u ceroBe 3a EKK ma Edwards Lifesciences orrosapsar na
usrcKkBanusiTa Ha SMU 1 Ha MAHMMAIHUTE 3aQB/DKUTEIHE TEXHHYECKH M3HCKBAHMS, IOCOYEHH B
Texuuueckara cnenuduKamyus OT JOKyMmeHTauusTa 3a ydactue. Odepupanute NpoAyKTH ca ¢
CHEIMANHO pa3paboTeH aBTOMAaTUYHO JWJIaTHpall HakpalHHK, UEeHTpalHa OpHEeHTAls,
[peABUICHA /Ia HaMaJIIBaT CTPYsTa KbM CT€HaTa Ha aopTaTa.

Ouenxa no Kpurepuu 2: AZanTUBHOCT HA MEJHIMHCKHTE W3Aeausl (KOHCYMATHBH)
KbM HAJIHYHATA MAaTepHAHO-TeXHu4ecka 6asza — 5 Touku
MoOTHBH 32 NOCTABEHATA OIEHKA:

O¢epupannTe IPOJLYKTH Ca HAITBIHO 3lanTUpPaHu KbM MaTepraiHO-TeXHUYeCKa Oasa.

Ouenxa no Kpurepuu 3: [losiokurenen onMUT ¢ nNpejiaraHuTe MeJUIMHCKH W3{CTHA
(xoHCYyMaTHBH) B DOJHUYHUTE CTPYKTYPH Ha Brinoxurens — 20 Touxku

MoTHBH 32 IOCTABEHATA OLICHKA:

CrnenuanicTuTe B KapAHOXUPYPrudHa KivHuka Ha bomruna ,,Jlozenen™ paborsat u nobpe
no3Hapar odepupaHuTe NPOAYKTH. BB3 OCHOBa Ha 3HaHUSATA U NPODECHOHATHHS OIHT H
NPaKTUYECKOTO HW3IOJI3BaHe HA TOJisIMAa 4YacT OT TAX M H3BBPIICHUTE ONUTH H TECTOBE IO
OTHOIIIEHHE HA TAXHOTO KAYECTBO: U3IIOJI3BAHU MaTepraly 3a u3paboTka, 3/ipaBUHA U HAIEKIHOCT,

cuuTame ye odepupaHuTe MEIUIMHCKYA U3NEIHUS U KOHCYMAaTHBH OTroBapsT B Hal-rojisiMa CTeneH
Ha U3MCKBaHUATA HA BB3M0XKUTENS.
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3a o6ocobena nosumus XV. ,,Cbaos TYPHHKeT*
° “Memumar” EOOJL - 40 Touku

Onenka no Kpurepun 1: IpnaoxnamMoct Ha MeTHIMHCKHTE H3Jens (KOHCYMATHBH),
CHIVIACHO CHeNHOHKATA Ha AeHHOCTHTE W BBLINPHETHTE B OONHAYHHTE CTPYKTYPH Ha
Bu3soxurens nporoxosnu 3a 1o6pa KaaHuIHA NpaKkTHKA — 15 Toukn

MoTuBu 32 nocTaBeHaTa OlEHKA:

[Ipennoxenure chIoBE TypHHKeTH Vascular Tourniquet wa npomssomurens Edwards
Lifesciences otrosapsT Ha usncksanusTa Ha SMU u Ha MEHAMATHITE 3aIB/DKUTENHE TEXHUYECKH
M3HCKBAHUd, NOCOYEHH B TexHuueckara crmenmmmkanys OT JOKyMeHTauusTa 3a y4acTue.
OdepripannTe mpoxyKTH MOTaT ja ce W3MON3BAT 32 CHIOBA OKJIy3Hsl, 3aXBalllaHe Ha KaTeTbp W
(puKcHpane Ha KECHEH IIeB B KApAMOXHPYPrUATa U CHIOBATA XHPYPTHsL.

Ouenka no Kpurepun 2: ATanTHBHOCT HA MeIHIMHCKATE u3aensa (KOHCYMATHBH)
KbM HAJIMYHATA MATEPHAHO-TeXHUYecKa 0a3a — 5 ToOUKH

MoTHBH 32 MOCTABEHATA OLEHKA:

OdeprpanuTe NIPOAYKTH ca HAIIBIHO aJanTHPaHu KbM MaTepHalIHO-TeXHU4ecKa 6a3a.

Onenxa mo Kpurepnu 3: Ionoxurenen onur ¢ npeaaaranure MEXUIHHCKHA H3/(e/IHs
(koHCYMaTHBM) B G0/IHHUHHTE CTPYKTYPH Ha Buasoxurens — 20 TouxH

MoTHBH 32 NOCTABEHATA OLCHKA:

CrenuanicTuTe M0 CHPAEYHA U CHIOBA xupyprus Ha bommuna ,Jlozenen paGorsr u
nobpe nosuasar oepupanuTe MPOAYKTH. Bb3 OCHOBA HAa 3HAHMSTA H NPOQECHOHAIHUS ONUT U
MPaKTHYCCKOTO M3IIOJI3BAHE HA TONAMA YacT OT TAX M M3BbPHIEHHTE ONUTH M TECTOBE IO
OTHOLICHHE HA TAXHOTO Ka4eCTBO: U3NOJI3BAHH MATEPUANY 3a H3PabOTKa, 3PABHHA U HA/EHKHOCT,
CYMTaMe 4e OepHpaHHTE METUIMHCKH H3/IEHs ¥ KOHCYMATHBH OTroBapsT B Hal-rojisiMa CTereH
Ha M3UCKBaHUATA HAa Bb3noxurens.
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3a obocobena nosumust XIX. ,,Karerpn ®orapru®
® »PCP” EOOJI - 30 Toukn

Ouenka no Kpurepun 1: Ilpuiokamocet Ha MeAMIMHCKATE W3NS (xoHcymaTuBm),
CBIVIACHO cmenuduikaTa ua ACHHOCTHTE M BB3NpUETHTE B OOJHHYHHTE CTPYKTYPH HAa
Bu3noxurens uporoxoem 3a [o0pa KIMHUYHA HPAKTHKA — 15 ToukH

MoTusu 3a 1nocraBeHaTa oUeHKA:

[peyutoxennre xarcrpu @orapru Embolectomy Catheter na npoussomureis Dahlhausen
OTrOBApAT Ha M3MCKBanuATa Ha MU 1 Ha MUHHUMATHHTE 3aIB/DKATENIHY TEXHUYECKY H3HCKBAHMS,
mocoyeHn B Texumucckara crenuMuKanus OT NOKYMEHTAMSTA 33 ydYacTHe. Odepupanure
MPOAYKTH €A JIBYJIYMCHH, CHIIMKOHOBH, OMOCHBMECTUMM, HE CE HIOBNHUSABAT OT TeMIEpaTypara Ha
TAJIOTO H Ca € BOJIAYM OT HEPhX/lacMa CTOMaHa.

Ounenxa no Kpurepuu 2: AanruBHOCT Ha MEAMIHHCKHATE H3/ICIHS (koncymaTHBH)
KBbM HAIMYHATA MATCPHAHO-TEXHHYecKa 0a3a — 5 Toyxn

MOTHBH 34 nocrasenara oueHKa:

Odepupannte npojtyKru ca Ha'biHO alalTHPAHU KbM MaTepHAJIHO-TeXHUYecka 6asa.

Ouenxa o Kpurepun 3: TlosioxuTe/ieH ONMT ¢ NPe/UIATARATE MeANIMHCKH W3/{eIHsI
(xoncymarnsn) B 6omyannTe CTPYKTYpH Ha Bu3joxurenn — 10 Touxn

MoTHBH 32 HHOCTABCHATA OLIEHKA:

Crnenuanucrure 10 chioBa Xupyprus Ha bBomnuna ,Jlozewen™ He ca pabotmwim ¢
odepupannte NpopykTH. B13 OCHOBA NPHIOKEHHTE ONMCAaHUs, CepTU(GUKATH M KATAIO3M HA
oepupaHuTe HPOAYKTH CICHHAIMCTHTE CC 3al03HAXA C XAPAKTCPUCTHKUTE UM, KAUECTBOTO HA
M3IIOJNI3BAHK  MaTCpUaM  3a  u3paboTKa, 3ApaBHHA U HANEKJHOCT M BL3MOXKHOCTHTE 32
MPaKTUYECKOTO WM msnonssane. OQepupaHMsT NPOAYKT OTroBaps Ha W3HCKBAHUATA HA
Br3noxwurens.
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3a obocodena nosunus XIX. ,,Karerpu ®orapru*
° “Mepumar® KOO/ - 40 Toukxu

Onenka no Kpurepun 1: Hpuaoxuamocr Ha MeqHUHICKHTe W3/1est (xoncymatTunm),
CLIVIACHO cnenupuKaTa nHa JACHiHOCTHTE W BBINPHETHTE B OOMNHYHATE CTPYKTYpH Ha
Bo3sioxuresst nporoxon 3a 1o6pa KIMau4Ha NPAaKTHKA — 15 Touku

MoTusu 3a HOCTABCHATA OLCHIKA:

[Ipemnoxennre Karerpu ®orapru na Edwards Lifescience OTroBapsT HA H3UCKBAHUATA HA
3MU ¥ Ha MUUMMAJIINTE 34/(bJDKUTEIHM TEXHUYCCKH H3MCKBAHMS, 1IOCOYCHH B Texuunueckara
cnenuduKanas or JJoKymMenTanssTa 3a yuactue. Odepupanure NpoOAyKTH ca (uekcubmimu, 6up30
OTCTPAHABAT TPOMOMTC, IPCIM3HO CE MAHHITYIIHPA C TAX, UMAT MHOTO(YHKIMOHATCH TU3aitH.

Ouenxa no Kpurepnu 2: AJauTHBHOCT HA MEAUIMICKATE H3/1C/THS (xoHCcyMaTHBH)
KbM HATHYHATA MaATCpHANIO-TeXHnYecKa 6a3a — 5 Touku

MoTuBy 32 nHocTaBenaTa oneHKa:

Odepupaniic 1pojyKTH ca HAILIHO afaNTHPAHA KbM MaTepHAIHO-TEXHAYECKa Oasa.

Onenka no Kpurepuu 3: Ilonoxurenen ouur ¢ NPCIATAHUTE MCAHITHHCKH H3MC/THA
(koncymarupu) B Go/imIMHITE CTPYKTYPH Ha Buisoxkurens — 20 Toukn

MoTugn 334 nHocraBenaTa oneHKa:

Crnenmaymerure 110 ¢obpaeuna M ChJoBa Xupyprust va bonnuua ,Jlozenen™ paGorsr wu
nobpe nosnasar ohepupannTe HpoAyKTH. Bb3 OCHOBA HA 3HAHUSTA W NpoQ)eCUOHAIIHHUS OUT U
[IPaKTHYECKOTO M3II0J3BalIC 14 TIOJisiMa YacT OT TAX M W3BbPUICHUTE OMNHTH H TECTOBE IO
OTHOLICHHC Ha TAXHOTO KQUCCTBO: U3MON3BAHH MaTEPUAIK 3a U3paboTKa, 3/ipaBUHA B HAIEKIHOCT.
CUMTaMe 9€¢ OCPUPALNTE MC/MIMICKH M3/ENUs U KOHCYMATHBHU OTTOBApST B Half-rojismMa crenen
Ha U3WCKBaHHsTa HA [3'[:3JIU)KL1'I'CJ15{.
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