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Msrotses B crovsercrsue ¢ wi 72 or 3011 323 paloTara Ha KOMMCHATa, HazgauyeHa 3a
HPOBCKAAHE Ha OTKPUTA HUPOLC/(YPA 38 BLIIArANe Ha 00IICCTReHA IOPBYKA ¢ IpenMer: “Hocrarka
Ha CHAOIPOTEIN M oCTeocuyTesnn epeiaerna”, oTkpuTa ¢ Peurenue Ne VII-15-2 ot 30.04.2015 1.

Ha 08.09.2015 1. ce HPOBLIIC 3aCeIANHETO HAa KOMHCHATA, HAHAYEHA ChC 3amosen VII-15-
10/27.05.2015 r. wa Bn3nomuress. 2a MPOBSKIAHE HA OTKPHTA IIPOLEXYpa 3a Bh3jlaraHe Ha
obiiecTsena nophuka ¢ mpeaMer: “ocTaBra Ha CHAOIPOTEIN H OCTCOCHHYEIHN cpeacTna”,
0TKpuTa ¢ Pemenne Ne VII-13-2 or 30.01.2015 r.

KOMHCI’ISIT& LIPIICTC TR s Rk htd ki L2 OEUE aed Dt o 0
3anv4eH0 0OCTORTENCTBO Ha OCHOBaKue YA, 2 oT 33113

Hpepcenare::
YUrenonc:

3acez[a111-1c1'0 CC PLKOBOLH OT BDCACCAATENA 11a KOMUCHATA.

I Komuecmsara veranosi, ge s yxasamms CPOX Ca NOCTBIMITH H3UCKZHHTE ¢ NpoTokon VII-
15-12/15.06.2015 . 1oxvaem a.

KOMHCHATA  upuerbin kb Pa3CIeHIaHe JOKYMEHTHTE WO peid Ha TAXHOTO
HNOCTBIIRAHE!

1. o1 yuwactnnka ,,Cuxo-tPapma” OO4 ¢ sxomsm Ne VII-15-13/15.06.2015 . u
KOHCTAaTHPA, ¥e Ca NPYIIOKEHR HancKannte ot KoMHCeusTa JOKyMeHTH:

- Rexnapawis o wi 47, ar. 9 or 3011 or Hoppan IMeitven — yIpaBHTer, NOMbANeHa 1o
obpasena B Hpunoxchne Ne 5 ot JOKYMCHTANMTA;

- CIIHCLK C NIPOBIBOJIUTEHHTC A OICPHPAHETE IPOLYKTH;,

- ACIIapains, ue Ipurexasa TPAHCTIOPTHH CPEACTBY, KOWTO OCHI'YDSIBAT IIPABHIHOTO
CRXPAHCINC 1fa MCJIIUIICKHTC MILCHUS NPH PASIPOCTPAHEHHETO U TPAHCHOPTHPAHETO MM, B
CLOTBETCTBHC C M3NCKBANUATA HA w1, 78 an. 2 or 3MU;

Komucmsra peinn:

Homyexa ,,Cuxo-Mapma” OO aa yHacTue B OTKDHUTA MIPOLEOypa 3a BBIJIATalle Ha
ofuIecTBeHA I0phUKa ¢ npemmer: “Hoeraska na enponporesn u OCTEGCHHTC3HH cpelcTsa” na
ofocobenH nozuin No [V, V , VI, VIl u VIIL

2. 0T yaactunka ,JLrn K¢ Espe buacapus” EOON ¢ sxomsur Ne VII-15-14/16.06.2015
F. ¥ KOHCTATHPA, HC¢ ¢ upMIIoKeN usnekali oT KoMucuata nokyment:

- Aeisiapaist 1o . 47, an. 9 or 3011 ot Credan Crpuag — YOpaByTeN, NONbIHEHA [0
obpazena i Iprnoxenie No 5 or JIOKYMCHTALMITA,




Boanmnmumna.
Komucusira pen:
Homycka ,Jmu Ec Espo Bbnuarapns” EOQOJ 3a yuactue B OTKpuTa Ipolienypa 3a
BR3IArade ua odiecrneiia nophuka ¢ apenMer: “JloeTaBka HA eHXOUPOTEIH M OCTEOCHHTEIHH
epencrea’ 3a obocobenia nosunus Ne L

3. or yuacranka LHIOnusnpenrs Mepuxan Puespa” OO ¢ Bxomam Ne VI-15-
15/17.06.2015 r. H xoncraTupa, Je ¢ Hpulioked H3UCKaHKUA OT KOMHCHATA JOKYMEHT!

- ge ,, AxToGen” EQO]I ¢ viLIHOMOIICH IPEACTABUTEN 10 cMuchAa Ha Wi 10, an. 2 o1 SMH
714 TEPOJaBa MCIHIHIICKIWTE H3JCTHs Ha TporzBoanTens ,, Texaumen C.A.C* B brarapus;

Komucusita penu:

Honycka ,,lOmmsnpentn Meguxan Puespu” OO0/ 3a yyacTue B OTKpHUTa IpoIieAypa 3a
BB3jjarane Ha obliecrreta rmopsuka ¢ npeaMer: “JdocTaska Ha eHA0NpPOTEIH H 0CTCOCHHTEIHH
cpeactea” 3a o0ocobena rozuiyst Ne IV,

4, or yuacrnuka Hmupaur I'” QOJ ¢ sxoxsm Ne VII-15-16/17.06.2015 r. u
KOHCTATHPA, YC CA MPUAOKEHH H3nckanuTe oT KoMHCHATa HOKYMCHTH.

- pexnapanuy uo wi. 47, an. 9 or 30H ot [d-p Veax I'epues # ot JuMuTep I'epues —
yHpaBHTeNy, IOITBIEHa Mo o0pazeua b Hpmmoxenne Ne 5 ot JOKyMEHTALIHATA,

- JIEKTApanys, e pasiojara ¢ MOMEHICHHs 32 CbXPAaHEHWE W ThProsust Ha eIpo C
MEIHIHHCKYE U3ASIHS H ¢ TPAHCITOPTHH CPEACTEA, KOUTO OCHTYPSABAT NPaBHAHOTO ChXpAHCHHC HA
MEIUIHHCKITE M3JICTUSL W PaslupoCTPaCHUETO Y TPanCIOPTHPAHETO MM, B CBHOTBETCTBHE C
H3UCKBAHMATA Ha un. 78 i 2 or 3MH;

Komucusira penni:

Jonycka ,Hamuanr 177 O0Jf 3a yuactue B OTKpHTAa HpPOUCAYpa 2& Bb3iarahe Ha
obilecTReHa MophUKa ¢ npeanet: “JlocTanka A CHAOTPOTEIH H OCTEOCHITEIHH cpelcTna” 3a
oGocobena rosuims Ne 1.

5. oT yuacTHuka REaerrpo Mex Boarapag” EQOJ ¢ exonsug Ne VII-15-17/18.06.2015
I. ¥ KOHCTATHPA, Y€ ¢a UPHIQKCHN u3nckanuTe oT KoMucusiTa ZOKYMERTH:

- pexsaparus 1o un 47, an. 9 or 3000 or Tpaan Tanes — yrpaBuTel, IONBIHEHA N0
obpazena B [prnoxcnne No 5 o1 nOKYMEHTAMATAE;

- OEKNapalsi. ¢ pasioiiala ¢ IOMEMIEHHs 3a CHhXPaHeHHe M ThpProBHS Ha €Apo ¢
MEQHUMHUCKH H3IEITHST 1 TC OTTOBAPST HA W3ACKBAHWUATA Ha wi. 78 an. 2 ot 3MU, rapanrmpanin
CBOEBPEMEHHO M3IILJLCIAE HA NOpPpYKATa M Y€ pasmonara ¢ TPAaHCHOPTHH CPEACTBA, KOHTO
OCUTYPABAT HPABMUIHIONO ChLXPaliciKe HAa MEAMLMHCKHTE H3JCIMA IPH PasipoCTPaHECHHETO H
TPAHCTIOPTUPAHETO HM, B CHOTBCTCTRHE ¢ H3NCKBanuaTa Ha 4. 78 an. 2 ot 3MH;

Komucusira pen:

Honycka ,lnexrpo Mea Buuarapna” EOQOJ 3a yuacrie B OTKpHTa Mpoleaypa 3a
BBL3JIaTaHe Ha obHicerreia ophuka ¢ npeaMer: “Jocrapka Ha eHIOUPOTEIH H OCTEOCHIITEIHH
cpeacTsa” za obocoGen moznumu Ne T I

1L KoMucusra upoiLIKE CROATA padoTa ¢ pasriexjaHe Ha TeXHUYSCKUTe NPEeATIOKeHnd Ha
IOTYCHATHTE YUACTIMIM 110 peia Ha [oJiydaBaHe Ha OQepTHTEe U KATO TH CBIOCTasd ¢
HIMCKBAHMNTA HA BL3R0IKHTENS, 3AOKCHH B TCXHUYCCKATa ceH(HKALT ¥ YCTAHOBH, de!

1. Yuactuuxsr ,Amiaanr ' OO/ ¢ nOpenctaBun TeXHUYECKO MpelIokeHHe 34
obocobena nozuims Ne [11, koeTo ¢hOTBETCTBA ¥Ha H3HCKBAHKATA Ha BB3NoKUTEN.
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VUACTHEKBT ¢ IPOU3BO; ATeN 1A 0(1)epupanme ¢/IHOTIOIOCHH Ta300eApEHH CHIOHPOTEH.
3a ofepupaninre UpO\WYKTH ¢ TpCcACTaBecHa AcKiapanHd, ye ca BraodeH:u B Chnuenka Ha
MEIUIHHECKHTE H3fcnmd, npunarann 2 Honnmquara momont, kowro H30K e sannama us3pnH
CTOMHOCTTA Ha KIHHNHMIKTE [1hTeky. KoMucHITa U3BBPHIM MPOBepKa Ha KOJOBeTe Ha O epUpaHuTe
npoavkre B crmenka na H3O0K, nyGnuxysan Ha cadtra http/www.nhif bg/web/guest/243.
Komucnsita yeranop, u¢ odepupannte NpoAykTH ca BKIodenu 8 Cnuceska Ha MEOHIUHCKHTE
H3menns, opuiarand B Honuuamnara nomoid, kodto H30K me 3amama #3BBH CTOMHOCTTA HA
KIHHHYHATE nnTekd. 1pexcrasnin e cepraduraT mo cragmapt ISO 9001:2008 ua npoussoxurens
HA O(hepUpANUTEe CANOLOHIOCHH Ta300eAPEHN SHAOIPOTE3N H Ha NIPOH3BONUTENA Ha odepupanus
xocTeH 1pMentT Tecres, YUacTiHKhT ¢ NPeNcTaBuil NOAPOOHH MPOCIEKTH Ha OBIrapek €3MK ¢
IBIHH TEXHHUCCKH HOKAZATCAH W TAPAMETPH HA peTaraliTe NPOAYKTH U yka3aHus 3a ynorpeba,
KaKTO M JEKapallys 32 OCTaThueH CpOK Ha roAHocT Ha odepupanute npodyxtr 80 % /ocemmecer
npouenta/. TIpejioxenss CPOK Ha JocTaBKa € 2 /ABa/ IHH, a 3aU/aliaHeTo e M3BbPHIBA B CPOK OT
60 /mecruecer/ quu o1 MpcAcTaBsie a paxrypa. YUacCTHUKST HAMA A4 H3I0J3Ba IOAN3IILAHMTEM
OPH W3ITEAHCHUC HA IIOPLYUKATA,

2. Yuacrnuxst ik Ee Eppo DBearapun” EOOHA e npeacrapun  TeXHHYECKO
npemIoKenuc 3a obocotena 1o3utns Ne 1, X0eTo CLOTBETCTEA Ha M3UCKBARKMATA Ha Boe3itomurens.

Ogepupait ca EMIUTANTH 332 OCTeOCHHTe3a H (UKCATopn Ha npowssomurens JSEvro
Instrumente, GmbI u xoctun anxepn na mpowssoauTens Smith&Nephew Inc. 3a odepupannre
MPOAYKTH Ca TIPCACTABCHH CCPTHHHKATH 32 KAaYCCTBO W JREKAapailud 3a CHOTBETCTBHE, B
CBLOTB. ¢ U3UCKRaHMsTa Ha wi. 14 or 3M¥, kakto u nauecena "CE" MapkupoBKa, B ChOTB. C
w3ncKBanmaTa wa un. § u wi. 15 or 3MHU. [lpencrasenn ca cepruduxatn no cragaapt ISO
13485, expmranewrrcu na ISC 9001:2008, Ha TpoU3BOAKTENNTE HA OQepHpaHUTE MEAHNWHCKH
w3femua.  Yuactluxhr € TPC/ACTABAN TONPOoOHM NPOCIEKTH HA OBIrapcky €3WK ¢ IIBbJIHH
TEXHAUECKH NTOKA3aTE. Il H LApAMCTPH HA MPCAUIATAHUTE IPOXYKTH ¥ YKa3aHHs 3a yrnorpeda, xakTo
U Aexiapaiusa 34 OCTATHLUCH CPOK 1A IOHHOCT Ha odepupaHuTe nNpoxykty mMuHuMyMm 30 %
focempmecer mpoueuta’. Idpeiioxenns cpox Ha gocraska € | /eamn/ gen, a 3amianiaHeTo ce
H3BLpiBa B cpox or 60 /mecriecer/ AuH OT APE]CTaBARE HA (aKTypa. YUYACTHHKET HAMA 1a
W3IIOJ3BAa MOJHZITEIHHTCII [IPY U3TILINCHHE Ha HOPLHKAaTa.

3. Yuactuuxnpr L, Crxo-Mapma” OO ¢ mUpencrasun TeXHHUYECKO MPEUTOKEHUE 3a
ofocabena nosunis Ne [V, KOCTo chOTBETCTBA HA U3HCKBAHUATA HA BB3MOMKUTEN.

Odepupanu ca KOMIOHCHTH 3a TazobenpeHa eHIONpOTe3a € LMMEHTHO 3aKpelBaHe Ha
OpOM3BOAMTEAS Zimmer. 3a odepupasuTe TPOAYKTH € NpeAcTaBeHa JeKIapalus, 4e ca
BKIo4eHH B CHHCHKA Ha MCHHUMIICKKTC W3KENHs, NPWIaTaHH B OOMHHYHATA HOMOL, KOHTO
H30K nie sannama wisbi cTOHHOCTTA A KAIHREHYHATE NHTekd. KoMUCHITa U3BLPINY IIPOBEpKa Ha
xomomere uma ogepupaiure npoaykTH B cmucbka zHa H3O0K, nybmukysaH Ha calita
http://www.nhifbg/web/guest/243.  Komucnsta ycranosH, dUe ofepupaHuTe HOPOLYKIH ca
Bimodend B Chychka 1Ma MCHIMHCKKTC U3NENUs, DpUIaraHd B OOMHHYHATA [TOMOL, KOHTO
H30K me 3amnauia u3pbi CrodiociTa Ha KIMHWYHATE ThTeku, Ilpepcrasen e cepruduxar 1o
craggapr ISO 13483, cwnusaicurten Ha [SO 9001:2008, Ha npou3BoguTEns Ha ofepHpaHuTe
MEMIHHCKH W3AeMHs. YUaCTHHKET € MPECTaRul MoApo0HH IPOCHEKTH Ha OBArapeky €3uK ¢
ITBJIHH TEXHIYCCKH OKA3ATEIN | HapaMeTpy ia [peasiaranuTe IPOAYKTH ¥ YKa3aHHA 34 ynorpeoa,
KAKTO K AEKIapalus 3a OCTATHUCH CPOK HA TOAHOCT Ha odepupaHuTe MpoRyKTH MHHMMYM 70 %
/cemempecer uponenta’. lipe;uiomkenus ¢pok Ha JocTaBka ¢ 2 /npa/ AHW, a 3aiDIan@HETO Ce
USBLPIIBA B cpox or 00 /wecnieceT/ fHM OT mpeictaBsHe Ha (axTypa. YUacTHHKBT HAMA Ja
H3TTONM3Ba NOAHIITBLANNTCIE 1iPH W3NTEITHCHKEC Ha TIOPBLHYKATE.

4. Vuacrouknr L, Caxo-Oapma” OO0X e npescTaBHil TEXHHUYECKO TIPEANOKEHHE 3a
0600063]—!8 TIO3HIHSA Ne ¥V L KOET0 CHLOTBETCTRA HA USHCKBATHATA Ha Bosnoxurens.




Odepupanu ca TOTalHK Ta300eapeH cTaBu 32 Ge3MMEHTHO 3aKPENBAHE Ha IPOU3BOINTEL
Zimmer. 3a odepupanuTe NPOAYKTH € MPEACTABCHA JICKIapalys, Ye ¢a BIIIIOUCHH B Crivicbxa
HA MEIMIMHCKETE W3AETHS, [IPHIaTany B GoyHuuHaTa nomoim, kouro H3O0K me sansaa u3sbH
CTONHOCTTA Ha KIMHATHATE TIHTeky. KOMHCHATA H3BLPILY NPOBEPKA HA KOJORETE Ha O(epupanuTe
npomykte B cnuchka Ha H3OK, myGnuxypan na caiita http://www.nhif.bg/web/guest/243.
KoMHECHATA YCTAHORH, Je oepupanuTe NPONYKTH ca BRmodeHH B CNHChKa Ha MCAMIMHCKATE
H2JeNns, npunaranid B GONHUYHATA TTOMOLH, KOMTO H30K mie zamiallla #3BLH CTOHHOCTTA Ha
KMHHyHUTE WhTeKd. [IpeacTapen e ceprudukar no ctanmapT ISO 13485, expupancuten Ha ISO
9001:;2008, Ha HPOMIBOAUTEN 14 GPEPUPAHATE MEAMUHICKY U3NCTHSL. VUaCTHHKET € NPEACTaRuA
noxpoGHA MpOCTIeKTH Ha OBITAPCKH e3HK ¢ ITBJIHY TEXHHYCCKH [0KA3aTeNH ¥ TapaMETpH Ha
NpeANaraNATe [IPOAYKTH W YKAa3aHBs 33 ynorpela, Kakro ¥ ACKAapalus 32 OCTATRHCH Cpok HA
rofHOCT Ha odepupaHuTe NpoAyKTH MAHUMYM 70 % /cepemneceT npoueuTa/. IIpenfomKeHns CpoK
Ha NOCTABKA ¢ 2 /IoBa/ AHM, a 3allJallaHeTo ce H3BLPIIBA B CPOK Of 60 /mecthecer/ OHH OT
OpeCTABsEE Ha (AxTypa. YHacTHHKBT HAMA @ H3M0J3BA NOAMSIBAHMTCIN Ipi HITBIHCHHS Ha
MOPYBUKATA.

5. VuacTaukbT 5Curo-Mapma” OOJ € upeAcTaBuil TEXHUUYECKO NMpPEJUIOACHHE 34
oBocobena nospims Ne VI | x0eTo ¢hOTBETCTBE Ha H3RCKBAHUATA HA Br3a0KHTemI.

O(epupann ca TOTANHH KOJNSHHK CHAOTPOTE3M HA IPOH3BOIMTENA Zimmer. 3a
olepipante HPOAYKTH € TPEACTABEHA JEKIApalns, ‘e <a BKIIOUCHH B Cruchbka Ha
MEIMLUHCKATE M3ACHES, TpAiarads B OONHMYHATA TIOMOMIL, KOUTO H30K me 3amnnama H3BLH
CTOMHOCTTA HA KAMHHYBATE IThTekr. KOMUCHATA ¥3BHPINM NPOBEPKA HA KOAOBLTC Ha oepupanuTe
nponyktd B cnucpka sa H3OK, nybmukysan na caitta http://www.nhif bg/web/guest/243.
KomucusaTa ycTaoBH, e ofeprpaHuie ODPOAYKTH €4 BKIIOUCHHA B CnuchbKa HA MEAWIHHCKHATE
w3genns, Tpuiarann B OoNHHYHATE NOMOII, KOUTO H30K me 3anmama W3BL5H CTOHHOCTTA HA
KMEREHATE ThTeku. IIpencTaren e cepruduxar To craaapt ISO 13483, expupaneHTeH Ha 1SO
9001:2008, Ha HPOM3BOJHTENS HA OQEpHPAHITE MEIHINHCKA M3ACIH. VYacTHUKSLT € NpeICTABII
MOAPOOHM HPOCHEKTH Ha GBITApCKW e3HK C IfbJTHH TEXHHUYECKH NOKasaTed M rapamerpu Ha
IpeAnaraduTe POAYKTH M yKasammd 3a ylnoTpeGa, KaKto M ACKIapars 3a OCTaTsHcH CpoK Ha
FOIHOCT Ha O(eprpanuTe NPOLYKIHE MuHIMYM 70 % feemempeceT nporeHTal. Ipenoxenus CpoK
Ha gocTaska € 2 /ABa/ IHu, a 3aijailaneTo c¢ H3BLDLIBA B CPOK OT 60 /urectmecer/ AHM OT
fpezncraBsHe Ha GakTypa. YHaCTHHKBT HAMA A2 H3NON3BA MONMBIILIHUTEIN [PH H3ITBIHCHNEE Ha
HOPBYKATA,

6. YaactHHKBT ,Cuxo~-Papma” OO0 e npeactasyyl TEXHHUCCKO TIPEJUIOKEHUC 34
obocobena mosummsa Ne VI, k0eTo CHOTBETCTBA Ha H3NCKBAKHMATA HA BB3M0KHTENA.

O¢epupasn ¢a GaCTHUHM KONAHHA CHAONPOTE3N HA DNPOU3IBOAMTEIA Zimmer. 3a
oepupanite OPOAYKTH € TPEACTaBeHa JCKiapanud, 4e ca BKIIOMSHU B Crucbxa Ha
MEUIMHCKUTE HITCHMsl, Ipuiiarany B Gonmrgnara oMo, xouto H30K e 3anmaiia W3BEH
CTOMHOCTTA Ha KIMEHYHUTE Threxn. KomucusTa H3BLPITH NPOBEPKa Ha KOLOBLETE Ha odepupannTe
mpoxykrs B cnuchka Ha H3O0K, nyOnuKyBaH Ha caifra http://www.nhif bg/web/guest/243.
Kompcusira YCTaHOBH, e odepUpanure NPOJYKTH Ca BKIICUYCHH B Cruceka Ba MEAWIUHCKUTE
W3nesiy, NpHiIarasy B GonHMuUHATA HOMOI, kouro H30K me sarnaia #3sbH CTOUHOCTTA Ha
KTHHIMAHTE TETekn. TIpeacTapen e cepTudukat no crauaapt ISO 13485, expuBaneHTes Ha ISO
9001:2008, ga TpPOU3BOAUTEIS Ha O(EPHPAHATE METNLIHCKH U3ACHHA. VuacTHHKBT € TIPE/CTABHN
NozpoGHKE TPOCHEKTH HA GBNTAPCKH €3MK ¢ NDLIHH TEXHUHYECKH [MOKA3aTerii ! HapaMeIpd Ha
IpeUiaraHuTe NPOJYKTH U yKazalhg 3a yrmoTpeba, KaKrTo ¥ JEKNapanis 3a OCTaThUeH CPoK Ha
rozuocT #a ofepupannte mpoykTn MuumMym 70 % /eenemaecer npotiesTa/. [Ipeanokenns cpox
Ha gocTaBkKa ¢ 2 /mBa/ NHM, a 3alJAHIAHCTO CE M3BLPIIBA B CPOK OT 60 Ahmecrnecer/ AHH OT
npefcTasspe ia Qakrypa. YUaCTHHKBT HAMA JA W3NOI3BA [OMB3ILIHATENH TIPH U3IIBIIHCHHE HA
TOPBYKATA.




7. VaactaukbT ,Cuxo-Bapma” OO e upcacraBul TEXHHYECKO IIPCUIOKEHME 32
o6ocobena mosuimsa Ne VI, KoeTo CLOTBETCTEA Ha U3HCKBAHAATA HA BB3joxuTeL!.

OgepHpaHn ca KOMIIOHEHTH 38 PEBHSHOHHM Ta3008/PCHA SHIONPOTESH Ha MPOH3BOIATEIL:
Zimmer. 3a odepapanuTe TPOAYKTH € NPEACTABeHA JACKIIApalns, 4e ca BKIIOYUCHH B Cnaceka
HA MEAMLHHCKHTE M3JCIHs, NPHIaraHy B OONHMYHATA IOMOLL, KONUTO H30K me zanania WashLH
CTOMHOCTTA Ha KITHHUHKTE whTeKi. KOMUBCHsTa H3BLPIIM NPOBepKa Ha KOJOBeTe Ha opepupannie
npoaykty B cnuchka ma H3OK, myGnukysan na caiita http://www.nhif bg/web/guest/243.
KoMmucnara ycraHoBY, 4e odepupayuTe IpOAYKTH €A BKIIOUCHU B Crimchbka Ha METMEMHCKHTE
H3MENMs, TIpMIarann 5 OOJHHYHATA IIOMOIL, KOUTO H30K e 3amnania W3BBH CTOHHOCTTA HA
KIIMHAYHATE [bTeky. 1lpeacrared e cepruduxar no craugapT ISO 13485, expusanenten Ha SO
9001:2008, na NpoU3BOAMTENA Ha O(EPHPAHUTE MEIMIIHECKA H3ACIH. YUacTHUKBT € NpeACTABII
noApo6HE MPOCHEKTH HA OBATApCKM €3uK C MBIHH TEXHMHECKH TOKasarenu u mapaMerpu Ha
NpeUTaraNATe MPOAYKTH M YKa3aHWA 3a YNoTpeda, KAKTO U ACKAapaiys 34 OCTATBUCH CPOK Ha
roIHOCT Ha odepupanuTe DpoxykTa ManumyM 70 % /cemempecer npouenTa/. TIpeaIoxKeH s CpoK
Ha pocTaBka e 2 /aBa/ [HY, a 3aljamlaHeTo ce U3BLPIIBA B CPOK OT 60 /mectaccer/ OEU OT
npeAcTapgHe Ha (aKTypa. YUaCTHHKGT HAMa Ja H3M0:3Ba MOAM3ABAHATCHN IpH U3IEJIHESHUE HA
TIOPBUKATA.

. VuacTHHKST fOsuBbpeaTH Memukad puckpa” OOM e TpeAcTaBUIl TEXHHHCCKO
npejoxenne 3a ofocobena nosmuma Ne IV, xocto CBOTBETCTBA Ha W3HCKBAHHATZ Ha
Boanoxurens.

Odepupasa ca KOMIIOHEHTH 3a TazobeipeHa CHAONPOTE3a ¢ HMMEHTHO 3aKpCIBALC Ha
npomzsomutels Aesculap — B, Braun Company # uMeiit 38 14X Ha npouseoauTess Teknimed SA.
3a o(epupaHnTe HPOAYKTH ¢ NPCACTaBCHA JCKIAPALML, e Ca BIJIOHUCHH B Cruchra Ha
MEHIHHCKHTE H3/enus, npilaragy B OOJHMMHATA ITOMOIL, KOHTO H30K e 3annialua #3BbH
CTOMHOCTTA Ha KMHHHYHNTE [bTekid, KOMUCHATA H3BHPIIH POBEPKa Ha KOAOBLTC Ha oepupanuTE
mpomyxTs B cmuckka na H3OK, nyOJMKyBaH na caira hitp://www.nhif bg/web/guest/243.
[COMUCHATA YCTAHOBY, HE O(epupanuTe TPOXYKTH A BRIIOUCHU B Crucera Ha MEIUIHHCKUTE
H3JCAUs, mpularany B OOJHHYHATA TIOMOI, KOUTO H30K ule 3annama H3BBH CTOMHOCTTA HA
KTMHUYHATE TTRTeKd. TIpencraBeny ca cepradukartu 110 cranaapt 1SO 13485, exBUBaNeHTEH Ha
ISO 9001:2008, Ha OpOM3BOAWTECHAATE. YUYACTHUKBT € IPCIACTABHI noApobHY IPOCTIEKTH Ha
GBIrapcKH €3UK C IBLIHE TEXHHYECKN 1HOKA3ATENH H [[apaMeTPH Ha NPpCANATanite TIPOKYKTH 1
ykazaHus 3a ynorpeGa, KakTo M AEKNApalys 33 OCTAIBHCH CPOK Ha rOAROCT Ha opepupanuTe
nponykTd MunuMyM 70 % /cenemaecer nponerta/. IIpe UToxeHus cpoK Ha JOCTaBKa € 2 fnsa/ mun,
a4 3alUIAAHeTo ce M3BHpIBa B cpok oT 60 /mectiecet/ MM OT MPEACTABAHE Ha takTypa,
VyaCTHHKDT HAMA Ad H3TOJ3Ba MOUHM3TLIHATENN IPY 3IBIHEHUC Ha NOpbIKaTa.

9. VaacTHukpT o Exexrpo Mex Boarapns” EOOHd ¢ npexctasun  TEXHAHECKO
npenoxenne 3a 0bocobena mozuua Ne I, KOSTO CROTLETCIBA HA HIHCKBALMATA Ha Branoxurens.

Odeprpaiti ca UMILIALTH 32 OCTCOCHHTE3a ¥ (HKCATOPH Ha IPOU3BOAUTEIA Mahe Medical
GmbH Germany ® KOCTHH cko0u M aHKepu Ha HDPOH3BOJMTCIA Ortomed SAS France. 3a
opepupasuTe TPOAYKTH C€a IPEICTaBCHy cepTu(UKATH 3a KadecTBO M ACKIapanuu 3a
CBOTBETCTBHE, B CHLOTB. ¢ M3NMCKBAHWATZ HA <. 14 or 3MH, xaxkto u Bauecera "CLE"
MapKMpOBKa, B CBOTB. € W3WCKBAHWATA Ha I 8 u un. 15 or 3MM. Ilpencrasend ca
cepruduxatu o cragnapt ISO 13485, expuBajienTen Ha ISO 9001:2008, #a IPOU3BOXUTEITATE Ha
opeprpanyTe MENWIHHCKH U3ACMGL YHACTHHKBT ¢ MPSACTABNA moxpo0HY IPOCHEKTH HA
GLITApCKd C3MK C IBIHM TEXHUUECKH [1OKA3aTENH W 1apamMeTpy Ha [PEJIaratiiie IPOIYKTH K
yKazanus 3a ynorTpeda, KaKTo W JCKiapauds 3a OCIATLYEH CPOK Ha OIHOCE Ha odepupanute
npoxykT: MustiMym 70 % /cenemmecer npoiteHTa/. Tlpeanomenus CpOX Ha JIOCTA4BKa € 24
/mBaneceT u ueTHpY/ yaca, Koo Komucusta npuema 3a 1 femun/ feH, a 3aAalaHeTo ¢e U3BBPIIBa




B cpox or 60 /mecrgecer/ ABM OT [pPEJCTaBide Ha (akTypa. YJaCTHHKLT HAMA Ja H3NON3BA
HOAM3ILITHATENN TTPH U3MLIHEHUE Ha MOPLIKATA.

10. YuacTauxsT ,Exexrpe Mex Bruarapns” EOOQJ e npeactaBuil TEXHHMECKO
npefnoxenue 3a obocobera mosmims Ne 1l, K0eTo CHOTBETCTBA Ha H3NCKBAHHATA Ha Bbanoxurend.

Odepupany ca HMIOBOCTAOWIHM OCTEOCHHTICIAM CPEACTBA HA MPOH3IBOAMTEI Mahe
Medical GmbH Germany. 3a oepupatiuTe IPOAYKTH Ca TPEJCTABCHY CePTHPUKATH 32 KAIECTBO
¥ JeKNapaliiy 3a CHOTBETCTBHE, B CHOTB. C U3NCKBAHUATA Ha HIL 14 ot 3MHU, xakro 4
panecera "CE" MapxupoBKa, B CBHOTB. ¢ HM3ACKBAHMATA Ha M. 8 mw ur 15 or 3MH.
[lpencrapen e cepraduxar mo crangapt ISO 13485, exBuBancHTEH Ha ISO 9001:2008, na
MPOH3BOAMTENS Ha OQEpUPaHHTE MEIHIMICKA U3J(CIHS. YUacTHUKBT € TIPEACTABH IOApoOHH
[POCHEKTH HA GHNTApCKH C3UK ¢ MHIHN TEXHHYECKH LIOKA3aTeNd H apaMeTpu Ha ApeUIaratiie
IPOAYKTH M yKA3aHus 3a yHoTpeba, Kakro M AEKNApALMA 33 OCTATBHCH CPOK HA [OAHOCT Ha
odeprpanure NPOAYKTH MuHHMyM 70 % /cefiemMaeceT nipouenTa/. Ipemmoxenns CpoK Ha JOCTaBKa
e 24 /mpajeceT u vetnpu/ yaca, kolito Komucuara npuema 3a 1 fepay/ OeH, a 3annaill@HeTo ce
W3BBpBA B cpOK oT G0 /mmecraeceT/ AHM OT HMPEACTABIHC Ha (paxrypa. Y9acTHHKSLT HAMA Ja
W3II03BA TOAM3NBIHUTEH ITPH U3ILIHEHHE Ha TOPLUKATA.

11. YVuactauknt ,,Bu ena Ju Copsacne” OOM ¢ npeacrapiil TEXHBEUECKO TPEATIONCHUC
19 0GocobeHa nozunms Ne IX, K0eTo ¢HhOTBCTCTBA HA H3HCKBATHATA Ha Bo3noxurens.

OQepupasy ca KOMIOHGHTH 3a Ta3o0eipcHa EHAOMPOTe3a C KBCH  AHATOMHIHH
SesmenTHE cTebma pa mpomssomatesns Howmedica Osteonics Corporation. 3a ofepupasuTe
IPOAYKTH € lpeACTaBena JAeKIapaltsl, 4e ca BKIIOUCHN B CriiceKa Ha MEAULMHECKUTE H3ACHIL,
gpyarans B OommynaTa momolt, konto H3OK me sannaiia H3pbH CTORHOCTTA Ha KIUHAYHHTE
npTexs. KOMUCHSTA N3BRPIIM TIPOBEPKA HA KOJOBETE HA OfepupaHHTe NPOAYKTH B CIHCHKZ Ha
H30K, nybnukyBam Ha caiTta hitp://www.nhif.bg/web/guest/243. Kowmscusra yCTaHOBH, H¢
obepupannTe TPOAYKTH ca BKmodend B CHUCBKA Ua MENUUMHCKHTEC M3ACHAAL, Npanarati B
Gonmuunara oMo, kouto H3OK 1me samiam@a ¥3BLH CTOMHOCTTA HA XNIHHWTHHTE ITHTCKHA.
IpencTaBen ¢ CepTHQHUKAT MO CTaMXapT ISO 13485, exsupanenten ua 1SO 9001:2008, ua
IPOU3BOJKTENL Ha OPEPUPAHHTC METUIHHCKA U3NCTIAL. VYacTHUKET € MpelCTaBusl IIOAPOOHH
IIPOCIIEKTH Ha OBATApCKM €3MK C MLJHY TeXHHYECKH HOKAsaTelH ¥ NapaMeTpi Ha TpeUlaraHuTe
NpOMYKTH M yKasaHmid 3a ynorpeGa, KaKTo M MEKaapaltis 3a OCTAThUCH CpoK Ha rOZHOCT Ha
opepupannTe NPoxYKTH MUHIMyM 70 % /cexeMmecet i ponenta/. Hpeanoxenus CpoK Ha AOCTABKA
e 1 /emms/ feH, A 3aIIAILAHETO C& W3BBLPIIBA B Cpok or 60 /mectaecer/ AHH OT IMPEACTABIHE Ha
dakrypa. YH4aCTHHKST HAMA [1a M3HON3B2 NOAM3NEIHATEH IPH HITBIHCHAS HA HOPBHKATA.

L. Crex moapoGHO 3aMo3HABANE NPHIOKENHTE ONHCATENHH OpOmrypH @ Katamosu oe
M3TOTBH CKCIIEPTHO CTAHOBHILE OT WICHOBETC HA KOMHCHATA 3@ OlEHKA Ha KadECTBOTO Ha
[PEIUTOXEHATC MEAVITMHCKH M3/IENHs Ha JNOTMYCHATUTE y4aCTHHK B MPONEAypara 1o o0siBeHHTE OT
Branoskurests KpUTepHH 3a OLCHBanHe Ha KaueCTBOTO:

~ [IpynoskuMOCT Ha MERULMHCKHTE H3JEAs (KOHCYMATUBH), CHINACHO crienugukara Ha

AEHHOCTUTE ¥ BHIIPHETHTE B OOMEUYHNTE CTPYKTYPH Ha Bp3moxurens TpOTOKOMH 3a
no0pa KIHHIIHA FPAKTHKA - 10 15 TOUKH;

- AJAOTHRHOCT HA MCIHMITHICKATE H3ZEeMHs (KOHCYMATHBH) KBM HAJTHYHATA MaTCPHalHO-

TexHn4ecka basa — 10 5 TOUKY,
- TlonekgTenel OMUT € NOPCAIATAHHTE MCAHUMHCKYM H3ACTHAA (KOHCYMATUBH) B
GoARUIEATE CTPYKTYPH Ha Bhanoxutens — /10 20 TOUKH.

V3roTBEHOTO EKCHEPTHOTO CTaHOBHINE € HEJACIMMA $acT OT HACTOAUIUS IPOTOKON,
Npunoxenne Ne 1.



; JI_OBEHEL{ et
IV. Komucusra Opojdninxi coosta paoom C oupe,uensme HA KOMIIJIEKCHA ONSHKa Ha
TEXHHYCCKHTC MNPCANCIKCHRY il JQUYCHATHTE YYactHHIE ITI0  YTBBpICHATA METOAMKE Ha
Boanomurels, a HMEMHO uxonomuucekn walt-msroxnara odepra ¢ [lokasaren xawecrso, ¢
MaxcuManen 5poif Toukd - 40 T, 3a KOMILIEKCHATA OlielKa Ha TeXHHYECKOTO Npefnoxenne detre
cnerasena rafima, Hpnrnoxeie Ne 2, iiefiefinaa JacT 0T HacTosiiud fPOTOKOIL.

V. Koyucnsta penit OTsAPSHETO Ha NCHOBOTO NPE/UIOKERIE 1A ¢ U3BHPUIA Ha 16.09.
20151 8. 1075 .. u. B aMHINICTpaTHREATA crpana Ha Y HusepenTeTcka Sonmuna , Jlosenen’.

Pemmenitara Ha KOMIUICHSTA O5Xa BICTH ¢ MEO3NIICTBO, HAMAUIC H3PAICHH ocober

MUEHMH OT Y. 1CI HA KOMUCIET. ]
. o . R

Hpepecaren:

Unesone:
3annyero 0BCTOATENCTBO HA OCHOBaHMeE YA, 2 0T 33/1]]

3anuuero o6CTOATENCTBO HA GCHOBaHKeE YA, 2 0T 3314



ITPHITOXXEHHE No 1
EKCHEPTHO CTAHOBHIIIE
ot KomucHs 8 ¢LCTAB:

Hpencenaren: 3JamuueHo oOcTOATENCTRO HA OCHOBaHHE Wi. 2 oT 33JI[
UneHose: 3axnueHO 00CTOATENCTBO Ha oCHOBaHHE wWi. 2 oT 33J1/]
3anuueHo 00CTOATSACTRO Ha OcHOBaHuE 4. 2 oT 33J1]]
3anuueno obcToaTEACTEO HA ocHoBaHue Wi. 2 o1 33]L]L
3anuyeno 00CTOSTENCTBO HA OCHOBaHNE 9iI. 2 o 33JLJ1

OTHOCHO OHEHKA 33 KAYCCTBOTO HAa HE)EL{JTOH{CHHTE MEITHIIHHCKY HITe/J I I
KOHCYMATHBH Ha YIACTHHLIHTE B (IPONEAYPA € MpeMeT:
“NocraBra na CHAOKMPOTEIN N OCFCOCHHTE3HH epefcTBa”, oTkpuTa ¢ perienye No VI-15-2 o1
30.04.2015r.

Openxa 3a KAYECTBOTO A OpeanoKenuTe MEAHUHHCKH HIACHHN H KOHCYMATHBH HA
YYACTHHUHTE, CRIJIACIIG obasenara o1 Bu3N0KATCINE METOAKUKA, CLC CJICAHUTE KPHTCPHM:

- TIpHrOKUMOCT Ha MEAMLMHCKHTE H3JEeNUs (KOHCYMATHBH), CHITIACHO CIIELH{IMKATA Ha
ACHHOCTHTE M BLIOPUETHTE B OOJIHUUHHTE CTPYKTYPH Ha DB3nouTeNns IPOTOKOIH 32
Jo0pa KiHHIYHA IPaKTHKa — AC 15 Toukw;

- AHarTHBHOCT HA MEIAMIMHCKUTE B3Nelds (KOHCYMATHBU) KhM HATHYHATA MATEpHAIIHO-
TEXHHIecKa 0aza — 10 5 TowxH;

- TlonoXWTEeNRSH OMWT C MOpeiiaraHure MEAHHUHCKM H3Jenust (KOHCYMATWBH) B
CONHHYHHTE CTPYKTYPHU Ha BB3NoKATens — 10 20 Touku.



o L dawm Ec¢ Espo bearapus” EOQOOJ, o6ocobena mozunusa I “Ocreocunresnn cpegersa” — 40
TOYKH

Onenka no Kpurepun I: Hpusomumocr 118 MeJHOIHHCKHTE N3ZEJUA (KOHCYMATABN),
ChbrAACHO CcHeHU(UKATa Ha AeHOCTHTEC M Bh3NDHETHTe B OGOJHMYHNTE CTPYKTYPH HA
Bpisroxurens npoToKoaN 3a 4100pa KIHUHYHA NPAKTHK: - 15 ToukH

MoTRBH 32 MOCTABEHATA OUEHKA:

Odepupanu ca UMINEHTH 3& OCTEOCHHTe3a HM (pukcaropu Ha mpomsogutens JSEvro
Instrumente, GmbH u kocTHn anxepu na npoumssoamrens Smith&Nephew Inc. Te ca c Bucoko
Ka4eCcTBO M OTrOBaPAT Ha U3KCKBAHUSTA 3a padoTa.

[IpennoxeHuTe KOHCYMATHREH W HECTPYMEHTH OTIORapsST Ha M3ucksanusTa Ha 3MU u Ha
MHHHMATHATE 3aL/DKHTENNM TEXRHUCCKH U3HCKBAHII, FIOCOYeHH B Texnuyeckara cnenuduxanms
OT ZOKYMEHTalMsTa 3a yuactae. [IpeanoxennTe MeUIIUHCKY H3ACIHS OTIORBAPAT HA cIelU(HKaTa
Ha AeiHocTHTe BH3NpHeTd B OonnmdnuTe crpykrypd ¢ Il HMBO Ha KOMHOETEHTHOCT B bonHHIE
»JIO3CHEIL™ M YIOBACTBOPARAT BBINONKHUTENS 110 OTHOMISHHE HA KAYECTRO B Hall-BICOKA CTEIICH.

Ouesika no Kpurepun 2: AZanTHBHGCT HA MEMHUHICKNTE H3ACNHst (KONCYMATHBH)
KbM HAAHIHATA MATCPHAIHO-TeXHHYecKA 6a3a — 5 TOUKH

MoTHBH 32 NOCTARCHATA OIEHKA:

OdeprparuTe POAYKTH Ca HANBIHO aJANTHPAHY KM MaTepHalHo-TeXHiryecKaTa 6asa.

Onenka mo Kpurepun 3: Iosoxurenen onaT ¢ ApeAIaranuTe MCIMINHCKH U3Ae/1us
(koncyMaTuBi) B SONHAUNKRTE CTPYKTYPH Ha BrninoxuTeas — 20 Touku

Moraeg 32 MOCTAREHATA OICHKA!

Crenpamucture or bonuuua ,Jloscueir paborar u xodpe nosmaear odepupanure
IpoaykTH. BB3 OoCHOBa Ha 3HAHHATA M MPO(EeCHOHANHUN ONUT ¥ MPAKTHIECKOTO H3IOI3BaHe Ha
FOJIAMA YACT OT THX K U3BBPUICHHTE ONMHTH H TECTOBE [0 OTHOUICHHE HAa TAXHOTO KA4YCCTBO:
H3IOM3BAHRA MaTCpuand 3a u3paloTka, 3ApaBHHA WU HANEHKJHOCT, cuuTaMe 4e o()epHpaHuTe
MEIUIMICKA M3ICHUs ¥ KOHCYMaTHBH OTFORapAT B Hal-ronsma CTENleH Ha H3WCKBAHUATA Ha
Br3xoxuTtens.

Hpencenaten: 3anuuyeno o0CTONTENCTBO HA OCHOBaHHE ull. 2 oT 33J1/]
Ynenope: 3anuueHo oOCTOSTENCTRO HA OCHOBaHHKE WA 2 0T 331/
3anuueHo obeTodTeNncTEO Ha ocHOBaKHe WL 2 o1 3311
3annueHo 00CTOATENCTBO HA OCHOBaHHE Wi, 2 oT 33J1]]
3anuueHo 00CTOATENCTB0 HA ocHOBaHHUe il 2 oT 33JI1



o L Eackrpo Men boarapus”™ EQO/L, obocobena rrosunus I “Ocreocunresnn cpeaeraa® — 20
TOYKH

Onenxa no Kpurepun 1: IpuiroxnmMocT Ha MeJHOHHCKATE H3AeIHA (KOHCYMATHBM),
c¢braacHo crneundurkara HA JeHHOCTHTC W BBL3NPHCTHTE B OONIMYHIITe CTPYKTYPH HA
Bu3noxurens mporokes 3a Aodpa KABHMEHAR NPAKTHKA ~ 15 Touxn

MoTHRH 32 HOCTABEHATA OICHKAS

Odepupanu ca UMIIAHTH 3a ocTeocHHTe3a H PpHKCaTopH Ha npouzpoautens Mahe Medical
GmbH Germany # xocTHH cko0H ¥ aHKeps Ha mpousBomutens Ortomed SAS France. Te ca c
BHCOKQ KAUCCTEO M OTrOBapsT HA H3HCKBaHUATa 3a pabora.

[lpeanoskenuTe KOHCYMATUBH M HHCTPYMEHTH OTrOBapAT Ha M3ucKBaHUsTa Ha 3MU u Ha
MUHHMATHITE 33/IBIDKHTENHY TEXHUTSCKY U3UCKBAHMWA, MOCOUCHM B TexHuYeckaTa crelmpuKanus
OT NOKYMEHTAUATA 3a yuacTie. [IpenoiennTe MEUUKHCKE U3ACHKS OTIOBAPAT Ha crieniHKaTa
Ha JeffHOCTHTC BB3NpreTH B Honuuuuure crpyklypH ¢ III HMBO Ha KOMIOETEHTHOCT B bonHHIA
»J03eHen™ ¥ yIOBACTBOPABAT BL3noHTEIHsI 110 OTHOUICHKE HA KaUeCTBO B Hal-BHUCOKA CTENCH.

Onenxa no Kpurepuu 2: AJanTHBHOCT ¥a MEHIHHCKHTE H3elud (KOHCYMATHBH)
KbM HANHIHATA MATCPHATHO-TeXHHYecKa Dasa — S Touxn

MoTHBH 32 I0CTABCHATR OUENKA:

Od¢epupasnure IPORYKTH Ca HATRIHO AZANTHPAHN KbM MaTepHalHO-TEXHHIecKaTa Oasa.

Ouenxa no Kpurepui 3: Hogoxurenaen onuT ¢ MpeiaraliTe MeXHIIHHCKH H3XeIHd
(KOHCYMATHBH) B GONHAYHHTE CTPYRTYPH Ita Bu3noxurens — ( Touxn

MoTHBH 32 TOCTABEHATA OYCHKA:

Cneupanuctte 0T Boaumua ,JioseHen” He ca paGoTHIM W HAMAT ONHT C OQepHpaHUTE
IPOJYKTH.

Ipeacepaten: 3anuyero 0OCTOATEACTBO Ha OCHORAHHE . 2 oT 33J11
Unenope: 3amHdeHO oOCTOATERCTRO HA ocHoBauue 4. 2 oT 33J1]]
SanugeHo obcTosATENCTBO Ha ocrosande Wil 2 oT 33JI
3anuvesno 00CTOATENCTBO Ha ocHOBaHUe 4l 2 ot 33JI/1
Jayyero 00CcTOATENCTRO Ha ocHoBanme 4i. 2 ot 33J1]



s Eaexrpo Men Brurapus” EOOJM, ofocobera mno3muus II “Draosocradinni
ocTeocHHTE3NH cpercrsa” — 20 TouKu

Ouenxa no Kpurepmn 1: Ipurosanvoct Ha MeAHIRHCKATE H3deNust (KOHCYMATHBIH),
chruacuo cneuHGEKATA Ha AeHHOCTHTE M BLINpHMETHTe B OONHHYHHTC CTPYKTYPH HAa
BhiM0KHTEAS TPOTOKOAN 32 A06PA KIIHHHYNA NPAKTHKA - 1S Touxn

MoOTHEBH 33 NOCTABCHATA CIICHKA:

Odepupani ca MMILUIAHTHE 33 OCTEOCHHTE3A U (PHKCATOPH HA IPOU3BOUTENA Mahe Medical
GmbH Germany u koctHg ckofu u ankepd Ha rpomssoautens Ortomed SAS France. Te ca ¢
BHCOKO KAUeCTBO ¥ OTIOBapAT Ha H3NCKBAHMATA 3a paboTa.

TIpeAnoCHUTE KOHCYMAaTHBH M HHCTPYMEHTH OTTOBapsiT Ha W3UCKBAHHATA Ha 3MH 1 ua
MHHEMATHATE 3a/6JOKATCIHY TEXHHUESCKH H3KCKBAHUS, TOCOUCHH B TeXHMHUeCKaTa CrieiuuKais
0T AOKYMEHTANMATA 32 yaacTHe. JIpeioKeHnTe MEHIMHCKA H3AEIAs OTIOBapAT Ha criengpKara
Ha meffHocTuTe BE3OpMETH B GONHHYHUTE CTPYKTYpH ¢ [l HHBO HA KOMIETCHTHOCT B bonruuna
Jlo3eHer’™ 1 yIOBIETBOPSBAT BH3noKNTENS N0 OTHOIEHUE Ha KAYECTBO B HAal-BACOKA CTCIEH.

Ouenka no Kpurepun 2: AXanTHBHOCT HA MEJAMIMHCKUTE H3ACANS (KOHCYMATHBH)
KLM HAJIMYHATA MaTePHAARO-TeXHIYecKa 6a3a — 5 TOUKE

MOTHBH 32 OCTABENATA OHLHKA:

Odepupandte TPOAYKTH €2 HANLIHO aAaNTHPAHH KhM MaTepPHTHO-TEXHHIECKATA faza.

Onenka no XKpurepay 3: Hojsoxnarenen oNUT ¢ NPeANAraHuTe MCXRIHHCKE U3ACTIHI
(koHeyMaTuBH) B GOJHHIHATE CTPYKTYPH na Buaxoxnrens — 0 Todxu

MoTHBH 324 II0CTABEHATR OICHKA:

Crenyannctute oT Boniuna . Jlozemen” ne ca paboTHIH U HAMAT OIMMT ¢ odepUpaHuTe
IPOXYKTH.

Ipencenaten: 3ammyerno 06CTOATENCTRBO Ha ocHoBanne wi. 2 o1 33/
Unenose: 3anmuyeno oGCTOSTENCTBO Ha ocHoBaHue U1, 2 oT 33J1]1
3anuueHo 06T TeNICTRO Ha OCHOBanue wi. 2 oT 33JI1
3apueHo obcToATencIBo Ha ocuosanue wi. 2 ot 33J11
3anuaeHo o0CTOATERCTRO Ha ocloBanue Wi 2 oT 33JI1



o L Hvunanar ' O04, obocotena mozunws I “ExnonontocHa TazobexpeHa enjonporesa”
— 20 Toukn

Ouenxa o Kpurepuu 1: [IpHIoKAMOCT HA MEHIIHCKATE N3XCIHSA (KOHCYMATHBH),
CLrAACHO coenupUKaTa Ha ACHOCTHTE W BLINPUETATE B OOAHMMHHTE CTPYKTYPH Ha
B13J0KHTeNs MPOTOKOJIH 32 Jo0pa KITHHIIHA NPAKTHKA - 15 Touxu

MoTHBH 32 0CTABEHATA ONCHKA!

Odepupanu ca egaonpotesu Tun Moor, 6ejpeno credno Korrtakrl, anerabynapHa kancyna
34 IMMEHTHA (uxcauus u Oexpena rnaBa. YWUaCTHHKBT € TIPOM3BOAMTEN Ha odepupanure
Tazo0epeHn eHI0TEPOTESH. T€ ca ¢ BUCOKO KAUSCTRO M OTIORAPIT HA M3UCKBAHUATA 34 paboTa.

IMpeanoxennre TazoOeApery C€HAOTPOTE3U OTTOBAPAT HA W3HCKBaHUsATa Ha 3MMU u Ha
MEHHUMATHHATE 38IBDKATEIHN TEXHHYECKH U3MCKBANMS, [IOCOYEHH B TexunyeckaTa criequpuanus
OT ZOKYMEHTalusTa 32 yyacrtue. IIpenoxesure MCAMLMHCKA H3EIUS OTFOBAPAT Ha CrienH(uKaTa
Ha JEHHOCTHTE BH3NpUCTH B Oonmuuunute cTpykrypu ¢ Il HuBOo Ha koMmereHTHOCT B Lomnuna
wlozeHen™ ¥ yIoBiaeTBopsiBar Bb3N0XKHUTENS 10 OTHOIIEHME Ha KAYECTBO B HaH-BHCOKA CTENCH.

Onenxa no Kputepun 2: Apantusiocr Ha MCARNHHCKHTE H3AENHA (KOHCYMATHBH)
KhM HAJIMUHATA MATEPHATHO-TCXHIYCCKA 0a3a — 5 TouKH

MoTHBH 32 NOCTABEHATA OLEHKA:

Odepupanirre DPOIYKTH ca HANBIRO a/aliTHPaH KbM MaTepHAHO-TEXHAYCCKaTa fasa.

Oncnxa mo Kpurepuu 3: [oloxATECH OIMT ¢ HPEAAAraHuTe MEIHITHICKH W3
(koHCYMATHBH) B Go/nmsure CYpykTypH Ha Boaaexurens — 0 Toukn

MoTrBH 3a HOCTaBEHATA OHEHKA:

Cnenpaniactute oT Bonnuna ,Jlozenen™ ne ca paboTunu M HsAMaT OHHT ¢ OepHpaHnTe
TIPOIAYKTH.

Hpenacesaten: 3anuueno obcrosresicrso Ha ocHoBanue Wi 2 oT 33J1)
Unenose: 3anmdyeHo 00CTOIATENCTBO Ha ocHOBaHKE U, 2 oT 33J11]
3amryeno oGcToRTEICTRO Ha ocHoranne I, 2 or 33J1]11
3anuueno o6CcTOATENCTBO Ha OCHORaHue Wi, 2 ot 33J1)1
SamucHo oOCTOSTERCTBO Ha ocHoBanne €. 2 ot 33J1J,



o LIOuupbnpenrn Mmeaukan pucspy”’ OO/, obdocobena mozumms IV “Komnowentn 3a
TazobeaApelR CHAONPOTe3a ¢ HHMERTHO 3akpensane” — 20 Toukn

Ouenka mo Kpurepun 1: Hpunoxumocr Ha MeauuaHekuTe H3ae/Ha (KORCYMaTHBH),
chraacHo cuexndukara nHa AciiHocTATE M BH3APUCTATE B OOJAHUYHHTE CTPYKTYPH Ha
Bb3x0aTess APOTOKOIH 32 A00pa KIMHHYHA NPAKTHKA - 15 Touku

MOTHEBH 32 HOCTABCHATA OLEHKA:

Odepupany ca KOMIOOHEHTH 3a TazeDepeHM €HIOHPOTE3U ¢ NUMEHTHO 3axpersare HIP
ENDOPROSTHESIS STEM, METAL HEADS, ACETABULAR CUP u CENTRALISER nHa
npon3poxutens Aesculap — B, Braun Company u numenr 3a tax ORTOCEM 1, 3, Gl uw G3 na
nponzsoaurens Teknimed SA. Te ca ¢ BHCOKO KauecTRO ¥ OTFOBAPAT Ha M3HCKBAHUATA 34 paboTa.

TlpensmoKcHUTE KOMIIOHEHTH 32 Tazodeapery elA0INIPOTe3H OTrOBAPAT HA H3HCKBAHMATA Ha
3MH H Ha MHHAMATHHTE 38bJUKHTENH® TeXHHYCCKH HM3HUCKBAHHUA, TTOCOYeHM B Texnuyeckara
crelu(QEKanms 0T AOKyMEHTausTa 3a yyactie. HpeAnomKeHnTe MEAULIMHCKA H3JENNA OTIOBAPAT
Ha cOemagukara Ha JieffHOCTHTE BL3NpHeTH B Oonuuuuure crpykrypy ¢ Il HMBO Ha
xoMImeTeHTHOCT B Bonunna ,Jlozewerl™ u ynomierBopsaBarT BL3NOMHTEN IO OTHOUIGHHE Ha
Ka4ecTBO B HAl-BUCOKa CTEMNEH.

Onenxa no Kpurepuu 2: AnantapBinocT HA MeAMIMUHCKHTE N3Menus (KOHCYMATHBH)
KbM HAJHIMHATA MaTePHAAKO-TCXHAYECKA $a3a — 5 ToUKR

MoTusH 32 MOCTABCHATA OlICHKA:

Odepupanure NPOAYKTH ca HATBITHO afallTHPaHN KbM MaTepHaHO-TEXHHYIecKara Oa3a.

Ouenka no Kpurepun 3: Hoxoxurened ondr ¢ BpeATaranuTe MeAHITHCKH HIACKUA
(koHCYMATHEY) B GONHHYIHHTE CTPYKTYPH Ha Bninoxureas — 0 rouxu

MoTHBH 32 HOCTABENATS OIICHKA:

CreruanuctuTe oT Bonunua ,JJloserel( He ca paloTHIM ¥ HAMAT ONHT ¢ O(epHpPaHUTE
HIPOJNYKTH.

Tpencenaren: 3anHuero 0OCTOATENCTBO Ha OCHOBaHAE Wil 2 oT 33J1/
Unenose: 3anaueHo 0OCTOATENCTBO Ha 0cHOBaHKE ¥A. 2 o1 331
3anngero 06CTOATENCTRO Ha ocHosarue 4. 2 oT 33J1
Jamueno obcrosrencrso Ha ocHoBadKe Wi, 2 ot 33J1]]
Sanuyeno oO0CTOATENCTBO Ha OcHORaHKE Wil 2 oT 33J1]]



» ,Cakxo-®apma” OOJ, obocobena wnozanust IV “Komnonenrs 3a Tazobeapena
eHXONpoTE3a ¢ MUMenTHO 3axpensane” — 40 Toukn

Ouenka mo Kpurepn 1: ITpuiokuMocT ira MEARIMIICKATE H3AeIns (KOHCYMATHBN),
CLINACHO crepuuKaTA HA JAeilHOCTHTe H BLANPHETHTE B OGOJHHYHHTE CTPYKTYPH Ha
BB3I0:RATCAN TPOTOKON 32 A00PA KIIMHHYHA NPAKTHKA - 15 TovKn

MoTHBH 32 NOCTABEHATR OHEHKA:

Odepupann ca KOMIOHEHTH 32 Ta3o0e/ipeHH CHAONPOTe3H ¢ rmumeHTHO 3axpersane CPT
MOD STEM, CPT-Femoral head, ZCA/ZCA 10 degree, Low profile, CPT CENTRALIZER n
sument 3a tax HI-FATIGUE BONE CEMENT, HI-FATIGUE BONE CIMENT G u CEMENT
GUN NOZZLE na npomspogutens Zimmer. Te ca ¢ BHCOKO KauecTBO M OTTOBapAT Ha
W3MCKBaHMATA 3a paboTa.

[IpennoxeHnTe KOMIOHCHTH 3a Ta3o0enpenn eHOOoNpOTe3y OTroBapsT Ha U3NCKBAHHAITA Ha
3MU ¥ Ha MAMHMANHETE 3aX6JDKATEIHKE TEXHHYCCKM W3HCKBaHUs, Hocoyenu B TexHuueckara
cnenmQUKanusa 0T JOKYMEHTAnHAT2 3a yqactue. 1IpeyIokeHnTe MEIUMINHCKH H3/ICMs OTroBapsT
wa crnewuduxata Ha fAeliHoctHTe BB3mpueTH B OonmmmyHmre crpykrypu ¢ Il muBO Ha
KoMIeTenTHOCT B Doauuna ,JloseHen™ W yAoBJETBOpABAT BB3jowxurtesd NO OTHOLICHME HA
Ka4ecTBO B Haf-BHCOKA CTEICH.

Ouenxa no Kpurepun 2: AQanmuBHOCT HA MEAHUMNCKHTE H3ACANH (rxoECcyMaTHBH)
LM HATHYHATA MATepHAIKo-Teximayecka 6asza — 5 Touky

MoTHBH 34 HOCTABEHATA QUECHKAS

Odeprpanute MPOIYKTH CA HANBIHO @Al THPaHy KbM MaTepHaJIHO-TEXHUIECKaTa Haza.

Ouenxa no Kpurepun 3: IlosoxureleH OMUT ¢ NPEAAATraNITe MEAHENHCKE M3C/ U
(KOHCYMATHBH) B GOTHHYHHTE CTPYKTYPH Ha Bb3lroxuTenst — 20 TouxkH

MoTHBH 34 TOCTABENATS OLEHKAS

Crenuanucture or bonamua ,JIoseHen® paborar u fobpe mosmasaT odepupaiuTe
HpoAyKkTH. B3 OCHOBa HA 3HAHMSTA H MPOQECHOHANHUA ONHT ¥ MPAKTHYECKOTO M3NOJ3RAHE Ha
rojisiMa 9acT 0T TAX W H3IBLPIICHATE OMHUTH M TECTOBE MO OTHOIICHHE Ha TAXHOTO Ka¥CCTBO!
M3TION3BAHH MaTepuaiii 33 u3paboTka, 37paBUHA ¥ HAJeNUIHOCT, CuMTamMe 4e odepupanuTe
MEJHIMHCKH W3/lenus W KOHCYMATHBH OTTOBApHT B Hai-rojiiMa CTCICH Ha H3UCKBaHMATA Ha
Branoxurend.

Tpencenaren: 3anucHo 0GCTOATENCTBO Ha ocHOBaunue Wi, 2 ot 33J111
Unenose: 3alnyucHO 06CTOATENCTBO Ha OCHOBaH#e Wi, 2 o1 33JL]]
3anuueno 00CTOATENCTRO Ha ocuopande Wi, 2 ot 33J11
JarHueHO obCToATENCTRO Ha ocHOBanue Wi, 2 oT 33JI1
3amuueHo oBCTOITeACTBO Ha ocHoBanue wi. 2 oT 33JH



e Caxo-®apma” OO/, obocobena nosuuun V “Toranua Tazobeapena crapa 3a
GesnumenTHo 3akpennane” — 40 Touku

Ouenxa mo Kpurepnu 1: HpuJIomKHEMOCT HA METHIHHCKHTE W3XCIHS (xconcymaTuen),
CRIVIACHO enernguKaTa Wa JeHHOCTHTE N BBLINPHEYHTE B OOMIMIMIUTE CIPYKTYPH Ha
Brasnoxuresn nporoxkes 3a qodpa KIMHBIHA NPAKTHKS - 15 Toukn

MoTigrH 3a HocTaBEHATA OLICHKA:

Odepupann ca ToTanau razobeapeny crasu 3a GesmumeHTHO 3aKkpensare VERSYS POR
TAPER STEM, BIOLOX OPTION HEAD, TRILOGY IT karcyna, TRILOGY IT kepamuuen
wnnelia/Bryika, TRILOGY IT suurose  ALLCLASSIC Stem, VERSYS FEMORAL HEAD,
TRILOGY IT xancysa, TRILOGY IT crosslinked poly umneit/s1ynka, TRILOGY IT suuTOBE Ha
npoussoauTeN Zimmer. Te ca ¢ BHCOKO KAYECTRO H OTrOBapsT Ha H3ACKBAHUATA 32 paboTa.

llpeanoxennte ToTANHK Taso0epeHn CTaBH 3a OE3MHMEHTHO 3aKpernBake OTroBApsST Ha
u3ncksanuara Ha SMU 1 Ha MHHEMANTHHTE 3aABIDKUTENHE TEXHUYECKH H3HCKBARAS, TOCOYEHH B
Texuuueckara cnenuduxayd 0T NOKYMEHTAMATA 32 YYacTHE. [IpeRnOKeHHTe MeIMIMHCKH
M3JCIHS OTTOBApAT Ha CHeuu(puKaTa Ha ACHHOCTHTE BL3NPHETH B GoXHMUHHTE CTpyxTypw ¢ III
HHBO Ha KOMIICTCHTHOCT B bonnnna ,Jloseney™ u yzosneTsopsrar BB3A0KATERS M0 OTHOMICHHC
ia KAYECTBO B Haii-BUCOKA CTEIIEH.

Oucnxa no Kparepuy 2: AXamrusnoct Ha MENHUMHCKHTE H3Ieus (KOHCYMATHBYN)
KbM HAJIHHATA MATEPAANNO-TEXHAYECKA (a3a — 5 TouknH

Morunsu 32 nocTaBeHaTa OUEHKA:

OdepripannTe NPOIYKTH Ca HAITBIHO aIallTUPAHHA KM MaTepHATHO-TEXHHTeCKaTa Gasa.

Onenxa no Kpurepun 3: [oxomuresen onuT ¢ NPeAJaraHuTe MEXHIHHCKE W3AEINN
{xoHCYMATHBH) B GOJHHYHHTE CTPYRTYPH 1a Bninoxurens — 20 TouxkH

MoTHBH 33 NOCFABLHATA OMEHKA:

Creumannctnte o1 Bosmuua ,Jlozewen™ paGorar u nmobpe To2masar otepupanute
NpoAyKTH. Bb3 OCHOBA Ha 3HaHMATa M MPOQECHOHATHHS ONAT M NPAKTHYECKOTO H3MON3BAHE HA
rojyisiMa 4act OT TAX M M3BBPUICHHIE ONUTH KW TECTOBE MO OTHOUIEHHE HA TAXHOTO KAYSCTBO:
M3MOI3BAHH MATCphald 3a u3paboTxa, 3ApaBHHA M HAESKIHOCT, CUATAMe ue o(QepHpaHuTe
MEAMIMHCKA H3JENHS 1 KOHCYMar#BH OTrOBapsl B HaH-ToJisMa CTelleH HA M3UCKBAHHATA Ha
Beanoxkutens.

Hpencenaren: 3anudeno obcTosrencTeo Ha ocHoBanue ui. 2 ot 33J1)(
Unernose: 3anmuyeHo o6cTOATENCTRO Ha ocHOBanKE Wi, 2 ot 33JIJT
3aHaeHo o0CTOITENCTBO KA OCHOBAHME 9T, 2 oT 33J1J1
3amyeHo 0GCTOATENCTRO Ha ocHOBaRKE 4. 2 oT 33JI]]
3anuueno ofcToaTeNCTBO HA OcHOBaHWE T, 2 oT 33JI]]



e, Caxo-@apma” OOJ, o6ocobena no3nuus VI “Toranna xonsuna eumonporeza” — 40
TOUKH

Onenxa mo Kpurepnu 1: HpanxoxuamocT HA MEEHUUHCKATE H3AeTHs (KOHCYMATHBH),
chriacio cnenuduxara Ha JelfiHOCTHTE W BE3NPHCTATE B OONNHYHMTE CTPYKTYPH HA
Brnagomxarens NpOTOKONH 3a 100pi KAHNHAYHA IPAKTHKE - 15 Touxy

MOTHBH 33 HOCTaBCHATA OLCHKAS

Odepupann ca Totanmy konsuuu edponpotesn NEXGEN LEGACY PS FEM n NEXGEN
PS TIBIA PLATE nHa npomspopurtens Zimmer. Te ca ¢ BHCOKO KaueCTBO M OTTOBAPAT Ha
M3HCKBAHMATA 3a padoTa.

[Tpennoxennre TOTANHKM KOJISHEYE €HIONPOTE3N OTTOBApAT Ha W3HCcKBaHHATa Ha 3MU n ua
MHHHMAIHUTE 3aAB/DKATCIIHN TEXHWUECKHM U3BCKBAHMSA, NOCOUSHH B Texuuveckara cnenuburaius
OT AOKYMEHTaLUATa 3a yuacrue. [IpejuroxennTe MEIMIIMHCKA U3ACKAS OTTOBAPAT HA cHenu(HKaTa
Ha fieHHOCTUTE BEL3NpHETH B OonHuunnTe cTpyKTypy ¢ Ill HMBO Ha KoMIeTeHTHocT B bomuunua
»JIO3EHEI™ B YHOBIETBOPSBAT BB3I0KUTENS [10 OTHOLIEHHE Ha KAYECTRO B HAM-BUCOKA CTCIEH.

Onenxa no Kpurepun 2: AjagruBHOCT HA MeUIHHCKMTE H3AeaHA (KOHCYMATHBH)
KBM HANHYHATA MATEPHAJHO-TexHnIecka baza — 8 Toukn

MoTHen 3a MOCTABEHATA OUCUKAS

Odepupannte NpoOAYKTH ca HAIIWINO afalTHPaNd KbM MaTepUanHo-TexHn4eckarta Gaza.

Onenxa no Kpurepaa 3: IHonoxarresien OUuT ¢ HpeIarannTe MeHITHHCKHE W3AC/HIA
(koncymaTuBn) B HOJHHYHHTE CTPYKTYPH Ha BuaaoxuTend — 20 Toaxu

MoTHBH 32 IOCPABEHATA OLCHKA:

Crnenuanneture ot bommuna ,Jlosenen” pabotsar u modpe nosHaBaT odepupanure
npoyykry. Be2 0cHOBA Ha 3HAHUATA U HPOJECHOHATHUIA ONKT M MPaKTHIECKOTO M3NON3BAHE Ha
roJiAiMa 4YacT OT TAX M H3BBPIICHHTE OMHTH H TECTORE MO OTHOIHCHHUC HA THXHOTO KAHYeCTBO:
H3MON3BAHE MarTepuamy 3a u3pa0oTka, 3ApaRWHA W HaJSKAHOCT, cuuTaMe ue odepupanute
MEIULHHCKH M3ACIHS ¥ KOHCYMATHBHM OTIOBApAT B HaW-TONsMa CTENeH HA W3HCKBAHUATA Ha
Br3nouxurens.

[Tpencenaren: 3amuueHO oOCTOATENCTRBO Ha ocHosanue wi. 2 ot 3311
Unerose: 3anuueHo 0OCTOATENCTIBO Ha ocHoBanue wi. 2 o 33J11
Januueno 0OCTOATENCTBO Ha OcHOBarKe Wi 2 oT 33J11
3anuueno obCTosNTENCTBO Ha oCHOBaRKe WL 2 ot 33J1
3anuyeHo 00CTOATENCTBO Ha ocHoBanue Wi, 2 oT 3311



e ,.Cuxo-®apma” OO0/, o6ocobena nozumus VII “UYaernana koxsnna exponporeza” — 40
TOYUKH

Ounenxa no Kpurepnn 1: IIpanoxnMocT Ha MeAHHHHCKHTE H3ACHEA (KOMCYMATHBN),
eprdacHo cnemudukara Ha AefinocTaTe H BHIAPHETHTEe B OOJHUYHHTE CTPYKTYPH HA
BhagoxuTeNd MPOTOKOIN 38 700pa KIHUHYINA HPpAKTHKa - 15 Toukn

MoTHRH 32 HOCTABEHATA OLCHKAS

Odepupanu ca yactauny xonsny epponporesn UNI FLEX FEM u UNI FLEX FIX TIB na
npouzsoauTelst Zinumer. Te ca ¢ BHCOKO Ka4ecTBO H OTFOBapAT Ha H3UCKBaHHATa 3a paboTa.

IpensoxeHdTe TACTAYHY KOIAHHE HIONPOTE3H OTrOBAPAT HA M3MCKBanusTa Ha 3MH 1 Ha
MHHHMAIHATE 3a0bDKUTENAH TEXHUYECKH H3MCKBAHUS, T0CO4eHU B TeXHIYECKaTa ClIenHQuKama
OT KOKyMeHTanusTa 3a ygacTtde. [IpefionecHUTe MEAUIHICKH H3E)IAs OTTOBAPAT HA CIEHH{UKATA
Ha Ae{HOCTHTE BB3NPHETH B Gonuuumare cTpykTypu c Il HuBO Ha xomieredHTHOCT B BomHmia
»J103eHeN ¥ YAOBIETBOPABAT BB3J10KUTENA IO OTHOIIEHHE HA KAYECTBO B HAK-BHCOKA CTCHCH,

Ouenka o Kpurepnu 2: AJanTHBRHOCT HA MEAHHIICKATE H3ACHHS (KOHCYMATHBH)
KbM HATHYHATA MATEpHAJHO-TeXHHYecKa Daza — 5 Touxs

MoTaBH 32 NOCTABEHATA OHEIIKA!

Odeprpannre IPOAYKTH €2 HAI'BJIHO afAIlTHPAHH KbM MaTepHaIHO-TEXHHYecKaTa fasa.

Oucnxa o Kpurepun 3: TlonoxuTtereH onuT ¢ NpelIaraHaTe MEHIHHCKH H3TENHI
(xoncymMaTuBH) B HOJNHHIHETE CTPYKTYPH Ha Brinoxnarens — 20 Touxs

MoruB¥ 33 HOCTABEHATA OHCUKA:

Crneuvanictute oT bonnunua ,Jlosenen” paborsir W gobpe mno3nasar odepHpaHHTE
npoAyKTH. Bh3 O0CHOBA HA 3HAHUATA W IPOPECHOHANHMS ONUT H TPAKTHYCCKOTO H3MON3BaHe Ha
TOISIMA HacT OT TAX H HIBLPUICHWTE OMATH WM TECTOBE [0 OTHOIIGHHC HA TAXHOTO KaweCTBO:
MW3MOA3RAHN MaTepuany 3a H3paboTka, 3/paBuia H HaZSKAHOCT, CuUTaMe 4e O(EPHPAHHTES
MEAMIIMHCKY H3ICIHMS W KOHCYMaTHBH OTTOBApAT B Hal-rojisMa CTENeH Ha H3MCKBAHUATA HA
Br3noxurend.

[Ipencemaren: 3aimuaero obcrosTencTBo Ha ocrosanue 1l 2 ot 33JIL
Unenose: 3amnveHo 0OCTOSTENCTRO HA 0CHOBanHUe Wi 2 oT 33JI
3anuueHo o0CTORTEACTEO Ha ocHoBaHue Ui, 2 oT 331
Saguueno oOCTOATENCTBC Ha OCHORaHHe 4L, 2 oT 33J1]]
3anuyerno 00CTOATENCTRO Ha ocHoBanue . 2 oT 33J1J}



o ,,Cuxo-®apma” OO/, obocobena mnozmmua VI “KoMioHeHTH 3a peBHIHONNa
razodenpena engonporeda’” — 40 rouxkn

Ounenxa no Kpurepuu 1: lpnnoxumoct Ha MeAHIHHCKATe H3MeHA (KOHCYMATHRBH),
C¢BbINACHO cncHnpuKara Ha AciiHOCTATE H BLINPUerHTe B HOINHYHHTE CTPYKTYPH HAa
Bo3aoxnTeN s NPOTOKOAH 32 A00pa KIHHTYHA HPAKTHKA - 15 Touku

MorTHey 334 HOCTABEHATA OEHKA:

Odepupanr ca KOMIIOHGHTH 3a pPeBH3HOHHa Taszolenpena enponpoTesa REVITAN
STRAIGHT STEM n#pokcmmania uact, REVITAN STRAIGHT STEM mucramsa wacr,
PROTASUL S30 HEAD, CPT LONG MOD STEM, CPT MOD HEAD, CEMENT GUN
NOZZLE, B-S REINFORCEMENT RING, COUNTERSUNK CANCELLOUS BONE SCREW,
LOW PROFILE, TRABECULAR METAL REVISION SHELL, TM REVISION BTVYIJKA,
VERSYS FEMORAL HEAD u HI-FATIGUE BONE CEMENT G na npoussoaxrens Zimmer. Te
¢a ¢ BUCOKO KAYeCTBO M OTTOBAPAT Ha H3UCKBAHNUATA 3a padoTa.

IlpennoxenuTe KOMIOHGHTH 3a pPECBU3MOWHA TazobeipeHa EHAONPOTE3a OTIOBApAT Ha
uzvckpanusaTa Ha 3MHM ¥ Ha MHHUMaJNHHETE 3a0b/DKBETEIHNA TEXHHYCCKH W3UCKBAHMS, NMOCOYSHH B
Texnuueckara cnenndHKalHg OT JOKyMeHTallugTa 3a ydacTHe. [IpeanolkeHMTe MEAMIMHCKH
W3/eNusA OTTOBApaT Ha Criel(HKaTa Ha AEHHOCTUTE BB3HPHETH B DoNHWYHHTE cTPyKTypH C I
HUBO HA KOMMETeHTHOCT B bonunua ,Jlozenen™ n ynosisersopsasar Bu3loxuTens no OTHOHICHUE
HA KAYeCTRO B Half-BYCOKA CTEMEH.

Oneuxa no Kputepnn 2: AaanTHBHOCT HA MeAHIMHCKHTE H3geaHs (KOHCYMATHBH)
KBM HAJIHUHATA MaTepHaJHO-TeXHH4Yecka 6a3a — 5 TouKkn

MorTnBa 3a nocraBeHATa OHEHKa:

OdeprpannTe NIPONYKITH ¢a HA'GIHO aJATHPAHE KBM MaTepHanHo-TeXHIUecKaTa 0as3a.

Onenka no Kpurepuu 3: [ToaoxkuTreren OIHT ¢ NpeUIATaliuTe MEAHIMHCKH HIZCIHA
(xoncymaTusu) B 00IGHYNHMTE CTPYKTYPY Ha Buiaokurend — 20 Touxn

MOTHBH 34 HOCTABEHAT: GUENIKA:

Croenuanuacrure or bomnuna ,Jiozenen™ paborar u nobpe nosmapar odepupanure
npoaykTd. B3 ocioBa Ha 3uanusTa ¥ npodecHoHanHyus ONHT M IPaKTHYECKOTO H3IION3BaHEe Ha
FOJSIMA 4acT OT TSIX H H3BLPLICHHTE ONUTH U TECTOBE IIC OTHOINEHHE Ha TAXHOTO KAYECTBO:
W3MOA3BAHN MaTepHanu 3a u3padoTka, 3JpPaBMHA H HAICKIOHOCT, CUHTaMe dYe odepupannTe
MEJIMIMHCKY H3JENds W KOHCYMATHBU OTrOBApsT B Hal-TONAMa CTENEH Ha HM3MCKBAaHHATA Ha
BranoxuTtens.

[pencenaren: 3anuuero 0GCTOATENCTRO HA OCHOBaHUeE W 2 0T 33J11]
Unenope: 3aluueHO 00CTOATENCTEO Ha ocHoBaHue L. 2 ot 33J1)1
3anueno oOCTOoATENCTBO Ha ocHoBamke wi. 2 ot 33J1]]

3anuueno obCToATERCTBO Ha ocHOBaHue 4. 2 oT 33J1]]

3anrueHo 06CTOATENACTBO Ha OCHOBaHue yn. 2 o1 33J1]]



* ,,Bu eng [In Copeucue” QO/l, oGocobena mozumma {X “KomnouentH 3a TazebeapeHa
CHAOTPOTE3R ¢ KbCH anaToMUMHN Ocsunmenthn crefna” — 40 Toykn

Ouenka o Kpurepnn 1: UpuiokiumocT Ha MeXHIBHCKUTE H3Zeaus (KOUCYMATHEH),
CLIVIACHO CUCIUpHKATA HA AEHIOCTHTE W Bh3NpHErATe B OOMHUUYHHTE CTPYKTYPH Ha
Brajoxmrenn npoTokesy 3a Ao0pa KINMHHYHA IPAKTHKA - 15 TOUKH

MoTuRH 32 HOCTABCHATA OICHKA:

Odeppann ca KOMIIOHEHTH 3a TasofefpeHa eHjompoTe3a ¢ KbCH aHATOMMYHE
BesnumenTrn ctebima ABG 2, Trident PSL, Trident X3, V40 femoral head u Torx screw na
npoussoautens Howmedica Osteonics Corporation. Te ca ¢ BHCOKO KauecTBO W OTTOBapAT Ha
H3UCKBaHuUATa 3a pabora.

Ilpennmoxenure KomilOHEHTH 3a TazolelpeHa eHAONPOTE32 C KBCH AHATOMHYHH
Oe3unMenTHH cTeblla OTroBapAT Ha WM3KCKBaHUsTAa HA 3MUW H Ha MUNAMATHHTE 3aXBIKHTEIHH
TEXHUYECKH HM3UCKBAHKA, MOCOYeHd B TexHuveckaTa coeHU(PUKALNS OT HOKYMEHTAlNATa 3a
yaacte. IlpeanoxeHure MEIUUHMHCKH H3JCN¥sl OTroBapsT Ha cneidukata Ha AcHHOCTHTE
BE3NpHeTH B OonmuunHuTe crpykrypu ¢ I muBo Ha koMmmereHTHOCcT B Bomxuna ,Jloszenen™ n
YIOBICTBOPABAT BBINOMKHUTEAL IO OTHOICHAE Ha KauecTBO B HA-BHCOKA CTENCH.

Onenxa no Kpurepun 2: AjanTHBHOCT H& METHUHHCKATEe M3XCTHA (KOHCYMATHBH)
KbM HAJJMMHATA MATepHAJTHO-TeXKHUCcKa §a3a — 5 Touxkn
MOTHBPI 34 NOoCTABEHEATA OLIENIKAL

O(bepHPaHHTC IIPOOYKTH Ca HATLJIHO afallITHPAHH KM MaTCpHAITHO-TCXHHYCCKAaTa Gaza.

Onenxa no Kpurepun 3: IlosoxnrencH onuT ¢ APSAIArAHNTE MeJMUHHCKE H3ACANA
(KOHCYMATHEH) B GOTHUMHHTE CTPYKTYPH Ha BraaokuTens — 20 Touxu

MoOTHBH 32 HOCTABCHATA OHMEHKA:

Crennannernre ot bonamua ,JlozeHer™ pabGorst u nmobOpe mno3HaBat odepupadute
npoAykTH. Bb3 ocHOBa Ha 3HaHuATa U IpodecHOoHanHNA ONHUT M MPAKTHYECKOTO M3NOMA3BaHE HA
rojsiMa 9acT OT TAX K H3RBPUICHHTE OMWTH W TECTOBE 110 OTHONIEHHE HA TAXHOTO KAYECTBO:
H3NOA3BAHK MaTepuand 3a u3paboTKa, 3ApaRWHa M HaJeKIHOCT, CUHTaMe 4de odepuparnmte
MEIBIMHCKH M3/AeNWsS ¥ KOHCYMATHBH OTTOBApAT B Hal-roysiMa CTEHeH Ha W3WCKBAHMATA HA
Beanoxurens.

[Tpencemaren: 3anudgero 00CTOATENCTBO Ha ocHoBaxue ui. 2 o1 33JL]]
Unenose: 3amryeno obcToATERCTBO HA ocHOBaHUE Wi, 2 oT 33J1J1
3anwgenio oDCTOSTENCTBO Ha OcHoBaHNE U, 2 oTF 33J1/1
3anugeHo 00CTONTENICTBG Ha ocHOBankne wi. 2 ot 33711
3anudeno ob6CToATENCTBO Ha ocHoBsanue wi, 2 ot 33J1)]
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