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norosovr M5

,[[Hec.'.ﬁ..é..' ........... 2019 ron. B rp. JloOpwuy, Ha ocHoBanwe wi. 112 u ci1. oT 3akoHa 3a
0OIIECTBEHHTE TIOPBYKH, CE CKIIFOUH HACTOSIIUAT JOTOBOD MEKILY:

"OPE3EHUYC MEJIMKBJI KEBP BBJITAPUA" EOO], cbe cenanuine B Ip.
['abposo 5308, anpec na ynpasnenue: yi. "JlroGen Kapasenos" 26, er. 4, EMK 107516166,
npenactaBasBaHo oT ['tona Muknom Penn m Mmus Xpucros Mimes, 3aeHO M [IOOTAEITHO,
ompenesieH 3a usnbiHuTen ¢ Pemenne Ne 41/ 10.12.2018 r. cnen mpoBeaeHa npouenypa 3a
Bb3jaraHe Ha oOllecTseHa nopbuka Tun "otkpura" Ne 00083-2018-0014, ¢ npeamer:
J0CTaBKa Ha amHpOreHHd (UITPH HAa [UANIH3HHA OBT 3a anapaTH 3a XeMOHalIn3a
"®pesennyc 4008 S" 3a HyxnuTe Ha oTaenenue "JInanusHo nedyenue” Ha "MuoronpoduHa
OosHuua 3a akTHBHO 1edenue-J{oopuy" AJl, napuuan [TPOJJABAY U

"MHOT OITPO®HJIHA BOJIHMIIA 3A AKTUBHO JIEUEHUE-JIOEPUY" AJ]
rp. Jlobpuy, cbe cenanuie u ajxpec Ha ynpasienue: rp. Jo6puy, yu. “Ilanaiior Xuros" 24,
tes.  038/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EMK 124141302,
npejcrapiaaBano oT JI-p Cseroszap baiiues Iletpor  — Msmemautenen [lupextop Ha
npyxectBoTo, Hapuuana KYITYBAUY.

CTpaHHTC Ce cropasymsaxa 3a CICOHOTO:

ITPEAMET HA IOT"TOBOPA U IIEHH

Ynen 1.(1) [lponasaysT mnponaBa Ha KynyBadya anMpoOreHHU (MITPH Ha
JMallu3HUS BT 3a anaparty 3a xemoauanusa "®pesenuyc 4008 S", 3a jocraBkara Ha KOUTO €
ydacTBall B OTKpUTaTa IpoLeaypa 3a Bb3JlaraHe Ha o0LIecTBeHa MOPBhYKA.

(2) LleHoBOTO IpeUIOKEHKE HA TPOJaBaya e:

HaumeHoBaHHe Tbproecko [Tpoussoauren LleHa B nepa 6e3
HaHMEHOBaHHeE HAC 3a 1 6poi
1 2 3 4
AnuporeHeH GUATBLP Ha Diasafe plus ®peszennyc Meauknn 340.00
QUATM3HMS MBT 3a anapaTtu Kenp ['epmanus
3a XeMOoHaIn3a
"®@pezenuyc 4008 S"

(3) IlporHo3HHTe KOIMYECTBa, MOCOYEHH B JOKYMEHTALMATA 3a OOLIeCTBEHA
[IOpPbYKA HEe MOpaX/1aT 3aIb/DKEHUE 3a KyIlyBaya Ja TH 3aKYIIH B [I0COYEHHS 00eM.

CPOKOBE M HAUMH HA ITJIALLIAHE

Ynen 2. CpokbT Ha HACTOSIIHS AOTOBOP € 12 Mecena oT JaraTa Ha [O/(ITHCBAHETO
My. JIoroBOpBT Npo/biKaBa JAeHCTBHETO CH JI0 CKIIOUBAHETO HA JIOTOBOP C APYT H3MBIHUTE
clle/l HpoBEkKIaHe Ha o01iecTBeHa MophYKa.

Unen 3. Crokure me ObJaT KOCTAaBAHM OT IIpoJaBaya Ha KymyBaya B cpok 10
(JleceT) KaJleH/IapHU JTHH, CJIE]] 3asBIBAHETO HM.

Ynen 4. JpipkuMaTa Ha mMpoiaBadya CyMa [0 BCSKA OT/AETHA JOCTAaBKa e Oble
njlaTeHa OT KymyBada 1o OaHKoBaTta cCMeTKa Ha IpojaBada B cpok a0 60 (imectaecer)
KaJIeHIapHH JHHM CJIe]| M31aBaHeTo Ha GaKTypa OT rpojaBaya.

HYien 5. CpokbT Ha TOAHOCT € He MO-KpaThk oT 60 % (1mectaecer npoueHTa) ot
0011 CPOK HA TOJHOCT B MOMEHTA Ha JOCTABKA.
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MACTO HA U3ITBJIHEHUE U IIPEMUHABAHE HA COBCTBEHOCTTA

YUnen 6. 3a MACTO Ha JIOCTaBsIHE HA CTOKHTE CE ONpEIEIs “MBAJI-/lo6puy™ AJl
rp. lo6puy, yn. “Tlanaitor Xurtos™ Ne 24, 3peHo ,,BonHnuna anrexa’.

Unen 7. CoGcTBeHOCTTa BBPXY JOCTABSHUTE CTOKH M PUCKBT OT IIBJIHO WJTH
HaCTHYHO [IOrMBAHE HA CTOKUTE MPEMHHABA BbPXY KYMyBaua OT MOMEHTA Ha IPUEMAHETO UM
Ha MSACTOTO Ha JOCTABAHE C MPHUEMO-NPE/ABATENCH NPOTOKOI HIH JAPYr PaBHO3HAYEH
JOKYMEHT.

[TPABA U 3AIBIDKEHUS HA TIPOJJABAYA

Hnen 8. (1) IlpomaBaybT e JUIbXKEH Aa CKIKOUM JOTOBOp 3a TIOIM3ITbJIHEHHE,
KOraro ¢ 00sBHUII B 3asBJIECHHETO CH 34 y4acTHe MOJI3BAHETO HA MOJM3TBIHUTEL. B CpoK J10 3
AHU OT CKIIOYBAHCTO Ha JIOTOBOP 3a NOJIM3I'BIHCHHE WM HA JOIBIHATENHO CHOPA3yMEHHE
3a 3aMsHA Ha MOCOYEH B 3asBICHHUETO MOJU3IIBIHMTEN M3IBIHUTENAT M3NpaIla KOIHE Ha
/I0roBOpa HIIH Ha IOTBIHUTEHOTO CIIOPasyMeHUe Ha BB3JIOKHTENS 3a€/JHO C J0Ka3aTelCcTRa,
Y€ Cca U3IbJIHEHH YCIOBUATA 0 4. 66, an. 2 u 11 ot 30I1.

(2) lommsnbiuuTennte HAMAT NPaBO Ja MNPEBB3TATAT €QHA MM [IOBEYEe OT
NEHHOCTHTE, KOUTO ¢a BKIIOYEHH B [IPEIMETa HA JIOTOBOPA 33 MOIH3IhIHEHHUE,

(3) HesaBucHMO OT BB3MOXKHOCTTA Ja C€ M3ION3BAT OOU3IBIHUTEIH,
OTrOBOPHOCTTA 32 U3IIBJIHEHHE HA JOTOBOPa 3a 00IIECTBEHA MOPBUKA € Ha ITPo/IaBaya.

(4) KynysaubT HAMa 12 H3BBPUIBA IMPEKTHH PA3ILIALIAHMS C TIOH3IIbIIHATCIATE

Ynen 9. IlponaBaubT € MTBKEH [a IOCTaBS CTOKH, KOMTO OTTOBApsIT Ha
M3HCKBAHUATA, IIOCOYEHH B TEXHHYCCKMTE CHEHH(HKALME OT JIOKYMEHTAalMsATa 3a
oOImecTBeHa MOpBHYKa.

Unen 10. [IpogaBaybT B CpoKa Ha JOroBOpa € JUTHKEH 14 UMa paspelieHue Uiu
YAOCTOBEPEHHE 3a THProBUs HA €APO ¢ MEAUIIMHCKH H3ENHs, U30aACHO OT M3ITbIHUTE THIS
mupextop Ha MAJI o peana na 3SMHU.

Hnen 11. [lponaBaubT B cpoka Ha JOTOBOpa € JUThKEH Ja IIpUJara u NOAABPKa
cucrema 3a ymnpasienue Ha xauecTBoTo EN ISO 9001 m/unmm EN ISO 13485/13488. u/umm
CKBHBAJIEHTHA, ¢ 00XBAT B 00JIACTTa HA MPOU3BOJACTBOTO /MM THPTOBHATA C MEIUIIHHCKH
U3JICTIHSL,

Ynen 12. TlponaBaubT e mmbikeH ia u3fage B Cpok (DakTypa 3a JOCTABEHHTE
CTOKH.

[IPABA U 3AIBIDKEHMST HA KYIITYBAYA

Ynen 13.(1) KymyBaubT uma mnpaso ja IIPOBEPsABA KOJIMYECTBOTO HA BCAKA
OTACIHA N0CTAaBKa, KATO IPH YCTAHOBABAHE HA HECHOTBETCTBHE € JUIBXKEH 1a YBEIOMH
IpojaBaya B CpPOK OT 24 yaca.

(2) llpu ycranoBsiBaHe Ha HECHOTBETCTBHE B KAYECTBOTO HA JOCTABEHHTE CTOKM
KYIyBa4ybT € JUTBXKEH JIa yBEJIOMH IIpojiaBaya B CpOK ot 24 yaca.

(3) HecwnOTBETCTBHETO Ha KOJHYECTBOTO M KAYECTBOTO Ce YCTAHOBSIBA C
TIPOTOKOJI, CHCTABEH OT KOMUCHSI, ChCTABEHA OT JUTbKHOCTHHTE JIMIIA Ha KyIyBaya.

(4) B cnyuyaii, ye nponaBausT B cpok 10 24 €aca cael yBeAOMABAHETO MO al, |
OCIIOPH ITHCMEHO HECHLOTBETCTBUETO HA KAYECTBOTO, TOH MOXKE Ja MCKa NpOBEpKaTa My OT
YIBIHOMOIIEHA 1a00paTopys, Ype3 B3eMaHe Ha KOHTPOIHN 00pasiy (MOCTPH) OT [0CTABKATa
M CPaBHJBAHETO UM C IIPeACTaBeHUTE 0OpasuM (MOCTDPH) IIPH YYacTHETO B OOLIECTBEHATA
NOPhYKa.

YUnen 14. KymyBaubT € AnbKeH Ja 3amiaTH yroBOpeHATa IleHA B pasmepa, 110
HaYMHA W B CPOKA, OIIPE/IETIEHH B HACTOSIIUS IOTOBOP.
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HEYCTOWKHU

Ynen 15.(1) Ilpu 3a0aBa Ha mocTaBKa OT CTpaHa Ha npoJiaBaya ¢ rnoseve o1 24
(BajieceT ¥ YeTMpPH) yaca, KyIyBaybT MMa IPaBo Jd [IOy4H HEyCTOWKa B pasmep Ha 0.1
(Hylla 1510, €/IHA JleceTa) HA CTO OT CTOMHOCTTA Ha 3abaBeHaTa JOCTABKA 3a Bk 24 yaca
3a0aBa.

(2) Ilpu ycraHOBsiBaHE Ha HECHOTBETCTBHE B KOJINYECTBOTO, IPOJABAYBT €
ATBHCH /12 I0CTaBH JIMICBALIOTO KOJIMYECTBO IIPH CJIENBAIIATA JOCTABKA, A NIPH [OMCKBAHE
OT CTpaHa Ha KylyBaiya B cpok oT 24 yaca. [Ipu HeusmbineHnwe Ha TOBa 3aabllKeHHE
KymyBadbT MMa NPaBO Ja MOJTyYM HeYCTOWKA B pa3Mep Ha 5 (eT) Ha CTO OT CTOHHOCTTA HA
JIMICBAIOTO KOJIMYECTBO.

(3) Ilpu ycraHOBsiBaHE HA HECHOTBETCTBHE B KauecTBOTO, IPOJIaBaubT € JUIbKEH
Ad OCTABH CTOKH C yrOBOPEHOTO Ka4yeCTBO IPH CIICABAINATA JOCTABKA, a MPH OHCKBAHE OT
CTpaHa Ha KyllyBaya B CpOK OT 24 yaca. [1pH HEH3IIbJHEHHE HA TOBA 3a/bIKCHIE KyIyBauybT
MMa MpaBo Jia IOJyYd HEYCTOHKAa B pasMep Ha S5 (meT) Ha CTO OT CTOMHOCTTA Ha
HEeKaueCTBeHAaTa IOCTaBK4.

(4) B ciyyante mo anuHen 2 W 3, ako IIPOAABAYBT He JOCTABH JIOTOBOPEHOTO,
KymyBadbT MMa IPaBo Jia 3aKyIH HEOOXOIMMHTE MYy CTOKH OT APy MOCTABYMK, KATO
pasjiiKaTa MEXIy LeHaTa 10 JI0OroBOpa M ACHCTBUTEIHO 3alljaTeHaTa IieHa € 33 CMEeTKa Ha
1po/laBayva.

Ynen 16.(1) Ilpu oTkas Ha npojaBaya fa I0CTABH 3aSBEHHTE MY CTOKH HJIH IIPH
3abaBa noseue or 48 (uerwpuieceT M ocem) uaca, KyImyBaYbT HMa IIPaBO Ja 3aKyllH
HEOOXOIMMHUTE MY CTOKH OT JIPYT JOCTABYHK.

(2) B ciiyuante no mpesxo/iHata amuHes pasiInKaTa MEJKy LIeHaTa 110 0r0BOpa
JICHCTBHTE/IHO 3aIlIaTeHaTa IIeHa e 3a CMeTKa Ha [Ipo/aBaya.

Ynen 17. KynyBausT nMa npaBo 1a Hcka 0Ge3lIETeHHE B [IbJeH pasmep Ha
BPCAMTE, KOUTO € NPETLPIISI B pe3yiTar Ha 3a0aBeHaTa W/Uild HEKa4eCTBeHATa 10CTARKA.

Ynen 18. Ilpu 3a6aBa Ha nuiamane ot cTpaHa Ha KylyBaua, MOCIEAHUAT IBIKH
Ha NpoJlaBaya HeYCTOHKa, B pa3Mep Ha 3aKOHHATa JINXBA.

Ynen 19. Heycroiikute, obesinereausra u LIEHOBHTE Pa3liMKu 1Mo i, 16, an, 2
Morar 1a ObJat yAbpKaHU OT BCSAKO ABIKUMO Ha IIPOjaBaya miamaHe.

[TIPEKPATSBAHE HA JIOTOBOPA

HUnen 20. JloroBopsT ce mpekpartsisa

1. ¢ u3THYaHe HA CPOKA, 33 KOHTO € CKJIFOUEeH, OCBEH B CIIy4auTe 110 4. 2, u3p.
BTOPO.

2. IpH CHCTEMHO HEH3IbIHEHHE HA JIOCTABKHTE 110 KOJMYECTBO W/HIH KAYECTBO
OT CTpaHa Ha npeAasada. [lox cucTeMHO HeM3IbIHEHHE ce pa3bupa TAKoBa, M3BBPIIEHHU JIBa
HIIH TIOBEYE [THTH B PAMKHTE Ha €/IMH KallCHAapeH MECEll, HIT TIOBeYe OT TPH MBTH B PAMKHTE
Ha CpPOKa Ha JOTroBOpa;

3. IpH CB3JABAHETO HA YCIIOBHSA 3a JIOCTABKA HA CTOKHTE, NpeaMeT Ha JIOTOBOpa
CJIeL IPOBEIKIaHETO Ha ICHTPATM3HPAHH eJIeKTPOHHH ThHPIrOBE.

4. B cnyvaif, ye Obje IpoMeHeHa HOpPMATHBHATA ypenba, B pe3ynTar Ha KOETO
OTIa/iHE HEOOXOIMMOCTTa OT IOCTABKATA HA CTOKHTE, KOHTO Ca [PEAMET Ha JOrOBOpA;

5. TPH HEBB3MOXKHOCT JIa CE OCHIYDH (DHHAHCHPAHE 334 H3MDBIHEHHETO Ha
[opbYKaTa 10 NPUYHHH, KOUTO KyIyBaubT HE € MO JIa IIPE/IBH/IH.

JAPYTHU YCJIOBUA
Ynen 21. CtpaHuTe 1m0 J0roBOpa HE MOraT Aa ro M3MEHAT, OCBEH B ClIyYauTe,
npensujesd B wi. 116 ot 3011.
Y
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Yien 22. CTpaHuTe Mo JOroBopa Hie PElIaBaT Bb3HMKHAIUTE [10 H3MIbIHEHHETO
CIIOpOBE MO B3aMMHO ChIVIACHE, @ aKO TOBA € HEBB3MOXKHO, 1o pena Ha ['TIK mpen poxoso
KOMIIETEHTHHUAT ChA B I'p. JloOpuy, ocBeH B cayuauTe, KOraTto NPETEHIMATA € HIPeIsBeHa [0
pe/a Ha 3aroBeIHOTO IIPOU3BOJICTBO.

Hiten 23. 3a BCHUKHM HEypeJIeHH 110 HACTOAIINSA J0TOBOP BBIIPOCH LIIE CE IPHUIAraT
pasnmopendure Ha 3011, [TIT30I11, 331 u T3.

Hnen 24.(1) 3a BauujHM ajpecd 3a IPHUEMaHE Ha CBHOOLIECHMA, CBBP3aHH C
HaCTOSIIIUS IOTOBOP CE CMSTAT a[IPECUTE, IIOCOUYEHH B HAYAJIOTO Ha JOTOBOPA.

(2) llpu npomsHa Ha NaHHHUTE 10 MPEAXOJHATA ANTUHEs, ChOTBETHATA CTPaHa ¢
IUTbIKHA J1a YBEJIOMHM JpyraTa B TPHIHEBEH CPOK OT MPOMSIHATA.

[Ipy cbeTaBsiHe Ha HACTOSIIIMAT JOTOBOP C€ NPENCTABMXA OT H3IBIHHTES
CIICHUTE IOKYMEHTH:

1. AKTyalHH JOKYMEHTH YIOCTOBEpSBALM JIMIICATA HA OCHOBAHHWSA 3a
OTCTpaHsABaHE OT IIpOLeAypara, KakTO H CBOTBETCTBHETO C IIOCTABCHHTE KPUTEPUH 3a
no100op:

- 32 o0cTosTeNncTBaTa Mo wi. 54, a. 1, T. 1 o1 3011 - cBUAETENCTRO 33 CHAMMOCT:,

- 38 00cTOATENCTBOTO 110 Wi. 54, an. 1, T. 3 ot 30II - yaocToBepeHHe OT OpraHuTe
[0 TPUXOAMTE W YAOCTOBEPEHHE OT OONIMHATA MO CENAIMILETO Ha BB3JIOIKHUTENS U HAa
KaH/MAaTa UK Y4aCTHHKA;

- 3a 00CTOSTENCTBOTO 10 4. 54, an. 1, T. 6 - yA0CTOBEPEHHE OT OpraHUTe Ha
WMsnbinuurenna arennus "['naBHa WHCIIEKNus 0 Tpyaa';

- pa3pemicHHe 3a ThProBHs HA €IP0 ¢ MEIUITMHCKH H3JeNus, u3aneHo ot UAJI
MM JpYr JOKYMEHT, y/IOCTOBEpSBAll IIPaBOTO Ha YYaCTHHKA Jla THPryBa ¢ MEIMIUHCKH
M3JIE/IHS, H3/aJIH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa [IbpikaBa. Paspemenue uim
YAOCTOBEPEHHE HE CH M3MCKBA OT IPOMU3BOJIMTENNTE HA MEIMIIMHCKH M3/E/IHs, YCTAHOBEHH
Ha TepuTopusTa Ha Penybnuka brirapus;

- CcepTH(HKAaT 3a MNpuiaraHe ¥ NOMIBPIKAHE HA CHCTEMAa 3a YNpaBleHHE Ha
kadectBoto EN ISO 9001 w/mau EN ISO 13485/13488 w/unm exBuBaieHTHA, ¢ 06XBAT B
o0iacTTa Ha MPOM3BOJICTBOTO H/HIIH THPTOBHUATA C MEAULIMHCKH H3/ICIHSL.

2. Nexnapauus mo wi. 59, an. 1, 1. 3, BBB Bp. ¢ 4. 53, ain. 2 oT 3akoHa 3a MEpKHTE
Cpelly M3NHpaHEe Ha IapH, 3a MACHTHQHMUMpaHETO Ha (U3WYeCKO JHIe, [eicTBHTEEH
COOCTBEHHK Ha IOPHAMYECKO JIMIE HJIM ApYro obpasyBaHHe — 110 3aab/DKHTENEH 00pasel
ITpunosxenue Ne 3,

[Ipunoxenus KkbM 10roBOpa:

1. Texuuyecka crnienupukarus

2. TexHuuecko NMpeIOKEHHE 3a U3ITbIHEHHE HA OPbLUKATA;
3. lleHoBo npemoxeHwue,

Hacrosumsr 10roBop ce cuCcTaBM B TPU e/HOOOPAsHH €K3eMILISIpa, eIHH 3a
npoJaBaya U JBa 3a KynyBaya.

[TIPOIABAY: < | KVITYBAUY:

F . Cxaxo @6 N



Hpunoscenue No | — 3a0varncumenen oopazeuy

TEXHHMYECKO HPEI[JIO)KEHI'IE
L5 2302
HMonmucanust Mg XPpHCTOB Wnues, EI'H fl/ﬂ ' -» B Ka4e€CTBOTO CH HA Ynpasuten ua

®pesernyc Meauksi Kenp Boirapus EOO/, cse cenanume u Jipec Ha ympasjieHHe: Ip. T'abpogo, yi/
Jioben Kapasenos 26, EMIK 107516166 /

1. Ipencrassm oepra 3a mocraska ma AIMPOreHHU (DMITPH HA JMANH3HHS BT 3a anaparu 3a
Xemommanusa "Opesennyc 4008 S".

2. llpeputarannre Memmuncky H3/IeTHS CbOTBETCTBAT Ha M3HCKBAHMATA, H0COueHH B TexHHueCKaTa
cnenupHKamms;

2.1. OtroBapsit na H3UCKBaHUATA Ha W1, 82, ayT. | oT 3MU.

2.2. CvemecTumy ¢ allapatute Moaen Fresenius 4008 S ¢ XHIPaB/IMKa OT HOBHS B[ (»anBeHen”).

2.3. Ocurypssar CBOOOZEH OT Gaxrepun, eHTOTOKCHEN 1 ITHPOTCHH UAIIN3EH pasTBop., Ocurypspar
BUCOKOIIPEUHCTEH AHaTH3en PA3TBOD, 10 OTHONIEHHE HATHYHETO Ha Oakrepuu u eHnoTOKCHHY,

2.4. Morar na ce 00paboTBar ¢ u3monspanmTe 32 AMAIHM3HATE anapatu jesundexTanTy,

2.5. Umar NOTHCYIOHOBY MeMGpany ¢ eexTHBHA oI 2.2 KB.AML,

3. Hexnapupam CPOK Ha BAMIHOCT Ha odeprara: 3 (Tpn) Mecena ot Aatara, KosTo € IocodeHa 3a
Aata Ha 110/1aBate Ha odeprara.

4. Ilpuemam cpoka ma H3II'BJIHCHUE Ha Mopbukarta: 12 (mBanagecer) MECelLla OT CKITIOYBAHETO HA
J0ToOBOpa.

5. llpuemam cpoka 3a Tinamane: no 60 (mecrmecer) KalleHNapHH 1HH oT H3BBPIIBAHETO HY
MOCTaBKaTa M U30aBAHETO HA haxTypa oT H3IBIHITE IS, .

6. [lpremam cpoka na Aocraska: 10 10 (necer) KaJICHIADHU THH OT MOMEHTA Ha 3asBSBAHETO, I"

7. Ilpuemam cpoka na roanoct: He mo-kpatsk ot 60 % (mectpecer TIpoLieHTa) OT 06mmKs cpok Ha/‘-f:
TOTHOCT B MOMEHTA Ha NOCTaBKa. <

8. IlpueMam na w3msiasBaN BCHYKH H3MCKBaHHS Ha BL3IOKUTENA, TI0COYCHH B 06sBICHIETO 1
AOKYMEHTaNHUATA 38 yyacTHe.

9. llekmapupam csrmacuero oy ¢ KIIay3UTC HA IPUITOKEHHIA IPOEKT Ha ZIOroBOp

10. Texnapupam, ge me TIPEACTABAM ONMCAHHE W/HITH CHEMKH Ha MCIHITHHCKOTO M3/eIHe, T KaTo
CbM JIOCTaBsI B INPEIXOIHH TOHHK CBILOTO MEIHLUMHCKO H3MIEIHE, 33 KOETo y4dacTBaM B HaCTOSIATa
POLEAYPa ¥ TO € HA'BJIHO HAEHTHYHO (1o Buz, Mozen, Mapka, pasmep, TIPOU3BOMTUTENT) C IOCTABSIHOTO.

I1pe3 2017 rogunua com AOCTABSI CNEHOTO MENUITHHCKO H3fe/ie (o Buz, Mogen, Mapka, pasmep,
TipousBomuTen): Diasafe plus, ¢ AOroBop ¢ mara: 18.09.2017 r.

I1. B cnyyait, ue 651a OIIPEETICH 38 U3IILIHUTEN HA HMopbHKaTa, ce 3anbmkasam, pu NOJIHCBAHETO
Ha Z1orosopa 3a o01ecteena NOpBYKa, Ja NpeaCTaBs:

11.1. Axtyanuu AOKYMCHTH  yIOCTOBEPSBAINH NHIICaTa Hd OCHOBaHM: 3a OTCTpamsBame o
Tponenypara, KakTo U ChOTBETCTBHETO ¢ [IOCTaBEHUTE KPUTEPHH 32 noabop:

- 38 obcTostTeNncTBaTA 110 Y, 54,am. 1, 1. 1 o1 3011 - CBUICTEIICTBO 33 CBIUMOCT;

- 38 00CTOATENCTBOTO 11O 4. 54, an. 1, 1. 3 or 30I] - YAOCTOBEPEHHE OT OpraHuTe 10 NPUXOIUTE U
YAOCTOBEPEHHE OT OOLIMHATA 110 CCIATMIIETO Ha BB3JIOKUTENS U Ha YYacTHHKa,

- 32 00CTOSATENCTRBOTO 110 i1, 54, am. 1,T.6 - YAOCTOBEPEHHUE OT OpranuTe Ha M3ubnuurenna arenmus
'I'naBHa uHCneK IS 110 Tpyna";

MCIMLHHCKH U3AETHS, YCTAHOBEHH Ha TeputopusTa Ha Peny6iuka Brarapus;
- CePTHOUKAT 3a Ipuiarane u HIOANBPXaHe Ha CHCTeMa 33 YHpaBiIeHue Ha KavecTBoTo EN SO
9001 w/umu EN ISO 13485/13488 w/unu CKBHBAJICHTHA, ¢ 00XBar B 061acTTa Ha ITPOU3BOJACTBOTO M/HJTH
TBPrOBUATA C MEMUIIMHCKH H3/1€/THS.
11.2. Hexnapanus mo . 59,an 1, 1. 3, BB Bp. € 4. 53, ajn. 2 ot 3akowug 33 MEpKHTE eperry
H3MUpaHe Ha Iapw, 3a HICHTHOHUMpPaHeTO Ha (usmyecko JTHLe, neicreuTenen , COBCTBEHHK . Ha
FOPHIUYECKO JIMIIe Wiu ApyTo obpasysanne — 1o 3axbmKHTETCH obpaserr [Tpuioxenue No3. }
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Ipunoscenue No 2 — 3a0vaxcumenen ofpazey

HEHOBO NPE/VIOKEHUE 3A IBIILJIHEHUE HA IHIOPBYKATA

Ot ®pesenuyc Memuksi Kebp Bearapus EOO[

ChC cenamuie B ['abpoBo 06mumua I abpoBo u aznpec na
Yipasichue yi. Jlioben Kapasenos 26
EVIK/BYJICTAT 107516166

TIPENCTaBsBaH 0T Unus Xpucros Unnes
ETH 4. 4 ¢ JI4# xavectsoro My Ha YpaBuren

Ipencrasam ciennoro LUEHOBO IIPE/IIOKEHHE !

Tvproscko
Haumenosanue [Tpoussoguren
HaMMeHOBaHKe

Opesennyc
Mepmuxsn Kenp
Cepmanus

Anuporenen buntep Ha
AUATH3HUSL ITBT 3a anapary 3a
Xemomnanusa "®pesenuye 4008 S"
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Diasafe plus




