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TOTFOBOP ﬁ@/f

JlHe-:.Oi.J:.’.EE.,.ED]Q rof. B rp. JloOpuu, va ocnosanne un. 112 u cn. ot 3akona 3a
OOLICCTBEHHTE NOPBYKH, C CKITIOUH HACTOALIHAT 0TOBOP MEMITY:

"MHOI'OIMPODUITHA BOJIHULIA 3A AKTUBHO JIEHEHHE-JIOEPUY" A]]
rp. J[loBpuy, ewe cenanmiie u agpec na ynpasnenne: rp. Jlo6puu, yi. “[lanaiior Xuton" 24,
Ten.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EMK 124141302,
mpencrasnasaio ot [-p Ceerosap bBaiiues Ilerpor — Wanwnaurenen HNupextop Ha
Apy#ecTeoTo, Hapuyana BB3JIOKHTEN

"b BPAYH MEJIUKAJI" EOOJl, che cenamume s rp. Codus 1528, agpec va
ynpasienne: Oyn. "Xpucrodop Koaymb" 64, 61, A2, opuc 111, EMK 175016820,
npencragissano ot Xoper Xaiuu Illioep 1 Mandpen I'perop Mapne, 3aenno, smucana
npokypa 3a [Jlaumena Meanosa Inaukosa-Moporan w Ilersp [lseranor Acenos,
NPEACTAB/IABALIIH 3A€/1HO HAH OT YIPABHTE! M NPOKYPHCT, ONpeiencH 3a H3mbIHHTE! C
Pemenne Ne 11/ 01.04.2019 roa. ma Hanwiauremnus JIMPEKTOP Ha BBINOKHTENA, Chen
MpOBE]IEHa mpoleaypa 3a Bhijaraie Ha obuiecTBeHa MOphuka THn "oTKpuTa', ¢ NpeaMer:
Hocraska Ha MeanuHekH w3aenus, apuuan U3ITHJTHUTEJ]

CTpaHHTe Ce CopasyMaxa 3a CleIHoTo:

IMPEIAMET HA JIOI'OBOPA M 1[EHH

HYien 1.(1) M3ITBIIHUTEJIAT nocraes na BH3JIOXUTEILS MEAHIHHCKHTE
H3ACHS 110 crejtiiTe 06ocobeHH nosHIIHK:

[1o obocobena nosums No 28- Karerpu 3a uenTpantu narousmm:

ITo oBocoGena nosuums Ne 30- Cer 3a enunypaina anecresus
MHOTOKOMIIOHEHTEH:

[1o oBocobena nozuuma No 34- Xupypriunu koHuu u OCTPHETA 3a CKaITeNn;

[1o o6ocobena nosumma No 51- Crepunun Pa3sTBOPH 3a ONEPATHBHO NOeE;

[lo o6ocobena nosnmus Ne 59- Tect-nentn 3a H3MEPBaHE Ha [I0KO3a C MIHOKOMEp
Omnitest +;

[To oBocobena nozuims No 64- Meauumuacky u3enns 3a TpaHcy3HOHHA Tepanis
B HEOHATONOTHA, 32 KOATO/KOHTO € Y4acTBal B OTKPHTATA NIPOLEILYPA 34 BhijJaraHe Ha
0DlIeCTBEHA NOPBYKA.

(2) Lenute Ha Meauumuckute n3denus na WIIMTBJIHWUTEIS ca CBITIACHO
UEHOBHTE MPCIOAEHHA H C& HEMIMEHHA 4acT OT J0roBopa.

(3) Ilpornosuara croitHoct Ha lorosopa 3a Beaka obocofena nosuums e
MOCOYEHA B LIEHOBOTO NPELIOKEHHE.

(4) IlporHosuuTe KoNMYeCTBAa, NOCOYEHM B JOKYMeHTalugTa 38 obulecTReHA
MOpLika ke nopaxiar sanwiukenne 3a Bb3JIONHUTEIA na ru saxynu & nocouenns obem.

CPOKOBE H HAYMH HA TUIAILIAHE

Unen 2. CpokbT Ha HACTOALWA A0roBOP € 12 Mecela OT 1aTaTa Ha NOAIHCBAHETO
My. JloroBopsT npoabikaBa AeHCTBHETO CH JI0 CKIIOYBAHETO Ha JAOrOBOP € JIPYT HAMBIHHTEN
Clle]1 MpoBeXlaHe Ha 0DIlecTBEHA NOPhYKA.

Hnen 3. MeAMIMHCKHTE H3Menus (e OBIAT IOCTABIHH OT VI3TTBEJIHMTEIS na
BB3JIOKHUTEILA B cpok no 72 (cememuecer ABa) 4aca OT MOMEHTA Ha 3afBABAHETO OT
CTpaHa Ha BB3IMOKHTENA.
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Haen 4. Jinsvxumara na MU3ITBJIHMTEJLS cyma no Beska oTaenna goctaska e
Onsie mutatena or BB3JIOXKUTEJIA no Gankosara emerka na M3ITBJIHUTENS & cpok o 60
(mecTaecer) KaneHIAPHA JIHK Cle/| H3aBaneTo Ha (aktypa ot U3ITBIIHUTEILSL,

Unen 5. Cpok®sT Ha ToAHOCT Ha AOCTABAHHTE MEAHIMHCKH W3JEIHY € He [10-
masiko ot 60 % ot oblara rogTHOCT B MOMEHTA HA JI0CTABKA.

MSICTO HA M3ITBJIHEHHE U ITPEMWHABAHE HA COBCTBEHOCTTA

Hiew 6. 3a MACTO Ha JOCTABAHE HA MEJMIMHCKHTE H3JENHs ce onpenens
“MBAJI-TloGpuy™ AJ rp. HoGpuy, yi. “Tanaiior Xutos” Ne 24, speno , Bonnuyna antexa”.

Unen 7. CoGerneHocTTa BEPXY NOCTABAHHTE MEAMUMHCKH H3AeTHs U PHCKBT OT
ILIHO I HacTHYMHO MM MorusaHe npemuHasa supXy BB3JIOKHTEIS or momenta ua
NPHEMAHETO UM HA MACTOTO HA JIOCTABAHE C [IPHEMO-TPEAABATENEH NMPOTOKON WM apyr
paBHOZHAYEH [JOKYMEHT.

[MPABA W SAIIBIDKEHMS HA U3ITBJIHATEJS

Unen 8. (1) M3IIBJIHUTEIAT e ameken na  cilioun J0TOBOP  3a
MOJM3NBIHEHHE, KOrato e o0ABWJI B 3aBICHHETO CH 33 Y4YacTHe MOJIBAHETO Ha
noAMsNBAHUTEN. B cpok 0 3 muu oT ckmouBaHeTo Ha JOrOBOP 3a MOAM3NBIHEHHE WIH Ha
AOIBIHATEIHO CHOPA3yMEHHE 32 3aMAHA HA [OCOYEH B 3adBlCHHETO MOMMIMTBIHHTEN
HIITBJIHATEIAT H3MPAlla KONHE Ha JI0TOBOPa MM HA JONBLIHHTENHOTO CIOpazyMeHHe Ha
BBEIJIOKHTENA 3ACIHHO ¢ I0KA3aTeNCTsa, Y€ ca H3IBIHEHH YCIoBUATa o wi. 66, an. 2 u 11 or
30I11.

(2) Tlonusnpimurenure HAMAT TPaBO [a NPEEBANATAT eiHA WM [OBEdE OT
ACHHOCTHTE, KOMTO ca BKIIOYEHH B [IPE/IMETa HA JI0T0BOPA 3a [OAH3MbIHEHNHC.

(3) Hesasucumo oT BBHIMOKHOCTTa [a CE€  M3INMON3BAT MOAH3TBIHATEIH,
OTrOBOPHOCTTA 32 H3N'BIHEHHE HA JI0TOBOpa 3a o0mmiecTBeHa nopwuka e Ha M3ITbJIHUTEJIS.

(4) BB3NOKMUTEIAT mama na w3pbpusa OHPEKTHH pasijaliaHua ¢
NOJM3MbIHATENHTE

Hnen 9. M3ITBJIHUTEJIAT e jurbiken a 10CTARS MeAMIHHCKH H3ICTHA, KOHTO:

I. otrosapsaT na u3nckeanusTa Ha wi. 82, an. 1 ot IMH:

2. CHOTBETCTRAT Ha M3NCKBaHuATA Ha JIMpeKTHBA Ha Esponeiickus napnament u
Cobeera Ha Espona 98/79 EC 3a MeiiMHCKHTe CPeICTBA 34 AHATHOCTHKA (IVD) — camo 3a un
BHTPO JHAHOCTHYHH MEIHIMHCKH M3/enus no cMuckia Ha § 1, 1. 12 ot JIP na 3MU.,

3. OTrOBAPAT Ha W3IMCKBAHMATA, MOCOYEHH B JOKYMEHTALMATA 34 OBIIeCTBEHA
NOPLYKa.

Hnen 10. U3ITBJIHUTEJAT 8 cpoka Ha forosopa e /urbien 1a HMa paspenieHue
WIH  YAOCTOBEPCHHE 3a TBPrOBHA HA €IP0 C MEOMIMHCKH H3JAeNHS. W3/afeH0 OfT
Wsnwauuremus aupextop wa MAJI no pexa na 3MH.

Haen 11. MU3MTBJIHUTEIAT B cpoka ma norosopa e ammiken ja npuiara w
MOUIbpiKa CHCTeMa 33 ynpasnenue Ha kadectsoro EN ISO 9001 w/unu EN 1SO 13485/13488.
WuIH CKBHBAlNEHTHA, ¢ OOXBAT B OONACTTa HA NPOM3BOACTBOTO H/HIH ThPrOBHATa C
MEIHITHHCKH W3/IeIHs,

YUnen 12. M3IIBJIHATEIAT e anwwed na wigaze B cpok axtypa 3a
NOCTABEHHTE MEJHLIMHCKH W3AeTHA.

IIPABA U 3ATBJDKEHUS HA BB3JIOXKHUTEILS

Ynen 13.(1) BB3JIOKHUTEIST uma Mpase 1a NpoBepdABa KOJIHYECTBOTO Ha
BCJKA OTAC/IHA N0CTABKA, KATO NPH YCTAHOBABAHE HA HECHOTBETCTBHE € /UTHIKCH [1a YBEIOMH
H3ITBJIHUTEJLA B cpoxk ot 24 uaca.
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(2) Ilpu ycraHopsBane Ha HECHLOTBETCTBME B KAYECTBOTO Ha JoCTaBeHUuTE
MenuunHekH u3neaus Bb3JIOKHTEIAT e wrbowen na yeenomn U3ITBJIHUTEIS & CPOK
0T 24 yaca.

(3) HechoTBeTCTBHETO Ha KOJMYECTBOTO M KAYECTBOTO Ce YCTAHOBABA C
MPOTOKOM, CHCTABEH OT KOMHMCHA, ChCTABEHA OT JUTHKHOCTHHTE jmna Ha BB3JIOWMTEILS.

(4) B cnyyait, ve U3TTBJIHUTEJIAT & cpok o 24 uaca ciien yBeAOMABAHETO 10
al. | 0CNOpH MHCMEHO HECBOTBETCTBMETO HA KAYECTBOTO, TOH MOMKE 1a HCKa IpoBEpKaTa My
OT yNBJIHOMOLIEHA 1ab0OpaTOPHA, YPes B3eMaHe Ha KOHTPOIHH OOPaslH 0T JOCTABKATA, HIIM
Upe3 CpaBHABAHCTO HA NOCTABCHWTE MEIMIMHCKH H3JEMHSA C [IPEACTABEHHTE MOCTpH,
ONHCAHNE HIH CHUMKH NPH YYacTHETO B 001IECTREHATA NOPhLYKA.

Unen 14. Bb3JIOXKWUTEJIST e mnwswen na sannats YTOBOPEHATA LIEHA B pasmMepa,
Mo HAYHHA W B CPOKA, ONPEICICHH B HACTOSAILMS I0TOBOP.

HEYCTOMKH

Haen 15.(1) Ipu 3abapa va nocraska or crpana va U3ITBJIHUTEILS ¢ noseue ot
24 (asanecer m uetnpn) yaca, BBH3JIOKUTEIAT uma npaso aa nomywm HEeYCTOHKa B
pasmep na 0.1 (Hyna uano, eaHa Aeceta) Ha CTO OT CTOHHOCTTA HA 3abaBeHaTa JIOCTABKA 3a
Beekn 24 yaca 3abapa.

(2) Ilpu ycranosapane Ha vechoTBeTCTBHE B KomuuectoTo, U3TTHJIHUTEIIST e
AUTLIKCH N1a IOCTABH JIMICBAIIOTO KOJIMYECTBO NIPH CeBallaTa A0CTABKa, a NIPH NOHCKBAHE
o1 cTpana Ha Bb3JIOXHTEJLA B cpok ot 24 uaca. [Ipy Hen3mbIHEHHE Ha TOBA 3abIKEHHe
BB3JIOKHUTENST uma npaso na nonyusm meyeroiika B pasMep Ha 5 (ner) Ha cro oT
CTOHHOCTTA Ha THOCBALLOTO KOJHYECTRO.

(3) Ilpn ycranosasane Ha HechOTBETCTBHE B kagecrsoto, M3ITBJIHUTENAT e
JUTBIRCH Jla NOCTABH MEIHIHHCKH H3JEIHS C YrOBOPEHOTO KAYeCTBO NPH cleiBalata
AocTaska, a npu nomckeade ot crpana Ha BB3JIOKWUTEIIA e cpox or 24 waca, Tlpu
HEH3MBAHCHHE Ha TOBA 3aikukenne BB3JIOJKMTEIAT uma npaso ga nonyun neycroiika s
pasmep Ha 3 (NEeT) Ha CTO OT CTOIHOCTTA HA HEKAYECTBEHATA JA0CTABKA.

(4) B cayyamre nmo anumen 2 u 3, ako M3ITBJIHUTEIST ne NOCTABH
norosopesoto, Bh3JIOAUHUTEIAT nma nparo na 3akynu HeobXoaumuTe MY MEIHLHHCKH
H3AC/HA OT JIPYT NOCTABYHK, KATO PasjIHKATa MEXJIY LIEHAaTa M0 JI0TOBOPa W AeHCTBHTENHO
3arUlaTeHara [exa e 3a cmerxa Ha U3ITBJIHUTEIA.

Ynen 16.(1) Ilpu orkas ma M3MBJIIHUTEJISA ga jnoctasu 3assenuTe My
MEIMUHHCKH W3nenus uiM mpu 3aldasa noseve ot 48 (yernpumecer wu ocemM) uaca.
BB3INOKHUTENAT uma npaso ja 3akymin HeoOXoauMHTe MY MEIHUHHCKH M3JeNns 0T JApyr
J0CTABYHE.

(2) B cayuanTe no npenxoauara anuHes PA3IHKATA MEKIY LIEHATA 1O OrOROpa M
AefiCTBUTENHO 3anaTenaTa lieHa e 3a cMerka Ha U3IThJIHUTETLS.

Hnen 17. Bb3JIOKHUTEIST uma nparo fa ueka ofesmeTenue B mhien pazmep
HA BPEIHTE, KOMTO € NPEThPNAI B Pe3yTaT Ha 3a0aBeHaTa W/uiH HeKa4ecTReHATa [OCTABKA.

Ynen 18. Ilpu 3abapa va naoamane ot crpana Ha BB3JIOKUTENA, nocnenunst
aviikn #a U3ITBJTHUTEJLA meyetoiika, B pasmep Ha 3aKoHHATA JHXEA.

Haen 19, INpu npexparssane ua JIOTOBOPA NMOpajH HeH3IMbJIHEHHE HAa HAKOHA OT
CTPaliuTe, BHHOBHATA CTPAHA NLIKH HeycToiika B pasmep Ha 10 % (mecer mua cro) or
POrHO3HATA CTOHHOCT Ha I0TOBOPA.

Hien 20. Heycroiikute, ofesmerenusta 0 UeHOBHTE Pasiukn mo wi. 16, an, 2
MOTET 11a OLJAT YALPKAHH OT Besko Abmkamo Ha M3ITBJIHUTES mramane.

[IPEKPATABAHE HA JIOI'OBOPA
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Hien 21. JlorosopeT ce npekpatasa

I. ¢ n3tHuane wa cpoka, 3a KolTo € CKIIOYEH, OCBEH B CllyqauTe no 4. 2, wap.
BTOPO.

2. TIPH CHCTEMHO HEH3IIBLIHEHHE HA JOCTABKHTE 10 KOMHYECTBO W/HIH KAMecTBO
oT crpasa Ha M3ITBJIHUTEIA. [loa cuereMHO HeusmhiIHEHHE ce pazdupa Takoma,
H3BBPIICHH JIBA HIIH MOBEYE NBTH B PAMKHTE HA €IHH KAIEHIApeH Mecell, i MoBeye ot TPH
ITbTH B PAMKHTE Ha CPOKA Ha J0r0BOpa;

3. UpH ChH3NABAHETO HA YCHOBHS 33 JIOCTABKA HA MeIHIHHCKHTE H3JENHS,
NPEAMET Ha OTOBOpPA CIEA NPOBEKIAHETO HA UCHTPAINIHPAHH eICKTPOHHH ThproBe.

4. B ciyuail, ue Obae TpoMeHeHa HOPMATHBHATA ypenda, B peayiTar Ha Koero
OTHA/HE HEODXOMHMOCTTA OT JIOCTABKATA HA MEAHLHHCKHTE H3IENHI, KOMTO ca NpeaMeT Ha
JIOroBOpa;

5. NpH HEBBIMOKHOCT [Oa ce OCHTYPH (PMHAHCHPAHE 34 H3NBLIHEHHETO Ha
flopbHKata 1o npitiim, kouto Bb3JIOKHUTEJIAT ue e Morsn aa npeasumn.

JAPYT'W YCIIOBHA

Hnen 22. Crpanure mo J0roRopa He MOTaT Aa ro MIMEHST. OCBEH B cly4aure,
npeasuaeni B un. 116 ot 3011,

Hnen 23. Ctpanure no morosopa iie pelasaT BhIHHKHAIHTE 110 H3NbLAHEHHETO
CTOPOBE MO B3aHMHO CHIIIACHE, @ aKO TOBA € HEBBLIMOXHO, 10 pena Ha [TIK [pejl poa0BO
KOMOCTCHTHHAT CBJl B Ip. JloOpuy, OCBeH B ciyyanTe, KOTaTo MpeTeHmnaTa e npeisBeHa no
pelia Ha 3aM0BeIHOTO NPOHBO/ICTRO.

Unen 24. 3a Benuky HeypeneHH Mo HACTOAIIHS JIOFOBOP BBLIIPOCH HIE CE NpHjarat
pazniopendute na 3011, [MT13011, 331 u T3.

Ynen 25.(1) 3a panupuu allpecH 3a NpHEMaHe Ha ChODIEHHA, CRBP3aHH C
HaCTOAIHA AONOBOP C& CMATAT &/IPECHTE, NOCOYEHH B HAYAIOTO HA JIOTOBOPA.

(2) Ilpu npomsna wa nanuuure nmo npeaxoxnara aIHHes, ChOTBETHATA CTPaHa e
AITBIKHA 218 YBENOMH IPYTaTa B TPHIHEBEH CPOK OT MPOMsHATA.

llpn cherapswe wa HactosmmsT jorosop ce NpeJICTABAXA OT H3NBIHHTENS
CACAHUTE NOKYMECHTH 33 JI0Ka3BaHe JIHICATa HA OCHOBAHMA 38 OTCTPAHABAHE H CHOTBETCTBHE
¢ KpMTEPHHTE 323 moadop:

1. 3a obcroarencreara no wi. 54, an. 1, 1. 1 ot 3011 - ceumeTencTso 3a ChIAHMOCT;

2. 3a obcrosrenctsoto no un. 54, an. 1, 1. 3 or 3071 - VAOCTOBEPEHHE 3a JIHMca
HA NYOAHYHH 3aIBKEHMA, W3/AIEHO OT OpPraHHTe Mo NPUXOMAMTE; YIAOCTOBEpEHHE OT
O6umna rpan oSpu4 3a nunca ua myGnmnumnu 3AIBITAKCHHA, YI0CTOBEPEHKE OT 00UIMHATA 110
CEAATHIIETO HA YYACTHHKA 34 JIMNCA HA MyOIHYHH 3aIbIKEeHIS:

3. 3a obcroarencrsoro no wi 54, an. 1. 1. 6 - YAOCTOBEPEHHE OT OpraHuTe Ha
Msnuanurenna arenuns "IMasHa nHenekums mo Tpyaa";

4. Ceprudukar, yaocrosepssaul Bue/IpeHa cucTeMa 3a YIIpaBlIeHHE HA KAYeCTROTO
EN ISO 9001 w/nma EN ISO 13485/13488 w/win CKBHB&ICHTHA, ¢ oDXBatT B obnactra Ha
NPOH3BOJCTBOTO H/H/IH TBProBUATA C MEHIIHHCKA ANapaTypa;

5. Mexnapauus no un. 59, an. 1, 1. 3, sbe Bp. ¢ wi. 53, am 2 ot 3MHII no
sanboiHTenHIs obpasen [Npunoxenne Ne 3 ot obpasuure NOKYMEHTH Ha JOKYMEHTalLHATA 3a
y4actue.

Ipunouenus kem orosopa:
1. llenoso npemiosenne:
2. TexHHYECKO NpeIOKeHIE 38 HINbITHEHNE Ha NOpBYKaTA.
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Hacroammar gorosop ce cherasn B Tpi eaHooOpasuyu exlemiuapa, eams 1a
WU3[TBJIHUTEJIA u apa 3a B3JIOMUTEJS.
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BH3NOKUTET - H3ITbJTHUTEIT:
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Hpunocenue M 2 - sadvancumenen ofpazey
lIpeocmasn ce no acaka ofocobena nosunun, 3a Koamo ce nodasa odhepma

TEXHHYECKO NPEAJOKEHME
/ Mennucannre Xoper Xaitnng Uhoep, Hemcky roasnanmy, poaen i lepmanus na
Vobvesovo o yIpasuTen d [ersp Lperanos Acenos, EI. -NPOKypHeT Ha wB.Bpayn
Meankan™ EQO/, cbe cenanmme B rp. Codus, byn. ., Xpucrogop Konyms™ Ne64, Codpus Enpriopr
Liensp, odue crpana A2, nomewerue 111, EUK/EYJICT AT175016820,

1. Ilpencrassam oepra 3a yuactie no odocoGena mo3uuMs Ne 28

(Mons nocoveme nomepa na obocobenama nosifuR, 30 koame npedemaeame odepma)

2. Jleknapupam cpok |-:m BanugHocT Ha ofeprara: 3 (TpH) meceua ot NETATa, KORTO €
Noco4eHa 3a 1aTa Ha NoaaBaHe Ha odepTara.

3. Tlpuemam cpoka HAa M3MLIHEHHE Ha nopwukara: 12 (apamamecer) meceua ot
CKIIIOYBAHETO Ha JOroBOpa.

4. Ipremam cpoka 3a nnawane: a0 60 (wecrnecer) Kanenmapuu aHu ot HIBLPLIBAHETO HA
JIOCTABKATA W H3ABAHETO Ha (QakTypa OT HIMbAHMTENS.

5. Npuemanm cpoka Ha gocraeka: o 72 (cenempecer IBA) 4aca oT MOMEHTZ Ha
JAABABAHETO OT CTPAHA HA BBINOKHTEI,

6. Tlpueman cpoka wa romroet: He no-manko ot 60 % or ofaTa roHoOCT B MOMeHTa Ha
AOCTABKA,

7. Mexnapupam, e chM Hanpasui UeHOBH MPELNOAECHHA N0 BCHYKH HOMEHKIATYDH,
Bilo4eHH B oGocobenata nosuums (korato oSocobeHata NO3HLIMA BKIIOYBA HOMEHKIATYPH).

8. Ilpremam na M3NBIHABAM BCHYKM WIHCKBAHMA Ha BLINOKMTENS, MOCOYEHH B
olaBnenneTo u JoKyMEHTaLMATS 34 YHACTHE,

9. lexnapupam chruacueto cu ¢ I1ay3HTE Ha NPIIOKEHHA NPOSKT HA OTOBOP.,

10. B cnyyaii, ue Obaa onpenenel 3a MITBIHHTEN Ha NOPLUKATA, C& 3ANLIKABAM, [P
MOANHCBAHETO HA foroBopa 3a obmecTeena nopwuka, aa [PECTABA AKTYANHH JOKYMEHTH
YAOCTOBEPABALUM JIMNICATA Ha OCHOBAHHA 38 OTCTPAHABANE OT Npouenypata, KakTo H ChOTBETCTBHETO ¢
NOCTaBEHNTE KpHTEpHM 3a nonGop:

10.1. 3a ofcrosTencreara no un, 54, an. I, 1. 1 or 301 - ceuaerencrso 38 ChHAWMOCT,
HIJA0EHO B 6-MECEUHHA CPOK HA BANHAHOCT Npey NpeacTaBiHeTo;

10.2, 3a oBcrosrencTeoto no un. 54, an. 1, 7. 3 or 3011 - YAOCTOBEPEHHE 34 JIMICA HA
nyONHYHH 3aibIKEHHE, H3TaneHo OT |OpraHuTe 1o NPHXOAHTE; YAOCTORepeHHe oT Ofwmna rpan
HoSpuy 3a nunca na MyGIHYHH 381B/DKEHHA; YAOCTOBEPEHHE OT ODWMHATA MO CEmANMILETO Ha
YHaCTHHKA 3a THNCca Ha MyCNHYHN 38/ LCH IR,

10.3, 3a oBcrosrencreoro no ya. 54, an. 1, T, 6 - YADCTOBEPEHHE OT OpraHuTe Ha
Hansnnurenna areruus "Masna nHenekums no Tpyaa";

10.4. Cepruduxar, ynocrosepasam BHEJPeHA CHCTEMA 32 YNIpaBleHHe Ha KavecTsoTo EN
IS0 9001 w/nmn EN 1SO 13485/13488 w/unn CKBHBANEHTHE, C 0OXBaT B 06/IACTTA HA MPOHIBOACTBOTO
W/HIAH TBProBHATA ¢ MEIMUMHCKA anapaTtypa;

10.5. exnapauus no un. 59, an. 1, 7. 3, sbe BD. ¢ un. 53, an. 2 ot 3MHUIT no sagsmkurennns
obpasew [punosenne Ne 3 or ofpasuute JoKyMeHTH Ha AOKYMEHTAUMATA3A yYACTHE.

3adenescra: Voocmosepepusma no mowxy 10.2 u { &Lﬁﬂﬁi{%ﬁga ca uzdadenu caed
damama ka OMEpUSanNeMo na npoyedypama. i

Hoanue na npencrasassamoro amue u neuat:
i1

/ Xoper Xaiinn Moep-ynpasuren i Hersp LUeeranoe Ac



1
Hpunoscenue Mo 2 — 3advnorcumenen odpazey
Hpedcmasn ce no écaka ofiocobena nozunus, 30 KOAMo ce Nodasa oihepma
|

TE?{EHHECKO NPEAJOXKEHHUE

Noanucanure Xoper Xaiiny Ilioep, HeMCKH rD@KIAHHN. DOTEH v . PAaHHA Hil

" —YIpaBHTEN | ﬂenp' BeTanos Acenos, EI'H npokypuct Ha ,b.bpayn
Mepnkan” EOO/, cve cenanuuwe 8 rp. Codua, Byn.  Xpuetodop KomymG” Ne6d, Codims Ewpnopr
Lierrnp, oduc crpana A2, nomewenne 111, EHK/BYJICTAT175016820,

| a

|. [peactasam odepra 3a yuactue no ofocobena nouwus Ne 30

(Mons nocoueme nomepa na obocobenama nosuyus, 3a K6AMoO npedcmassme oghepma)

2. Jleknapnpam CpoK Ha BanMAHOCT Ha odeprata: 3 (Tpu) Meceua ot IATaTa, KOATo €
NnocoYeHa 3a JaTa Ha nojasaHe Ha adeprara.

3. Ilpuemam cpoka Ha H3MLAHEHME Ha nopbukara: 12 (AmavaneceT) Meceua oT
CRIIOYBAHETO HA JOTOBOpA.

4. Ilpuemam cpoka 3a miawane: 10 60 (WecTaeceT) KaTeHAAPHH IHH oT H3BBPUIBAHETO Ha
ZOCTABKATA H H3NaBaHeTo Ha AaKTypa OT H3NMBLIHUTENA.

5. Ilpuemam cpoka Ha nocrapka: Mo 72 (cepemzecer M gBa) uaca oT MOMEHTR Ha
3aABABAHETO OT CTPAHA HA Bb3NOHKHTENA.

6. [lpremam cpoka Ha rpaHoet: He no-manko ot 60 % ot ofwara rofgHoCT B MOMEHTA HA
JOCTABKA. r
7. Hexnapupam, e chM HANpPaBWil LUCHOBH NPEIOMKEHHA N0 BCHYKM HOMEHKIATYPH,
BIOYeHH B o6ocofenara noauims (xorato oGocofieHaTa NO3NLMS BKIIOY B HOMEHKAATYPH )

8. Ilpuemam 1a M3MWIHABAM BCHYKM H3MCKBAHHA HA BLINOMKHTENS, NOCOYEHH B
0OABACHHETO H IOKYMEHTALIMATA 38 YUACTHE.

9. Jlexnapupam CBrIacHeTo ¢H ¢ KiIay3HTe Ha NPUAOHEHNS NPOEKT Ha NOrOROp.

10. B ciywaii, ye Gbaa onpenenen 3a M3NLIHATEN Ha NOPBYKATA, Ce 3aABJLKABAM, MPH
MNOANHCBAHETO HA J0rOBOpa 3a DOUIECTREHA NOPLYKA, Aa MPEACTABA AKTYATHH [OKYMEHTH
YAOCTOBEPRBALIY JIMIICATA HA OCHOBAHMA 33 OTCTPAHABAHE OT NPOLELYPATA, KAKTO H CLOTBETCTBHETO C
NocTaBeHHTE KPHTEPHH 3a noabop:

10.1. 3a obcrosrencrsara no un, 54, an. 1, . 1 or 30101 - ceunerencTso 3a CBAHMOCT,
H3/1eHO B 6-MECEUHHA CPOK Ha BANHIHOCT NPeaH NMpeacTasiHeTo;

10.2. 3a obcroatencreoto no 4n. 54, an. 1, . 3 or 3001 — YAOCTOBEPEHHE 34 JIMNCA Ha
nyGNHYHH 3a0BIKEHNA, H3IAZieHO OT OPraHuTe M0 NPHXOINTE; yaoctosepeHne ot OGwmua rpan
JloGpuy 3a nunca Ha mybnuuHH SFB,MHUSHHH; yaocToBepeHHe 0T ODUIMHATA M0 CeNANHILETO Ha
YHACTHHKA 38 JIMICca Ha MyDNHYHH 300b/DKEHHA;

10.3. 3a obcrosrencrsoro mo wi. 54, an. 1, ™. 6 - ynoctosepenue ot OpraHuTe Ha
Hanmbauwrensa arenuus "'naesa uHgnexuma no Tpyaa”;

10.4. Ceprudikar, ynocﬁ‘onepanam BHEJIPEHA CHCTEMA 34 YNpasieHHe Ha kauecTBoTo EN

50 9001 wunu EN ISO 13485/ 134i8 W/HnH eRBuBanenTHa, ¢ obxsar B obnacrra Ha NPoMIBOACTEOTO
H/HH THPrOBHATA C MEIHIMHCKA ANApaTypa;

10.5. exnapawns no w59, an. 1, 1. 3, 868 8p. ¢ w. 53, an. 2 or 3MHI no IAOBIKHTENHUA
obpasew ITpunonenne Ne 3 or ofpasimre N0OKyMeHTH Ha AOKYMEHTalMALE A, yHacTHe,

3abenencka: Voocmoeépenunma no mowwu 10.2 /_Iy}ﬂ.?_.i'@ﬂf{ﬁ a ca uzdadenu cied
damama Ha OMKPUSAHEMO HA rrpauegﬁypama. \

| | | )

Moanuce ua npenc‘rannraamum JIHIE H ﬂeqn‘l‘g:j'.\

|u Herwp Hperanos ﬁncﬁﬁﬁ}__@gmf

/ Xoper Xaiinu Hoep-ynpasuren
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Hlpunoowcenue Mo 2 - saowascumenen ofpasey
Hpedemasn ce no ecaxa obocobena nosuwun, 3a koamo ce nodasa aipepma

TEXHHYECKO NPEJAJOKEHMUE

[onnucanure Xoper Xaiinu Mlioep, nemckn rpaxnanuy, pogen Tepmanng Ha

* —ynpasutei u Hersp Uperanos Acenos, ETH IPOKYpPHCT Ha ,,B.Bpayn
Meauxaa™ EOO/, cve cepanuwe s/rp. Codus, byn. , Xpuctopop Konyms” Ne6d, Cothus Expriopr
LienTep, odmc crpana A2, nomelense 111, EHMK/BYJICTAT175016820,

|

. Tlpencrasam odiepra 3a yuactre no obocoBena nosuums Ne 34

(Mona nocoveme nomepd na oGocofienama nosuyus, 3a xoamo npedcmassme ogepmal

2. llexnapupam cpok Ha BalMAHOCT Ha oeprara: 3 (Tpu) Meceua or gatara, KosTo e
focoUena 3a J1aTa Ha MoAaBake Ha odiepTara.

3. Tlpuemam cpoka HE H3ITBIHEHHE Ha nopwukarta: |2 (neananecer) Meceua ot
CKITIOYBAHETO Ha 0rOBOpa.

4. [lpuemam cpoka 3a nnawane: 1o 60 (WwectaeceT) KaNeHAAPHH AHN OT HIBBPUIBAHETO Ha

AOCTABKATA W M3NABAHETO Ha PAKTYPA OT MINBLAHHTEIA,
5. Ilpnemam cpoka Ha|soctaska: [lo 72 (cememiecer u ABa) uaca OT MOMEHTA Ha

3AABABAHETO OT CTPaHa Ha BH3JIO A
6. [puemam cpoka na r:{nuucr: He no-manko ot 60 % ot ofara roanoct B MoMenTa Ha
ADCTARKA.

7. Nlexnapupam, 4e cbM HANPABMA UEHOBH NPEANOKEHHA N0 BCHYKH HOMEHKJATYPH,
BlUTIOHeln B of0ocobedara nosuuma (#omm ofocobeHaTa nosuumus BK1OYEa HOMEHKIATYPH).

8. [lpuemam [a W3MLJIHABAM BCHYUKM H3MCKBAHMA Ha BLANOIKHTENA, NOCOYEHH B
ODABJICHHETO M IOKYMEHTALIMATA 38 VUACTHE.

9. lleknapupam CBIIACHETO CH ¢ KIAY3UTE HA NPHAOKEHMS NPOEKT Ha 0roBOp.

10. B canyyaii, ue Guoa ONpefencH 3a WIMLIHHTEN HA NOPLYKATA, CE 3aABLIUKABAM, NPH
MOANHCBAHETO HA [0roBOpa 3a ODWeECTBEHA TNOPBYKA, Aa npeacTass AKTYANHH JOKYMEHTH
YAOCTOBEPABALLH INTICATA HA OCHOBAHKA 38 OTCTPAHABAHE OT NPOUEAYPATA, KAKTO M ChOTBETCTBHETO C
MOCTABEHHTE KPUTEPHH 3a noabop:

10.1. 3a obcrosrencrearta no un, 54, an. 1. . 1 or 3001 - CBHAETEJICTBO 33 ChAMMOCT,
HSAJIEHO B G-MECeUHHS CPOK HA BAJIMIHOCT NPe/iH NpeCTaBIHETO;

10.2. 3a ofcToATencTso1o no wn. 54, an. 1, 1. 3 or 3011 - YAOCTOBEPEHHE 34 NHIICA Ha
myOAHYHN 3a0BIDKEHHA, H3JafeHO OT OpraHHTe Mo NpHXOANTE; yaocTtoBepenue or OBuwmHa rpan
Hobpuy 3a nunca Ha nyGaMuBn 38ALUKEHNHS, ¥iocToBepeHHe OT ODWIMHATA N0 cefanMiIeTo Ha
YHACTHHKA 38 JIKMCa Ha MyDOAHYHA 3aiBIIKEHHS;

10.3. 3a obcrosTencreoro no un. 54, an. 1, 1. 6 - YIAOCTOBEPEHHE OT OpraHMTe Ha
Mamennurenna arenuus "Imasna nudnexuna no tpyaa';

10.4. Ceprudurar, ynoctosepssawl BHenpena cHeTema 3a ynpaeiexue Ha kavecteoto EN
ISO 9001 w/mnu EN ISO 13485/13488 u/wnn exsupanenTra, ¢ oGxsaT B obiactta Ha NpON3BOACTREOTO
W/WIH TBPrOBUATA © MEIHLMHCKA anapaTypa;

10.5. Jlernapaums no un. 59, an. 1, 7. 3, sb8 Bp. ¢ u. 53, an. 2 ot 3MMII no A BIKHTENHUE
ofpasew [Tpunoskenne Ne 3 ot o6pasitire ACKYMEHTH Ha IOKYMEHTAUMATA 3a YyacTHe,

3abenescra: Voocmoseperusma no mowxu 10.2 u ?Q&E_-H&{%@a ca uzdadenu cieo
damama HO OMEPUSANEND Ha npoyedypamda, i
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Hpunoncerue Ne 2 - sadvnarcumenen abpazen
Hpedcmasn ce m[:cnm obocolena nozunua, sa koamo ce nodasa oihepma

TEXHHYECKO NPEJAJOKEHMHE
Moanucanure Xoper Xadinn Llioep, vemcku rpasknanmm, ponen i " - Tepmanun wa
-- I =ynpaguren u Ilernp _|Hﬁerauua Acenos, ETH - " Ipokypuct Ha ,,B.Bpayn

Meaukan” EOO/L, cbe ceganmue 8 rp. Cogms, Byn. wXpHcTotop KomymG” No64, Cotns Enpnopr
UenTnp, oduic erpana A2, neMemeH}«le IT1, EMK/BYJICTAT175016820,

1. Ilpeacrassm odepra ga yuactie no ofocobena nozuums Ne 51

(Mons nocoveme +m,-.re,q‘a Ha 00ocoBenama no3uyun, 24 KosMo npedcmassme ogepma)

2. NMexnapupam CPOK Ha BAJIMAHOCT Ha odeprata: 3 (TpH) Meceua ot aarata, kosTo e
MOCOHEHA 38 1aTa Ha no/laBaHe Ha odeprara,

3. llpuemam cpoka Ha HIMbIHEHMe Ha nopeykara: 12 (aBanagecer) meceua or
CRIOYBAHETO Ha I0rOBOpa.

4. Tlpuemam cpoka 3a miamane: 1o 60 (lwecTaecer) kanenaapHu aum ot H3BLPLUIBAHETO Ha
AOCTABKATA H H3J1ABAHETO HA DAKTYPA OT MAMBAHHTENS.

5. Ilpuemam cpoka Ha JocTaBka: Ho 72 (cenempecer u ABa) yaca OT MOMEHTa Ha
JAABABAHETO OT CTPaHA HA BHATOKHTEN.

6. Mpuemam Cpoka Ha roanoct: He no-manko ot 60 % ot obwata roaHocT B MOMeNTa Ha
HocTaBka. |

7. Hexnapupam, ue cuh HANPABHA LEHOBH NPEIOGKEHHS 110 BCHYKM HOMEHKIATYpH,
Blutovetin 8 obocobenara nosuuma (korato ofocobeHara MO3NLKA BKMIOYBA HOMEHKIATYPH).

8. Tlpuemam na wambasssam Byl HIHCKBAHHA Ha BBINOKHTENA, NOCOYEHH B
0BABACHHETO M JOKYMEHTALMATA 32 YuacTHe.

9. Nexnapupam c*{,mam{m'u CH C KJIaY3HTe Ha NPHIOKEHHA NPOEKT Ha JOroBop.

10. B cnyuaii, ye 6uua OMpellenen 38 HINBIHHTEN HA MOpPBLYKATa, ce IA0L/KABAM, NpH
NOAMHCBAHETO HA joroBopa 3a pbllecTeHa MOpBUKE, 13 MPENCTABA AKTYATHH JOKYMEHTH
YAOCTOBEPABALLK NTHIICATA HA OCHOBAHMA 34 OTCTPAHABAHE OT MPpoUSAYpPaTa, KAKTO H ChOTBETCTEHETO ¢
NOCTABEHHTE KPHTEPHH 3a noabop:

10.1. 3a oﬁmnmfmcmal no un. 54, an. 1, . | or 3011 - cugeTenctao aa ChAHMOCT,
M3NANEHO B 6-MeceyHis cpok Ha BATHIHOCT NPe/IH NpeacTaBRHETO;

10.2. 3a ofcroarencrsoro no un. 54, an, 1, 7. 3 or 3011 - YAOCTOBEPEHME 3a JHNca Ha
MyO/IMYHE 3a0BHEHNA, HﬁﬂﬂﬂEHﬂng OPraHuTe 110 MPUXOAWTE; yaocTOBepeHue or O6HHa rpazn
Hobpuy 3a nunca ua MYOAHYHH 3AALIReHNA; YAocToBepeHHe oT ODWMHATA NO ceganMineTo Ha
YHACTHHKA 34 MNca Ha MyGnuuHy 3aqLmKe HIs:

10.3. 3a oberostencraoro no u. ,an, I, 1. 6 - YAOCTOBEPEHHE OT OpPravuTe Ha
Mamennutenna arenums "Tnaexa HHCMEKLMA no Tpyaa";

10.4. Ceprudmxar, yaocrosepasam BHeIpeHa cHcTeMa 3a ynpasieHue Ha kauecTsoto EN
IS0 9001 w/mnn EN ISO 13485/ I34¢8 WHIH exBUBANeHTHa, ¢ 06XBaT B 06nacTTa Ha NPOH3BOACTEOTO
H/HITH THProBuATa ¢ MEIHLHHCKA anapaTypa;

10.5. Nexnapaums no un, 59, an. 1. 71. 3, BB Bp. ¢ un. 53, an. 2 o IMUI 1o 3AMBIBEHTENH A
obpase [punoxenne Me 3 ot ofpasiiuTe A0KYMEHTH Ha AOKYMEHTALHATA 38 yyacTHe.

3abenearcia: Yoocmosepenuama no mouxu 10.2 u | 0.3 mpaéea oa ca wsdadensn ~»->
damama na omrpusanemo Ha npoyedypama. : HEs

[Moanme na npencrasaneamoro Juue u ncqu-‘:Jf

-
v

! Xoper Xaiinu Hloep-yupasnres i Herwp Lperanos Ac '"gﬁﬁq-npuﬁyp;%
b \vx P

Iy .. I I.1I.i'\'

o



L S |

Hpmaaufrme Ne 2 —sadvnncumenen odpazey
lipedcmassn ce no ecaxa obocodena Ho3uyuA, 3a Keame ce nodasa ofepna

TEXHHYECKO MPEAJOKEHUE

Hoanucanure Xoper Xaiinn Ilroep, Hemeku rpaxnanuy. posen s JepMaHus Ha

- —ynpasuten n Mersp Hseranos Acenos, ETH TpOKypHeT Ha ,b.Bpayn
Memnkan” EOOJ, che cenanume 8 rp. Cotpus, byn. . Xpuetodop Komym6” Ne64, Codpma Expnopr
Llentsp, oduc crpana A2, nomewenie 111, EHK/BYJICTAT175016820,

1. llpeactasam odepra 3a yuacrue no oocoGena no3uums Ne 59

(Monn nocoveme HOMEPA Ha obocobenama nosuyun, 3a kosmo npedcmassme ogepma)

2. Jleknapupam cpok Ha panuaHocT Ha oteprara: 3 (Tpu) mecena or Narartd, KOATo e
MOCOMEHa 38 1aTa Ha NojlaBate a ofeprara,

3. Ilpuemam cpoka ;Tu H3NBIHEHHE Ha mopbukara: |2 (nBananecer) meceua or
CITIOUBAHETO HA IOIOBOPA,

4. Tlpuemam cpoka 3a rujamane: no 60 (wectaecer) KAICH/IADHH JIHH OT MIBBPIUBAHETO Ha
AOCTABKATA H H3NABAHETO HA PAKTYPA OT HIMBIHHTENA.

5. Mpuemam Cpoka Ha nocraska: Jlo 72 (cepnemmecer w llBa) Haca OT MOMEHTa Ha
IABABAHETO OT CTPAHA HA BBIIOKHTENH,

6. [lpuemam cpoka a roausoct: He no-manko or 60 % ot obmara ronHoeT B MoMeHTa Ha
AocTaBKa,

7. Nexnapupam, ue cpM Hanpasun ueHosy NPE/VIOKEHHS NO BEHYKH HOMEHKNATYpH,
BiIIO4eHH B 0bocobeHara nosuumns (Foram obocobenara nosuumns srmousa HOMEHKNaTypH),

8. Tlpuemam ge wsmpanssam pewuw HIHCKBAHHA HA BBINOKHTENR, NOCOYEHH B
0GABIIEHHETO 1 JOKYMEHTALMATA 38 VUACTHe,

9. Hexnapupam u:mrnac%:m 1 € KNaysHTe Ha NPUNOIKEHUA NPOEKT Ha JOroBOp.

10. B cnyuaii, e Obaa onpeneneH 3a msmbaHuTen Ha NoprYKara, ce sanbmkasam, npu
NOANHCBAHETO HA morosopa 3a ofiiecTBeHa nopwuka, aa TNPEACTABA  AKTYATHH AOKYMEHTH
YIOCTOBEPABALIM JIMTICATA Ha OCHOBAHHA 33 OTCTPaHABAHE OT npoueaypara, KaKTo H ChOTBETCTBHETO ¢
MOCTABEHHTE KPUTEPHH 3a noabop; |

10.1. 3a oferoarencrsara no un. 3, an, 1, 1. 1 or 3011 - CBHIETENICTRO 38 CHAMMOCT,
H3[A1€HO B 6-MeCceuHUs cpok Ha nankfuncr Npeay NpeacTaBaHeTo;

10.2. 3a ofcrosrencrsoto no wi, 54, an. 1, 7. 3 or 3011 - YAOCTOBEpeHHe 3a Junca Ha
MYGIHYHN 3[BAKEHNA, HINAACHO OT OPTaHHTE N0 NpPHUXOIMTE; yaocToBepenne oT O6umua rpan
HoOpuy 3a nunca ua nyonuusn 3 WEHHA, YAOCTOBepeHHe oT obumuata no CeOaMILETO Ha
YHacTHUKA 38 Mnca Ha nyGaHYHy 3a ke nma:

10.3. 3a oBcrostencraaro no wi. ,an I, 71 6 - YOOCTOBEPEHHE OT OpraHMTE Ha
Hanbauwrensa aresuns "I'napka u cIIEKLNU 1o Tpyaa”;

10.4. Cepruduxar, YAocToBepABaLl BHEAPEHA CHCTeMa 3a ynpaeiienne Ha kavecteoTo EN
SO 9001 w/mnu EN ISO 13485/ 13488 wiunu SKBHBANEHTHA, ¢ 06XBaT B obnacTra Ha NPOH3BOACTROTD
H/MIH TEPrOBHATA ¢ MeHLHHCKA anaparypa;

10.5. Texnapaunsa no un.i5% an. 1, 7.3, sua Bp. ¢4, 33, an. 2 ot IMHMIT no 38 BJKHTETHHE
obpasew [Mpunoxenue Ne 3 ot obpasimre NokymeHTH Ha AOKYMEHTAUHATA 38 yYacTHe.

Sabenescka; Voocmosepenunma no mowky 10.2 u 10.3 mpAea oa ca usdadenu cied
damama na OMKpUGGHeMo na npoiedypama. & g
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Hpunosicenue Ne 2 — zadwascumenen afipaiely
IIpedcmaen ce no ecaka ofocobena ROZUNIA, 30 KoAmo ce nodasa ofepma

TEXHHYECKO NPEJAJOKEHHE

[Moanucanure Xoper Xaiinn Mloep, nemekn rpascmarnn, poney T OMAHHA Ha

*' . -ynpasuten u Ietwp Liseranos Acenos, EI'H npokypuer ha wb.Bpayn

Meaukan™ EOO/, cbe cepanmie g rp. Cotus, Byn. , Xpuctodop Komymb” No6d, Cotus Expriopr
Henvbp, odue crpana A2, nomemenye 111, EHK/BYJICTAT175016820,

1. lNpencraeam odepra :Ll y4acTe no odbocobena nozuuus Ne 64

(Mons nocoveme nomepa na oGocofenama NO3UWUA, 3d Kosmo npedcmaeame odepma)

2. Jleknapupam cpok H'Fl BATHAHOCT Ha ofeprata: 3 (Tpu) meceua or [ATaTa, KOATD ¢
NOCOYEHA 3a naTa Ha nojasane Ha odeprara.

3. llpuemam cpoka Ha HsnwiHenwe Ha nopbukara: 12 (aeamagecer) meceua or
CKIIIOYBAHETO Ha JI0rOBOpA. '

4. lpuemam cpoka 3a nnawase: 1o 60 (wectnecer) kanenaapuu qHu ot H3BLPLIBAHETO Ha
LOCTaBKATa H H3NaBaHETO Ha tbnmynj_a OT H3MBIHHTENR.

5. Ilpuemam cpoka wa nocraska: [lo 72 (cememnecer M gpa) uaca oT MomeHT4 Ha
3aABABAHETO OT CTPAHA HA BhYIOMHTENS.

6. Ipuemam cpoka Ha roamoet: He no-mamko or 60 % oT obwara rogHoeT B MOMeHTa Ha
JOCTaBKA, {

7. Jleknapupam, 4e chM HANPABHA LEHOBH MPEANIOKEHHA N0 BCHYKM HOMEHKIATYDH,
BlunoyeHi B ofocobenara nosnwms (korato oSocofenarta no3nwms BIIIOYBA HOMEHKIATYPH).

8. llpuemam aa msmuimsBaM BCHuKH HIHCKBAHMA Ha BBINOKHTENH, NOCOYEHH B
00ABJIEHHETO M IOKYMEHTALMATA 34 yvacTtue.

9. Heknapupam chriaacHeTo cH ¢ KIaY3HTE HA NPUIOKEHHA NPOEKT Ha Jorosop.

10. B cayuaii, ue Obaa lonpenenen 3a wansaupTen Ha NopeHkaTa, ce 3aIb/KaBaM, Tpu
MOAMMCBAHETO HA noroBopa 3a oOmlecTBeHa nopeuka, aa NPEelCTaBd  AKTYANHH J0KYMEHTH
YAQCTOBEPABALLM INTICATA HA OCHOBAHHS 38 OTCTPaHABaHe OT [IPOLCAYPATA, KAKTO H CLOTBETCTEHETO ©
NOCTABEHHTE KPHTEPHH 3a noabop:

10.1. 3a ofcrosrencrsata no wun, 34, an. 1, 7. | or 3011 - ceunerencreo 3a ChIAHMOCT,
H3AANEHO B 6-MeCeyHHs CPok Ha BIHAHOCT MPeaH NpeicTasiieTo;

10.2. 3a ofctoarencreoto no wun. 54, an. 1, T. 3 or 3071 — YAOCTOBEpEHME 3a Junca Ha
MyOIHYHN 3a0B/KeHNA, H3najeHo o1 OpraHiTe no NpUXoaUTe; yaocToBepenme or OGmmHa rpan
HoGpuy 3a nunca wa nyGanusu 3ATBKEHHA; YAOCTOBEPEHHE OT OBLIMHATA Mo celanuueTo Ha
YHACTHHKA 33 IHNICA Ha TTyG/IHYHY 3a/ ke Hi;

10.3. 3a obcrosrencrearo mo un, 54, an, 1, T. 6 - YAOCTOBEPEHHE OT OpraHuTe Ha
Hamunmrenna arenums "I'naska wrenekuns no tpysa";

10.4. Ceprutuxar, yno OBEpABAlll BHEZIPEHA CHCTEMA 3a YNpaBieHHe Ha kavecTsoTo EN
ISO 9001 w/unu EN ISO 13485/13488 w/unu CKBHBAJICHTHA, ¢ 00XBaT B 06/1aCTTa HA NPOHIBOACTROTO
W/HIH TBPIOBHATA ¢ MEOHLIMHCKA anal;panrpa;

10.5. Mexnapauua no qn.fSE’, an. 1, 7.3, seB Bp. cun. 53, an, 2 or3MHIT no sapsmkuTentus
obipasen [Mpunoxenue No 3 ot obpa3uuTe 4OKYMEHTH Ha AOKyMeHTaLk ra%‘ai.';{'il\‘% ie,

Sabenesiexa: Vooecmosepenusma no movku 0.2 i ;03 mpaGaa E&&E uzdadenu cned
dumama na omrpusanemo na npoyedypama. “ \ b

Hoanue na npegerasansamoro anue u nevar:
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