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norosovp /- <,

lIHec..;‘...f..;.[.}.’..;2018 rox. B rp. /Io6puy, nHa ocHoBanue 4. 112 u ci1. ot 3akona 3a
06HJ,€CTB€HI/IT€ HOPBYUKH, C€ CKIOYU HACTOAUIMAT IIOI“OBOp Mf:)i\‘}ly:

"B EHJI I CBPBUCHUC" OO/, cbe cenanuiie B rp. Codus 1000, paiion
Cpezeu, anpec Ha ynpasnenue: 6yi1. "Teopru Croiikos Pakockn” 130, er. 1, an. 4, EHMK
175384288, mpencrarnssano ot Jlopa ['eopruesa Atanacosa u Brangumup Aranacos OceHos,
3acIHO M IOOTACNHO, ONPE/IENEH 3a U3ITBJIHHUTEI CIIE] IPOBE/ICHA IIPOLIEAYPa 3a Bh3JIArane Ha
obmecTsena nopwvuka Tuim "otkputa" Ne 00083-2018-0008, ¢ npeamMer: JloctaBka Ha
MEIMIMHCKA  M3]1eJIMsl 32 OPTONENMYHA, XHPYPrHYHa W HEBPOXUPYPrHUYHA ACHHOCT 3a
HyxauTe Ha "MHoronpodwina GonHuLa 3a AKTUBHO nedenune-/lo6puy” A/l rp. JloOpuu.
napuvad [IPOJJABAY

151

"MHOI'OITPOOHUIIHA BOJIHULIA 3A AKTHUBHO JIEYEHUE-TIOBPHY" ALT
rp. Jlobpud, cbe cenamuine U agpec Ha ynpapieHHe: Ip. Hobpuuy, yn. “[Tanaitor Xuros" 24,
Ten.  058/600160, dake: 058/600414, e-mail: oblb@bergon.net, EMK 124141302,
npencrasiasBado ot J[-p Ceetoszap Baiiues — Msmbanuresnen JlapexTop Ha Apy)KecTBOTO,
Hapuyana KYITYBAU.

CTpannre ce criopasymsxa 3a clIeIHOTO:

[HPEJIMET HA JIOI'OBOPA U LIEHM

Ynen 1. IlposaBaubT nponasa Ha KynmyBada MeJHIMHCKH H31eaus 10 O60cobena
nosuuus Ne 8: MemMUMHCKH M3ZENUS 38 HEBPOXHPYPrHYHA AeHHOCT- BapuaHT 4, 1o HeHH,
IIOCOUCHH B IEHOBOTO MPEUIOKEHHE Ha MpoJaBaya, KOETO € HepaleliHa 4acT OT HACTOSLLHS
JIOTOBOP.

CPOKOBE M HAUMH HA TUJIALLLAHE

Hien 2. CpokbT Ha HacTOSIIMA HOTOBOD € 12 Mecela OT JaraTa Ha MOANHCBAHETO
My. JIoroBopbT npoab/kaBa A€HCTBHETO CH 10 CKJIIOYBAHETO HA JIOTOBOP C JPYI U3MLJIHHATEN
CJIe]l NPOBEeXAaHe Ha 0OLIEeCTBEHA TOPhLUKA.

Ynen 3. Tlocouennte B un. | MeIHLMHCKH W3Ie/Hs Lie ObJaT J0CTABSAHU OT
pofiaBaya Ha KylyBada B CpOK 10 72 (celeMIIeceT U ABa) Yaca. e 3adBIBAHETO UM.

Unen 4. InmkuMaTa Ha 1pojasada cyMa Mo BCSIKA OTAEHA J0CTABKA ILe Obile
[IaTeHa OT KynyBaya 110 OaHKOBaTa CMETKa Ha MpojaBaya B CPOK /10 60 (mmecraecer)
KaJCHIApHH JIHH CJleJl H3iaBaHeTo Ha GakTypa OT npojasaua.

Yren 5. CpokbT Ha FOJHOCT HA NOCTABEHUTE MEIUUMHCKH M31e/TIs TpssOBa Jla €
He MO-MaJIbK OT | (eAHa ) roguHa KbM MOMEHTA Ha JOCTABKATA.

MACTO HA U3ITBJIHEHUE U ITPEMHUHABAHE HA COBCTBEHOCTTA

Ynen 6. 3a MACTO Ha [0CTaBsiHE HAa MEIMUMHCKHTE W3ICHHS Ce onpe;aens
“MBAIJI-Jlo6pus” A/l rp. Jo6puy, yi. “Ilanaitor Xutos” Ne 24, speno . Boqndna antexa”,

Unen 7. CoOCTBEHOCTTA BbPXY JIOCTABAHUTE MEIMIIMHCKH U3JIETUs H PUCKBT CT
ITbIHO MJIM 4aCTHYHO IIOrMBAaHE HA CTOKHTE MPEMMHABA BBPXY KyNyBadya OT MOMEHTA Ha
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IPUEMAHETO MM Ha MACTOTO Ha JOCTABAHE C [PUEMO-NIPERaBaTesieH [IPOTOKOJI WK ApYyT
PaBHO3HAYEH TOKYMEHT.

[IPABA U 3BAJTBJDKEHUSA HA [TPOJTABAUA

Ynen 8. (1) IlpomaBaubT e miabikeH na CKIIOYH AOTOBOD 33 MOAU3MBIHEHHE,
KOTaTo € 00SBUN B 3asBJICHUETO CH 3a yYaCTUE NON3BAHETO HA MOIM3ILIHHTEN. B CpoK 1o 3
JIHA OT CKIIFOYBAHCTO Ha JHOTOBOP 3a NOIU3NBJIHEHHE WM HA JOMBIHUTEIHO CIIOpA3yMEHHE
33 3aMiHA Ha [10COYCH B 3ajBJCHUETO MOAM3ILIHMTEN M3ITbIHMTENAT M3Ipalla Konue Ha
A0ToBOPa MM Ha JIOI'BIHUTEIHOTO CIIOPa3yMEHHE Ha BB3JIOXKHUTENA 33¢HO C 0KA3aTeNCTEA,
4e¢ ca M3ITbJIHCHH YCJI0BUATA MO Wil 66, an. 2 u 11 ot 30I11.

(2) llomusubanutenure ssaMaT npaso ja NIpeBb3NaraT €AHa WM [10BedYe OT
JEHHOCTHTE, KOUTO Ca BKIFOYEHH B PeIMETa Ha JIOrOBOpA 3a MOJAU3IIbIIHEHHE.

(3) HezaBucuMo 0T BB3MOXHOCTTAZ 1@ Ce  H3MON3BAT MOAU3IIBIHUTEIH,
OTTOBOPHOCTTA 3a H3I'BJIHCHUE Ha JIOTOBOPa 3a 00IIECTBEHA IOPBYKA € HA [PO/aBaya.

(4) KynyBaubT HsMa Jla H3BbPLIBA IMPEKTHA pasIianiaHus ¢ NOAU3IBIHUTEIUTE

Ynen 9. [IpogaBaybT e JUIrbKeH 1a JOCTABA MeAUIMHCKHU U3JIeJINSL, KOUTO:

1. nmar nanecena "CE" MapkupoBka B ChOTBETCTBHE C W3HCKBAHMSTA Ha 4ia. 15
0T 3aKOHa 3a MeMIMHCKUTE u3zienus (3MU);

2. UMar HaHeceH MAEHTH(UKALHOHEH HOMED Ha HOTH(HUMPAHHI OpraH Mo yj.
64, an. 2 or 3MU, korato mpouenypure, OmpeaencHu B Hapenburte mo wit. 18 or 3MU,
M3HCKBAT HAHACSHETO MY,

3. HMaT HaHeCEHH HAUMEHOBAHHE W aipec Ha YUIPaBJICHHE Ha NPOU3BCIUTENS
H/HITH YITBITHOMOLIEHHS [IPEJICTABHTEN H BHOCHTEJIS;

4. MMaT MHCTPYKUHS 3a YIIOTpeOa, ¢ U3KIIOueH e Ha U3JIE/INATA, 32 KOUTO TOBA He
€ npeBuIeHo B 3MU;

5. ca NPUJIPYXKEHHU OT BAIMIEH CePTH(HKAT, YAOCTOBEPABALLl CHOTBETCTBUETO ChC
CBUIECTECHUTE H3UCKBAHNS, IPHI0KUMH 33 H3JETUETO, H3/aCH OT HOTUDULMpAIL OpraH.

6. ca NMPOM3BEACHH OT MPOHM3BOMMTEN, KOHTO OpuIara 1 NOMAJIbPIKa CHUCTEMa =a
ylipasjieHne Ha kauectBoTo EN ISO 9001 n/man EN I1SO 13485/13488 u/unm exBuBaicnTHa
00XxBar B 00JacTTa Ha NPOU3BOACTBOTO HA KOHKPETHHTE MEIULIUHCKH U31ETTHS,

7. CbOTBETCTBAT Ha M3HCKBAHHS KbM H3IEIMATA NO CHOTBETHATA 0bocobena
[TO3UIHA, [OCOYCHHM B ONUCAHUETO, nafeHO B Ilpunoxenune Ne 6: Cneuudukaums na
MCIHIMHCKATE U3/ICITHS OT IOKYMEHTALMATA 38 yuacTHe B 0OILEeCTBEHATA IOPbUKA.

Ysen 10. IlponaBausT B cpoka Ha JIOroBOpa ¢ MUIBXKEH J1a HMa paspellieHde Milu
Y/IOCTOBCPCHHE 32 THPrOBHA Ha €/1p0 ¢ MEAMUMHCKH H3IEUs, U3NAAEHO OT M3MbIHATEHMS
aupextop Ha MAJI o peaa na 3MU.

Ynen 11. IlpoaaBayst B cpoka Ha A0r0BOpa € ATBXKCH Ja lIpHjlara M nosbpxa
CHCTEMA 34 ynpaBicHue Ha kadectBOTO EN ISO 9001 w/mnu EN ISO 13485/13488. w/unu
CKBMBAJIEHTHA, ¢ 00XBAT B 00JIACTTA HA NPOH3BOICTBOTO M/HIIH THPrOBUATA C MEIMIIHHCKA
H31e/Tus.

Unen 12. lponaBausT € uthbxkeH na w3gaze B CPOK (akTypa 3a JOCTABCHUTE
MCIMLUHHCKH U3JeUsl.

[TIPABA Y 3AIBJDKEHUS HA KVITYBAYA

Unen 13.(1) KynyBaubr uma npaso na [IPOBEPSIBA KOJMUYECTBOTO HA BCAKA
OTACIIHA JIOCTABKA, KAaTO MNPM YCTAaHOBABAHE HA HECBHOTBETCTBHE € JUILKEH Na yBEIIOMH
pojaaBava B CpoK oT 24 yaca.
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(2) Ilpu ycranoBsiBaHe Ha HECBHOTBETCTBHE B KaueCTBOTO Ha JOCTABCHUTE
MCAHLHMHCKY H3/ICTHA KYYBaYhT € MUIBXKCH 1a yBEOMH IIPOJaBada B cpok o1 24 yaca,

(3) HecnoTBeTcTBHETO Ha KONMYECTBOTO M Ka4yecTBOTO ce YCTaHOBSBA ¢
HPOTOKOI, ChCTABEH OT KOMHCH, ChCTABEeHa OT JUTHKHOCTHUTE JIHUA HA KyNyBaya.

(4) B ciyuait, ye nponaBadbT B cpok 10 24 uaca cnen YBCJIOMSBAHETO 110 aj. |
OCIIOPH IMMCMCHO HECHOTBETCTBUETO Ha KAueCTBOTO, TOH MOXKE /1a HCKa [IpOBEpKAaTa My OT
YIBJIHOMOLIEH OpraH uix n1abopaTtopusl.

Unen 14. KynyBaubT e JurbXkeH sa 3amiaTu YroBOpeHata li¢Ha B pa3mepa, 110
HayMHa U B CPOKA, ONPEICIIEHH B HACTOAILMS JOTOBOP.

HEYCTOWKH

Unen 15.(1) Ilpu 3a6aBa Ha pocraBka oT CTpaHa Ha IpojaBaya ¢ mnoseue or 24
(/IBajieceT M YeTHpH) Yaca, KylyBaubT HMa IPaBO Ja NOJIy4u HeycToMKa B pasmep Ha 0.1
(Hyna usno, ejHa fiecera) Ha CTO OT CTOMHOCTTA Ha 3abaBeHaTa JIOCTaBKa 3a BCEKM 24 yaca
3abaBa.

(2) Ilpu ycraHOBSIBaHE Ha HECLOTBETCTBUE B KOIMYECTBOTO, MHPOJABAYbT €
ATHHKCEH 1@ I0CTaBU JIMIICBALIOTO KOJMYECTBO MPH CJIe/BALIATA 1OCTABKA, A [IPH OMCKBAHE
OT CTpaHa Ha KynyBaya B CpOK oT 24 wvaca. Ilpu HeMsmbiHeHHe Ha TOBa 3ab/DKCHME
KyIyBaibT HMa NpaBO Ja MOJIyYH HEYCTOMKa B pa3Mep Ha S (IIET) Ha CTO OT CTOHHOCTTA Ha
JHUICBALIOTO KOJUYECTBO.

(3) Ilpu ycranoBsiBaHe Ha HECHOTBETCTBHE B Ka4eCTBOTO, NPOJABAYBT € ;1IBKEH
Aa JI0CTABH MCIMIIUHCKH U3/IETINs C YTOBOPEHOTO KAYECTBO IIPU CIIEABALLATA AOCTABKA, a opu
NOMCKBAHC OT CTpaHa Ha KynyBaya B Cpok oT 24 wuaca. IIpum HewsmwimeHHe Ha TOBa
3alb/DKCHAC KYNMyBavybT MMa IPaBO Ja MOJyYH HEYCTOMKa B pasmep Ha 5 (IIeT) Ha CTO oT
CTOHHOCTTA Ha HEKAYECTBEHATA JOCTABKA.

(4) B ciywanre nmo anusen 2 w 3, ako npojaBaubT He NOCTABH JOTOBOPEHOTO,
KymyBaybT HMa MpaBo Ja 3aKyld HEOOXOAUMHTE MY MEIMIMHCKM M3JedA OT apyr
/I0CTABYMK, KATO pa3innKaTa MEXy LIEHATa 10 I0TOBOPA U JACHCTBUTEITHO 3all1aTeHATA [ICHA ¢
3a CMETKa Ha Ipo/1aBaya.

Unen 16.(1) Ilpu oTka3 ua nponapaua ja JOCTAaBM 3asIBEHUTE MY MEAMIIHHCKH
W3/IC/IHs WM TIPH 3a0aBa noseve oT 48 (d4eTupuaeceT H oceM) yaca, KyyBaybT UMa IIPABO na
3aKYITH HEOOXOAMMHTE My MEIMIMHCKH U3JENHs OT APYT JOCTABYHK.

(2) B cniywaunte no npeaxonHara anmues pasiMkata MEXy 1IeHaTa 1o J0roBopa H
JICHCTBUTENTHO 3all1aTeHaTa LeHa € 3a CMeTKa Ha [1po/IaBaya.

Ynen 17. KynyBaybT uma npaBo na Mcka oGe3LICTCHHE B NbieH pasMmep Ha
BPEIHUTE, KOMTO € IPETHPIISII B pe3y/TaT Ha 3a0aBeHaTa W/M/IM HEKAYeCTBEHATA IOCTABKA,

Unen 18. Ilpu 3a6aBa Ha miamane ot crpaHa Ha KylyBayva, MOCICAHUAT IbIDKU
Ha MmpojaBava HEYCTOHKA, B pa3Mep Ha 3aKOHHATa JINXBA.

Yren 19. Heycroliknte, o6e3lneTeHUsITa U [IEHOBUTE pasavku 1o 4i. 16, anx. 2
MOrar 1a Ob1aT yAbpKaHH OT BCIKO BIKMMO Ha [POAABAYa ILIAlNANe.

HPEKPATABAHE HA JJOTOBOPA

Ynen 20. JloroBopsT ce npexparsiza:

1. ¢ u3TH4aHe Ha cpoka, 3a KOHTO € CKIIOYEeH. OCBEH B XHUIIOTE3ara Ha yied 2.
U3pEYeHUE BTOPO;

2. OT u3NpaBHATAa CTpaHa MPH CHCTEMHO HEM3NbJIHCHHE Ha 3aLIDKEHUATA 110
norosopa. Ilon cueremHo HemsnbiaHeHue ce pasbupa Takosa, M3BBPIICHO [JBd WJIM 110BEYe
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[TbTH B PAMKHTE Ha ¢/INH KaICHIaPeH MECELl, HIIH [T0BEYE OT TPH [IbTH B PAMKHTE Ha CPOKa HA
JI0TOBODA;

3. IpH CB3JABAHETO Ha YCNOBHA 34 JOCTABKA Ha MEIMUMHCKH HU3Je/Us Clies
TPOBEKIAHETO HA IICHTPATU3UPAHH ENCKTPOHHH ThPTOBE.

4. B ci1yyail, ye Gble mpoMeHena HOpMAaTHBHATa ypeada, B pe3ynTar Ha KOeTo
OTMaAHE HEOOXOAMMOCTTA OT IOCTABKATA HA H3LEIHUATA, KOUTO Ca IIPEJIMET Ha IOrOBOPA;

5. IpH HEBB3MOKHOCT Jla ce OCHIYpH (MHAHCHpPAHE 33 H3MBIHEHHETO Ha
MOpBLUKATA N0 IPHYNHH, KOMTO KYIyBaYbT HE € MOTb 1a [PEABHIM.

APYT'U YCJIOBUS

Ynen 21. Crpanute no AOTOBOpa HE MOraT Ja ro W3MEHST, OCBeH B clydapTe,
npeABUJCHH B Wi, 116 ot 3011,

Hnen 22. Ctpanure no morosopa me peUIaBaT BB3HUKHAJIUTE 110 U3ITBJIHEHHETO
CIIOPOBE 110 B3aMMHO ChITIACHE, @ KO TOBA € HEBBL3IMOXKHO, 10 pena Ha I'TIK, npen ponoso
KOMINETEHTHUAT CbJ B rp. Jlo6puy.

Yiien 23. 3a BcHuKKM HeypeneHH 10 HACTOSIIMS JIOrOBOP BBIIPOCH LIE CE€ TIpUIArar
pasnopendure na 3011, ITI30I1, 33/ u T3.

Ynen 24.(1) 3a Banumnu allpecn 3a NpHEMaHe Ha CbOOIIEHHA, CBbP3aHH ¢
HaCTOAILMS IOTOBOP C& CMSATAT aPECUTE, OCOYEHH B HAYAJIOTO Ha JIOroBopa.

(2) llpn npomsina Ha paHHHTE MO Ipeaxo/iHaTa anMHes, CbOTBETHATA CTPaHa €
ATBXKHA J1a yBEOMU JIpyraTa B TPHAHEBEH CPOK OT NIPOMSIHATA.

[Ipu cberaBsiHe nHa HacTosMAT JIOTOBOp €€ IMPEACTaBHXA OT M3MLIHUTENS
CJIICAHUTC NOKYMEHTH 3a I0Ka3BaHe JIMIICATA HA OCHOBAHHS 34 OTCTPaHsIBaHE:

- 32 obcrosaTencTeara no un. 54, an. 1. 1. 1 ot 3011 - CBU/ICTCIICTBO 34 CHLAUMOCT:

- 32 00CTOATENCTBOTO 110 un. 54, an. 1, 1. 3 or 3011 - Y/OCTOBEPEHHE OT OpraHuTe
tI0 MPUXONIUTE M YIOCTOBEPEHHE OT OOUIMHATA MO CENANMINETO HA Bb3JIOWKHTEs H Ha
KaHauJaTa Wik y4acTHHKA,

- 3@ 00CTOSATENCTBOTO Mo un. 54, an. 1, 1. 6 - YAOCTOBEPCHHUE OT OpraHuTe Ha
V3neanutensa arenuns "[1aBHa HHCHEKINS 110 Tpyna":

- ceprudUKaT 3a npuaaraHe u NOIIBPIKAHE HA CHCTEMA 3a yIpaBlcHHE Ha
kagectBoto EN ISO 9001 w/mnmu EN ISO 13485/13488 W/WIM €KBUBAJICHTHA, C OGXBAT B
00J1acTTa Ha IPOM3BOACTBOTO W/HIH TbPTrOBUSATA C MEAULIMHCKY HU3JIEIHS.

HaCTO}ILHI/IHT JAOTOBOpP €€ CbCTaBH B TpH enH006pa3fm CK3eMILIsIpa, €/lMH 3a
[IpoaaBaya M J1Bda 3a KyItyBaua.

[TPOJABAU: - KVIIYBAU:
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Ilpunorcenue Ne 4 - 3a0vaxncumenen obpasey

TEXHHYECKO MNPEJAJOXEHUE

[oanucanuar/anata  dopa Feopruesa Aranacoa, EI'H o . B
KaueCTBOTO CH Ha Y NIPABHTC (U3HUCEA Ce OnborcHoCmIng) Ha ., BH eHa Aun CupBucuc” 00/1
(usnucea ce umemo wHa Opyxcecmeomo), CbC celamlue: rp. Codusa 1000, yau.
"I'.C.PakoBckn™ Ne 130, er.l, and, agpec Ha ynpasiacuue rp. Codus 1000, ya.
’T".C.PakoBekn” Ne 130, eT.1, an.4, EMK 175384288,

I. Ilpencrasam odepra 3a yqactue no 060co6eHa MO3ULMS

Ne 1: OcTeocHHTe3HM CpecTBa 3a OPTONEAMYHA ASHHOCT- BapuaHT |;
Ne 2: OcTeocHHTE3HH cpencTBa 3a OPTONEAMUHA ACHHOCT- BapHaHT 2;
Ne 3: OcTeocHHTE3HM CpeacTBa 3a OPTONeIHYHa NeHHOCT- BapUaHT 3;
Ne 4: OCTEOCHHTE3HM CpeiCTBa 3@ OPTONEAUYHA ACHHOCT- BapHAaHT 4;
Ne 51 MeaMUMHCKM U318 33 HEBPOXHUPYPrUuHA AEHHOCT - BapHaHT |;
Ne 6: MeIMUMHCKM U3/1e/11s 38 HEBPOXUPYPrUYHA ASHHOCT - BapHaHT 2;
Ne 7: Meanumncku naaenus 3a HCBPOXHPYPruYHa A€AHOCT - BapuaHT 3;
NESEM R Cinane i dhiien poxmpy i :

CAUIIMHCKH U3

(Mons ombenexceme cvc 3nax X, N uru no Opye nooxo0siwy Hayun 06ocobeHama
nO3UYUA/00O0COBEHUME NO3UYUL, 3a KOSMO/KOUMO NPeOCMABIME ohepmayj

2. IEKJIAPHUPAM, e npaBs UaNOCTHO MpeIoKeHHe N0 BCHUYKH HOMEHKJIaTYpH
oT o6ocobeHaTa no3nUUs/060COGEHNTE MO3ULKMH, 33 KOSTO/KOUTO y4acTBaMm:

¥ JIA
< _.* e HE
,C{ ’ . (Mons ombenexceme eapromo cve snax X, N wiu no Opye nOOX00AW HaYUH)

3. TlpeanaraHuTe MEIMIMHCKM M3€IMS CBOTBETCTBAT HA  H3MCKBAHWSATA.
MOCO4EHH B KOIOHK 2 W 3 oT [lpunoxkenue Ne 6: Crieunduralms Ha MEAHUMHCKUTE W3eSHS
¥ Ha W3UCKBaHusTa 1Mo w1, 82, an | or 3MU.

4. [lexmapupam cpok Ha BanuaHocT Ha odeprara: 3 (Tpu) Meceua oOT martara,
KOATO € MOCOUCHA 32 JlaTa Ha NojaBaHe Ha odeprara.

5. [lprevam cpoka Ha W3nbiHeHue Ha nopbukara; 12 (ABaHajgeceT) Meceua
CKJIIOYBAHETO Ha 10I0BOpa.

6. Ilpuemam cpoka 3a nnawade; g0 60 (LIECTAECET) KaJCHAAPHU [HH ¢
H3BBPIIBAHETO HA AOCTABKATA M M3A3BAHETO HA HAKTypa OT U3MBAHHTENS.

7. Ilpuemam cpoka Ha JocTaBKa: 10 72 (CefeMIECET U jBa) 4aca OT MOMECHTA H
3aBABAHETO.

8. Ilpemam cpoka Ha FOAHOCT: He MO-MaKo OT | (E1HA) FOAMHA KbM MOMEHTA Ha
AOCTaBKara.

9. llpnevam na M3MEAHABAM BCHYKM M3MCKBAHUA HA BB3MONUTENS, TIOCOUCHH B
OOSBJIEHHETO U NOKYMEHTALMATA 3a yyacTHe.

10. Jexnapupam CbriacueTo cH ¢ KiIay3uTe Ha NPUIOKEHHS POEKT Ha AOTOBOP.

I'1. B cayuait, ye 6bna onpesienied 3a U3MbJAHKTEN Ha MOPbYKATA, ce 3a4b/KaBaM,
fp¥ NOAMHCBAHETO Ha JHOroBopa 3a OOLIECTBEHA MNOPBUKA, Ad MPEACTAaBA aAKTYalHH

T

T

a




AOKYMEHTH  yNOCTOBCPSBAIUM JIMIICATA HA OCHOBAHWA 3a OTCTpaHsABaHe OT Npolenypara.
KaKTO ¥ CbOTBETCTBUETO C NOCTABEHUTE KpuTepui 3a nonbop:

- 3a 00CTOATENCTRBATA 10 UJT, 54,an. 1, 1. 1 or 30I1 - CBUICTE/ICTBO 34 CbANMOCT;

- 38 O0CTOATENCTBOTO 10 s, 54, an, I, 1.3 or 30I1 - YROCTOBEPEHUE OT OpraHuTe
O MNpUXOoauTEe H yuOCTOBCpeHMC oT OGLUHHaTa Mo cenalruweTro Ha BBb3JIOHTEC/IA H Ha
KaHIMAATa MK yYaCTHMKA,

- 38 00CTOATENCTBOTO 10 ua. 54, an. 1. 1. 6 - YAOCTOBEPEHHE OT OpraHuTe Ha
ManbinuTenna areHuus "I naBHa MHCIEKLIMA 110 Tpyna";

~ Pa3pelUCHHE 3a THProBUa Ha €ApPO ¢ MEeAUUMHCKH M3aeaus, u3naneHo ot MAJI
Han Apyr NOKYMEHT, yAOCTOBEpsBAll MPaBOTO Ha YH4CTHHKA a TBPryBa ¢ MeAWLIMHCKH
USACINA, M3NANCH OT KOMIMETEHTEH OpraH Ha CLOTBETHATA AbpKaBa. Paspeutenne um
YAOCTOBEPEHUE HE CH H3UCKBA OT TPOU3BOAHTENUTE HA MEAMLHHCKH U3/1e/1s, YCTaHOBEHU
Ha TepuTopuaTa Ha PenyGanka Buirapus;

- cep’rudmxaT 3a npuiaraHe u NnoaabpIKaHe Ha cucrema 3a yhpaBjieHHE Ha
kadectBoTo EN ISO 9001 B o6nactra Ha [TPOM3BOACTBOTO W/WJIM ThPrOBUATA C MEAMLIMHCKM

M3LCIUS W/MIM CHCTeMa 3a yrpasjieHHe Ha KauecTpoTo EN ISO 13485/13488 w/uan
€KBHBaJICHTHA;

\\ .7 B
SN
b\ iy
Hopa I'eopruesa Artanacose, Yn\bésme;ﬂ ot
(ume, Gawnno u hamusns, anvxkiodsy




