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I{Hecﬂ&.t.ﬂ...;,zmﬁ ron. B rp. JloGpuy, Ha ocoBanme wi. 112 u e, ot 3akoHa 3a
0DMIECTBEHHTE OPBYKH, CE CKITIOUH HACTOALIHAT JIOrOBOP MEXY:

"MHOT'OITPOGUITHA BOJIHMLIA 3A AKTHMBHO JIEYEHME-JIOBPHY" AJ]
rp. loBbpuy, che cenanuute u agpec na ynpasienue: rp. Jlo6puy, yn. “Tlamaiior Xuror" 24.
Tei.  058/600160, daxc: 058/600414. e-mail: oblb@bergon.net, EWK 124141302
npeacrasmasano ot Jl-p Cserosap Baitues [letpor - Msnbmmmrenen  upexrop wa
ApyiKecTBOTO, Hapuyana BB3JIOKHUTEI

"XUMTEKC" OO0J1, cbe cenammme n rp. Hdumntposrpan 6400, ampec ua
yupasnenne: ya. "Bysaymka" 33, EMUK 836149057, npeicraendpano ot Jlauuena Metonuesa
Benunosa, onpenenen 3a manwanuren ¢ Pemenne No | 1/01.04.2019 roa. na Mansannrenmns
AHPEKTOP HA BLINOMKHMTENs, CE/ MPOBEAEHA MPOLEAYpAa 3a Bhajaraue Ha obecTeena
Nopeyka THN "oTkpuTa’, ¢ npemmer: Jlocraska Ha MCAHIMHCKH H30ENWA, HApHYaH
M3ITBJIHUTEN

Crpanute ce cnopasymsxa 3a cienHoTo:

[TPEJAMET HA JIOTOBOPA U LIEHH

Hnen 1.(1) M3NBJIHUTEJAT nocrass ua BB3JIOKHUTENS memmunnckmre
H3NCIHA O cneannTe obocobenn nosuumun:

[lo oGocobena nosmmms Ne 44- Bansiose kommnext Gebe/malika (MaTBE/TOMIAM ),
KOMILIEKTHTE B [IBETOBE PO30BO H CHHBO;

ITo obocobena nozumms No 52- Memmimncin H3jiesmd 3a nabopartopmus;

Io oBocobena nosumma Ne 62- [Tunern [Tactrop u 6mona nerpu;

llo ofocobena noszumms Ne 66- 3amuTHH PECIHPATOPHH MackH Tun EN149
KynonHa opma, 3a KOSTO/KOHTO e YHacTBall B OTKPHTATa MpOLIEAYpa 33 BhIjJaraHe Ha
ofmecTeeHa nopLyYKa.

(2) llewure nHa MenmuMHCKHTE u3nesns Ha M3ITBJIHUTEIS ca cnrmacuo
HECHOBUTE MPEUIOKEHHSA H Ce HEHIMEHHA YacT OT JIOTOBOpA.

(3) [Ipornosnara croiinoer ma JA0roBopa 3a Beaka oDocobeHa noszuuua e
MOCOYEHA B LIEHOBOTO TIpeLI0MKeHHe.

(4) Ilporuosuure kommuectsa, mocouenn s AOKYMEHTAMATA 3a oDlecTBeHa
MOphHKa He nopaxiar saaeikenne 3a Bh3JIOMUTEIIS na ru 3aKYIIH B OCOYeHHs 00eM,

CPOKOBE M HAYMH HA TTJIAIIAHE -

Hnen 2. CpoksT Ha HacTosmIMS foroBop e 12 meceua oT satata Ha HOANHCBAHETO
My. JIoroBOpBT NpokikaBa AEHCTBHETO CH 10 CKITIOUBAHETO Ha JIOroBOP ¢ APYI H3NBLAHHTEN
CJIE] NpoBeIaHe Ha 00IIECTREHA NOpBLYKA,

Unen 3. Mennuunckure wanemis e Gbaar Aoctasiau oT M3ITBJIIHHUTES na
BB3JIOKUTETIS B cpok no 72 (cenemuecer /1Ba) 4aca OT MOMEHTA HA 3ASBABAHETO OT
CTPaHa Ha BhINOIKHTENH,

Hien 4. [inikamara na M3ITHJIHUTEILS CyMa N0 BCHKA OTIENHA J0CTABKA 111e
Obae nnatena ot BB3JIOWUTEIS no Dankosara cMetka na M3ITBJIHUTEJIS & cpok jo 60
(mecTaeceT) KaneHAapHH JIHH Cllej| M3NABAHETO Ha thaxrypa ot H3ITbJIHUTEJISL.

‘Lien 5. CpoksT Ha rogHoct ma jocTassmmTe MEIHIHHCKH H3/IENHA € He [0-
Manko ot 60 % ot ofiuara rogHOCT B MOMEHTa Ha JI0CTaBKa.

MSACTO HA U3ITBJIHEHME U [TPEMUHABAHE HA COBCTBEHOCTTA
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‘ied 6. 3a mscTo Ha nocrabsmHe Ha MCAHLIHHCKHTE H3JIC/IHA ce Onpejes
“MBAT-To6puy™ AJT rp. Hobpuy, yi. “Tlanaitor Xuros” Ne 24, 3peno Bonmnuuna anrexa”,

Hien 7. Cobersenoctra BBPXY HOCTABAHHTE MEIHLMHCKH H3JIETHS | PHCKBT OT
[H/IHO WK 4acTHYHO MM IOTHBAHE NpeMHHABA BbpXy BDB3NIOKHUTENS or momenta na
[IPHEMAHETO MM HA MACTOTO Ha JOCTABHHE ¢ TIpHEMO-IIPE/IaBATENeH MPOTOKO WM 1pyr
PABHO3HAYEH TOKYMEHT.,

[MPABA U 3ATBIDKEHMS HA M3ITBITHUTEIS

HUnen 8. (1) M3ITBJIHMUTEJST e ATLKEH  J1a  CKIIOYH  JI0rOBOp  3a
MOJM3MBLIHCHHE, KOrato e O0BABHI B 3ajBICHHETO cM 3a YYacTHe MoN3BaHeTo Ha
MOAH3IBAHKTEN. B cpok 10 3 num or ckmousaneto na JOTOBOD 3a NOAUINBIHEHHE HIM Ha
AOMBLIHHTENHO CNOPa3syMEHHE 334 3aMAHA Ha MOCOYeH R 3AABNEHHETO TMOAHINbIHUTE
MSMLITHATEIIAT U3Npalla KOMHE Ha J0roBopa WiH Ha AOMBAHHTE/NHOTO CHOPasyMeHHe Ha
BEIIMKHTENA 3ASIHO € OKAIATENICTRE, Ye Ca HIMBIHEeHH YCJIOBHATA 110 4., 66, an. 2 1 11 or
3011

(2) Toamsnuauwrenure usmar MPaBO la NpesbLINnarar ejHa WiIH fopede oT
AeHHOCTHTE, KOUTO Ca BKIIOYEHH B NIpeIMETa Ha J0rOROPA 34 NOAHITEIHEH e,

(3) HesaBmcumo or BBIMOMKHOCTTA fla Ce H3INoI3BaT NOAHINBIHHTENH,
OTFOBOPHOCTTA 33 H3ITB/IHEHHE HA JI0TOBOpPA 34 0BIIeCTEeHa nopsyka e va U3ITBJIHUTE 5.

(4) BDBINOKUTENAT wuama na H3BLPIIBA [HPEKTHH pasniamaHus c
NOAHINBIHHTENHTE

Hnen 9. U3ITBJIHUTEJISAT e wrssken A8 0CTaBst MEHIIMHCKH H3MIeNHS, KOHTO:

L. oTrosapar a maucksanusTa Ha i, 82, an. 1 ot 3MH:

2. CHOTBETCTBAT HA W3HCKBAHMSTA Ha HAupextusa va Esponeiickus NapraMenT u
Chseta na Espona 98/79 EC 3a Menumuncke CpeacTea 3a nuarnoctuka (IVD) — camo 3a un
BHTPO AHATHOCTHYHH MEIHLIHHCKH H3ENMUS 10 CMECHIIA Hay 1, 1. 12 ot JIP va 3MM.

3. OTroBapAT Ha M3MCKBAHMATA, MOCOMCHM B NOKYMEHTAllMATAa 3a obmecTsena
NOPEYKA.

Hnen 10. UITBJIHATEJLAT & CPOKa Ha JI0rOBOpA € JUTkXKEH JIa HMa paspelleHie
WIH  YIOCTOBEPEHHME 3a THLPrOBHS Ha CAPO € MEJHIHHCKH H3JEINS, M3AaNeHo of
Maneannrenans mipexrop va UAJT no pena na 3MH.

Ynen 11. UBIMTBJIHUTENST s CPOKa Ha JIoTOBOpA € ATkWeH jga npunara
N0JUIbpKA CieTeMa 3a ynpassienne va kasectsoto EN SO 9001 w/umm EN I1SO 13485/13488.
WHIH eKBHBAIEHTHA, ¢ O0OXBAT B 001acTra Ha NPOM3BOACTBOTO W/Maw TbProBHSTa C
MEJIHIHHCKH W3S,

Unen 12. MBITBIHUTEISIT e nrnken Aa u3jage B cpok daxtypa 3a
JAOCTABEHHTE MEIHIIMHCKH HAEITHA,

[TPABA W 3AJTBJDKEHUS HA BBE3JIOXKHTEI S

Unen 13.(1) BB3JOXKUTEST uma [paBoO 14 NpOBEPABA KOMHYECTBOTO Ha
BCAKA OTIC/IHA NOCTABKA, KATO NPH YCTAHOBABAHE Ha HECHOTBETCTBHE € JUTBIKEH JIa YBEIOMH
H3ITBJTHUTENA B cpok ot 24 waca.

(2) Ilpu ycranoessane na HECLOTBETCTBHE B Ka4yecTBOTO Ha NOCTAREHHTe
MEIHUUHCKH n3nenua BB3JIOKUTENAT e anvxken na yBejomu U3ITBIHUTEIIS s cpok
oT1 24 yaca.

(3) Hecnorserctuero Ha KOIMYECTBOTO M KAYECTBOTO CE€ YCTAHOBABA C
MPOTOKOIL, CHCTABEH OT KOMHCHSA, ChCTaBeHa OT AUTBHKHOCTHHTE finia ua Bh3JTOMMHMTES.

(4) B cnyuait, we U3ITBJIHUTEJIST & CPOK 10 24 uaca clles yBenoMaBaHeTo 1o
a1, ] OCNOPH NMHCMEHO HECHLOTBETCTBHETO Ha KA9CCTRBOTO, TOH MOWe 13 ucka NpoBepKaTa My

2



"MHOTOTIPOPUAHA BOAHUIIA 3A AKTUBHO AEYEHHE - TOBPUY" Al

|_ JOBPHY 9300 [ ya"Tasafior Xirron™ 24 8 058600488 faxe 058/600414 2 e-mail- oblbibergon. net

OT YILIHOMOLUCHA 1a00PATOPHA, Upe3 BIeMaHe Ha KOHTPOJIHH o0pasuu oT fgocTaBKaTa, HIH
4Pe3 CPABHABAHETO Ha JOCTABEHHTE MEIMLMHCKM MHIJeqHs o NPEACTABEHHTE MOCTPH,
OMHCAHHE HIIH CHUMKH 1IDH Y4acTHETO B oBmecTBe AT MOpLYKa.

WYien 14. BB3JIOKUTEIIAT e mbsken Aa 3AILIaTH YroBOPeHaTa neHa B pasmepa,
110 HAYHHA W B CPOKA, ONPE/IE/ICHH B HACTOALIHSA JIOrOBOP.

HEYCTOHKH

Hnen 15.(1) [pn 3a6asa na noctaska ot crpana va USITBJIHUTEIS ¢ noseve ot
24 (meanecer u werupn) uaca, BBL3JIOKUTENAT uma npaso na NOAY4YH HEYCTOHKa B
paimep Ha 0.1 (Hyna wano. enna AleceTa) Ha €To 0T CTOHHOCTTA Ha 3abasenata JocTaBka 3a
BeekH 24 gaca sabasa.

(2) ITpu ycranoBsBane Ha HechOTBETCTBHE B KojnuectBoTo, U3ITBJIHUTEJIST e
AUTBIREH /12 IOCTABM JIMIICBALIOTO KOJTHYECTBO NPH CleaBalaTa JIOCTABKA, & NpH NOHCKBaHe
oT crpana na BB3JIOXKUTEJIS & CpoK oT 24 yaca. [lpu HeM3nLIHEeHME HA ToRa 3anbJIKEHHE
BBIJNIOKUTEIST uma 1IpaBo Jia moay4s Heycroiika B pasmep Ha 5 (net) Ha cro or
CTOHHOCTTA Ha IMNCRAIOTO KOJHYECTRO,

(3) Ilpu ycranosspane Ha HechoTBeTcTEME R kauecteoto, U3ITBJIIHUTEIAT e
WIBHEH [d NOCTARH MEAMUMHCKH H3Jelus o YTOBOPEHOTO KA4ecTBO TpH cllelBamara
AOCTABKa, a NpH MoMcKBaHe oT cTpanma Ha BB3JIOKMTENS & Cpok oT 24 wuaca. [Ipu
HEH3MLAHCHHE Ha ToBa 3anbmkenne BB3JIOMUTEIST uma Npaso 1a noiyyu Heyerolika B
pasmMep Ha 5 (1eT) Ha ¢To oT cToliHOCTTa Ha HCKaYeCTHeHATA JOCTABKA.,

(4) B cnyuanre mo ammmen 2 u 3. ako WM3ITBJIHUTENAT we nocrasm
forosopenoto, BBE3NOKHUTEIAT uma MPaBO l1a 3aKynH HeODXOMHMHTE My MeIHIHHCKH
H3/ICHA OT JpYT AOCTABYHK, KATO PA3NMKATA MY LeHaTa Mo JIOTOBOpa W AeHCTBHTEHO
anjareHara leHa e 3a emetka va U3IThJIHUTELS.

Hiaen 16.(1) Ilpn orkas ma W3ITBJIHUTEIS ld IOCTABH 3AaWBEHHTE My
MCIHLMHCKH H3NENHA WMIM npH 3abasa noseye ot 48 (deTupumeceT u ocem) waca.
BB3JIOKHUTENSAT uma npaso na 3aKYMH HEOOXOAMMHTE My MEINHIUHHCKH H3AENHS OT Jpyr
NOCTABYHK.

(2) B cryuaure no MPEAXoaHATa AHHEA Pa3MKaTa MEKILY [IeHaTa 1o JA0roBopa u
AEHCTBHTENIHO 3aIIaTeHaTa [IeHa € 33 CMeTKa Ha H3ITBIHWUTETS.

Hnen 17. Bb3JIOXKUTEISAT nma Npaso fa ucka obesnerenne B nujen paszmep
Ha BpelHTE, KOMTO € PeTLPIAN B pe3yiITaT Ha 2abarenara H/MIIH HeKaYecTBeHaTa JocTaBKa.

Hien 18. [Tpu 3abaBa Ha nnamane ot crpana Ha BB3JIOXKWUTEJLA, nociemnust
awmkn Ha U3ITBIIHUTEJLA neycroiika, pasMep Ha 3aKOHHATA THXBA.

Hnen 19. Ilpu npexparsasane na /lOTOBOpa TMOpaan HEH3NbIHEHHE HA HAKOS OT
CTPAHHTE. BHHOBHATa CTPaHa OBIKH HEyCToliKa B pazmep Ha 10 % (aecer ma cro) ot
MPOrHO3HATA CTOHHOCT Ha JIOroBoOpA.

Unen 20. Heycroiikute, ofesmerenusta 1 HUCHOBHTE pasiMKd no un, 16, ang, 2
MOFaT 21a ObAAT yILpiKaH! OT BCAKO ABIDKHMO Ha M3ITBJIHUTEJIA nnamase.

[TPEKPATABAHE HA JIOI'OBOPA

Hnen 21. [orosopst ce NpeKparaBa

l. ¢ u3THuaKe Ha cpoka, 3a KoiiTo e cx/moveH. OCBEH B CiIy4auTe 1o 4. 2, uap,
BTOPO.

2. IpH CHCTEMHO HEM3NBIHEHHE HA J10CTABKHTE N0 KOJMHYECTBO H/HAM KauyecTRO
0T ctpana Ha W3ITBJIHUTEJNSA. Tlon cucremuo HEH3NBIHEHHE ce pa3dupa Takosa.
H3BBPIICHH 188 WIH TTOBEYE ILTH B PAMKHTE HA e1HH KaJICHIApEH MECell, Wi TIoBEYe OT TpH
[ILTH B PAMKHTE HA CPOKa Ha J0roBopa;
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3. NMpH CL3NABAHETO Ha YCIOBHA 38 JOCTABKA HA MEIMUHHCKHTE H31CIus,
TMPEAMET Ha I0rOBOpPa CIe/l NPOBEKIAHETO Ha HEHTPATH3INPAHH eEKTPOHHY THProse,

4. B cimyuail, ye Gbue HpoMeHeHa HOpMaTHBHaTa ypenGa, B pesyartar Ha Koero
0THanHe HeodXOMMMOCTTA OT JOCTaBkaTa Ha MCAHUMHCKITE H3Je/1HA, KOUTO Ca NpeIMeT Ha
Jorosopa;

3. MpH HEBBEIMOMKHOCT f[a ce OCHTYPH (DHHEHCHPAHE 3a HAMBIHEHHETO Ha
MOpBYKaTa 110 NpH4HHH, koHTo BB3JIOKUTEIIAT 1e e morsa I8 NpeiBHIH.

HPYTH YCJIOBUS

Hnen 22. Crpanute no fOTOBOPA HE MOTAT Ja ro M3MEHAT, OCBEH B CAyuauTe,
npeABHeHH B 4. 116 ot 3011,

Haen 23. Crpanure no AIOTOBOpA M€ PElABAT BLIHUKHATHTE MO HANLIHEHHETO
CNOpOBE MO B3aHMHO CHIIACHE, 8 AKO TOBA € HEBBIMOKHO, 110 pena Ha I'TIK npes ponoso
KOMOCTCHTHHAT CbA B rp. JloOpuy, ocken B cayuante, Korato HPETEHIMATA € NpeAsBeHa o
Pelia Ha 3aN0BEHOTO NPOHIBOICTRO,

Hiter 24. 3a BeHuKu HeypeneHH Mo HacTOSIHMA JlOTOBOP BLIPOCH e CE NpUIaraT
pasnopendute na 3011, I[T13011, 33]1 n T3.

Hnen 25.(1) 3a sanmmun AIpecH 3a [pHEMaHe Ha ChoOUIEHHS, CBBp3aHM ¢
HACTOALIAA IOTOBOP Ce CMATAT APECHTE, TIOCOYEHH B HAYATOTO Ha Jlorosopa.

(2) Tpu npomaua va manmmTe Mo TIpE/IX0/IHATA aNHHes, CHOTBETHATA CTpAHA e
AUTBIKHA /13 YBEIOMH JIpYraTa B TPHIHEBEH CPOK OT NPOMAHATA.

Hpu cherapane wa nactoanmar [OFOBOp Ce MNpeACTABHXa OT M3NBLAHHTENS
CACIUATE NOKYMEHTH 3a IOKa3BaHe JIMIICATA HA OCHOBAHMA 3a OTCTPaHABAHE H CHOTBETCTBHE
C KPHTEpHHTE 3a onbop:

1. 3a oBcrosTencreara mo yn, 34, an. 1, 1. 1 or 3011 - ceumerencrag 38 CHANMOCT;

2. 3a obcroaTencTBoTo MO UL 54, an. 1, 1. 3 ot 30[] - YAOCTOBEpPEHHE 38 NuIca
Ha NyONHYHH 3aiBIDKEHMS, W3fAMeHO oT OpTaHUTe M0 NPHXOAWTE; YAOCTOBEpeHHE O
O6umna rpan No6puy 3a nunca na NyO/IHYHH 3a0BIBKEHS; YAOCTOBEpeHHe OT obiumHaTa no
CCAUIMILIETO Ha yYACTHHKA 3a JTHIICA Ha NyGIHYHH 3ANBIIKEHHA;

3. 3a obcrosTencTeoro no i, 54, an. 1, 1. 6 - YAOCTOBEPEHHE OT OpraHHTE Ma
Msnbnuurensa aresnms "I nasua HHCTIeKUns 1o Tpyaa";

4. Cepruduxar, ynocrosepssam BHEIPEHA CHCTEMA 3a YIPaB/IeHHE HA KAYECTROTO
EN ISO 9001 wumu EN ISO 13485/13488 H/MIIH eKBUBAJIEHTHA, ¢ 0GXBAT B obnacrra na
POH3BOACTBOTO W/HIH THPrOBHATA C MEAHIHHCKA anaparypa;

5. Hexnapauus no wn. 59, an. 1, T, 3, BBB Bp. ¢ un. 53, an. 2 or 3MUI] no
JambmxkuTenaua obpasen Ipunoxenne Ne 3 or oDpasuuTe nokyMeHTH Ha AOKYMEHTALHSTA 38
yHacTHe,

[punomenns kum norosopa;
I. Lenoso npemnosenne;
2. Texnndecko npemnoxenne 3a u3mbIHeHHe Ha NOpBYKaTa,

I—Iacmsmnar},upéiﬁnﬁp CE ChCTABH B TPH enHooOpasHu EK3eMILIApa,/ enwy Cr/q
V3ITBITHUTEJLS u ﬂ?ﬁa BB3ITOKUTEILSL.
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"MHOT'OITPOGHUAHA BOAHHIIA 3A AKTUBHO AEYEHHE - JOBPUY" All
NOBPHY 9300 B4 va,"Manafior Xemoo® 24 & 035/600488 daxe 053600414 2 e=mail: oblb@bergon.nes

Hpuaoscenue No 2 — sadvacumenen obpazey
Ilpedcmaen -~ «a acara ofocodena nosunus, 3a Koamo ce nodasa oghepma

s
TEXHUYECKO ONPEAJTOXKEHUE

[onmutane.. . wmuena Metonuera Benunosa,
ETr'H B Ka4ecTBOTO CH HAa YmpaBHTEn (H3nmMcea ce ONBKHOCTTA) Ha Xummere
OO (usnucea ce umero ua YHacTHHKR), cbe cedanuuye; rp. dumutposrpan 6400,
yiLByamymka No 33, k.56, d4lipec Ha ynpasnenxe rp. [iumutporrpan 6400, yn.bByanymaa Ne
33, n.k.56,EMK 836149057

1. Ilpencrasam ofpepra 3a yuacthe o o6ocobena Mo3HKMs No 44

(Mona nocoueme nomepa wa obocobenama nozuyus, 3a xosmo npedcmagsme
oghepma)

2. HNexnapupam CPOK Ha BalmMAHOCT Ha odeprara: 3 (Tpu) Mecena or parara,
KOSTO € NOcOYeHa 3a JaTa Ha NoJaBaHe Ha otheprara.

3. Ilpremam cpoka Ha manbiuenue na nopwukata: 12 (aeaHanecer) mecena ot
CKIIIOYBAHETO HA JIOTOBOPA.

4. Ilpuemam cpoxa za nnamane: Ao 60 (mectnecer) KICHIAPHH JIHH OT
HIBBPIIBAHETO HA JIOCTABKATA M M3/IABAHETO HA (haxtypa oT uanBmUTENS.

5. llpuemam cpoxa Ha ocraska: Ho 72 (cenemmecer n JIBa) Haca 0T MOMEHTa Ha
3aABABAHETO OT CTPAHA Ha Rh3NOKHTENs.

6. Ilpuemam cpoxa Ha roamocr: He no-maiko 0T 60 % ot obmara rogsoct B
MOMEHTA Ha JOCTaBKa.

7. [Ilexnapupam, ue cbM HalpaBHI UCHOBH NPEANOMKEHHS [0 BCHUKH
HOMEHKIATYPH, BKIIOYeHH B oDocobenaTa noanims (xorato oGocobenara nosmis BKITIOYBA
HOMEHKIATYpH).

8. Tlpuemam na W3mbIHABAM BeHYKH H3HCKBAHHA Ha BBINOMKHTENA, TIOCOYSHH R
ODABNECHHETO H IOKYMEHTAlHATA 38 yuacTue,

9. Jlexnapupam chriacreto cu ¢ KJIAY3HTE HA NPHIOKEHHA [TPOEKT Ha AOTOBOP.

10. B cnyuaii, ue 6n1a ONpElleieH 3a H3NBJIHUTEN HA MOPLYKATA, ce 3abIKaBaM,
MpH  TOANHCBAHETO HA [OrOBOpa 33 oObIECTREHA TMOpEYKa, JAa TPEACTaBs aKTyanHw
AOKYMEHTH YNOCTOBEPABALN JIMIICATA HA OCHOBAHHS 3a OTCTpaHABAHE OT MpoleaypaTa,
KaKTO H CHOTBETCTBHETO ¢ NMOCTABCHHTE KPHTEPHH 3a noabop:

10.1. 3a obcrosrencrsara mo wn. 54, an. 1, 1. 1 or 301 - cBumerencrso 3a
CBAMMOCT, H311aICHO B 6-MECeUYHHA CPOK Ha BATHIHOCT npen NpeacTaBsaHeTo;

10.2. 3a obcrosTenctsoro no un. 54, an. 1, 1. 3 or 3011 — YAOCTOREpeHne 1a
IHNCa Ha NyONHYHM 3a/IbIDKEHNS, H3IANEHO OT OPTAHHTE N0 NPHXOANTE; YIOCTOBEPEHNHE OT
Obumna rpan o6puy 3a nunca na MyONHYHY 3a/BIKeHNS ) YAOCTOBEPEHHE OT ODIIMHATA Mo
CCAATHILETO HA YYACTHHKA 34 JIUIICA HA NyGaHyHN 38/ BIIAKEHAL,

10.3. 3a obcrosrencTroro no i, 54,an. 1, 1.6 - YAOCTOBEpEHHE OT OpraHuTe Ha
Mansiuurenna arennus "Tiasua HHCHEKIHs 1m0 Tpyaa";

10.4. Cepruduxar, YAOCTOBEPABAIL BHEApPEeHa cCcHcTeMa 3a yIpaBjeHHe Ha
kagectsoTo EN ISO 9001 w/mmm EN 1SO 13485/13488 w/umm E€KBHBalIeHTHA, ¢ oOxBar B
obracTTa Ha IPOM3BOACTEOTO H/uH ThpProBUATA ¢ ME/IHIIMHCKA aNapaTypa;
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10.5. Mexnapauust no un, 59, an, 1, 1. 3, noa

Bp. ¢ un. 33, an. 2 ot 3MHII no
sanwikuTenns obpasen [Mpunonenue No

3 or obpasnuTe JAOKYMEHTH Ha JOKYMEHTALIHATA 3a
YHacTHe,
?4aenescra: Voocmosepernusma no mouxu 10.2 u 10.3 mpabea da ca uzdadenu
ched ¢ 1@ omxpusanemo na npoyedypama,
Mom { IPE/ICTABNABAIIOTO JINLIE H leyaT: j )
Haune  vietomesa Bennnosa
Ynpasuten

(me, Gammno u hamumms, IUTB3KHOCT)
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"MHOT'OIIPO®HUAHA BOAHHUIIA 3A AKTUBHO AEYEHUE - AOBPHY" Al

JOBPHY 9300 4 ¥ Tlanatior Xaron™ 24 B 058/600488 dane 058/600414 B e-mail: ohlbi@bergon. ne

fpunoscenue Ne 2 — 3advaseumenen obpasey
llpedcmnae ~~ no geara oGocodena nosuyuA, 3a Koame ce nodasa oepma

TEXHHUYECKO NPENJOKEHUE

]

;

[Moank.w. o va Tannena Metonuesa Benuuoga,
ETh .. ==~ & KaQUECTBOTO CH Ha VrpaBuTen (M3inHcea ce ANBKHOCTTA) Ha Xummerc
OOL (wamncsa ce umero Ha YHaCTHHKA), cvC cedanuye: Tp. Humurposrpan 6400,

yn.bysnymxa No 33, n.x.56, alpec Ha ynpasnenne rp. [umutposrpan 6400, yiLbyanymxa Ne
33, n.k.56, EMK 836149057

I Ipencrassm odepra 3a yuactue no 06ocobena nozuuus No 52

(Mons nocoveme Homepa na obocobenama nosuyus, 3a xosmo npedcmaaame
oghepma)

2. Jleknapupam Cpok Ha BATHAHOCT Ha otheprata: 3 (Tpu) mecena or narara,
KOATO € N0COYEHA 3a 1aTa Ha NoJaBale Ha odeprara.

3. IlpueMam cpoxa Ha M3anBIHeHHe Ha nopsukara: 12 (npaHamecer) mecena ot
CKJIIOMBAHETO Ha J0TOBOpa,

4. Tlpuemam cpoka 3a Nnamane: no 60 (urectaecer) KaJIEHIAPHH [JHH OT
H3BBLPIIBAHETO HA IOCTABKATA W M3NaBaHeTo Ha (hakTypa oT HANBIAHKHTENA.

5. Ilpuemam cpoxa na nocrapka: Ho 72 (cenemnecer u 1BA) 4Haca OT MOMEHTA Ha
3AABABAHETO OT CTPaHA HA BRAOICHTENA.

6. Ilpuemam cpoka ma rommoer: He no-manxo or 60 % or obwara rogHocr B
MOMEHTA Ha DOCTABKA.

7. Hexnapupam, ue cbM HANpasuil  LEHOBH [PEUIOYKEHHS M0 BCHYKH
HOMEHKIATYPH, BKMOYeHn B oGocobenata nosnums (xorato oBocobenara nosnmms BKIOYRA
HOMEHKNaTYpH).

8. IlpHeMam ga M3NbiIHABRAM BCHYKH H3HCKBAHHA HA BBLINTOKHTENH, MOCOYCHH B
0DSBIIEHHETO M NOKYMEHTAIHATA 34 ydacTue.

9. Jlexnapypam ChIIacHeTo ci ¢ KJIay3uTe Ha NPHIONEHNA MPOSKT HA A0TOBOP.

10. B cnywaii, ye 6u1a ONpENeneH 3a H3NbIHUTEN Ha [OPBYKATA, ce 3ansInKaBaM,
pH NOANHCBAHETO HA IOTOBOpa 3a o6IIecTBeHa MOpBYKA, Na MNPeNCcTaABS AaKTYaTHM
AOKYMEHTH YIOCTOBEPHBALIM JIMTICATA HA OCHOBAHHS 37 OTCTpaHABaHE OT mpolleaypara,
KaKTo H CHOTBETCTBHETO C NOCTABEHHTE KPHTEPHH 32 nogbop:

10.1. 3a ofcrostencreata mo wug. 54, an. 1, 1. 1 ot 30[] - CBHOETENCTBO 33
CBLIAHMOCT, H3JAIEHO B 6-MECEMHHS CPOK HA BANMIHOCT Nped NpejcTaRIHeTo;

10.2. 3a obcroarenctroro no wn. 54, ar. 1, 7. 3 or 3011 - YAOCTOBEpEHHE 3a
JHNCA Ha NyONIHYHH 3a0b/KEHUA, H3MANeHO OT OPranHTe 110 NPHXOIUTE; YAOCTOBEPEHHE OT
OGuuaa rpan Jlo6pw 3a nunca Ha nyOJIHYHE 3a0bIDKeHHS yaocrosepeHHe 0T ofuHHATA 110
CEANMILETO HA YYaCTHHUKA 33 NIHMca Ha myGaHunn 3ANLIKEHH,

10.3. 3a oBerosTencTroTo mo wi. 54,an. I, T. 6 - YAOCTOBEPEHHE OT OPraHuTe Ha
WManbnawrenna arenuus "Tnasna HHCIIEKIHA 110 Tpyaa";

10.4. Cepruduxar, YAOCTOBEPABALL BHE[pEHa CHCTEMa 3a yOpasieHHe |
kadecteoTo EN ISO 9001 w/mnu EN [SO 13485/13488 w/unu EKBHBaJICHTHA, ¢ oOXBaT &
0bnacTTa Ha NIPOHIBOACTBOTO H/HIH THProBHATA C MEANIWHCKA anaparypa;

%



"MHOTONPOPUAHA BOAHULIA 3A AKTUBHO AEYEHUE - JOBPUY" Al
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10.5. Jlexnapanus no un. 59, am. 1, 7. 3, pLB Bp. ¢ un. 53, an. 2 or 3MHII no
sanvioknTentus obpasen INpunoxenne No

3 ot obpasuuTe NOKYMEHTH Ha JAOKYMEHTaUMATa 12
YYAaCTHE,

\ abenencka: Yoocmosepenusma no mouxu 10.2 u 10.3 mpabea 0a ca uzdadenu
¢

1 Ha omKpusanemo va npoyedypama.

P :':“.'-';:':_"““H-a
[Mojthue Ha npeacTaBIRBAMOTO MHUE K neHa d >>
i
Hanunena Meronuesa Benunosa ik | =
Ynpasuten

(nme, Bammuo 1 haMuiins, LILKHOCT)



"MHOT'OIIPO®UAHA BOAHMIIA 3A AKTUBHO AEYEHHE - NOBPHY" Al

AOBEPHY 9300 B2 v “Marghior Xiraa 34 W 058600488 danc 058600414 B e-mail: oblb@Ebergon net

Hpunoscenue Ne 2 — saovancumenen obpazey
IIpedcmasn ce no scara oGocodeng nosuni, 3a koamo ce nodasa oghepma

TEXHHYECKO OPEATOXKEHUE

Haﬂﬁmcaﬂ}ﬂa Hannena Metoauesa Benunona,
EIH """ "> ¢ xawecrsoro CH Ha YNpaBHTen (M3mucea ce ANBKHOCTTA) Ha Xummerc
OOL (wanucra ce umero na YHACTHHKA), cbe cedanuuye; rp. IaMurtposrpan 6400,
yn.bysnymxa Ne 33, N.K.56, anpec Ha ynpasnenne rp. lamurposrpan 6400, yh.By3nymaa Ne
33, n.x.56,EMK 83614905 7

I Ilpencrassam odepra 3a ydactie no ofocobena nosums Ne 62

(Mons nocoveme nomepa ua obocobenama nosuyun, a xosmo npedcmaanme
ogpepma)

2. lexnapupam cpok ma BaTHAHOCT Ha odeprata: 3 (Tpu) mecena or Jlarara,
KOATO € NoCOYeHa 3a 1aTa Ha NOoJaBaHe Ha oteprara.

3. lpuemam cpoka Ha wambaHEHME Ha nophukata: 12 (gsananecer) Mecena ot
CIIIIOYBAHETO Ha I0roBoOpa.

4. Ilpuemam cpoka aa nnauiade: ao 60 (wectnecer) KANCHAApPHH 1HM oT
H3BBPIIBAHETO HA JOCTABKATA W H3JABAHETO Ha (haxTypa ot maneaHUTENS,

5. Ilpuemanm cpoka Ha mocraska: o 72 (cememmecer u 1Ba) yaca OT MOMEHTa Ha
3AABARAHETO OT CTPAHA HA BhINOKHTELA.

6. Ilpuemam cpoka Ha rogmocr: He no-manko or 60 % or ofmara rogmoct
MOMEHTa Ha [I0CTARKA,

7. Iexknapupam, ue cum HANPaBHII LEHOBH MNPeIONEHHS N0  BCHYKH
HOMEHKIATYPH, BKIIOYEHH B 00ocobeHaTa mosHims (xorato oGocoGenara nosuums BxmouRa
HOMEHKIIaTypH).

8. Ilpuemam na manbianssam scpuin H3HCKBAHHA HA BBITOAHTENS, [IOCOUCHH B
ODSBNEHUETO M IOKYMeHTamMsTA 32 y4acTHe.

9. Jlexnapupam chriacuero ci c KIay3uTe Ha MPHIIOHKEHNS NPOEKT Ha JIOTOBOP.

10. B cnyuaii, ue 612 OTIPEICNEH 3a H3MB/IHUTE HA NOPBYKATA, Ce 38/IBJIJKaBaM,
PN NOANHCBAHETO HAa 10TOBOpa 3a oBimecTReHa TNOphYKA, Ja MNpeACTaBs akTYalHH
AOKYMEHTH YIIOCTOBEPSBAlM JIHIICATA HA OCHOBAHHA 3a OTCTpansBane OT npoliemypata,
KaKTOD M ChOTBETCTBHETO C [OCTABEHHTE KpHTepHH 3a noadop:

10.1. 3a obecrosrencrsara no wun. 54, an. 1, . 1 or 3011 - CBHIETENCTRO 3a
CBAMMOCT, H3/1aZIeHO B 6-MECeuHHS CPOK Ha BAITHAHOCT IIPENH Npe/iCTABIHEeTO:

10.2. 3a obcrosTencreoro no un, 54, an. 1, 1. 3 or 3011 - YAOCTOBEpEHHe 33
Hnca Ha nyONHYHH 3a0BIKeHNHS, H3ANEHO OT OPTAHHTE 110 NPHXO/HTe; YAOCTOBEPeHNe OT
Obumna rpan No6puy 3a minca na NyDIHYHY 3a0BIKeHIS; YIOCTOBEepeHHEe OT oBIIHHATA [0
CCLAMIIETO Ha YIACTHUKA 34 JIUNICA HA NYGAHYHY 3aI0BIKEHHA,

10.3. 3a obcTosgrencrroTo mo un 54, an. 1, 1.6 - YIOCTOBEPEHHE OT OpraHuTe Ha
WManwnuurensa arenug "Iiapna HHCTIEKIHA 10 Tpyaa";

10.4. Ceprudmxar, YAOCTOBEpABALl BHEAPEHA CHCTeMa aa yupasjieHHE Ha
kasectsoto EN ISO 9001 w/mau EN ISO 13485/13488 w/unu €KBHBANCHTHA, ¢ 00XBaT B
obaacTTa Ha PoM3BOACTIOTO Wik TBProBHATA C MEIHIMHCKA anapaTypa;



"MHOTOITPO®UAHA BEOAHMIIA 3A AKTUBHO AEYEHUE — HJOBPUY" ALl

AOBRPHY 9300 B yo "Tanatior Xiras" 24 B 03B/G00488 faxc 038/600414 B c-mail- ablbibergon.net

10.5. Hdexnapatus no wr. 59, an, 1, 7.3, B
JanbixuTenins obpasen [punoxenue No
yyacthe.

BB BP. ¢ 4. 53, an. 2 or 3IMHUI no
3 ot obpasute nokymenTH na JIOKYMeHTausiTa 3a

3adenevera: Voocmosepenusma no mowxu 10.2 u

10.3 mpatea da ca usdadenu
cied damama na omKpueanemo Ha Hpoyedypama.

o -—"-T-J%;,_

! I\\-
lonmue na npencrasnsaramoro mine u n{?r‘ :\-‘;
Jlanuena Meronnesa Bennnona [\\

Ynpaeuren

(rme, Dammyo 1 thamumis, AABEHOCT)



"MHOTOITIPODUAHA BOAHMIIA 3A AKTHUBHO AEYEHME - TOBPUY" ANl

AOEPHY 9300 B2 yn "Mauabior ¥iros" 24 W 058/600488 dare 0SE/E00414 B e-mail: oblb@bergon, net

Tpunosncernue No 2 — IA0vANCUMENCH obpazey
fpeoc— == re no ecaka obocobena Ro3uyuA, 3a kesmo ce nodasa oghepma

TEXHHYECKO NPEXJTOKEHHUE

HoémcaHaTa Hannena Metoauenra Benunoga,
EI'H "~ 7 B KayecTBOTO CH Ha Ynpasuten (usnucea ce JNBKHOCTTA) Ha XNummexc

00T (manucsa ce HMETO Ha y4acTHHMKa), cbe cedanuwe: T, HumuTporrpan 6400,

yi.Bysmymia Ne 33, 1.K.56, anpec Ha ynpasnenme rp. JAumurposrpan 6400, ya.Bysnymxka No
33, 0.k.56,EMK 8361409 057

1. Ilpencrassam ofepra 3a ydactue no obocobena nosuums Ne 66

(Mons nocoveme homepa na obocobenama nozuyus, sa xosmo npedemasame
ohepma)

2. Nlexnapupam cpox Ha BaimaHocT Ha odeprata: 3 (Tpu) mecena o nartara,
KOATO € NocoveHa 3a [4aTa Ha Nojasane Ha otheprara.

3. Ipuemam CPOKa HA M3NBIHEHWE Ha MOphYKarta: ]2 (aBaHameceT) mecena ot
CKJIIO4BAHETO Ha JOroBOpA.

4. Tlpuemam cpoka 3a Mnamate: jgo 60 (wectaecer) KaneHJapHu [HH OT
H3BHPILBAHETO Ha NOCTABKATA M H3/IaBAHETO Ha thaxrypa ot H3MTBEIHUTE S,

5. Ilpuemam cpoka ua nocraska: Ho 72 (cenempecer u JIBA) yaca oT MOMeHTa Ha
JAABABAHETO OT CTPAHA Ha BB3JIOKHTEN,

6. Ilpuemam cpoxa wa roamocr: He fo-Manko or 60 % or ofmara rogmocr
MOMEHTA Ha JI0CTARKA,

7. Mexnapupam, we cobm HAlDaBHJl LEHOBH NPEIUIONKEHHS 10 BCHUKH
HOMEHKIATYPH, BKIIOYeHH B 060cofenata nosuuus (korato obocobenara mosmus BKIIIOYBA
HOMEHK/IATYpH).

8. Ilpnemam na wanwbanssam semuis H3HCKBAHUA Ha BBINOMKHTENS, NOCOYEHH B
0bAB/IEHHETO M TOKYMeHTamuaTA 32 y4dacTHe,

9. Jleknapupam chriacuero cu c KIay3HTe Ha NPHIOKEHHSA NPOEKT Ha IOTOROP.

10. B caywuait, e 6nua ONpEneNieH 3a U3NBIHUTEN Ha NOpBYKaTa, ce 3a/ibKaBaM,
HPH MNOJMKCBAHETO HAa AOroBOpa 3a obmecTneHa TNOpBYKA, [a NpencTass akTyanum
AOKYMCHTH yIOCTOBepABal JIHNCATA HA OCHOBAHHS 3a OTCTpaHfABaHEe OT Hponejypara,
KAKTO ¥ CHOTBETCTBHETO C MOCTABEHHTE KpHTepHH 3a noadop:

10.1. 3a ofcrosrencreara no WL 54, an. 1, 1. 1 ot 30I] - CBHIETENCTBO 34
CBAHMOCT, H3NANEHO B 6-MECEUHHs CPOK HA BAHIHOCT TIPE/IH NPe/CTABIHETO:

10.2. 3a obcrosrencrsoro mo un, 54, an. 1, 1. 3 ot 3011 — YAOCTOBEpEHHE 32
JIHTICA HA MYONHYHK 3aMBIKEHHS, H3TANCHO OT OPTAHHTE 110 NPUXOINTE; YAOCTOBEPEHHE OT
Obmnna rpasg HoGpuy 3a nunca ya MYONHYHH 3abIKeH S, yhocTosepenue ot obimunaTa no
CEManHIIeTo Ha YYaCTHHKA 2a Nunca na nydauuRY a8 mKeHIA;

10.3. 3a obcrosrencrsoro mo un 54, am. 1, 1.6 - YAOCTOBEPEHKE OT OpraHuTe Ha
Manwnuurenna arenmmg "I'naBua uncnexmus mo Tpyaa";

10.4.  Ceprudpuxar, YAOCTOBEpABAIl BHEAPEHA cCHCTeMa 3a YOpaBsleHHe Ha
kauectsoro EN ISO 9001 w/mmm EN ISO 13485/13488 w/um CKBHBANIEHTHA, ¢ 00XBaT B
00J1acTTa Ha IPOM3BOACTBOTO /N THPTOBHATA C MEAHIMHCKA anapaTypa;



"MHOT'OITPO®UAHA BOAHULIA 3A AKTUBHO AEYEHHE - MOBPUY" ALl

NOEPHY 9300 B<] yn."Manalior Xoror™ 24 B 058/600488 pake 058/600414  H e-mail: cbib@hergon. nel

10.5. Nexnapauus no un. 59, an. 1, T. 3, BB Bp. ¢ 4. 53, an. 2 ot 3MHII no
3ANLIBKHTENHHA obpasey Ipunoxkenne No 3 ot obpasuuTe JoxymeHTH Ha JOKYMEHTAlHATA 34
YYacTHe.

3abenexcka: Voocmosepenusma no mowxy 10.2 u 10.3 mpsibea da ca usdadenu
caed damama na omxpueanemo na npoyedypama,

IMommuc Ha npeacTaBsBAILOTO THIe ),t?l‘{'rfﬂ""'
@&

Hannena Meroanesa Bennmopa  “u.

T

Ynpasuten

(ume, Bamuno u damums, JUTBHHOCT)
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