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A0TroBoOP

Huec.................2018 rox. B rp. Jlobpuy, Ha ocHoBaHue 4. 112 u ci. oT 3akoHa 3a
OOIIECTBEHNUTE MOPBUKHU, C€ CKIIOYN HACTOSLIUSAT J0TOBOP MEXKY:

"XEJIMEJ] BBIIIAPUA" OO/l, cbe cepnamuiue B rp. Codus 1309, paiion
Bw3paxnane, anpec Ha ympasiaeHue yi. Llap Cumeon" 20, Bx. 1, er. 1, an. 3, EMK
130477290, npencrasiasaHo oT Banentun XpucroB Kpberes, onpeseneH 3a H3IBIHUTEN
cllell MpoBeJeHa IpoLe/ypa 3a Bb3jlarane Ha oOulecTBeHa nopbuka tun "otkpura” Ne 00083-
2018-0008, ¢ npeamert: JlocTaBka Ha MEIMIMHCKH M3CTHS 32 OPTONCAUYHA, XUPYpPruyHa K

HEBPOXMPYPIrUYHa JEHHOCT 3a HYXJIMTe Ha "MHoronpoduiHa OoJiHUIIA 32 aKTHBHO JICYCHUE-
HoOpuu" AJl, rp. lo6puy, napuuan [TPOJJABAY
151

"MHOI'OITPOOUIIHA BOJIHULIA 3A AKTUBHO JIEUEHUE-AOBPUY" A}
rp. JoGpuu, cee cepaynuiie U ajapec Ha ynpasneHue: rp. Jloopuy, y:1. “Ilanaiior Xuros" 24,
Ten.  058/600160, ddakc: 058/600414, e-mail: oblb@bergon.net, EWUK 124141302,
npejacrapinasano ot JI-p Cseroszap baiiues — M3nbanutenen Jlupekrtop Ha ApyKecTBOTO,
HapuuaHa KYITYBAUY.

CTpaHI’ITe C¢ CllopasymMsixa 3a CJIC/IHOTO:

IPEJMET HA JTOI'OBOPA U LIEHU

Unen 1. [IpopaBaubT npojiaBa Ha KynyBadya MEIWUIMHCKH H3eaus o Obocobena
nozuuuss Ne 4: OcCTeOCHMHTE3HHM cpelcTBa 3a OpTONEAMYHa JACHHOCT- BapuaHT | M 110
Ob6ocobena nozunumsa Ne 7: MeaMUUMHCKH H3/IeNUs 33 HEBPOXUPYPIUYHA JIEHHOCT- BAPHAHT 3.
[0 LEHH, [TIOCOYEHH B LIEHOBOTO IPEUIOKEHHE Ha IPOJaBaya, KOETO € HepasJe/iHd 4acT OT
HACTOSIIIIKS JIOTOBOP.

CPOKOBE M1 HAUUH HA TUIAILAHE

Ynen 2. CpokbT Ha HacTOsILIMS JOrOBOP € 12 Mecena oT jarara Ha NOANUCBAHETO
My. JJoroBopbT npo:1bakaBa AeHCTBHETO CH 10 CKIJIFOYBAHETO Ha JOTOBOP C JIPYI U3IILIHUTE]
Cllell MpOBEXKIaHe Ha O0LIECTBEHA OPhYKa,

Unen 3. Ilocouenute B ui. | MEAMUMHCKH HU3JeIusi Lie OBAAT JIOCTABAHU OT
npo/iaBaya Ha KyIyBada B CPOK 10 72 (celeMJIeceT U [1Ba) yaca, clie/l 3asiBIBAHETO UM.

Ynen 4. /Ip/pxuMara Ha nmpojaBaya cyMma MO BCsKa OT/E/IHA AOCTaBKa Iue Oble
TIaTeHa OT KylyBada o OaHKOBaTa CMETKa Ha IpojaBaya B cpok g0 60 (1uectieceT)
KaJIEHJApHHU JIHU CJ1€1 U3JaBaHeTo Ha (axTypa OT npojapaya.

Ynen 5. CpokbT Ha roQHOCT Ha JOCTABEHUTE MEAMIHHCKU M3JeNust TpsiOBa Ja e
HE No-ManbK OT | (eaHa ) To/IMHA KbM MOMEHTA Ha JOCTABKATA.

MACTO HA MU3ITbJIHEHUE U ITPEMMHABAHE HA COBCTBEHOCTTA

Unen 6. 3a MACTO Ha JIOCTaBsHE HAa MEJUIMHCKHTE H3/ICNIHS CE Olpeaess
“MBAJI-Hobpuy” Al rp. Hobpuy, yn. “Ilanaitor Xutos™ Ne 24, 38ero ,,bosinnyua antexa”.

Unen 7. CobcTBeHOCTTA BBPXY [10CTABAHUTE MEAMIMHCKH H3JCIAS U PUCKDLT OT
OBJAHO WM YacTHYHO IIOTHBAHE Ha CTOKHUTE MPEMHHABa BBHPXY KyIyBada OT MOMEHTa Ha
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MPUEMAHETO MM Ha MCTOTO Ha JIOCTaBsHE C NPUEMO-NPECIABATENICH NPOTOKON MK JpyT
pPaBHO3HAUYEH JOKYMEHT.

[IPABA U 3AJIBJDKEHMS HA TIPOJJABAYA

Unen 8. (1) llpomaBaybT € IUTBKEH jAa CKJIOYM JOTOBOP 3a IOAM3IbBIHCHHE,
KOraTo ¢ OBABUII B 3agBJICHUETO CH 33 YUacTHeE MOJ3BAHETO Ha MOIM3NMbIHUMTEN B cpok z0 3
JIHH OT CKJIFOYBAHETO Ha JOroBOP 3a MOJU3IBJIHCHHE WJIM HA JIOBJIHUTE/IHO CIIOPasyMEHHUC
3a 3aMsHa HA MOCOYCH B 3aSBJICHUETO IMONM3MNBIHUTEN U3NBIHHTEIAT H3Mpaila Kolke Ha
JIOrOBOPA WJIK Ha JIOI'BJIHUTEIHOTO CIIOPa3yMEHHe Ha BB3JIOXKHUTEIS 3a€/IHO € I0Ka3aTe/ICTRa,
ye ca U3MBbIHEHHU yCioBusTa 1o €wi. 66, an. 2 n 11 or 3011

(2) TloJM3NBIAHUTENUTE HAMAT [PaBO Ja NpeBb3jarar €Ha WIH I[OBEYe OT
JEHHOCTHTE, KOUTO ¢a BKJIIOYEHH B MpeJMETa Ha JOrOBOpa 3a MOAU3ITbIHEHHE.

(3) HesaBucHMO OT BB3MOXKHOCTTA Jla C€ H3MO0J3BAT HOAM3IIBIHHTCIH,
OTrOBOPHOCTTA 32 M3II'bJIHCHHE Ha JI0rOBOpa 33 OOMIECTBCHA [TOPBUKA ¢ HA Tpo/laBaya.

(4) KynyBaubT HsMa Jia U3BBPIIBA JUPEKTHH PasilIALaHUsi C MOJM3IIBIHUTE.IUTE

Usen 9. [1poaaBaysT € [UTHXEH 11a 10CTaBs MEIMIIMHCKH U3JeNUs, KOUTO!

1. umar nanecena "CE" MapkupoBKa B CbOTBETCTBHME C M3UCKBAHMATA Ha un. 15
ot 3akoHa 3a MeauuMHcKuTe u3aenus (3MU);

2. MMaT HaHECEeH WACHTH(UKALMOHEH HOMED Ha HOTU(QULUMPAHHUS OpraH 10 YL
64, an. 2 or 3MU, korato npoleaypHuTe, onpeleieHH B Hapendute no uwi. 18 or 3MMU.
M3UCKBAT HAHACSHETO MY,

3. UMaT HaHECEeHM HaWMEHOBAHHME M QJIpec Ha YIpaBJICHHC Ha MPOU3BOAMTEA
H/MJIM YI'BAHOMOIIEHHS TIPEICTABUTENl H BHOCUTEIIS;

4. YMaT MHCTPYKUHMS 3a yIoTpeda. ¢ N3K/IIOUYEHUE Ha H3/e/IUTa, 32 KOMTO TOBA HE
e npeasuaeHo B 3MU;

5. ca NpuApYKEeHH OT BaIHAEH CePTUUKAT, y0CTOBEPSBALL ChOTBETCTBUETO ChC
CHIIECTBEHHTE H3UCKBAHUS, IPHIOKHMH 32 H3/1EJUETO. H3/1alieH OT HOTU(QHUIMPALIl OPraH.

6. ca NpoM3BeACHU OT IPOM3BOAUTEN, KOHTO MpHiara v nojulbpxka CHCTEMA 3a
ynpasienye Ha kadectsoto EN ISO 9001 w/mmu EN ISO 13485/13488 u/nnn exBuBanerTHa ¢
06XBaT B 00/1aCTTa HA IIPOU3BOACTBOTO HA KOHKPETHUTE MEJAHLIMHCKY U3/1ETUA.

7. CLOTBETCTBAT HA M3UCKBAHMA KbM H3JIENIHsTa [0 CbOTBETHata 000coOcHa
[03MLMS, [IOCOYEHH B ommcaHuero, najeHo B Ilpunoxenne Ne 6: Crennduxaums Ha
MEIMLHHCKHTE H3ISIUs OT JOKYMEHTAIMATA 32 y4acTUe B OOILECTBCHATA [TOPBUKE.

Ynen 10. [lposaBaubT B CpOKa Ha JOroBopa € /UIHXKEH Jla HMa paspelleHHe 1in
YIOCTOBEPEHHE 32 THPrOBHA Ha €Ip0 ¢ MEHLHHCKH U3ACIIUS, U3aICHO OT Wanbiaure1nus
aupextop Ha MAJI no pena na SMH.

UYnen 11. IlpoaaBaybT B CpoKa Ha AOroBOpa € JTbKSH Ja NpHJlara u IoLJbpiKa
cucTema 3a yrpasienue Ha kauectoto EN ISO 9001 u/man EN ISO 13485/13488. n/inn
CKBUBAJIEHTHA. ¢ 00XBAT B 00JacTTa Ha IPOM3BOJICTBOTO H/WIIHM THProOBUATA ¢ MEJIULIMHCKU
W3 eI,

Unen 12. IlpomaBaybT € ATHKEH Aa M3Jale B CPOK (akrypa 3a JOCTABEHUTE
MEIUIIMHCKH U3ACIIHS.

[IPABA U 3A/IBJDKEHNS HA KYITYBAYA

Unen 13.(1) KynyBaubT MMa IpaBO ja IMPOBEPsSBa KOJIMYCCTBOTO Ha BCAKA
OT/eHAa OCTAaBKa. KATO IPH YCTAHOBSABAaHE Ha HECHOTBCTCTBHE € JUIBXKEH Jla YECIOMH
npoaaBaya B cpok oT 24 vaca.
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(2) Tlpu ycTaHOBsSBaHE Ha HECHOTBETCTBHE B Ka4ieCTBOTO HA JOCTABCHMTC
MEIUIIMHCKH W3JIeTUs KYIyBaybT € JUIbXKEH [la YBCOMH IIpoasaia B CPOK OT 24 gaca.

(3) HechOTBETCTBHETO HAa KOJIMYCCTBOTO M KAYCCTBOTO CC YCTAHOBABA ¢
NPOTOKOJI, CCTABEH OT KOMUCHS!, ChbCTABCHA OT JUTHKHOCTHHTE JTHIA Ha KyIlyBasa.

(4) B ciyuail, ye npoaaBaybT B CPOK J10 24 yaca creji YBEIOMSABAHETO 1o ajl. ]
OCIIOpH NMCMEHO HECHOTBETCTBHETO HA KA4YCCTBOTO, TOH MOXeE Jia MCKa IpoBepKara My OT
YI'BJIHOMOLLEH OpraH Wi 1abopaTopusl.

Unen 14. KynysaybT e JUIbJKEH Ja 3alllaTd yroBOpEHATa lCHa B pasMcpa, HO
HAuMHA U B CPOKA, ONpPE/IEJEHH B HACTOAILHUS JI0TOBOD.

HEYCTOVKHU

Usnen 15.(1) Ilpu 3abaBa Ha jocTaBka OT CTpaHa Ha NpojaBada C lIOBEUE OT 24
(1BajeceT ¥ YETHPH) uaca, KynyBaybT MMa NpPaBo ja [OJyHdH HeycTolka B pasmep Ha 0.1
(HyJia 4710, €/lHa JeceTa) Ha CTO OT CTOHHOCTTA Ha 3abaBeHaTa J0CTaBka 3a Beceku 24 vaca
3abaBa.

(2) Ilpu ycTaHOBsBaHe Ha HECHOTBETCTBHE B KOJMYCCTBOTO, HPOIABAbT €
JUTBKEH JIa TOCTaBH JIMICBAIIOTO KOIMUYECTBO IIPU CJIeABallaTa N0CTABKA, a [PH IMOUCKBAHC
OT CTpaHa Ha KylyBaya B CpPoK OT 24 uaca. [Ipy HEM3MBJIHEHHE HA TOBA 3albJIKCHHC
KyIyBaybT MMa [PABO Ja MOJly4Hu HEyCTOWKa B pasMmep Ha 5 (mert) Ha CTO OT CTOWHOCTTA HA
JIMICBAIIOTO KOJIUYECTBO.

(3) ITpu ycTanoBsiBaHe HA HECHOTBETCTBHE B KAYECTBOTO, MPOAABAILT € JUIBKCH
7 JOCTaBH MEIMLIMHCKHU H3JIEJHs C YTOBOPEHOTO KAQ4eCTBO MPH Cli¢aBaluara 10CTaBKa. a npH
ToMCKBAaHe OT CTpaHa Ha KynyBaua B CPOK OT 24 yaca. [Ipy Heu3IObJIHEHHWE HA TOBa
3ab/KEHMe KYMyBaybT MMa [IPaBO Ja MOJyYd HEYCTOHKa B pasMep Ha S (net) Ha cTO OT
CTOMHOCTTA Ha HEKa4yeCTBEHATa J0CTaBKa.

(4) B cnyyauTe 1o anuHe 2 M 3, ako NpOJaBadybT HE AOCTABU JIOTOBOPCHOTO.
KyNmyBaubT MMa [PaBO [a 3aKylX HEOOXOAMMUTE MY MEIHLMHCKH H3ACIHA 0T Apyr
JOCTAaBUMK, KATO pa3jIuKaTa MeXly LeHaTa 110 J0roBopa U NSHCTBUTENHO 3alIaTeHaTa HeHa ¢
3a CMeTKa Ha [pojiaBava.

Ynen 16.(1) Ilpu oTkas Ha mpoaaBaya jJa INOCTaBH 3aABEHUTE My MCIMLHMHCKH
u3esnst Wik npu 3abasa moseue oT 48 (YeTHPUALCET U oceM) yaca, KyrnyBaubT UMa [paBO a4
33Ky HeOOXOAMMHTE My METUIIMHCKH M3/1€1Us OT APy JOCTAaB1HK.

(2) B ciyuanTe mo MpeIxoaHata ajiiHes pasivKaTa MeXKy LeHata [0 Jorosopa i
NeHCTBUTEHO 3alljiaTeHaTa eHa € 3a CMETKa Ha I1poaaBada.

Unen 17. KynyBaubT WMa IpaBoO 1a HCKa 0OE3UICTEHHE B ITBJICH pasMep Ha
BpeHTe, KOUTO € IPETHPIIAI B PE3YJITAT Ha 3abaBeHATa W/HJIM HEKa4eCTBEHATa J0CTaBKA.

Unen 18. IIpu 3a0aBa Ha IJIallaHe OT CTPAaHA Ha KyryBada. MOCHCAHUAT IIbJKH
Ha NpoJaBaya HeyCTolKa, B pa3Mep Ha 3aKOHHATa JIHXBA.

Unen 19. HeycroiikuTe, o0e3eTeHUATa U LEHOBUTE PasjiuKy MG L 16, ain. 2
MoraT j1a OBbaT yALPIKaHU OT BCAKO Ab.DKMMO Ha NPpOJiaBatia mialiane.

[TIPEKPATSABAHE HA JIOTOBOPA

Ynen 20. JloroBopbT ce IpEeKpaTsBa:

1. ¢ W3THYaHe Ha CPOKa, 3a KOHTO € CKJIOYeH, OCBCH B XHIOTE3dTa Ha "JICH 2.
H3peUEHHUE BTOPO.

2. OT W3MpaBHaTa CTpaHa IIPH CHCTEMHO HEH3IBJIHEHME HA 3aAb/KCHMATA MO
poroopa. [1oa CHCTEMHO HeM3IIbjHeHMe ce pa3dHpa TakoBa, U3BBPLICHO A8a MM IIOBCHC
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['HTH B PAMKWTE Ha eIUH KaleH1apeH MeCell, MK I0BEIC OT TpH TIBTH B PAMKHATE Ha CPOKa Ha
JIOTOBODA,;

3. IpM CH3/1ABAHETO Ha YCIOBHs 3a JOCTaBKa Ha MEIUIMHCKH M3ACIHs CIC/L
[POBEXKIAHETO Ha LEHTPATH3UPAHH CICKTPOHHH THPIOBE.

4. B ciyuald, ye Gbie NMPOMEHEHA HOpMATUBHATA ypenda, B pe3y/ITar Ha KOCTO
oTIaIHe HEOOXOAMMOCTTA OT JIOCTABKATA Ha U3IC/INATA, KOHMTO ca TPeMET Ha JIOT0BOPA;

5. [pd HEBB3MOXKHOCT Ja €€ OCHIYypH (pEHAHCHpaHE 3a H3MBIHCHHETO HA
NopbUKaTa 110 IPUHMHM, KOUTO KyITyBaubT HE € MOT'BI 18 TPEABHIIH.

IIPYT'U YCJIOBUA

Usen 21. CTpanute 1o JOroBopa He Moratr Ja ro U3MEHST, OCBEH B CJIy4auTe,
npenpuaeHd B wi. 116 o1 3011

Usen 22. CTpaduTe 110 JOTOBOpa WI¢ peiasat BL3HAKHAIIMTE [0 M3IIBJIHCHHCTO
CTIOpOBE 1O B3AHMHO CBITIACHE, & aKo TOBa € HEBB3MOXKHO, MO peja Ha ['TIK, npex poaoso
KOMIIETEHTHHUAT ¢bj1 B Ip. Jlodpud.

Usen 23. 3a BCHYKH HEYPEJIEHHU [10 HACTOALIHS A0TOBOP BBLIPOCH LUE CE MpHIarar
pasnopenoure na 3011, T[I113011, 331 1 T3.

Upen 24.(1) 3a BaMmHU ajpecH 3a NpUEMaHe Ha cbhOOINEeHHUs, CBBP3aHH C
HACTOSIIIMSA JOTOBOP C€ CMATAT aJIpeCUTE, MOCOUCHH B Ha4aJIOTO Ha J0roBopa.

(2) Tlpu mpomsiHa Ha AaHHHUTE MO MpesiXO/HaTa alMHes, ChOTBETHATA CTpaHd e
JUTHKHA 1A YBEIOMY Ipyrata B TPU/IHEBEH CPOK 0T npoMsHara.

[Tpu chCTaBAHE Ha HACTOSIIMAT JIOrOBOP C€ IPEJCTABUXa OT H3IBJIHUTES
CcIIe/HUTE JOKYMEHTH 32 JI0Ka3BaHe JInIcaTa Ha OCHOBAHHS 3a OTCTpPaHABaHE!

- 3a 0BGCcTOATEICTBATA 110 Wi 54, all. 1, 1. 1 or 30II - cBUICTENCTBO 32 ChAUMOCT;

- 32 0BCTOSTENCTBOTO MO Wi. 54, aw. 1, T. 3 ot 3011 - yocTOBEPEHME OT OpIraHnTe
[0 NPUXOAUTE U YAOCTOBEPEHHE OT ofmMHATA [0 CEJATHLIETO Ha BB3JIOKHTE1A W HA
KaHuaaTa uin y4acTHHKA:

- 3a 00CTOATENICTBOTO MO HJL 54, an. 1, T. 6 - y;ocToBepeHne OT OpraHuTe Ha
WsmpaHuTenna aredius [ 1apHa MHCICKINA TIO Tpyna";

- cepTUduKAT 3a NpUaarase u [OJUIbpYKAHE HA CHCTEMA 3a YIPaBICHUC HA
xagecteoto EN ISO 9001 n/mmm EN ISO 13485/13488 w/unu ¢KBUBAICHTHA. € ofxBar B
o6J1acTTa Ha MPOU3BOICTBOTO /MK THPTOBHSITA ¢ MEAMLMHCKH HU3CIIHA.

Hacrogmuar A0orosop cc ch¢TaBu B TPH eIIHOO6paf3HI/I eKx3eMIuiapa, caud 3a
npojasada JBa 3a Kylysada.

[MPOJJIABAY: KVITYBAY:
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Hpunosceriue Ne 4 — 3a0va0cumenen 0opasey /

TEXHUUYECKO NPEJAJOXEHMHWE 47 /

Tlopnucanusr/anata Banentnn Xpucros Kpseres, EI'H R B
KAYeCTBOTO CH Ha YTpaBUTEN (u3nuced ce onvarcnocmma) wa XEJIME]J| BbJIVAPUA
EOO (usznucea ce umemo Hd yyacmuuxa), Cbe cenanuue:rp.Codusi, anpec Ha
ynpasienueyn.” Lap Cumeon” 6ok 20, et.1, an.3, EMK 130477290,

1. [IpencraBsm odepra 3a ydacTue 110 000coOeHa MO3HULIUSL

Ne 1: OCTeOCHHTE3HH CPEJICTBA 33 OPTOMEIMYHA AeHHOCT- BapHaHT 1,
Ne 2: OCTEOCHHTE3HH CPECTBA 33 OPTOIEANYHA 1EHHOCT- BapHaHT 2,
Ne 3: OCTeOCHHTE3HH CPEACTBA 33 OPTONENMYHA NEHHOCT- BAPHAHT 3
X Ne 4: OCTEOCHHTE3HU CPEACTBA 38 OPTONEANYHA ICHHOCT- BAPUAHT 4,
Ne 5: MeaullMHCKY H3AEHs 33 HEBPOXUPYPruvHa JCHHOCT - BapuaHT 1;
No 6: MeIMIMHCKY U3/IEIMs 33 HEBPOXUPYPriuYHa ACHHOCT - BapUaHT 2,
No 7: MeAMIHHCKY H3EAS 32 HEBPOXUPYPIHYHA JEHHOCT - BapHaHT 3:

*S‘r'[:\i\ Ne 8: MeauUHECKH W3Le s 32 HEBPOXUPYPridHa JIEHHOCT - BapUaHT 4:
\ No9: MequIMHCKY M3IENHs 3a XUPYPruyHa JeHHOCT.

(Mons ombenesceme CvcC 3HAK X, N wnu no Opyz nodxodswy Hawun obocoberama
nosuyus/o6ocobenume NO3UYUY, 3G KOAMO/KOUMO npedcmagsme ogpepmay)

2. IEKJIAPYPAM, de npass LSUIOCTHO NMPETIOKEHUE TIO BCHUKH HOMEHIJIATYPH
oT 060coBeHATa TO3UII/000COOEHUTE NOIULMH, 33 KOITO/KOUTO yHacTBaM: ‘
JIA X | /
HE b
(Mons, ombenesiceme 6ApHOMO CbC 3HAK X, N wau no Opye nooxodsuy Hautim) .

3. [lpennarandte MEAMUMHCKM M3JEIMsS CBOTBETCTBAT Ha H3HCKBAHUATA. / /"/
mocouenu B kononu 2 u 3 ot ITpunoxenue Ne 6: Crieundukauys Ha MCAUUHHCKHTE M3IE/IHA /. a2
U Ha M3UcKBanusTa mo wi. 82, an. 1 ot 3MIL -

4. JlexnapypaM CPOK Ha BalMAHOCT Ha ofeprara: 3 (TpH) Mecena 01 Aarara,

KOSTO € IIOCOYEeHA 3a JlaTa Ha IolapaHe Ha odeprara.

5. [lpuemam cpoka Ha M3IBJIHEHHE HAa NOpbYKATa: 12 (nBaHageceT) Mecela OT
CKJIFOYBAHETO Ha JOroBOpA.

6. IlpueMam cpoka 3a IflallaHe: J0 60 (mwecTieceT) KajeHJapHH JHH OT
H3BDBPLIBAHETO HA JOCTABKATa U M3aBAHCTO Ha (axTypa OT U3IIb. HATEJ.

7. TlpeMaM CcpOKa Ha NOCTaBKa: A0 72 (cemeMIEceT U J1Ba) Yaca OT MOMEHTA Ha
3asIBSIBAHETO.

8. [IpueMaM cpoka Ha TOJIHOCT: HE [O-MaJIKO OT 1 (enHa) TOAMHA KbM MOMEHTA Ha
JAOCTaBKaTa.

9. [TpuemaM [a M3IBJIHABAM BCHUKH M3HCKBAHMs HAa BB3IMOKUTENH, HOCOHCHH B
0OSBICHUETO U JOKYMEHTALMATA 32 yUaCTHE. Jees

10. Jlekaapupam ChITIACHETO CU C KJay3UTe Ha IPUIIOKCHHUS IPOCKT HaZ(oTO

11. B cayuaii, ye Obja ONIPEJENEH 3a U3IIBIHUTEN HA [TOpBUKaTa, Ce :{jfrbml Bam
IpH TOAMKMCBAHETO Ha JOTOBOPa 3a ODIIECTBEHa MOpbuka, Ja npencmaééi aKT aEHPI‘\
JOKYMEHTH YJOCTOBEPABALIM JIHIICATa Ha OCHOBAHHWS 3a OTCTPAHABAHC oT ﬁpé‘ﬁouem para, \
KAKTO M ChOTBETCTBHETO C MIOCTABEHHTE KPUTEPHH 32 MOAGOP: S




- 33 obcTOSTENCTBATA 110 M. 54, an. 1, 1. 10T 3011 - cBIAETENCTBO 34 ChANMOCT;

- 33 OBCTOATENCTBOTO 1O L. 54, an. 1, 7.3 0T 3011 - yRocTOBEpEeHUE OT OpraHHTe
[0 TPUXORUTE H ynocropeperue OT oGumHATa 10 CeNaIreTo Ha Bb3IOKMTENA W HA
KAHIM/IATa Uik yuacTHUKA,

- 33 0OCTOATENCTBOTO 1O . 54, an. 1, T. 6 - yaocToBepenue 0T oprasuTe Ha
3IrbIHATENHA areH1a "T"japHa MHCIIEKUHA 110 Tpyna";

- pa3peleHue 3a Tpprosus Ha €po ¢ MEAUIMHCKA U3ACTIH, wananexo ot MAJL
Win Apyr HOKYMEHT, yAOCTOBEpPABAL [IpaBoTO Ha ydacTHuKa A THpryBa ¢ MEIHLHHCKA
w3nenus, u3fageH ot KOMIeTeHTeH oprag Ha cpOTBETHATA bPXKABA. Paspeiuenue Wi
yIOCTOBEPEHHE HE CH A3MCKBA OT MPOM3BOATENUTE Ha MEIUIMHCKA U318/, yCTaHOBEHN
Ha TepuUTOpUATA HA Peny6ka bparapus:

. cepTH(uKaT 3a TpUIAraHe 4 TOJNbpKAHE Ha cucreMa sa ynpapieHue Ha
cauecteoto EN 18O 9001 B obyactra Ha IPOM3BOACTBOTO W/WAN THProBUATA C MeIULHHCKH

J3leus WM cucTeMa 3d yIpasjieHHe Ha xauectBoTo EN ISO 13485/13488 w/unu
eKBUBaJICHTHA;

Tlognuc Ha IIpelICTaBIISIBaHJ.OTO TIHe U nedar:

BanenTHH XpUCTOB Kpberen-Y papyaei -«

(ume, Harupo U damunust, UIBKHO T)




Ipunoscerue Ne 4 — 3a0paxcumeneH oopazey

TEXHUUYECKO NMPEAJOXKEHUE

[loxnucanust/aHata BaneHTHH Xpuctop KpbCTes, EI'H B

"

KaUeCTBOTO CH Ha Y IIPaBHUTEI (uznucsa ce onvoicocmma)  #a XEJIMEN BBJITAPKIL
EQOJ| (usnucea ce umemo Hd yYACMHUKG), €BC cenanuiue:rp.Codus, aapec Ha
ynpaBneHHeyn.”Ilap Cumeon” 6ok 20, €T.1, an.3, EUK 130477290,

1. TIpencrapsam odepTa 3a yuacTue no obocobeHa MO3NLIHA

No 1: OCTEOCHHTE3HH CPENCTBA 32 opTOMEeANYHa JCHHOCT- BApHAHT 1;
Ne 2: OCTEOCHHTE3HHU CPEACTRA 38 opTONeANYHA JICHHOCT- BAPUAHT 2;
No 3: OCTEOCHHTE3HHU CPEICTBA 38 opTomennyHa JCHHOCT- BapUaHT 3,
No 4: OcTeOCHHTE3HY CPEACTBA 38 opTONENYHA JCHHOCT- BApHaHT 4;
No 5: MeAUIIHHCKH U3AENHNA 32 HEBPOXMPYPrUYHA IHHOCT - BapuaHT 1;
No 6: MeqULIMHCKY 3NN 32 HEBPOXUPYpPruyHa JeHHOCT - BAPUAHT 2.

X No 7: MeQUIHCKH U3IC.THA 32 HEBPOXUPYPruyHa NEeHHOCT - BAPHAHT 3
No 8: MeIMLUHCKA M34End 38 HeBPOXUPYPruyHa JIEHHOCT - BApUaHT 4.
No9: MeAUIMHCKH H3AEIHs 33 XUpypru4na eHHOCT.

(Mons ombeneoiceme  CbC snax X, N unu no opye noOX00U, HAYUH obocobenama
nozuyus/obocobernume no3uyuy, 3a KOSIMO/KOUMO NPeocmassme oghepma)

2. JIEKJIAPUPAM, ue npass LELTOCTHO TIPEIOIKEHNE T10 BCHHKH HOMEHKIATYPH
ot obocobeHara no3uIMs/060co0eHITE MTOSHIUH, 38 KOATO/KOMTO y4acTBaM:
JA X
HE

(Mons: ombenediceme 6ApHOMO cbe 3HaK X, N wiu no Opyz noOX00AUf HA1UH )

3. Tlpennmaranure MEIULMHCKHA H30C/HA CBOTBETCTBAT Ha W3UCKBAHMATA,
[OCOUEHHU B KOJIOHH 2 1 3 OT [Ipanoxenue Ne 6: CrieuuKauns Ha MEIUIIMHCKATE n3Aeimst
1 HA M3UCKBAHHUATA J10 Wi 82, am. 1ot 3IMMA.

4. JlexnapupaM CpoK Ha BATMAHOCT Ha obepraTa: 3 (Tpu) meceua 0T JaTaTa.
KOSTO € MOCOUEHa 33 NlaTa Ha MOaBate Ha odeprata.

5. TIpsemaM cpoka Ha H3MbLJIHEHHE Ha TOpbhYKaTa. 12 (mBanazjeceT) mecela or
CKJTIOUBAHETO Ha JI0roBopa.

6. Ilpmemam cpoka 34 niamane: go 60 (L1ecTzieceT) KajeHnaphi IHH 0T
Y3BBPUIBAHETO Ha 0CTaBKaTa 1 p3nasaHeTo Ha dakrypa oT W3IIBIIHUTENS.

7. [lpuemam cpoka Ha AOCTABKA: no 72 (cemempaecer U ;Ba) 4aca OT MOMEHTa Ha
3as1BABAHETO.

8. ITpuemam cpoka Ha roaHoCT: ge 1o-Maiko oT 1 (enHa) roauHa KbM MOMEHTA Ha
J0CTaBKaTa.

9. Tlpuemam fa M3IBIHABAM BCHUKA M3NCKBAHUA HA BB3TIOKUTEI, TIOCOYEHH B
o6 SBICHMETO 1 JIOKYMEHTALATA 33 y4acTHe.

10. Jlexnapupam ChIIackeTo ci ¢ KJIay3UTe Ha IIPUIIOKEHHS TIPOCKT Ha JICroBOP.

11. B ciyuail, ye Gbaa ONPeACIICH 33 W3MIBITHUTE)! Ha NOpbUKaTa, CC 3:&;@.“)1(&33211\4;
[py [OIMCBAHETO Ha joroBopa 3a OOLIECTBCHA nopbuka, Ja npencrass, AKTYaHU
JOKYMEHTH yIOCTOBEPSIBAIH qMricaTa Ha OCHOBaHMA 33 OTCTpaHABAHC OT ‘;Hpbmeﬁ}/péﬁ’a),

v H 7 i

KaKTo ! CBHOTBETCTBHETO C HOCTAaBCHUTC KpuTepun 34 UOHGOpI { ‘ /
, /
{ )//




. 33 ofcTOATENCTBATA MO 1. 54, an. 1, T. 1 ot 30T1 - cBUACTEICTBO 34 ChIMMOCT,
- 33 06CTOATEJICTBOTO 1O Wt 54,an. 1,T.30T 3011 - yAOCTOBEPEHUE OT OPraHHTe

[0 TIPUXONUTE M YHAOCTOBCPEHHE oT OBLMHATA [0 CEAIUILETO Ha BB3IOKMTENA 1 Ha /0
// -
KaHIM/IaTa WK y4acTHUKA; o

- 332 06CTOATEICTBOTO MO . 54, an. 1, T. 6 - YHOCTOBEPEHHE OT OpraHuTe Ha
V3ibHATeHA areniyd "1 1aBHa MHCIIEKIA 10 TpyAa's

- paspelICHue 32 THProBus Ha €Apo C MEIMIMHCKA W3ENKs, U31aieHo 01 NAJI
Wig ApYyr HOKYMEHT, yaocToBepsiBalll MPpaBoTo pa yuacTHHMKa Ja Tbprysa ¢ MeINHLIHHCKU
w3ienus, usnaaeH ot KOMIIETEHTEH OpraH Ha cLOTBETHATa NbpKapa. Pasperuetne Win
y10CTOBEPEHUE HE CH J3UCKBA OT TIPOU3BOJMTENNTE HA MEIMLIMHCKY U3/eusi, yCTaHOBCHH
Ha TepuTOpUsATA HA Peny6nuka bparapus;

- cepru(uKaT 3a mpumarase A IOJIbpIKaHe Ha cucTeMa 3a yIpaBcHHE Ha
xagectsoto EN 1SO 9001 B ofacTTa Ha IPOU3BOJACTBOTO W/ THProOBUATA ¢ MEIMLIMHECKH

y3Aenna W/MIM cucTema 3ad yrpaBleHHe Ha xauectsoto EN ISO 13485/13488 w/uin
eKBHBAJICHTHA,

...................

Tloanuc Ha HpeIlCTaBHS{BaHIOTO AUIE U IeHart:

BajieHTHH XPpHCTOB KpbeTes-
(ume, GanmHO U damusns, JTHHHO )
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