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JOIroBor

Jlaec............. ~...2018 roz. B rp. Jlo6puy, na ocHosanue wi. 112 1 cii. ot 3akoHa 3a
OOIIECTBEHUTE MOPbLYKH, CE CKIIIOUM HACTOAMMAT JOTOBOP MEHILY:

"TUTAHUKA 2008" EOOJl, cbe cepanuie B rp. Ihiosaus 4000, paion
LlenTpasied, aapec Ha YIpabBlCHHE: Yl "Kupun Xpucrtos" 8, er. 1, an. 1 u 0, EWK
200000276, npeacTabissano oT Buuo Muxainos BuHes, ONpeIC/iCH 3a M3IBLIHUTCEL CCH
poBeJIeHa MPoLeLypa 3a Bb3jlarane Ha obuiecTBeHa nopbuka Tan "orkpura” Ne 00083-2018-
0008, ¢ mpeamer: JlocTaBka Ha MENMIMHCKH H3/€IMA 33 OPTONCAMYHA, XHPYprutHa
HEBPOXUPYPruuHa AeHHOCT 3a HYXIUTE Ha "MHoronpo¢uiiHa G0NHHIIA 338 AKTUBHO JICYEHHE-
Jo6puu" AL, rp. JloOpuy, HapuyaH [TPOJJABAY
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"WMHOTOIMPODUIIHA BOJHULIA 3A AKTUBHO JIEUEHHME-JIOBPUY" Al
rp. JloOpud, ¢bC CelaMIle U aipec Ha YNPaBJICHHE: IP. Jlo6puu. yi. “Tlanaitor Xutos" 24.
ten.  058/600160, ¢akc: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,
npencrasnssado ot Jl-p Ceetosap baiues — UsnbiunTeneH JIMpeKTop Ha JPYKecTBOTO,
napuuana KYITYBAUY.

CTpaHI/ITe C¢ CItopasymMmsxa 3a CJICAHOTO!

[PEJIMET HA JIOTOBOPA M 1IEHU

Usen 1. [lponaBaybT MpojaBa Ha KynyBaua MEIMIMHCKH H3CTIHA TIO Ob6ocobena
nosuimsi Ne 3: OCTEOCHHTE3HH CDEJACTBA 3a OPTONEIUYHA JICHHOCT- BAapHAaHT I n no
oGocoGena mo3nus No 6: MeaulyHCKH M31eIust 32 HEBPOXUPYPIUHHA JICHHOCT- BapHAHT 2.
[0 LIEHH, MOCOYEHH B 1IEHOBOTO MPEIIOKEeHHe Ha IPojaBada, KOeTo € Hepasl(ejiHa Hact o1
HaCTOSIIKsL JOTOBOP.

CPOKOBE U HAUYMH HA TUIAILAHE

Ujten 2. CpoKBT Ha HACTOSILINA JOroBOp ¢ 12 Mecena OT jarara Ha HOJIHCBACTO
Mmy. JI0oroBopbT MPOIBIIKABA AEHCTBHETO CH /10 CKIIOUBAHCETO HA JI0TOBOP € JIPYT H3ITBHUTEN
cliesl npoBexkaaHe Ha 0OLIeCTBEHA NOPBHKA.

Usen 3. [locodennte B Wi | MeIHIMHCKH H3fenns e ObJar LOCTaBsiHM OT
[posiaBaya Ha KyIyBaua B CPOK 10 72 (ceaemaeceT A JBA) yaca, c.1ell 3asiBIBAHETO UM.

Unen 4. JIbokuMaTa Ha IIpojaBada cyma Mo BCsiKa OT/ie/IHa 10CTaBKa M Ob1e
marteHa OT Kylyeada 1o OaHkoBaTa CMETKa Ha MpojaBaia B CpOK J0 60 (wectaecer)
KalleHIAPHH JIHH CJIe/l H3aBaHeTo Ha GakTypa oT npojasata.

Unen 5. CpoKbT Ha FOAHOCT Ha JIOCTABEHNUTE MEAMLIMHCKH W3AC/IHA Tpsibsa ja ¢
He M10-Maj bk OT 1 (e1Ha ) roJMHa KbM MOMEHTA Ha JoCTaBKata.

MSICTO HA USITHJIHEHUE U [TIPEMUHABAHE HA COBCTBEHOCTTA

Yneu 6. 3a MSICTO Ha JOCTABSHE Ha MEJHLMHCKUTE H3AEIUS CC Olpelc.1d
“MBAJI-J1o6pua” AJl rp. Jo6puu. yi. “llanaior Xutor™ Ne 24, 3peHo ..bonnuuna anrexa’.

Unen 7. CoOCTBEHOCTTa BBPXY JOCTaBAHUTE MCIMIHHCKH U3AE/Hs U PUCKDLT OT
IBJIHO HJIM Y4acTHYHO MOTHBAHE HA CTOKHMTE NPEMHUHABA BbPXY KylyBada OT MOMCHTA Ha
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NPHCMAHETO UM Ha MICTOTO Ha JOCTaBsHC C NPUCMO-NIPEAABaTC/ICH IIPOTOKOJI HJIH APYT
paBHO3Ha4Y¢H JOKYMCHT.

[IPABA U 3AJBJDKEHUS HA TTPOJABAYA

Ynen 8. (1) IlponaBaubT € [UIbXKEH Ja CKJIOYH JOrOBOp 3@ NOIM3NBLIHCHME,
KOraTo ¢ O0ABMJI B 3asBJICHUETO CH 32 YYacTHe I0J3BaHeTo Ha NoausmbianuTen. B cpok po 3
JIHH OT CKJIFOYBAHETO HA JOrOBOP 32 MOAU3IBIHEHUE WM HA JOITBJIHUTCIHO CIIOPA3yMEHHUC
332 3aMsfHA Ha IOCOYEH B 3aABJIEHHUETO IMOJU3MNBIHUTE] H3NBIHUTCIAT M3MPAILA KOMUE Ha
JIOTOBOPA WM HA JOMBIHATEIHOTO CIOPa3yMEHUE HA Bb3JIOXKHUTEIS 3a€IHO C [I0KA3aTe/ICTRA.
ye ca M3ITBJIHEHH YCIOBUATA 110 Wi. 66, a1. 2 u 11 ot 30I1.

(2) IloauM3mbiHUTEIMTE HMAT NPaBo fAa I[peBb3jlarar €IHa WM MOBe4E OT
JAeHHOCTHTE, KOUTO ¢a BKJIIFOYEHH B MPEAMETA Ha JOrOBOpa 3a MOAM3IIbIIHEHHUE.

(3) HezaBucuMoO OT BB3MOXKHOCTTA [Jl@ C€ H3M0J3BAT  IOJM3IIBJIHHTEIH.
OTrOBOPHOCTTA 38 U3IIBJHEHHE Ha JIOroBopa 3a 00LICCTBECHA TOPBhUKa € Ha IPOjlaBaya.

(4) KynyBaubT HsiMa /ia M3BbPLIBA AUPEKTHY Pa3IIallaHus C IIOAU3ITBIHATCINTC

Usnen 9. [TposaBaubT € JUIBKEH J1a 1OCTaBs MEIMIMHCKH H3JC/IHs, KOUTO!

1. umar Hanecexa "CE" MapkupoBKa B CbOTBCTCTBHE C M3MCKBAHMATA Ha 41. 15
oT 3axoHa 3a MeauUMHCKUTe n3nenus (3MU);

2. UMaT HaHECEH WJeHTH(UKAI[MOHEH HOMEP Ha HOTH(MIMPAHHUs OpraH 110 4.
64, an. 2 or 3MU, koraro mpomeaypute, onpeleieHs B Hapeadute no wi. 18 or 3MM.
H3HUCKBAT HAHACAHETO MY,

3. UMaT HaHeCeHW HaUMEHOBaHMe M AJpec Ha YINpPaBJIEHHE HA MPOU3BO/IUTENS
W/MIIH yI'BIHOMOIIEHUS! TIPENCTABUTENT M BHOCUTEJIS;

4. ©IMAT MHCTPYKLMS 3a yrnoTpeda, ¢ M3KIIOYEeHUEe Ha U3/ICTIHATA, 32 KOUTO TOBA HE
e npeasuaeno 8 3MU;

5. ca NPHAPYKEHH OT BAJIUACH CEPTUQHKAT, yI0CTOBEPsBAll CHOTBETCTBUCTO ChC
CBIIECTBEHUTE U3UCKBAHMS, TPHIOKUMH 3a H3/1eIHETO, M31aeH OT HOTU(UIHpall OpraH.

6. ca MpOM3BeACHU OT IPOM3BOJMTEN, KOWTO IpHara ¥ Mojulbpia CHCTCMa 33
yrpasiense Ha kagectBoTo EN ISO 9001 w/unu EN ISO 13485/13488 W/WJH eKBUBAJIEHTHA ¢
00xBaT B 006/1aCTTa Ha IIPOU3BOACTBOTO HA KOHKPETHUTE MEAULIMHCKH H3/ICTHUA.

7. CHOTBETCTBAT HA H3UCKBAHMSA KbM H3JENMATA 110 CBOTBETHaTa 000CODEHE
NO3ULMA, MOCOYeHH B omucanuero, najieHo B [lpunoxenue Ne 6: Creunduxauus Ha
MEJULMHCKITE H3Ie/IHs OT JOKYMEHTAlMsATA 32 yJacTUe B OOILECTBeHATA TOPBYKA.

Wien 10. [IpogaBaysT B CpOKa Ha JOrOBOpa € [UTBKEH [a UMa paspelicHue Win
yI0CTOBEPEHHE 32 ThProBHs HA €1PO ¢ MC/HIHHCKH M3IENHUA. U3/IaICHO OT M3nbaHu e 1H1sA
smpektop Ha MAJ] no pena na 3MH.

Ysien 11. [lpomaBaybT B cpoKa Ha AOrOBOpA € IBXKEH [a MpHara H noaabpiKa
cucTeMa 3a yrnpasilenue Ha kauecTBoto EN 1SO 9001 m/mnu EN ISO 13485/15488. H/n
eKBUBAJIEHTHA, ¢ 0OXBAT B 00JaCTTa Ha NPOU3BONCTBOTO M/WIIH THPIOBHATA ¢ MEAMIIMHCKH
U3IEus.

Unen 12. ITposaBaubT € ATBKEH 1a H3Aade B CPOK (aKTypa 3a IOCTABEHMTE
MeUIIMHCKH M31eMHs.

[TPABA U 3AJIBJDKEHUSA HA KYITYBAYA

Unen 13.(1) KymyBaybT WMa [paBO [a MPOBEPsABA KOJIMUYCCTBOTO HA BCAKA
OT/le/IHA JIOCTABKA, KATO I[IpY YCTAHOBsSIBaHE Ha HECHLOTBETCTBHC € JUIBXKEH Jla YBCIO0MU
mpojasaya B cpok ot 24 Jaca.
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(2) Ilpu ycTaHOBsBaHE HA HECHOTBCTCTBUC B KayecTBOTO Ha JOCTABCHUTE
MCIMLMHCKA M3/eIHs KyIyBaubT € ITBKEH Ja YBE/IOMU 11poJaBatia b CpoK ot 24 vaca.

(3) HecbOTBETCTBHETO Ha KOMMYECTBOTO H KA4CCTEOTO ce ycTaHopsBa ¢
IIPOTOKOJI. ChCTaBEH OT KOMHUCH, ChCTABCHA OT JUTBYKHOCTHHUTE JIM1IA HA KyTllyBaia.

(4) B cnyuait, 9e npofaBaybT B CPOK 10 24 yaca ciej yBeIOMsBaHeTo mo ai. |
OCIOpPH NMHCMEHO HECHOTBETCTBUCTO HA KAYECTBOTO, TOI MOXe jJa UcKa rmpoBepkaTa My OT
YITBIHOMOLLCH Opran uiy 1abopaTopust.

Unen 14. KynysaubT € [UTBXEH Jia 3alliaTH yroBOopeHaTa licHa B pazMepa, 1o
HauMHa U B CPOKA, OIpeJie/ieHH B HaCTOAULKMs I0TOBOD.

HEYCTOWKMU

Unen 15.(1) Ipu 3abaBa Ha jpocTaBka OT CTpaHa Ha NpojaBada ¢ noseye o1 24
(BajeceT W 4eTHpH) Haca, KylyBaybT MMa MPaBo [a LOJyHH HeycTolKa B pazMep Ha 0.1
(Hyna 1o, e/lHa Jecera) Ha CTo OT cToHHOCTTa Ha 3a0aBeHara JOCTABKa 3a BCEKH 24 daca
3abaBa.

(2) Ilpu ycraHoB#BaHEC Ha HECHOTBETCTBHE B KOJINYECTBOTO, I1poJaBavybi ¢
JUTIKEH J1a J0CTaBH JHIICBALIOTO KOJMHECTBO MPH ClielBaliata 1ocTaskd, a Ipy TIOUCKBAHE
OT cTpaHa Ha KynyBada B CpOK OT 24 wyaca. Ilpy Heu3IbJHEHUWE Ha TOBA 33/BIDKCHUEC
KynyBa4bT MMa IPaBo JAa MOJIy4u HeycTolKa B pasMep Ha 5 (TeT) Ha CTO 0T CTOWHOCTTA Ha
JTUIICBALIOTO KOJIHYECTBO.

(3) Ipu ycranoBsBaHe HAa HECHOTBETCTBUE B KauecTBOTO, MPOAABAYBT € JUIbXKCH
J1a JOCTABH MEIHIIMHCKH H3/IEUs ¢ yTOBOPEHOTO KAadECTBO HpH ciie/BalaTa A0cTaBKa, a IpH
[OMCKBaHE OT CTpaHa Ha KylyBaya B CPOK OT 24 wyaca. Ilpy HeM3NBIHSHHME HA TOBA
3aibIKCHUE KYyMyBaubT MMa MpaBo Ja M0Jy4H HEyCTOliKa B pasMep Ha 5 (II€T) Ha CTO OT
CTOHHOCTTA Ha HeKadeCcTBeHaTa 10CTaBKa.

(4) B ciydaute no anuHed 2 M 3. aKO IPOAABAYbT HE JO0CTABH JIOTOBOPEHOTO,
KynyBaubT HMMa 1paBo Ja 3aKylH HEOOXOMMMUTE MY MEIHIHMHCKY H3JeIUs OT Ipyr
JOCTaBYMK, KaTO pasiiiKaTa MKy LieHarta 1o 10rosopa 1 NEHCTBUTEIHO 3aijlaTeHaTa 11eHa €
3a CMETKa Ha ITpojiaBada.

Unen 16.(1) TIpu oTkas Ha npojaBaya Aa JOCTaBH 3aABCHUTC MY MEIMIIHHCKH
W3/ens WK Tipy 3abaBa ropede oT 48 (derupuaeceT 1 oceM) 4aca, KyryBaybT UMa 11paBo j1a
3aKyIy HeoOXOTHMMHUTE My MEIMIIMHCKH H3NCIHs OT Py T JOCTaBUHK.

(2) B cyuante 1o MpeaxoiHaTa aliHes pasiuKaTa Mexly lleHarTa 1o J0roBopa 1
JeHCTBUTEIHO 3allIaTeHaTa [IeHa ¢ 32 CMETKa Ha I1Ipoasata.

UYnen 17. KymyBadbT MMa [paBoO 1a MCKa oOe3lleTeHne B ITBJIEH pa3Mep Ha
BpeIMTE, KOMTO € IPETHPIsI B PE3YITaT Ha zabaBeHaTa U/UIM HeKaueCTBEeHaTa OCTAaRKa.

Usen 18. Tlpu 3abaBa Ha mJjlaniape OT CTpaHa Ha KylyBada, MOCJICIHUAT  ABIKU
Ha npojaBaya HeycTolika, B pa3sMep Ha 3aKOHHATa JIHXBa.

Unen 19. Heycroiikute, ofeslneTenysta i UCHOBHTE pasiMKy 10 Hil. 16, an. 2
MOTaT 712 OBAAT YIPIKAHH OT BCAKO JBDKAMO Ha MpoJaBata [iallate.

[IPEKPATSIBAHE HA JOIOBOPA

Yren 20. JloroBopbT Ce NMPEKPATABAL

1. ¢ W3THYaHe Ha CPOKa, 3a KOHMTO € CKIIOYeH, OCBEH B XHMoTesaTa Hd Wic 2.
H3peUeHue BTopo;

2. OT M3NpaBHaTa CTPaHAa MNPH CHCTEMHO HEM3NBIHCHHC HA 33, TbJKEHUATA 110
porosopa. 1ol cUCTeMHO HEH3NIBJIHCHHE CE pa3bupa TaKoBa. W3BBPILICHO JBa HIH MOBCUC
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I'BTH B PAMKHTE Ha ¢JIMH KaJIEHIapeH MECELL. U1 NOBEeYE OT TPH [IbTH B PAMKHTE HA CPOKA HA
JI0rOBOpa;

3. Opu CH3/aBAHETO Ha YCJIOBMsA 3@ [0CTAaBKa Ha MEJMIMHCKH H3JEJNA CIICL
MPOBEKIAHETO HA IEHTPAIM3UPAHH CJICKTPOHHY THPIOBE.

4. B cay4ail, ye ObJe HpoMeHeHa HOpMaTHBHATa ypenda, B pe3ylrar Ha KOETO
oTnajgHe HeoOXOAUMOCTTa OT AOCTaBKaTa Ha U3/1e/IMATa, KOUTO ca MPEeAMET Ha JOroBOpa;

5. mp¥ HEBB3MOXKHOCT Ja C€ OCHIypH (HHAHCHpaHe 33 H3MbAHCHHETO Ha
NOPBYKATA [0 IIPHUMHHU, KOUTO KyIyBaYbT HE € MOI'bJ 12 IPEJIBHIIN.

JIPYTU YCJIOBUS]

Unen 21. CrpanuTe 1Mo JIOrOBOpa HE MOrar Jia ro M3MCHST, OCBEH B ClIydauTe.
npeasuaesy B ui. 116 ot 3011

Unen 22. CrpaHuTe 110 JIOFOBOPA L€ PEIIABAT BH3HUKHATUTE MO M3IbJIHEHUETO
CTIOpOBE 110 B3aUMHO ChIJIACHe, @ aKO TOBAa € HeBb3MOXHO, 1o pena Ha I'TIK, mpex ponoso
KOMIIETEHTHUSAT bl B Ip. JloOpuH.

YneH 23. 3a BCUYKM HEYPEACHH 10 HACTOSALLNS JOIOBOP BBIPOCH II¢ CC npuarar
pasnopeadute ua 3011, [IT30I1, 33 n T3.

Unen 24.(1) 3a BaIMAHH 4apecH 3a IpUEeMaHe Ha CbOOLIEHHs. CBBP3aHH C
HACTOSALIMsA JOTOBOP C€ CMATAT aApecuTe, IOCOUCHH B HAYaJIOTO Ha JOroBOpa.

(2) Tlpu mpomsiHa Ha JaHHUTE [0 NPEAXO/]HATa ajuHed, ChOTBETHATa CTpaHa €
JUI'bKHA [1a YBEJIOMH JpyraTa B TPHAHEBEH CPOK OT NPOMSHATA.

[lpu chLCTaBsiHe Ha HACTOSMIMAT JOTOBOP C¢ IMPEACTaBHXa OT H3NBJIHMTENA
CJIE/IHMTE JIOKYMEHTH 3a JIOKa3BaHE JINIICATa Ha OCHOBaHUsl 338 OTCTPaHsBaHE!

- 33 ob¢cTosgrencTrara no wi. 54, an. 1, 1. 1 or 3011 - ¢cBMAETENCTBO 3a CHAUMOCT:

- 3a 00cTOsITENICTBOTO 1O Wi, 54, an. 1, 1. 3 o1 3011 - ynoctoBepeHUe OT OpraHuTe
10 NPUXOJUTE H YIAOCTOBEPEHHME OT OOMMHATa MO CENAMIICTO Ha BB3JIOKHTENA M Ha
KaH{aaTa Wik y4acTHHKA,

- 3a obcrosTencTsoTo no wi. 54, an. 1, T. 6 - yA0CTOBEpEHHE OT OpraHuTe Ha
UznbiaHnTenHa areduus "I 1aBHa HHCTIEKUMS 110 Tpyaa".

- cepruduKaT 3a [puIarase H NOAAbPXKKAHE HA CHUCTEMa 3a YIPABJICHHE Ha
kauectsoto EN ISO 9001 w/unan EN 1SO 13485/13488 w/unm exBUBaJIEHTHA, ¢ 00XBAT B
00/1aCTTa HA IPOU3BOJACTBOTO U/MJIH THPrOBHUATA ¢ MCIMIIMHCKH H3JENIHS.

Hacrtosuusat J0rogop c¢¢ CbCTaBhl B TpH eﬂH006p83HIH CK3eMILIApa. ¢MH 34
[IpoaaBava ¥ jBa 3a KyllyBaya.

[MPOJABAUY: KVIIYBAUY:
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Ipunoscenue No 4 — 3a0vnscumenen obpasey

TEXHUYECKO NPEAJOXEHHUE

[Moanucannst/asera Buuo Muxaitnos Buyes, EI'H "~ B KauyecTBOTO CH
Ha YIpaBUTEN (U3nucea ce onvoicnocmma) Ha ,, Turanuka 2008 EOOM (uznucea ce umemo
Ha yuacmuuxa), Cbc cemanmine: rp. I[1oBauB, ajpec Ha yNPaBICHHE p-H LlenTpanen.
y.“Kupun Xpucros” Ne 8, et.1, an. 1u 6, EMK 200000276,

1. IlpencTassam odepra 3a ydacTue mo 060cobeHa MOUIUL:

Ne 1: OcTEOCHHTE3HH CPEICTRA 3a OPTOIleIN4Ha AeHHOCT- BApHAHT 1;
Ne 2: OCTEOCHHTE3HHA CPEICTBA 3a OPTONEeINYHA IEHHOCT- BapHaHT 2;

v Ne 3: OcTeOCHHTE3HH CpeCTBa 33 OPTONEINYHA ICHHOCT- BapHAHT 3;
Ne 4: OCTEOCHHTE3HH CPEACTBA 38 OPTONEANYHA JACHHOCT- BapHaHT 4:
Ne 5: MeQULIMECKH U3/IEIHS 33 HEBPOXUPYPrUYHa IeHHOCT - BAPHAHT 1]
Ne 6: MeIUIMHCKY M3/e/IHs 33 HEBPOXUPYPrUYHa JeHHOCT - BapUaHT 2;
Ne 7: MeIUIIMHCKY U3/ENHs 32 HeBPOXUPYPrUUHa ASHHOCT - BADHAHT 3;
Ne 8: MeIUIMHCKH U3/I€IHs 32 HeBPOXUPYPIUYHa IeHHOCT - BApHAHT 4;
Ne9: MeAHUMHCKH M3/E/IHS 32 XUPYPru4Ha AeHHOCT.

(Monsi ombenesxceme cvc 3nak X, N uau no opyz nOOXo0suy Ha4uH obocobenama
nosuyus/o6ocobenume RO3UYUY, 3a KOAMO/KOUMO NPeocmassime ogepma)

2. JEKJIAPYIPAM, 4e mpaBst LSJIOCTHO [PEIOKEHHE 110 BCHYKH HOMEHKJIATypH
oT 060coBeHaTa 03U/ 000COOCHHTE MO3UITHH, 33 KOATO/KOUTO y4acTBaM:
v A
HE
(Mons ombenesceme 63pHOMO CbC 3HAK X, N wau ho Opye nOOX00s HaAvul)

3. Tlpemnaranure MENHIMHCKH H3[E/Ms CBOTBETCTBAT HA HM3HCKBAHHUATA.
10COUYEHHM B KOJOHH 2 # 3 oT Ilpunoxerne Ne 6: CrienuuKkanus Ha MEAULIHHCKUTE H3ACIHAS
U Ha M3UCKBaHUATa o ui. 82, an. 1 or 3MHU.

4. JlexnapupaM CpOK Ha BajIHAHOCT Ha odeprara: 3 (TpH) Mecela OT Jarara,
KOSTO € TOCOYEHa 3a [aTa Ha IojlaBaHe Ha odepraTa.

5. TIpueMam cpoKa Ha M3IIbIHEHHe Ha ropbukara: 12 (1BaHajeceT) Meceua oT
CKJIIOYBAHETO Ha JOTOBOpA.

6. TlpmemaM cpoka 3a IUTauaHe: 10 00 (LIECTAECET) KaJlCHIApHA IHU OT
M3BBPIIBAHETO HA JOCTABKATA U H3ABAHETO HA (HAaKTYpa OT U3MBIHUTELL.

7. TlpueMam cpoka Ha JOCTaBka: I0 72 (CelieM/IeceT U JBa) Jaca OT MOMEHTa Ha
3asBSIBAHETO.

8. [IpueMaM CpoKa Ha FOJHOCT: HE TIO-MaJIKo OT 1 (e[Ha) rOJHHA KbM MOMEHTA Ha
JOCTaBKaTa.

9. INpuemaM @ H3MBIHSABAM BCHUYKM M3HCKBAHMS Ha BB3JIOKHTENA, IIOCOUCHH B
00SBJIEHHUETO U JOKYMEHTALMATA 33 yJacThe.



10. Jexapupam ChIIacHeTo CH ¢ KIay3uTe Ha NPUI0KCHHUS [IPOCKT Ha J0TOBOP.

11. B ciyuai, ye GbIa ONpPENENICH 3a U3IBIHATE] HA [OPbUYKATa, CC 3albiDKaBaM,
UpY TOANMCBAHETO Ha JIOroBOpa 32 OOIIECTBEHA IOpbUKA, [a NPCACTaBAd aKTyalui
IIOKYMCHTI/I YHOCTOBCPHB&HII/I JIAIICaTa Ha OCHOBAHHS 3a OTCTPAaHSIBAHC oT npoueﬂypaTa,
KaKTO 1 COTBETCTBUETO € TOCTABEHHTE KPHTEPHH 32 10100D:

- 33 ofcTosTencTBaTa mo wi. 54, ain. 1, 7. 1 ot 30II - CBUIETENCTBO 32 CHAUMOCT,

- 33 06cTOsTENCTBOTO MO Wi, 54, ain. 1, 1. 3 or 3011 - yAOCTOBEPCHHUE OT OPraHuTe
Mo MPHUXOJMTE M YAOCTOBEpEHHE OT OOLIMHATA MO CENAIMIICTO HA BBLILOKHICIA H Ha
KaHIW/JaTa WM YYaCTHHUKE,

- 33 0BCTOSTENCTBOTO MO 4. 54, an. 1, T. 6 - YAOCTOBEPEHUE OT OPTraHMTC HA
V3IrbHUTENHA areHIus "] 1aBHa MHCIIEKIIKA 10 Tpyaa';

- paspelleHye 3a TProBHs Ha €IPO ¢ MEAMUMHCKA U3LCIHS, H3MAJICHO OT HAJl
WM pYr JOKYMEHT, YZOCTOBEpsBAll MPABOTO Ha YYaCTHHKA Aa TBPryBa C MEAMUMHCKH
W3NeHs, W3NAZeH OT KOMICTEHTEH OpraH Ha ChOTBeTHaTa Abpxapa. Paspeilenne WM
YIOCTOBEPEHHE HE CH M3HCKBA OT MPOM3BOJMTEIMTE HA MEAMLHMHCKH U3ACTHA, yCTAHOBCHH
Ha TepuTOpHsTa Ha Peny6nnka benrapus,

- cepruduKaT 3a TpHUIaraHe M MOJABPKAHE HA CUCTEMa 3a YNPABICHUC HA
xauectBoto EN ISO 9001 B 067acTTa Ha IPOM3BOACTBOTO M/WIM THProBUATA ¢ MEAMIIMHCKH
W3NelHs W/MAM CHCTeMa 3a yIpaBieHue Ha kadectBoro EN ISO 13485/13488 wn/uam
€KBUBAJICHTHA,

[MoamnHuc Ha MPEACTABIBALIOTO JIMIE U [eYaT+= 7., U

“wlQLLL. ALL.?‘..’.‘F:\;»!\.’P& (&gk«u&@ A OGNS
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(uMe, GamuHO U GaMUINA, JTBKHOCT)




IIpunoscenue Ne 4 — 3a0vrscumenet o0pasey

TEXHUYECKO NPEJIJOKEHHE

i

[Monnucanust/axata Buuo Muxaitnos Buues, EI'H © /A Ka4yecTBOTO CU
Ha YIIPaBUTEI (UNUCEA Ce ONbICHOCMING) Ha ,, Turanuka 2008 EOOJL (usnucsea ce umemo
Ha ywacmuuxa), CbC cefanmme: rp. IlmopauBs, aapec Ha YNPaBJICHUE pP-H LlenTpasnex,
yn.“Kupun Xpucros™ Ne 8, er.1, ar. 1u 6, EMIK 200000276,

1. TpencTaBaM odepTa 3a ydacTue 1o 060cobeHa No3HIHS:

No 1: OCTEOCHHTE3HH CPEICTBA 33 OPTOIEAHYHA NeHHOCT- BapUaHT 1;

Ne 2: OcTeOCHHTE3HH CPEICTBA 32 OPTONEAWYHA NeHHOCT- BApUAHT 2;

Ne 3: OCTEOCHHTE3HH CPEICTRA 38 OPTONeNYHA NeHHOCT- BapHaHT 3; ‘\.\

Ne 4: OCTEOCHHTE3HHA CPEACTBA 38 OPTONEANYHA JEHHOCT- BapUaHT 4; . \

Ne 5: MeIHIMHCKY U3HEHs 32 HEBPOXUPYPrHYHA IEHHOCT - BapHaHT 1; .
V' Ne 6: MeqMIMHCKY H3NENAS 33 HEBPOXUPYPIrHYHA JEHHOCT - BapHaHT 2; RN

Ne 7: MeIUIMHCKY H3LEIHS 32 HEBPOXMPYPridHa JEHHOCT - BAPUAHT 3; Vi

Ne 8: Me IMIMHCKY H3ENNS 32 HeBPOXUPYPrHIHA JeHHOCT - BAPHAHT 4; S\)

No9: MeauIIMHCKY M3elHs 38 XUPYypPru4Ha JeHHOCT. 1 X

(Monsi om6enesceme cvc 3Hax X, N wiu no dpye nodxodsuy Havur obocobenama
nosuyus/oBocobenume nO3UYUL, 3a KOSMO/KOUMO npedcmassme ogepma)

2. JIEKJIAPUPAM, ue npaps USIOCTHO IPEIJIOKEHUE 10 BCHYKH HOMCHKIIATYPH
oT 0GocobenaTa Mo3KIHA/060co0EHNTE MO3KIUY, 38 KOATO/KOUTO y4acTBaM!
v A
HE
(Mons om6enediceme 6APHOMO CbC 3HAK X, N wiu no Opyz nodx0daW HAYUH)

3. Ilpennaranure MEIULMHCKA W3AENHsS CBOTBETCTBAT Ha HM3MCKBAHUATA,
IOCOYEHH B KoJMoHH 2 1 3 oT [Tpunoxenne Ne 6: Crienuduxanis Ha MEIMIHHCKATE U311
H Ha W3UCKBaHusaTa o wi. 82, ar. 1 or 3MU.

4. JexnaphpaM CpOK Ha BaluHOCT Ha odeprara: 3 (TpH) Mecela OT HaTara,
KOSITO € MOCOYEHa 3a J1aTa Ha IIoJaBaHe Ha ojeprara.

5. IIpuemam CpOKa Ha H3NBIHEHHE HA MopbuKarta: 12 (nBaHaneceT) mecela oT
CKJIIOYBAHETO Ha I0roBopa.

6. IlpueMaM cpoka 3a Iuiamase: 10 60 (luecTheceT) KaleHIApHW JIHH OT
M3BBPIIBAHETO HA JOCTABKATA U U31aBaHETO Ha ¢akTypa OT U3IIBJIHUTEIS.

7. Tlpremam cpoka Ha JOCTaBKa: 10 72 (celeMIeceT U JBa) yaca OT MOMEHTa Ha
3asABsBaHETO.

8. IIpreMaM cpoka Ha FOIHOCT: He TI0-MaJIKo OT 1 (enHa) rogMHA KBM MOMEHTA HA
JIOCTaBKaTa.

9. IIpieMaM Oa M3IIBJIHSBAM BCHYKH M3UCKBAHKS Ha BB3IJIOXKUTENS, [OCOUCHH B
00SBICHUETO U JOKYMEHTALMATE 33 yIacThe.
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10. JleknapipaM CLIJIAaCHETO CH C KIIay3UTE Ha TIPUJIOKCHHUSA TIPOCKT HA AOTrOBOP.

11. B ciyuaii, ge GbJa ONPENEICH 32 U3NBIHATEIL Ha HOpBYKATa, CC 3aAb/DKaBaM,
Ipy IIOMNKCBAHETO Ha JOroBopa 3a 06lIeCTBEHA [OpBbUYKa, [a MNPCACTaBs AKTyalHH
JOKyMEHTH YAOCTOBEpsABallld JIMICATa HA OCHOBAHHS 33 OTCTpPaHABAHE OT MPOLEAYPaTa,
KaKTO ¥ CHOTBETCTBUETO C IOCTABEHHUTE KPUTCPHH 32 1oAdop:

- 33 ofcTOsITENCTBaTa Mo wi. 54, an. 1, T. 1 ot 3011 - cRUAETENCTBO 33 CHAUMOCT!

- 33 OGCTOATEICTBOTO MO Wi. 34, ai. 1, T. 3 0T 3011 - yI0CTOBEPEHUE OT OPraHuTe
10 IPUXOAHTC H y,II()CTOBCpCHI/Ie oT OGIIII/IHaTa o cemajuueTo Ha BBEITOXKHTEII B Ha
KaHuaTa i y4acTHUKA,

- 33 OBCTOATENCTBOTO 1O 4l 54, an. 1, T. 6 - YIOCTOBEpEHUE OT OpraHuTe Ha
WanbiauTenHa aredius "I 1aBHa MHCIIEKLUS 110 Tpyza';

- paspelIeHHE 33 ThProBus Ha €/po C MEIUIUHCKHA U3AENNs, U3LAACHO OT KAl
WM OpYT JOKYMEHT, YAOCTOBepsABall IPaBoToO Ha y4acTHHKa [a ThpryBa ¢ MEIMIMHCKH
W3eTus, M3JaJeH OT KOMIIETEHTEH OpraH Ha CBOTBETHATd ObpKaBa. PaspeleHue il
yIIOCTOBEPEHUE HE CH M3HCKBA OT TIPOU3BOUTENNTE HA MEIULMHCKH H3ACIIHA, yCTAHOBEHH
Ha TepuTOpHATa Ha PenyGuka beirapus;

- cepruduKar 3a NpUiarase U NOAXBPHKAHC HA CHCTEMa 3a YNpaBICHHE Ha
xauectBoTo EN ISO 9001 B obyacTra Ha NpOU3BOACTBOTO W/HIK THProOBUATA C MEIHUIMHCKA

M3deMs WM CHCTEMa 3a YIpaBIeHHE Ha KadeCTBOTO EN ISO 13485/13488 w/nmu
€KBUBAJICHTHA,;

[Noamyc Ha MpeACTaB/IABaIOTO JIMIE U NEY

B Muxaznot. Buwé NOANGT e Kb LA, LD E DO
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(uMe, OamuHO ¥ QaMuIud, IUTBYKHOCT)




