"MHOT'OTIPOGUAHA BOAHHIIA 34 AKTUBHO ABUEHHUE - JIOBPUA" AL

JIOBPUY 9300 D=1 yn."IMauaiior Xuros" 24 & 058/600488 (rarxe 058/600414 B e-mail: oblb@ibergon.net

pnorosor I, 3f

I[HGC..%.Q.T..&?%.QO]7 roji. B rp. JloBpuy, Ha ocHosanue wi. 112 n ¢t oT 3aKona 3a
OBIIECTBEHHTE TTOPHIKH, CE CKIHOUHM HACTOSIIUAT JIOTOBOP MCAULY:

"BUKOMEJT" 00/, cbe cepamnie B rp. Codus 1618, obmmna Crosmuna,
paiion Buroma, aapec Ha YIPaBICHHC: Gy "Llap bapuce 111" 201 A, oduc 2, EUK 130421337,
npecranigsano ot Mpanka IHerposa [leueBa, OTIPEJEIICH 3a M3IBJIHHUTCI CIE/L OPOBC/ICHA
mpoliejlypa 3a Bh3jlaraHe Ha 00IECTBEHA OPBYKA THII "otkpuTa’ No 00083-2017-0005, ¢
ripesmer: Ileproanuna J0CTaBka na Me/MINHCKH pageans 3a nyxaute na ,,MBAJI -JoGpuy”
AJ1, napuuan ITPOJABAY 1

"MHUOTOITPOGUITHA BOJIHULIA 3A AKTUBHO JIEYEHUE-JLOBPHY" AL
rp. JoOpHd, ChC CENANMINE U aIPEC HA YNPaBJICHUE: TP. Jlo6puu, yiu. “llanaiior Xuros" 24,
tern.  058/600160, daxe: 058/600414, e-mail:  oblb@bergon.net, EMK 124141302,
npeacrasisiBaHo ot J-p Tpupon BragumMuapos Nopnanos — V3nnanuresen Jlupexrop Ha
apysKkectsoTo, Haprdana KYTTYBAY.

CTpanure ce criopasymsxa 3a CJICAHOTO:

TIPEJAMET HA JIOT'OBOPA W TTEHHA

Unen 1.(1) llpozasaasT npojiasa Ha KyIyBada MeJIMUHECKATE H3JIeJIHs [10: |

060co6ena mo3ums No 35: XHpyprudecku Hiu ¢ (hejiepupaiio yxo;

OBocobena nosumus Ne 39: Menuuuucku Bochk BONE WAX, crepunen
JoraKkoBka oT 24 Gpos/, 38 KOATO/KOUTO € yyacTpall B OTKpHTATa IPOLCLYpa 34 Bh3/Arane Ha |
ob1iecTREHa IIOPHYKA. |

(2) LleauTte Ha MEIMIMHCKATE H3/CIHUATA [0 CROTBETHUTC 000coBGCHH MO3MIIMHE ca |
CLIJIACHO LIEHOBOTO MPEII0KEHUE Ha yUaCTHHKA. |

(3) Ilpornosnnte KONMYECTBA, [OCOUECHH B JIOKYMCHTAIMATA 34 ob1ecTrena |
HOpBUKA HE MOPaXIAT 33/Ib/UKEHHUE 38 KYIyBada Jia [ 3aKkyI B 1ocoueHus obem. '

CPOKOBE YU HAUMH HA TUIAILAHLE

Unen 2. CpokbT Ha HACTOALINS JIOTOBOP € 12 mecenia or jlarata Ha 1oJImMcBaHeTo
My. JIoroBOpbT MpObLIKaBa JEHCTBAETO CH J1O CKITIOUYBAHETO 1A JIOI0BOP € JIPYT M3IhIINTEL
CIIeJL IPOBENK/IaHe Ha ofiecTBela IOPBUKA.

Upen 3. MenuuumHckure u3fenus iie Obaar JIOCTaBdHd OT lipollakada Ha
KyllyBaya B CpoK J1o 72 (ceaem/iccet 1 JiBa) uaca OT MOMEHTa Ha 3aiBABAHETO 0T CTpaia Ha |
BBAJIOKHTEA.

Ujen 4, JIpJoKuMara Ha rpojasada cyma mo Beska OTAe/na jocraska 1e obje
aTeHa OT Kynysada [0 GaHkopara CMETKa fa [pofasata B CPOK a0 60 (uiectiecet)|
KaJleHAApH¥ JHU CJIE/ M3/1aBaneTo na (aktypa oT Ipo/iasaya.

Usen 5. CpoxbT HA TOAHOCT HA JOCTABIHWUTE ME/HIAHCKH W3ICIWs € He TI0-
Masiko oT 60 % oT of1arTa ro/IHOCT B MOMEHTa Ha JIOCTABKA.

MSICTO HA M3ITHJIHEHME U TIPEMMHABAHE HA COBCTBEHOCTTA

Usnen 6. 3a MSCTO Ha JOCTaBsHe HA MEJMIMHCKMTC W3Jleaus ¢e Olpeacsy
“MBAJI-o6pua” AJL rp. Jlobpuy, yi. “ITanaiior Xuron” No 24, 3peno ,,bonnuuna anrexa”. |

Yjen 7. CoBCTBEHOCTTA BLPXY JOCTaBIHMTE MEIMIMHCKN W3/ W pUCKLT o
[IBJIHO WUIM YACTHUHO MM [10TMBAHE LIPEMHIHARA BLPXY KyllyBaid 0T MOMEHTa Ha [PUEMAaHETO)
MM Ha MACTOTO Ha JIOCTaBSHE ¢ IPHEMO-TpEaBaTeicH NpoOTOKON WM Apyr paBHO3HaueH
JIOKYMEHT.
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TIPABA U 3AJTBIDKEHMS HA TIPOITABAYA

Unen 8. (1) [ponaBaubT € JUIbXKEH Ja CKIIOTH JIOTOBOP 33 O3 BIIHEHHE,
KOFATO € OOABM/I B 3asBJIEHHETO CH 38 YyUacCTHE MOI3BAHETO Ha IIOMU3IIHIHITCI. B cpox jio 3
JIHKM OT CKJIFOYBAHETO HA JIOIOBOP 3@ MOJM3IBIHCHHE MM Ha JIOTLIHATEIIHO CIIOpa3yMeHne
33 3aMsiHa HA [TOCOYEH B 3aABICHUETO MOM3MIBIHUTEN M3IIBIHHTEIAT H3lparild KOTIHE Ha
JIOTOBOPA MITH Ha JTOUBJIHHTEIHOTO CIOPasyMCHHUE Ha BB3JI0YKATESS 3a€)HO C JIOKA3aTE/ICTRE,
Ye ca M3ITHIHEHN YeI0BUATa 110 Wi, 66, an. 2 n 11 ot 3011

(2) TToau3MBIHHTENNTE HAMAT MPaBo ja Tpesbiliarat gJiHa WM [oBeve oT
JEHHOCTHTE, KOUTO ¢a BKJIIOYEHH B [IPCIAMETA Ha JIOTOBOPA 33 I1OJIM3IIBJIHEHHC.

(3) HesaBacuMO OT  BBH3MONKHOCTTA Ha  CC  H3HMOJISHAT ORI LIHWATENH,
OTTOBOPHOCTTA 3@ U3IBJIHECHHUE Ha JIOI0BOPA 34 oB1ecTREHA 110PhUKa € Ha IIpojaBaia.

(4) KymyBaubT HAMA J[@ M3BBPIIBA MMPCKTHH PasIUIAan i ¢ TOM3ITBIHUTEIIHTE

Unen 9. [TpomapadnsT € JUILKEH /14 JOCTaB ME/IALHCKH U3NEIHAL, KOHTO:

1. OTTOBApAT HA M3MCKBAHMATA HA WI. 82, ail. 1 ot 3MMU;

). CHLOTBETCTRAT HA W3MCKBAHMsTA Ha JlupexTusa Ha Enpomedckus napiament n
Creera Ha Esporna 98/79 EC 3a MEMIMHCKATE CPEICTEA 34 nuardocTrka (IVD) — camo 3a Ui
BATPO JMATHOCTHYUHM ME/UIIMHCKH W3/IEIH 10 CMUCHITA Ha §1,1. 12 ot JIP na 3MH.

3. OTroBapsT Ha W3MCKBAHHMATA, NOCOYEHH B JIOKYMEHTallAATa 34 obriiecTBeHa
MophUKa.

Usen 10. IlpoaaBausT B cpoka Ha JIOI0OBOpA ¢ UIBIKCH Ja MMd paspelicHue Wi
yIOCTOBEPEHHE 38 THProBHA Ha €/IPO ¢ ME/IUIIUHCKH W3IEIHs, H3AaNeHO OT M3ibIIHuTel s
qpexrop na MAJL no pena na 3MH.

Usen 11. [TpogapaysT B Cpoka Ha JIOroBopa ¢ JUrbiuceH /id npuiara 1 1nojurbpia
cycTeMa 3a YIpaBleHHe Ha KauCcTBOTO EN ISO 9001 w/win EN ISO 13485/13488, w/nin
expuBajeHTHa, ¢ 00xBar B obJjlacTTa Ha JPOM3BOACTBOTO W/MITA THPIOBUSTA €. ME/IMIMHCKH
M3 IENHSL.

Upen 12. IpomaBauynT € JUIBKCH Jid U3xaie B CpoK (paxTypa 3a JNOCTABEHHTE
MEIMITMHCKH U3/1eITHSL.

[IPABA U 3AJBJDKEHS HA KYTTYBAHA

Unen 13.(1) KymyeaubT uma T1paBo Jia HMPOBEPIRA KOJIMYECTBOTO Ha RBCsKa
OTAENHA JIOCTABKa, KATo [PH YCTAHOBHBAHE HA HECLOTBETCTBUE € JUTRIKEH J1a YBEIOMHU
[pojaBada B cpok or 24 uaca.

(2) Ilpu ycTaHOBsIBaHE HAa HECBOTBETCTBHC B KATICCTBOTO Ha JIOCTABCHHTE
MEMIIMHCKA M3/ICTHs KYIyBaubT € JUIBIKEH /Ja yBEJ0OMU NpoJlasatia b cpok or 24 vaca.

(3) HecbOTBETCTBUETO HA KOJMHECTBOTO M KAuecTBOTO CE yCraHoBsapa C
[IPOTOKON, CHCTABEH OT KOMHMCHs, ChCTaBeHA OT JUIBKHOCTHHTE JIMIA HA KyTlyBaya.

(4) B ciyuait, ue npoaaBavbT B CPOX 1O 24 uaca ciie/l YREJOMSIBAHETO 110 ail. |
QCIIOPH TUCMEHO HECHOTBETCTBMETO HA KAHECTBOTO, TOM MOE Jla MCKa [poBepKara My oOT
yIThIHOMOLIEHA J1a00paTopHs, Ipes BieMmane Ha KoHTposiHK 06pasii OT JI0CTaBKaTa, Wik
ype3 CpaBHsBAHETO Ha JIOCTABCHMTE MEAMIHMHCKH M3JleNiMs ©  TIPCACTaBCIHTEe MOCTPH,
OMMCAHME WM CHUMKHU TIPH YUaCTHETO B 00IecTBeHaTa NOphHKa.

Upen 14. KymysausT € JUIHKEH Ja 3ariiaTd yrosopeHara jleHa B pasmepa, 1o
HauMHA U B CPOKA, OIPEJE/ICHH B HACTOAIIMA JOTOBOP.

HEYCTOWKHA
Ypen 15.(1) ITpu 3abaBa Ha jocTasKa 0T CTpaHa Ha NpojaBata ¢ noseyue o 24
(1BajcceT W YETMPH) uaca, KyHyBaubT uMa Mpaso Ja HoJyHH neycroiika B pasmep Ha 0.1
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(HyTa 1s0, eHa Jecera) Ha ¢ro o1 CTONHOCTTA Ha 3afaBeHata JOCTaBKa 3a BCeky 24 Haca
sababa.

(2) llpu ycraHopsBaHe Ha HCCHOTBETCTBAE B KOJIWHECTBOTO, MpoAaBaYhT €
JUTBJKEH /@ JOCTABM JIMIICBAIIOTO KOJIMUYECTBO IPH Clie/Ballata 0CTaBkd, a TfpH MMOUCKBAHE
OT CTpaHa Ha KylyBada B CPOK OT 24 wuaca. Ilpy HEH3IBINCHHE HA TOBA 38/IHIIKEHMC
KYIYBAUbT MMa IPaBo da NoIy4un HeyCTOHKA B pazMep Ha 5 (IeT) Ha CTo oT CTOHHOCTTA HA
JIMTICBAIIOTO KOJIMUECTRO.

(3) TIpu ycTaHOBABAHE HA HECHOTBETCTBUE B KAUCCTBOTO, [poJlaBaubT € JUIBKCH
)@ JIOCTABY MEJUAIHICKH H3/Ie/Ns C YTOBOPEHOTO KAUCCTBO HPH Clic/BaniaTa JOCTaBKa, & Iph
MOMCKBAHE OT CTpaHa Ha KynyBada B CPOK OT 24 waca. llpy HEM3IIBJIHCHAC Ha TOBA
sabIDKEHUE KyyBadhT UMa [PaBo jia Mojyuu HEYCTolka B pasmep Ha 5 (nier) Ha cro or
CTOMHOCTTA HA HEKaYeCTBEHATa J10CTaBKa.

(4) B ciywanre 10 anubed 2 1 3, ako npofapadnT He J0CTABH JIOI'OBOPEHOTO,
KyNyBaybT HMMa NpaBo [Ja 3aKylu HEOOXOJUMHUTE MY MCJMLUMHCKH H3JIeJIMd 0T JIPpyr
JOCTABYMK, KATO PasjiMKkaTa MEeNJly 11eHaTa 1o JIorosopa n NEeACTBUTENHO 3arljlaTeHara [eHa ¢
3a ¢cMeTKa Ha lpoiaBaya.

Unen 16.(1) llpu oTka3 Ha mpojasada jia JIOCTABM 3asBEHHUTC MY MEJTHI(MHCKH
W3IeNMs WK ITpH 3a0aBa roseue oT 48 (YEeTHPHIIECCT U oceM) 4aca, KyllyBaubT uMa [1paso jia
3aKyIH HeOOXOMMHTE MY MEIMUMHCKH H3/ICTUd OT APYT J0CTABHHK.

(2) B corydaute (10 IpeIXOHATA ATHHEA Pas/MKaTa MEACLy HeHaTa 1o JIOTOBOpaA U
JeACTBITEIHO 3alUIATeHATa [IeHa € 38 CMeTKa Ha [pojasada.

Unen 17. KymysaubT uma IIpaBo [a MCKa OOE3IIETEHHC B IMBJICH pasMep Ha |
BpEJIMTE, KOUTO € IPETHPIIsIL B Pe3yiTaT Ha sabaBeHaTa H/WiIM HeKauecTBenara J0CTaBKa.

Unen 18. Tlpu 3abapa na niamane oT crpaa Ha Kylypadd, [IOCHIE/IHHAT JIBIDKH |
Ha TIpojiaBava HeycTolKa, B pasMep Ha 3aKoHHaTa JIMXBd. '

Unen 19. Heycrotikure, 0be3eTeHNATa U [IEHOBUTE paziMKH 110 I 16, an. 2 |
MOTAT /12 GbJIaT YIUBPIKAHN OT BCAKO JILIDKAMO Ha 1po/iaBata Hilaliatic.

[IPEKPATABAHE HA JIOTOBOPA

Ynen 20. JloroBopsT ce IpeKkpaTaBa

|. ¢ w3TMUAHe HAa CPOKA, 38 KOWTO € CKJIIOYECH, OCBEH B CIIyHanTe 1O L. 2, H3p.
BTOPO.

2. [Ip¥ CHCTEMHO HEH3ITLJHEHHE HA JIOCTABKHTC 110 KOJIMHUCCTBO W/ KA4ecTBO
or crpasa Ha npoaasada. [1o7 CHCTEMHO HOH3ITRIHCHAE CC pazbupa TaKoBa, H3BbPUICHN JBa
JUTH [10BEUE ['GTH B PAMKITE Ha CIUAH KaJeH/@PeH MECCIL, WIIH MIOBEUE OT TPH IILTH B paMKnTE
Ha CpOKa Ha JI0roBOPa; ,

3. Opy CL3JABAHETO HA YCJIOBMS 32 JIOCTABKA HA MEMIAHCKUTE 1/131Lejms{,i
[Ipe/IMET Ha JIOTOBOPA CJIe/| MPOBEUIAHETO Ha IICHTPaIi3Hpatt eJIEKTPOHHH TLPTOBE. '

4, B cnyuait, ye OnAe ITPOMEHEHA HOpMATHBHATA ypeyba, B pesysiTaT Ha KOCTO |
OTIazHe HeOOXOMMOCTTa OT J0CTABKATa HA MEHIMHCKUTE U3JICIMA, KOMTO ca rpejaMer Ha|
JIOTOBOPA; |

5. 1pM HEBB3MOXKHOCT Jla CC OCHIypH GuHaHcHpane 3a H3IbIHEHHCTO 1a|
[ophLUKaTa 10 I'lpH‘-IHHI/I, KOWUTO KyIlyBaqbT e e MO Jla HPEeJIBH)IM. ‘

JIPYTHY YCITOBUA \

Upienn 21. CTpauuTe 1o J0roBopa He MOrar ja ro M3MeHsT, OCBCH B CIIYHanTE,|
TpeBUICHH B ull. 1 16 or 30IL. i

Upien 22. CTpanuTe [0 J0TOBOPA 1Lie Pelapar Bh3HHKHAIATE 10 H3IBJIHEHHETO|
CHIOpOBE [0 B3AHMHO CHIVIACHE, & AKO TOBA € HEBL3MONKHO, no peaa na ['TIK mpen pOJlOHOi /

/
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KOMIICTEHTHHAT Chyi B Ip. Jlo6pHy, OCBCH B cilydauTe, KOraTto MpEeTeHUUATA € IPCIABeHa o
pe/a Ha 3aoBEHOTO IPOU3BOLCTRO.

Usten 23. 3a BCHUKH HEYPEAEHH MO HACTOAIIMS J0I0BOP BRIPOCH IHE CC Tpujiarat
paznopeyibure na 3011, TIHT3011, 33)1u 13.

Usen 24.(1) 3a BaimaHu ajpecd 3a IpHeManc Ha cHOOUIEH S, CRBP3aNU C
HACTOSIIHS JIOTOBOP CE CMATAT /IPECUTE, [I0COUCHH B HAUAIIOTO Ha JIOFOBOPA.

(2) Tlpu npoMsHa Ha JAHHWTE IO NPEAXO/HATA AIMHE, CHOTBECTHATA CTpaHa €
JUIBIKHA [1a YBEAOMHY JIPyraTa B TPHAHEBEH CPOK OT IIpOMAHATA.

[lpi chCTABSIHE Ha HACTOSUIMAT [OTOBOP ce MpejcTapuxa ot H3ITBJOTATES
ClIC/IHUTE JOKYMCHTH 38 I0Ka3BaHe JIMI1caTa Ha OCHOBAHHS 33 OTCTPAHABAHC.

- 33 obcTosTecTRaTa o wi. 54, an. 1, 7. 1 oT 3011 - CBUJIETEJICTBO 34 ChJIMMOCT;

- 23 oBcTosTeneTBOTO 110 Wi, 54, ain. 1, 1. 3 ot 3011 - ynocrosepenne OT Opraluic
10 NPUXOAUTE M YJIOCTOBEPEHHE OT ofImmaTa 1Mo CeNaMIIETO Ha BBRIJIOWUTCIA U Ha
KaH/{/1aTa Wik y1acTHHKA,

- 3a oBcrosTencTBOTO no wi. 54, ain. 1, T. 6 - YJI0CTOBEpEHHE OT OpralnTe Ha
Wansnarrenta arenius "' TapHa HHCIEKLMs 10 TPy’

- paspelleHye 3a THProBus Ha elpo ¢ MEJMIMHCKH U3ACIIHAL, nspaneno ot MAJL
WM [pyr JOKYMEHT, YIOCTOBEPSBAIl NPABOTO Ha yqacTHMKA Jia ThPryBa ¢ MEJHITMHCKH
M3IeNs, U3/IaneH OT KOMIIETCHTEH OpraH Ha ChOTBETHATa JIbPIKaBd,

- cepruduKar 3a Ipwiarane H MOJUIbPKAHE Ha cucTeMa 3d yIrpaBleHue Ha
kauecTsoTo EN ISO 9001 w/wm EN 1SO 13485/13488 w/uiu expupancHTHa, ¢ 00XBAT B
06J1aCTTa HA TIPOM3BOJICTBOTO H/AIK THPTOBUATA C MEJAHITHHCKH H3ACIHS.

[TpuiIoKeHUs KbM JIOI0BOPA:
1. TexHuUecko MPeJIoKEHHUE 3a H3IIBIHCHUE Ha MOphUKaTa,
2. lleHOBO mpe/UIOJKEHHE.

HacTosmmsT I0r0BOp Cé ChCTABW B TPW €AHOOOPA3HM CK3CMIUIAPA, C/HH 34
npojiaBaya | JBa 3a KyIysada.

KYITYBAY.:
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Hpunosicene Ne 4 — sadvadicumenct 0bpasen { \J
\/
IIpeocmass ce no gesiia 060cofeRa nO3UKUA, 34 Koo ce nodasa odepma

TEXHUYECKO IIPEJ],H())KEHI/IE

Honnma.HHHT/aHa'ra Vpanka IleTposa [Teuesa, ETH 4909126556, R KAYECTBOTO
cu Ha yrpasuren (usnuced ce dupoicrocmma) Ha JBUKOMEL" QO] (usnucea ce umemo id
pyacmHuKa), e cenadie: Ip. Codusl, ajipec Ha yIPaBJICHAC Gyn. Lap bopuc 111 Ne201A, |

EMK 130421337,
|

1. TIpencrapam oepTa 3a yHacTie 1o oGocobena nozuuns N 39

(Mons nocoveme HoMepd na obocobenama nozuyud, 34 KOAMO NPedCmAasime
ohepma) .

2. Jlexnapupam CpoK Ha BAMAIHOCT HA odepratal 3 (tpu) mecena OF gararta,
KOSTO € TIocoUeHa 3a fata Ha nojiasane Ha odepraTa. '

3. TIpuemam cpoka Ha A3ThIHEHVE HA TOPHIKATa: 12 (mpamajeceT) Meceld Oif
CKJFOYBAHETO Ha JI0T0BOpa.

4, TlpmemaM cpoka 34 naniage: 1o 60 (mecT/leceT) KaleHnapHi OHW OF
M3RBPUIBAHCTO HA JIOCTABKATa ¥ M31aBaHeTo 1a (paxTypa OT H3MHLIHUTEIL.

5. Ilpuemam cpoxa Ha nocrapka: Jo 72 (cepempeceT U JiB&) dyaca OT MOMCHTA Ha
asBSBAHETO OT CTPara Ha BB3I0KHTEIS.

6. [pueMam cpoxa Ha rogmoct: He mo-Majuko 0% 60 % ot obmara IoAHOCT|B
MOMEHTA Ha J0cTaBka.

7. Tlexnmapupam, Ue CBM pampasui  JCHOBH [IpeIIOKEHIsA IO BCHYKH
HOMEHIJIATYPH, BKIIIOUICHH B ofocoberara TO3HIHA (koraTo oBocobenara Mo3KIHA BKm-oq!Ba
HOMEHKJIATYPH). |

§. [TpueMam Ha J3IbIHSBAM BCHUKH H3HCKBAHMA Ha BB3NOKHATEI, noooqem'; il
OB SBIEHHETO | JOKyMEHTaluATa 33 Y4acTHE.

9, Tlpepnaradnre KOHIIEHTPATH 32 XEeMOHANI3a CHOTBETCTBAT Ha HBHCKB&HHHE’I‘ELE,
nocoueny B TexHHUCCKATA crienA(uKanms. |

10. Jlexmapupam CLIUIACHETO CH ¢ KIAy3HTe Ha [IpMIIOIKEHUs TIPOSKT Hd ZIOTOBOP.

11. B ciryuait, 4uc fLoa ompeleneH 3a 3LIHATEN HA [0PHUKaTd, ce 3‘&,11’1:}[)1(8.8!21M,
Ipu  TIOJITHCBAHETO 4a poropopa 3a OOIIECTBEHA noppuKa, J@ [peACTaBsd aKTya%um
JOKYMEHTH yI0CTOBEPABALIH [AmcaTa Ha OCHOBaHMA 34 orTeTpaHaBane ot TiporeaypaTa,
KAKTO M CBOTBETCTBUETO C [OCTABCHUTE KPUTCPHH 38 nojdop: .

- aa obcTosTENCTRATA IO L. 54, a1, 1,7. 10T 3011 - cBHIETEICTBO 3a CHIUMOCT;

- 33 0BCTOSLTENCTBOTO 110 L. 54, an. 1, T.3 0T 3011 - yjocroBepeine ot Op]"a}!lﬁ‘l“@
Mo NpUKOAWTE H ymocroBeperue 0T ofIupHATa TIO CEJIAIMILETo Ha BB3II0MKUTCIIA 1%1 Ha
KAHJIA/ATA WK yUaCTHAKA, ,

- aa 0BCTONTENCTBOTO MO UL 54, am. 1, T. 6 - YJIOCTOBEPEHHE OT opranuTe Ha
MsnpaHATENHA areHIAs "T"faBHa WHCIICKIML IO Tpyma'; .

- paspenieHte 3a THPTOBHS Ha EAPO © MEMUIHHCKH H3JICTHL, M3/1@JIeHO OT il/’IAJI
WM ZIpYT JIOKYMEHT, yIOCTOBEPABALLL (1paBOTO Ha yJacTHHKA ji@ THPTYBa C MEIALIHCIN
wamenus, uspagen OT KoMIeTeHTeH oprat Ha CLOTRETHATA JIBpIKABA. Pas-pememie' HITH
y10CTOBEPEHAE HE CH J3UCKBA OT TPOM3BOIHTEINTC Ha MEIULIAHCKH H3LeTHL, yc:fra{'ﬁdj%\em
Ha TEPUTOPUATA na Perry6imka bearapii, { ol | ey
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JUIDPIKAHE Ha cucreMa 3a yIpaBjieHue Ha
JICTBOTO ¥/WIM THProBUATa ¢ MEJIAITMHCKH
auecrBoTo EN ISO 13485/13488 w/miau

- cepTu(uKaT 3a NpHIarape u 1o
xagecrroTo EN ISO 9001 B 06ractTa Ha MPOU3BO
pamenusl WM CHCTEMA 3a YIPABICHHC Ha K
CKBHUBAJIEHTHE,

[oamuc Ha IPEICTABIABALOTO JIMIE K IEHAT oo r/

i

Wpanxka [Tetposa Ileuesa - ympaBuTel
(e, HauHo 1 GaMuIis, JUIEKHOCT)




Ipunoscenue Ne 4 — 3a0vancumenen obpazeu
IIpeocmaga ce no 6caKa 060cOBen nO3 WA, 30 KOAMO ce RO0Usa odhepma

|
)

TEXHHUYECKO OPEJJOXKEHHE

[Tonnucanust/anata Mpanka Ilerposa [euesa, EI'H 4909126556, B Ka4€CTBOTO
CH Ha YIIpaBUTEN (U3nUCed ce onwvoicnocmma) Ha ,BUKOMEJ OO/ (usnucsa ce umemo na
YUACHIHUKA), ChC CELATHINE: TP. Codust, aapec Ha YIIPaBICHUIES Gy, Iap bopuc III Ne201A,
EMK 130421337,

1. Ipencrassam odepTa 3a yqactue 1o oGocobena nosuuus Ne 35

(Mons nocoueme Homepd Ha obocobenama no3uyus, 30 KOAMO npeocmasime
ogepma)

2. JlexnapupaM CpOK Ha BalIHAHOCT Ha opeprara: 3 (rpe) mecela OT Jarara,
KOSITO € Iocodena 3a Jara Ha 1noJagaie Ha odeprara.

3. [IpmeMaM cpoxa Ha HM3ITBJIHCHMC Hi rlophuKara: 12 (nBamajieceT) mecena or
CKJTIOUBAHETO Ha JIOTOBOPA.

4. TlpuemaM cpoKa 3a ILIAINAHC: mo 60 (umectjeceT) KaneHpapHd AHKM OT
M3BLPITBAHETO Ha OCTABKATA M M3/@BAHCTO Ha hakTypa OT U3IIBIHUTEILS.

5. IlpuemMam cpoKa Ha JOCTABKA: Tlo 72 (cememmeceT u JBa) uaca 0T MOMEHTa Ha
1aBABAHETO OT CTPaHa Ha BL3JIOKATEII.

6. [IpuemaM cpoka Ha TOJHOCT: He mo-manko ot 60 % or obuiara TOAHOCT B
MOMEHTA Ha JIOCTaBKa,

7. JlexmapupaMm, dHe CbM Hanpasui [EHOBH [peJIOIKEHIs 110 BCHUIKH
HOMEHKIATYDPH, BKIOYeHN B 060c0beHaTa MO3HIA (xorato oGocobeHaTa TO3AIAs BIIIOUBA
HOMCHKJIATYPH).

8. IIpuemaM 1a M3IIBIHABAM BCHIKH M3MCKBAHMA Ha BDL3JIOIKKUTENIs, TTOCOICHH B
06SBIIEHUETO B JOKYMEHTalMATa 38 yHaCThcC.

9. ITpepyaragure KOHLEHTPATH 38 XKeMOJIHaIN3a CLOTBETCTBAT Ha M3HCKBAHMATH,
nocoueny B TexHHUecKara creupuKalys.

10. [exmapupam ChIIACKETO CH C KIay3HTe Ha TIPUIIOIKEH IS TIPOCKT Ha L0Tr0BOP.

11. B caydait, ge OB/1a ONPENENCH 33 H3IHIHITC] Ha TOPBUKATa, CE 3a/(hIKABAM,
MpH MOANKMCBAHETO HA JIOTOBOpa 34 OGLIECTBEHA TOPBYKE, [Ja HPeacTaBst aKTyaJlii
JOKYMEHTH YAOCTOBEPSIBAIIM JIHIICATE Ha OCHOBAUMs 3a OTCTpaHsBaHe OT UPOLEAypaTd,
KAKTO H CHOTBETCTBHETO C MOCTABEHUTE KPUTEPHHM 38 no160p:

- 33 0BCTOATENCTRATA [0 WL, 54, aIL. 1,1. 1 or 3011 - cBHIETEICTBO 38 CHAUMOCT;

- 38 0GCTOSTENCTBOTO 1o Wi, 54, an, 1, 7.3 0T 3011 - yrocToBepenie 0T OpraHuTe
[0 NPUXOAKTE ¥ YLOCTOBEPEHME OT ofmppara M0 CEJANMIIETO Ha BB3JIOKHTENA W Ha
KAHIKUAaTa WA YYACTHHKE,

_ 124 0BCTOSITENCTBOTO IO Wi, 54, a1, T. 6 - yAOCTOBEPEHHE OT OpraHuTe Ha
arrbnauTensa arenius " napHa MHCIeKLMA 0 Tpyna';

- paspelieHre 3a ThProBHs Ha CAPO € MEIHLIMHCKH M3/ENus, H31aneH0 OT HAJI
MMM APYr JOKYMEHT, YJOCTOBEPSIBALIL HPABOLO Ha yyacTHMKA 1a THPIyBa C MEHIMHCKH
p3esusl, M3fajieH OT KOMIICTEHTCH Opram Ha CchOTBETHATA IbpIKaBa. PasperucHug Hii
YO0CTOBEPEHHIE HE CH W3UCKBA OT [IPOU3ROMUTENHTE Ha MEAMIIMHCKA VI3 IEITHS, ym?a;;go‘];eﬁ}d
Ha TepuTOpHsATa Ha Penybdiuka bonrapus; j




AN

- cepruduKar 3@ TpHIaraHe M TIOUBPIKAHE HA CHCTEMA 3a ynp‘ CHUE Ha
kauectsoro EN ISO 9001 B 061actTa 1a IPOK3BOACTBOTO H/HIM THPrOBUATA ¢ MEAUIIMHCKH
H3JeNUs WU CHCTeMa 38 YIpaBlIeHHe Ha KaueCTBOTO EN ISO 13485/13478 5 ALRING!

CKBHBAJICHTHA, |
i

Iopnuc va TIIpeacTaBIABAIOTO JIMIC HIedaT ..o ,)

Wpanka [erpona [leuera - ynpasuTeln g /}(/?f )
(rMe, GarmmHo ¥ (aMHIINSL, JUIBIKHOCT) Gl




