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YKA3ZAHUA KBM YYACTHUIIUTE

BBB BPB3Ka C Bb3JIaraHeTo Ha O0IecTBeHa MOPbhUKa 3a “3akymnyBaHe, 1OCTaBKa, MOHTAXK,
BBBCXKIAHE B CKCIJI0OaTalyA, O6quHI/IC Ha nepCcoHaia U rapaHiiMOHHA NOoAAPBXKKa Ha MCIULIMHCKU
u3enus /MeIMLIMHCKA anapartypa/, npecTaBiigBallid HOBH HEYNoTpeOsBaHU eIuH Opoii
MHOTO(YHKIHOHAJICH €XOrPaBCKH anapar U Tpu Oposi aHeCTe3UONIOTHYHH MOHUTOPH 3a HYXKIHUTe Ha
Otnenenue 1o aKyepcTBO U F'HHEKONIOrus U OTIOeNeHYe 110 aHECTE3HOIOT S M HHTEH3UBHO JICUCHHE
B “MBAJI - [Tnormue” AJl o nBe 060co06eHN MO3UITHH

I. YCJIOBUS HA OBIIECTBEHA ITOPBUKA

1. IIpenmer Ha oOmecTBeHATa NOpPBYKA: “3aKyllyBaHe, [OCTaBKa, MOHTaX, BBBEXKIAHE B
eKcrioaTalus, oOyueHHe Ha TepcoHaja W TapaHLIMOHHA TMOANAPHKKA Ha MEIULMHCKA W3eNus
/MeqUIMHCKA arnapaTtypa/, NPeAcTaBIsBalll HOBH HEYITOTpeOsIBaHH eIuH Opoi MHOTO(YHKLHMOHAJICH
€XOrpaBCKM amnapar u TpHU 6p05{ AHCCTC3MOJ/IOTHYHH MOHUTOPHU 34 HYXIWUTE Ha OTI[@J'ICHI/IC o
aKylepCcTBO M TMHEKoJorus u OTaeneHre nNo aHeCTE3HO0JIOTHA U MHTeH3UBHO JieueHue B “MDBAJI -
[Tnopnue” AJl o npe 060cobeHu no3uuuu”

2. BB37I0KHTEISAT H3HCKBA OT YYACTHULMTE J1a oepHpaT KoMIUIeKcHO, cbriacHo Ipuimo:kenne Nel —
Texnuuecko 3ananue /cnenuduranna/ 3a MeTHIHHCKATE H3TeTdsI /MeTHIIHHCKA anaparTypa/.

3. Msacro Ha wusmbaHeHue: OTheneHHe MO aKylepcTBO M THHekonorus W OtheneHwe Mo
aHECTEe3HOJIOTHST U MHTeH3UBHO seyenne B ,MBAIJI - TInosaus” AJl nHa aapec rp. [lnosaus, Gym.
~bbarapus® Ne 234,

4. OGpasyBaHe Ha mpeAjaraHara IeHa: LEHAaTa, KOATO LIe ce 3arulalla OT Bb3JIOKUTENI 32
U3ITBJIHEHHE HA TMOpPBhYKATA, MPEICTABIABA KpaHATAa JOCTABHA LIEHA HA TpeIJIaraHuTe MPOAYKTH,
MpeaHa3HaydeH 3a npoaaxoda, pxiroupaia [1J1C, BCHUKH pa3xoJu MO JOCTaBKaTa A0 KPAacH IMOJTydaTest
— »MBAIJI — ITnoeaue” AJl, MOHT&XHU JEHHOCTH, IMyCKaHE B EKCIUTOATAIHS, O0OyUeHHE Ha MepcoHana
U rapaHuUMOHHA noaapbxkka. lleHara ciensa na Obje mocoueHa 0 BTOPH 3HAK Clie]| JeCeTHYHATa
3arneTas B LieHoBaTa odepTa /MpeioskeHHe/ Ha y4acTHHKa /1o obGpasery/.

S. Hayun Ha nJamaHe: MalaHETO C€ M3BBPIIBA MO OAHKOB BT, MPHU YCIOBUATA HA OTIOKEHO
IJalaxe, He mo-awaro ot 60 /mectraeceT/ KaJeHIapHU JHU OT Jarara Ha MycKaHe B eKCIUIoaTallHs,
YIOCTOBEpEHa C TIOATMHMCBAHE Ha TPHUEMO-TIpeAaBaTeNieH TPOTOKON MEXKAY H3MBIHUTENS H
BB3JIO0KHUTCIIA.

6. Cpok HA BAJHIHOCT HA O(epTHTE: CPOKHT Ha BAIMAHOCT Ha odeprHTe He MOXKe Aa Obae mo-
KkpaTbk oT 90 /neBeTnecer/ KajeHIapHH JHU, CYMTAHO OT KpaiHara jaTa 3a MojyvaBaHe Ha odeprure.
* 3abenescka: Cpoxvm Ha 6ATUOHOCH HA Oepmama e Gpememo, npe3 KOemo YYaCmHUyume ca
068bP3aHU C YCNOBUAMA HA NPEOCHAGEHUME OM MAX Oepmiu.



II. TBUCKBAHUS KBM YUACTHHULIUTE

II-A. V4acTHHK B NPOM3BOJCTBOTO MOXE Ja GbJe BCSKO OBIrapcko WM Yy:KAECTPAHHO (U3UIECKO
WJIU IOPUIMYECKO JIULIE, KAKTO U TEXHH O0ENUHEHU:

1. mo oTHOLUEHME HAa KOUTO He ca Halulle oGcTosaTencTsara no wi. 47, an. 1 u 5 or 3011

2. xouto CcHOMOmABAT MPHUHLMIINTE W M3UCKBAHHATA 3a [100pa THProBCcKa NMPAaKTUKA CHINIACHO
JeHCTBaIOTO OBArapcko 3aKOHOIATENICTRO;

3. KOUTO MMAaT 100pa peryTalus KaTo AOCTABUMLK HA CHELUATM3UPAHO TEXHHYECKO 060pyABaHe
1 MEIWIIMHCKA anapaTrypa 3a Hy>KAUTe Ha JiedeOHU 3aBefeHus 3a OOJIHUYHA [IOMOILLL.

4. KouTO pasmojiarar ¢ MoHe 2 /aBamMa/ CepBU3HH CICUMAIMCTH, 00YYEHH W CEPTH(QHLHUPAHH 3a
TeXHHYeCcKa MOJJIPBKKA HA MEIULMHCKATA anapaTypa OT MPOU3BOAMTENSE HA TEXHUKATa, ODEKT Ha
HacroAmara o0LIEeCTBeHA TIOPBHYKa.

II-B. YyacTHHOHTE €a QJIBKHH 12 NPHJIOKAT CJIeJHATE TOKYMEHTH B NPeACTABEHATA OT TAX
odepra:
1.1. 3aBepeHo OT yYaCTHMKA KOMHE OT JOKYMEHTa 3a pETUCTPalds WIH eIUHEH
uaeHTudukanroner kox /EMK/ cbriacHo un. 23 or 3akoHa 3a TBPrOBCKHS PETUCTHD,
KOraTo Y4aCTHUKBT € FOPUIMYECKO JIMLE UIH €JHOJIMYEH ThProBell;

1.2, 3aBepeHO OT y4YaCTHUKA KOMME OT JOKYMEHTa 3a CaMOJHMYHOCT, KOraTO YYacTHUKBT €
(PU3UYECKO THIIE;

1.3. mpu yyacTHULM OOEIUHEHHS - JIOKYMEHT, IOIIMKCAH OT JIMLATA B O0EAMHEHUETO, B KOHUTO

3aJBJDKUTENIHO C€ M0COYBA TPEACTABIIABAILMAT;

2. 3aBepeHO OT yyacTHHKA Komue oT peructpauunsra no 3JJIC /ako e mpunoxnmo/;

3. Paspemienre 3a THPropus Ha €IpO ¢ MEAMLIMHCKH H3/IENHs /MEIMIMHCKA anapaTypa/ u3faieHo
ot UsmbiHuTeHata Arenuus no jiekacTeara (briaacHo un.78 oT 3aKkoH 3a MEAMILUHCKU H3JIETTH).

4. Hannuue Ha moHe | /enuH/ HOroBOp 3a I0OCTABKA HA MENMLIMHCKA anaparypa, U3IThbIHEH Mpes
nociaeaHara 1 /eqna/ roguHa.

5. Ilone 3 /Tpu/ Opost npenopbku /pedepeHinn/ 3a 106p0 U3ITBIHEHHE, YIOCTOBEPABAIIA 106paTa
pellyTauya Ha H3IBJIHHUTENA, KaTo chillaTa TpaOBa [a M3XO0kKIa OT JIe4eOHO 3aBefeHue 3a OOJHUYHA
TIOMOIII.

6. CMChbK Ha TEXHUYECKHTE JIMLA, BKIIOYUTEITHO Te3M, OTTOBAPSIIM 32 KOHTPOJIA Ha KAYeCTBOTO.

6.1. Tosu criucek TpsAbBa Ja ¢ MPHUAPYKEH C JOKA3aTENCTBA /I0TOBOPH, CepTU(HKATH, THIIOMH,
YAOCTOBEPEHHUs], [eKjapailud, JAp. — B OPUTHHAI WIH 3aBePEeHO KOIHe, Ha Obarapcku esux/ 3a
HaJIU4YHeTO Ha Hah-Manko 2 /aBaMa/ CEpBU3HH CNELMAIMCTH, OOy4YeHH W cepTUpHUMpaHd 3a
TEXHUYECKA MOMAPHKKA Ha METUIMHCKATa amaparypa OT NpPOM3BOAMTENs Ha TEXHHKaTa, 00eKT Ha
HacTosLaTa o0IeCTBeHa MOPBHYKa.

7.1. 3aBepeno komue Ha BanumeH ceptudukar BIC/EN/ISO 9001:2008 /unv exeusanent/ ua
yuacmmuuka, CBHIETENICTBALl 3a BHEAPEHA CHCTeMa 3a yNpaBlieHHe Ha KauyeCTBOTO MPHIIOKHMA 34
“T'pproeus ¢ MEAULIMHCKA TEXHUKA U MaTepHATH” /WK €KBHBAJIEHT/.

7.2. 3aBepeno komue Ha BanuneH ceprudpuxar BIC/EN/ISO 13485:2012 /unu exBupanent/ na
yuacmuuxa ¢ 00xBaT “T'bpProBus ¢ MEIMIMHCKA anapartypa U CEpBU3 Ha MEAMLMHCKA anapartypa’ /uiu
CKBHBAJICHT/.

7.3. 3aBepeno komue Ha BajuaeH ceptudukar BIC/EN/ISO 9001:2008 /unu ekBuBaneHt/ Ha
npou3eo0umens, CBUAETEICTRAlI] 33 BHEIPEHA CHCTEMa 3a YIIPABJICHHE HA KAYeCTBOTO MPHIOKUMA 3a
“Teproeus ¢ MeIUIMHCKA TEXHUKA U MATEPHANTN” /U/TH eKBUBAICHT/.

7.4. 3aBepeHo konue Ha BamuneH ceprudukar BIC/EN/ISO 13485:2012 /unv exkBuBaneHt/ Ha
nopuzeooumens ¢ odxsar “TbproBusi ¢ MEIMLIMHCKA aNaparypa U CepBU3 Ha MEJMILIMHCKA anapaTypa’
/M1 €eKBUBAJICHT/.

8. [lexnapauus 3a HaHeceHa ,,CE” MapkupoBKa Ha IPOM3BOAUTENS BbPXY MEAULUMHCKHTE H3/IETHA
B CHLOTBETCTBUE C U3UCKBaHMATA HA Wi. 8§ ¥ un. 15 or 3MU mo o6ocobeHHuTe MO3UIMH, KBIETO €
NPHIIOKHMO.,

9. ITucmenu JOoKasaTeJiICTBa, YAOCTOBEPABAILIH O6CTOHTC.TICTBOTO, HC Y4YaCTHHKBT € O(bHL[HaJICH
MPEICTaBUTENT Ha TPOW3BOIAMTENS HA MEAWLMHCKUTE M3IeNvs /MelUIMHCKA anaparypa/, o0eKT Ha
HacTosaTa O0IecTBeHa MOPBUKa, 38 TepuTOpHsiTa Ha PBbarapus.




10. dexnapaiuu 3a nuncara Ha obcrosrencrsara o wi. 47, an. 1, 1. 1 wan. 5, 1. 1 ot 3011 /mo
obpasew/ nno un. 47, an. 1, 1. 2, 3 wan. 5, 1. 2 or 30I1 /no o6pazery/.

11. Jlexnapaums 3a yuacTHe Ha MOJH3IBLIHHUTEN, B KOSTO YYaCTHUKBT M3PUYHO 3aiBABA JATH 1Ie
U3M10J13Ba TaKbB ¥ aKO Ja — [I0COYBA BUJA U JeJia My Ha y4acTue /1o obpasery/.

*** Beeku OT HOAM3IIBIHUTENUTE TPAOBa @ NPEACTaBU JOKyMeHTUTe o T. 1, 3, 4, 5,6, 7, 8 ot
HACTOALIHS pa3Jiell.

12. Texanuecka odepra /npennoxenne/, no oGpazen KLM IOKAHATA, BKJIIOYBAINA:

12.1. Texnuyecka npeiosxkeHue, CHLOTBETCTBAILO HA TEXHHUECKOTO 3aaHue /CrieuduKaLus/,
NpeJCTAB/IIBAIIA HEpas3lejHa YacT OT HacToslara AOKyMmeHTauus — Ilpunooicenue Nel, KakTo W
TEKCTOBA YaCT Ha TEXHUYECKOTO NPEJIOKEHHE MOIIbJIHEHO N0 00pasell.

12.2. Cpokose:

12.2.1. Cpok 3a 3aKynmyBaHe, 10CTaBKa, MOHTaXK, BbBEKIaHe B €KCIJI0aTANHs H 00yueHHe
Ha NepcoHaNa Ha MEJWLMHCKH W3JeNus /MeIMLMHCKA amaparypa/, NpeACTaBIABALM HOBH
HeynotpebsBanu eIH 6poif MHOTO(YHKIHOHAIEH €XOrPABCKH anapar M TpU Opos aHeCTe3HONIOTHUHH
MOHMUTOpPY 3a HyXAuTe Ha OrTaeneHuWe MO akKymepcTBO W TMHeKonorus #u  OTHelieHHe 10
AHEeCTe3MOJIOTUs U UHTEH3UBHO neueHue B “MBAIJIl - [Inoaus” AJ] mo aBe 000cOOEHH MO3ULIMU
/noopobno onucanu ¢ [punooscenue Nel/ — ne no-abasr ot 30 /Tpugecer/ paboTHH AHH OT AaTaTa
HAa MOAIIHNCBAHE HA AOTOBOP.

12.2.2. Cpok 3a rapaHOHOHHA NOJIPBKKA HA MEIULMHCKUTE H3JEIMA /MeIUIMHCKA
anapaTypa/, MpeJCTaB/IABALd HOBH HEYNOTpeOsBaHU e€fvH Gpoii MHOTO(YHKIMOHANEH €XOrPaBCKH
amapaT U Tpu Opos aHECTe3UONIOTHYHHM MOHHUTOPH 3a Hyxaure Ha OTheneHHe MO aKylIEPCTBO H
THHCKOJIOTHS M OTAEJIEHHE MO aHECTE3HOJIOTH U UHTCH3UBHO JieueHue B “MBAJI - [Tnosaus” AL,
KOUTO J1a € He MO-KPaThK oT 12 /1BaHajeceT/ Mecena OT AATATA HA MYCKAHE B €KCILIOATANMS Ha
MEJMIMHCKY M31elMs /MeAMIMHCKA amaparypa/, yJOCTOBEpeHa C TMOINMCBaHE HAa MPUEMO-
MIPEJABATENEH NPOTOKOJ MEXKAY U3IIBJIHUTE/IA U Bb3JI0KUTENS

12.2.3. Cpok Ha JeiicTBHE Ha JOropoBa — [0 H3THYAHE HA TAPAHIHOHHHSA CPOK 3a
HNOJVIPHKKA Ha MEIULMHCKUTE W3Jeaus /MEOUIHMHCKA amapatypa/, MpeACTaBIsBallld HOBH
HeynoTpeOsIBaHU eIMH Opoif MHOTO(DYHKIIHOHATIEH eXOrPABCKH arnapaT U TPU 6posi aHeCTe3HONOTHIHH
MOHHMTOPH, KOWTO TpsAbBa ma € He MO-KpaThbK oT 12 /qBanagecer/ Mecena, CYATAHO OT JATaTa HA
MyCKaHe B eKCIUIoaTalus Ha MEAWLMHCKMTE H3JeNHs /MeAHLHHCKA araparypa/, yAOCTOBEpeHa ¢
MOJIIMCBAHE HA NIPUEMO-IIPEIABATENEH MTPOTOKOJ MEXITY U3MbAHUTENS U BH3JIOKUTEN.

12.2.4. Cpox Ha OTJIOKeHO NJALIAHE, KOHWTO 7a € He Mo-AbJbr oT 60 /mectaecer/
KaJeHIAPHH IHH OT JATATA HA MYCKAHE B €KCILIOATANHUS HA MEIHUHUHCKATE U3AETHs /MeIHIIHCKA
anaparypa/, y10CTOBEpeHa ¢ TOIIICBaHe Ha MPHEMO-TIPeIaBaTeNleH TPOTOKOJ MEXKIY U3MbIHUTENS U
BB3JTOIKHUTEIS.

13. lenoBa odepra/npensioxkenune, no 0dpasel KbM MOKAHATA, BRIOYBAIIA:

13.1. lena Ha MeAHINHHCKHTE H3JeJHS /MEIHIHHCKA amaparypa/, B KOATO [1a e
BKJIIOYEHA:

13.1.1. 3akymyBane, 10CTaBKAa, MOHTAK, BbBEXKIAHE B €KCILIOATANAA W o0yueHWe Ha
nmepcoHasia Ha MCIAHUMHCKUTC MH3ACITUA /MCI[I/IHI/IHCKa anapaTypa/ , IMpeaAcTaBIsiBaAllli HOBH
HEyroTpeOsBaHK eauH Opoli MHOTO(YHKIMOHAlEeH eXOrpaBCcKH amapar U TpH Opos
AHECTE3HOJIOTHYHH MOHHTODH, INPEAMET Ha HAcTOsALlaTa MpoLeAypa W MOAPOOHO OMUCAHW B
IIpunoocenue Nel — TexHudecko 3aaHue /crielMUKaLUs/, Hepa3ie/iHa YacT OT HACTOSIIKMSIIATA
JOKyMEHTaLUsA

13.1.2. 'apanunoHHa NOAAPBKKA HA JOCTABCHUTE, MOHTHPAHU W IIyCHATH B €KCILIOATALHS
MEIULMHCKA U3IENHS /MEULIMHCKA arapaTypa/.

14. Jlexnapauust 3a cpoK Ha BaJHIHOCT HAa odeprara, KOHTO Aa € HE Mo-KpaTbk oT 90
/nemerneceT/ KaleHmApHW IHH OT KpaWHaTa nata 3a mosyvasane Ha odepru. *Cpoxvm na



6anUOHOCM HA Ohepmama e epememo, npe3 KOemo yuacmuuyume ca 006bp3ani ¢ YCA0BUIMA
Ha npedcmagerume om msax ogepmu.

1S. Cnuchbk Ha JOKYMEHTHTE, ChABPXKALIM ce B odeprara, MOANUCAH M MOJANEeYATaH OT 3aKOHHHUS
[IPECTAaBUTEN Ha YYaCTHHKA.

3alenexku:

*** OnucaHueTo Ha TEXHHYECKOTO IpemioxkeHne /odepra/ TpsAdBa 1a ChOTBETCTBA Ha OIMCAHUETO IO
LEHOBOTO TpeIOKeHHe Ha y4acTHUKA. [Ipy HechOTBETCTBHE B AaHHHTE, MOCOYEHH B TEXHUYECKATA
crielH(UKauns Ha MPEUTaraHoTo CIeLUATH3MPaHO TEXHHIECKO 060pyABaHe, MPEAMET HA HACTOSIATA
NpoLeaypa, U ONMUCAHKETO MY B LIEHOBOTO NPEIOAKEHUE OT 0(epTaTa, YUaCTHUKBT C& OTCTPAHSIBA OT
npoueypara.

III. OBIINA

1. Kosin4ecTBo 1 BHAOBE MEIHLMHCKUTE M3/eTHs /MEMLIMHCKA araparypa/: cwriiacHo Ilpunoscenue
MNel — Texandecko 3ananue /crermdpukanus/.

2. Iloka3aren 3a n36op: Haii-Hucka npeanioxkeHa leHa.



