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,[[Hecﬂ}ﬂ!rlﬂlg rof. B rp. Jobpu4, Ha ocnoBanme un. 112 1 ¢ oT 3akona 3a
0DIMECTBEHUTE MOPBYUKH, Ce CKITIONH HACTOSIIHAT JOTOBOP MEeKILY:

"MHOTI'OITPO®HIIHA BOJIHULIA 3A AKTUBHO JIEYEHUE-JIOEPHY" Al
rp. loBpw, ehe cegamue v anpec ua ynpasnenue: rp. Jlo6puy, ya. “Ilanaiior Xutos" 24,
ten.  058/600160. dake: 058/600414, e-mail: oblb@bergon.net, EWK 124141302,
npencragnssano ot Jl-p Crerozap baiiues Ilerpor — Manmnauurenen Hupextop na
JApyxecTBOTO, Hapuuana Bh3JTOXMUTE

"BEI'A MEJIMKAII" EOOJl, chc cemammiie B rp. Copua 1404, ampec ua
ynpapnense: Oyn. "Bwarapus” 109, Busnec uentsp "Bepruro”, er. 2, ofuc 2.6-2.7, EMK
201090465, npexcraensBano ot Jumutep Sukor Mpanos, onpenened 3a MIMNBIHHATEN C
Pemenie Ne 11/ 01.04.2019 rox. na Msnsamurennus mipextop Ha BB3JIOKHTENA, Cliel
llpoBeaieHa Ipone/lypa 3a Bh3naraHe Ha obiiecTena mopwuka THH "OTKpHTA", ¢ NpeaMer:
JlocTaBka Ha MeIMIIMHCKH H3JIE/THA, Hapuyad M3ITBJIHUTE

Crpanute ce cnopasyMsaxa 3a cJIeIHOTO:

ITPEAMET HA JIOI'OBOPA M LIEHHU
Hnen 1.(1) M3ITBJIHUTEIAT pocraps ma BBIJIOKUTEIS menmumuckure
H3JENHA 110 chennnTe 000coDeHH NOIHIHK;

[o obocoGena mosmmma Ne 33- ArpaBMaTiumm XHPYPrudeckH KOHIH, 3a
KOSTO/KOUTO € Y4acTBal B OTKPHTATA MPOLEIYPA 33 Bha/araHe Ha obmecTseHa NOPBYKA.

(2) lennre na memmumnckure usmemuas na W3IITBJIHUTEIS ca cbriacHo
LEHOBUTE MPELTOKEHHA H C€ HEM3MEHHA HacT OT JA0r0BOpA.

(3) TlporHosmara croifinoct Ha JoroBopa 3a Beska ofocobeHa MO3HIHS e
NOCOYEHA B [IEHOBOTO NPELIOKEHHE.

(4) Ilporrosuure KoMHMYECTBA, MOCOYEHH B [OKYMEHTALMATA 38 OOLIECTBEHA
nophHka He nopaxaar sanbrkenne 3a Bb3JIOKUTEISA na ru sakvin B nocouenns obem.

CPOKOBE M HAYMH HA ITJIAIIIAHE

Unen 2. CpoksT Ha HACTOANLHA A0TOBOP € 12 Mecela OT JaTtaTa Ha NOJNMHCBAHETO
my. JloroeopsT npoabimkasa AeHCTBHETO CH 0 CKITIOMBAHETO Ha JIOTOBOP € APYT HAMBIHATE]]
cie] NPOBeKIaHe Ha 0DIIeCTBEeHa MOPBYKA.

Hnen 3. Meauunncknte u3jenun me 6baar gocrassun or U3ITBJIHUTES ua
BBE3JIOXKHUTEIS B cpok mo 72 (cefiemieceT u aBa) uaca OT MOMEHTA Ha 3af4BABAHETO OT
CTPaHa HA BB3NOKHTESIH.

YUnen 4. Jemxumara Ha U3TBJIIHUTEIH CYMA M0 BCAKA OTAENHA JOCTABKA e
Osae nnarena or BL3JIOKWUTEIS no Gankopara emerka na M3ITBJIHUTES & cpok jio 60
(mectjeceT) KanenapHi JiHH ciel A3AaBaneTo Ha daxTypa ot M3ITBITHUTEILS.

HYnen 5. CpoxsT HAa TOAHOCT HA JOCTABAHUTE MENMIMHCKH M3NeTHS € He [o-
Maako ot 60 % o1 obiuara rogHOCT B MOMEHTA HA JOCTABKA.

M3ICTO HA M3II'LJIIHEHME U [TPEMMHABAHE HA COBCTBEHOCTTA

Unen 6. 3a mAcTO Ha JocTaBsHe Ha MEAMIMHCKHTE H3ACHMA ce onpejens
“MBAJI-Tobpuu™ AJl rp. oGpuy, yn. “Ilanaiior Xutos” Ne 24. 3peno .. bonHHYHA anTeka”,

Hnen 7. CoberseHocTTa BLPXY AOCTABAHATE MEIHIHHCKH H3JemHs I PHCKBT OT
MBJIHO HOH 9acTHYHO MM OOTHRaHEe OpemuHaa BepXY BB3TNOWMTEIY ot momenTa Ha
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NPHEMAHETOD HM HA MACTOTO Ha JOCTABAHE C NpHEMO-TIpEAaBATENCH NMPOTOKOI HWIH Apyr
PABHO3HAYMCH TOKYMENT.

[TPABA U 3ATBIDKEHWSA HA U3ITBJTHHUTEJ S

Hnen 8. (1) H3ITBIIHUTEIIAT e mirbwen pga cxkmodn  Jorosop 3a
NOMH3NBIHEHHE, Korato e o0dBWI B 3AABJIEHHETO CH 338 YYACTHE [ON3BAHETO HA
NOIHANBAHATEN. B Ccpok 10 3 nuuM OT CKIIOMBAHETO HA JIOTOBOP 33 MOJH3NLAHEHHE WIH Ha
AOMBHKTENHO COOpa3yMeHHE 73a 3aMAHA HA TOCOYEH B 3AfABJCHHETO MOAM3NBIAHHTEN
H3MBIHHTENAT M3Ipalla KONWE Ha J0roBOpa WM Ha JIONBAHHTENHOTO CHOpasyMeHHe Ha
BBIMOMCHTEIIS 34€/IHO C [I0KA3aTEACTBa, 9e ca W3IILJIHEHH YCIoBHATA Mo wi. 66, an. 2 u 11 ot
3011

(2) loauanLanuTeNHTe HAMAT NPaBO Ja NPEBL3NAraT €IHa WIH [OBeYe oT
AeHHOCTHTE, KOHTO Ca BK/IIOYEHH B NPEIMETA Ha A0TOBOPA 34 [10H3TBIHEHHE.

(3) HesaBHCHMO OT BBIMOKHOCTTA [1a C€ H3MOM3BAT MOAHITHIHHTENN,
OTrOBOPHOCTTA 34 H3NBJIHEHHE HA JOrOBOpa 3a odluecTreHa nopsuka ¢ Ha M3ITBJIHUTEJLS.

(4) BDBIJIOKMTEIAT HAma Ja u3BLPUIBA [HPEKTHH pA3NIAMAHAS  C
NOIM3NBIHHTENHTE

Hnen 9. U3ITBJIHUTEJIAT e anwiken fa gocTaBs MEIHIIMHCKH H3IEMTHA, KOUTO:

. orropapar na u3uckeaHuATa Ha 4. 82, an. 1 ot 3MU;

2. choTBETCTBAT HA W3McKBaHuATa Ha Jlupextiea na EBponeiickus napaament u
Cbaera va Espona 98/79 EC 3a MeanuMHCcKHTE cpeicTBa 3a AMartoctria (1VD) — camo 3a un
BHTPO JIHAMHOCTHYHH MEIHIHHCKH H3/1enud no cmuctia Ha § 1, 1. 12 ot JIP na 3MH.

3. OTroBapAT Ha WIMCKBAHHATA, NOCOYEHH B JOKYMEHTALIMSTa 3a obImecTBeHa
NOPBYKA.

Haen 10. UBITBJIHUTEJIAT B cpoka na JoroBopa e JUrkiKeH 1a HMa paspeleHue
MW  YIOCTOBEPEHHE 3a TBLPrOBHA HA €IP0 € MeJULHHCKH H3IeNUs, WI4NeHO OT
Wsmsnnutennns aupexrop va MAJl no pena na 3MH.

Hnen 11. M3ITBJIHUTEJAT B cpoka Ha JOroBopa e [UThKEH [a npuiara
NOAIBLPIKA CHCTeMa 3a yrnpasnenue Ha kavyectsoto EN ISO 9001 w/wnn EN 1SO 13485/13488,
WM eKBHBaneHTHA, ¢ oOxpar B o0macTra Ha NPOH3BOACTBOTO W/MIW TBPrOBHATA C
MEIHIHHCKH H3JEIHA.

HUnew 12. M3ITBJIHUTEJIAT e mnewen ga wsgane B cpok daktypa 3a
JOCTABEHUTE METHIIMHCKH H3JIEHA,

[TPABA M 3AJTBIDKEHUSA HA BB3JIOKUTEIS

Haen 13.(1) BB3JIOKWUTEIAT uma npaso ja NpoBepaBa KONHYECTBOTO HAa
BCAKA OT/IEJIHA 0CTABKA, KATO [IPH YCTAHOBABAHE HA HECHOTBETCTBHE € JUILIKEH J1a YBEIOMH
M3ITBITHHUTEJIA B cpok ot 24 uaca.

(2) Ilpm ycranossiBaHe Ha HECHOTBETCTBHE B KaueCcTBOTO HA [IOCTABEHHTE
menmuinckn witenns Bh3JIOKHUTEIAT e ansuen na ysegomu M3IMTBJIHUTENS & cpok
oT 24 uaca.

(3) HecborsercTBHETO HAa KOMHYECTBOTO M KA4YeCTBOTO CE€ YCTAHOBABA C
MPOTOKOJ, ChCTABEH OT KOMHCHA, ChCTaBEHA OT JUTLIKHOCTHHTE Jinia Ha Bh3JIOUTEILS.

(4) B enyuyait, ye UBITBJIHUTEJIAT B cpok Ao 24 uaca cnejl yBeIOMABAHETO 0
ail. | 0CrnopH NHCMEHO HECHOTBETCTBHETO Ha KAYECTBOTO, TOI MOJKE /a HCKa TPOBEPKaTa My
OT ybIHOMOLIeHa Jaloparopus, Ype3 B3eMaHe HA KOHTPOIHM 06pasuy oT JOCTABKATA, HIIH
4pe3 CPaBHABAHETO HA IOCTABCHHTE MEIMIMHCKH H3JIeMA C TPEACTABEHHTE MOCTPH,
OMHCAHHE HJIH CHHMKH NPH Y4acTHETO B ODIIECTBEHATA NOPLYKA.
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Hnen 14. Bb3JIOKHUTENST e nnssken aa sannatu YrOBOpeHaTa lieHa B pasMmepa,
MO HAYHHA H B CPOKA, ONPEICHeHH B HACTOALIMSA JI0TOBOP,

HEYCTOWMKH

HUnen 15.(1) INpu 3abasa na nocraska ot crpana na U3MTBJIHUTEJLS ¢ noseve ot
24 (apanecer u uerupu) uaca, BBH3JIOKWUTEIAT uma npaso aa NOJIyIH HeycToiiKa B
pasmep Ha 0.1 (nyna wsio, eana necera) Ha €TO OT CTOHHOCTTA Ha 3abaBeHaTa 1OCTABKA 3a
BCekH 24 uaca 3abapa.

(2) Npu ycraHosssare Ha HeCHOTBETCTRHE B KonHuecTroTo, M3TTHIIHUTEISAT e
AIBIKEH J1a IOCTABH JIHIICBALIOTO KOJIIMYECTBO NPH C/e/IBAIIATA JIOCTABKA, A ITPH MOHCKBAHE
ot cTpana Ha Bb3JIOXKHTEJLS & cpok ot 24 vaca. [Ipu HeHanbiHeHHe HA TOBA 3a/bKeHHe
BBINOAKUTEIIAT uma npaso na nonyum meycroiika B pasmep Ha 5 (nmeT) Ha ¢TO OT
CTOHHOCTTA Ha JTHIICEALIOTO KOMHYECTRO.

(3) Ilpu yeranopsasaune Ha HechoTBETCTRHE B Kauectsoto, M3ITHLJIHUTEINT e
JUTBIKEH Jla OCTaBH MEAHMUMHCKH H3JIeNNs C YTOBOPEHOTO KA4eCTBO NpH ClIeBallaTa
AoctaBka, a npu nowucksane ot cTpana Ha BB3JIOXKMTEIS 8 cpok or 24 uaca. [lpu
HEHSITBARCHHE Ha TOBA 3aibienne Bb3JIOKHUTEIAT uma npaso na nomyun neycroiika s
pasmep Ha 5 (MeT) Ha CTO OT CTOHHOCTTA Ha HeKAYEeCTBEHATA J0CTABKA.

(4) B cnywaure no anmmen 2 wu 3, axo M3ITBJIHUTENST e nocrasu
Aorosopenoro, BB3JIOXUTEIIAT uma npaso ja 3akyny HeoOXoaumuTe MY MEJIHIHHCKH
H3ACHA OT JIPYT NOCTABYHK, KATO Pa3iMKaTa MeiIy HeHaTa 1o J0roBopa H AelCTBHTENHO
3anjarcHara 1eHa e 3a cMerka na M3ITBJIHUTEJIA.

YUnen 16.(1) Ilpu orkas wa M3IBJIHUTEJIS na nmocrasu zassenute MY
MC/UMLMHCKH W3NENHs Win npu 3abasa nosede oT 48 (uwetwpumecer u ocem) uaca,
BB3JIOKHUTEIAT uma npaso aa sakymn HeobxomumuTe MY MEAHLHHCKH H3/IelHg OT Apyr
JIOCTABYHE,

(2) B cayuaute no npeaxoanata anunes pasmkara MEKIY [IEHATA 110 JOMOBOpa H
JeHCTBHTEIHO 3ariaTeHaTa lena e 3a emerka na U3IThJIHUTEILSL

Haen 17. BB3JIOKUTEILAT uma npaso Aa ucka obesiueTenne B mbieH pasmep
Ha BPCIHTE, KOHTO € NPETRPIA B Pe3yaTar Ha 3abaBeHaTa W/HIIH HeKaueCcTReHATA T0CTABKA.

YUnen 18. Ilpn 3abasa va nnamane ot crpana Ha BB3JIOXKHUTENA, nocnennnat
Absxn Ha M3ITBJIHUTEJLA neycroiika, B pasmep na 3aKkoHHaTa JHXBA.

Ynen 19. Ilpn npekparapane na JOTOBOPA MOpajii HEeH3NBJIHEHHE HA HAKOH OT
CTPAIHTE, BHHOBHATA CTPaHA [IbhIDKH Heycroiika B pasmep Ha 10 % (mecer Ha cto) or
NPOrHO3HATa CTOHOCT Ha I0rOBOpA.

Haen 20. Heycroiikure, ofe3merennaTa # HEHOBHTe pasiaHkH no un 16, an. 2
Morar Jia ObAaT yAbpiKaHH OT Besko aninkimo ma M3ITBJIHUTEIS mnamane.

[TPEKPATSBAHE HA JIOTOBOPA

Hnen 21. JlorosopeT ce npekparsna

I. ¢ u3TH4aHe Ha CpPoKa, 3a KOHTO e CKIOYEH, OCBeH B CIy4auTe mo un. 2, uap.
BTOPO.

2. IPH CHCTEMHO HEH3NBIHEHHE HA JOCTABKHTE MO KOMHUECTBO M/WIH Ka4ecTso
or crpata Ha W3ITBJIHUTEJIA. llon cucTeMHO HeM3mbjiHEHHe ce pasbupa Takosa,
W3BLPIICHH 1BA HiH TIOBCYE [TBTH B PAMKHTE Ha €/IHH KaleH/apeH Mecell, M TI0BeYe OT TpH
METH B PAMKHTE Ha CPOKa HA AOrOBOPA;

3. NpH CH3IABAHETO HA YCJOBHA 33 JOCTABKA HA MEIHIMHCKHTE H3AEIHA.
TpEAMET Ha ZIOr0BOpA. Cllel NPOBEKIAHETO HA ICHTPAIHIMPAHH SIEKTPOHHH THProBe,
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4, B cny4aii, e Obae mpoMeHeHa HOpPMaTHBHaTa ypeada, B pe3yiaTar Ha KOETO
OTNajHe HeoOX0AMMOCTTA OT JOCTABKATA HA MEJMUMHCKHTE M3JECANA, KOUTO Ca NPEAMET Ha
Aoroeopa,

5. TpH HEBB3MOXHOCT fJa C€ OCHIYPH (JHHAHCHpAHE 3a MW3IILJIHEHHETO Ha
nopbykata no npuuuHy, kouto BH3JIOHUTEIUIT ne e Morsa fa npeasuy.

JIPYTH YCJIOBMS

Unen 22, CrpaHuTe Mo A0TOBOPAa HE MOTAT [@ T0 H3MEHAT, OCBEH B Cly4auTe,
npensuaens 8 4. 116 or 3011

Unen 23. CrpanuTe 10 JOTOBOpA LIE PELIABAT BBIHHKHAIHTE [0 H3IBIHEHHETO
CMOPOBE 10 B3AHMHO CBITIACHE, @ AKO TOBA € HeBbIMOKHO, no pena Ha ['TIK npen ponoso
KOMIETEeHTHUAT bl B Ip. JoOpuy, OCBEH B CYYanTe, KOTATO NPETCHIMATA € NPEIiBEHa 10
pena Ha 3aI0BeAHOTO MPOH3BOACTBO.

Unen 24. 3a BCHYKH HEYPENEHH 10 HACTOSUIHA JOrOBOP BBIIPOCH IIE CE NPHIIAraT
pasnopeabure ua 3011, IMIT30I1, 3311 1 T3.

Ynen 25.(1) 3a panuaHM ajpecH 3a TpHEMaHe Ha CBOOINEHHA, CBBP3aHHM C
HACTOAMINS TOFOBOP CE CMATAT AllpecuTe, NMOCOUYEHH B HAYAIOTO HA NOr0BOpA.

(2) IIpu mpomsaHa Ha JaHHHTE N0 NPEAXOAHATA ANHHEHA, CHOTBETHATA CTpaHa €
JUTHKHA JI8 YBEOMH JIPYTaTa B TPHHEREH CPOK OT NPOMAHATA.

[lpr cuhcTaBAHEe HAa HACTOALIMAT [OMOBOP €@ MPEACTABHXA OT HIMbIHHTENA
CIENHHTE JOKYMEHTH 3a JI0Ka3BaHe JTHICATA HA OCHOBAHMA 34 OTCTPAHIBAHE W ChOTBETCTEHE
¢ KpuTepHHTe 3a noadop:

1. 3a obcroaTencreara no wi. 54, an. 1, 1. 1 ot 3011 - cBMaeTeNCTBO 32 CHANMOCT;

2. 3a obcrosrencreoro no 4n. 54, an. 1, 1. 3 or 3011 — ynocrosepenue 3a nunca
Ha MyGIHYHEH 3a0B/DKeHMS, W3JANEHO OT OPraHdTe M0 NpPHXOAMTE; YAOCTOBEPEHHE OT
O6umua rpag JoOpud 3a nunca Ha nyOnHYHH 3aABIKEHHA; YI0CTOBEPEHHE OT 00IIMHATA 110
CENANHIIETO Ha YYacTHHKA 34 JIMTICA Ha MyONHYHH 3a1bJKEHHS;

3. 3a obcrosrencTroTo no un. 54, an. 1, T. 6 - yAOCTOBEpPEHHE OT OpraHHTE Ha
Wanpnuurenua arenmns " nasHa HHCIEKHA 10 Tpyaa";

4. Ceprudmkar, yaoCcTOBEpABal] BHEAPEHA CHCTEMA 3a YIPABIEHHE HAa KAYECTBOTO
EN ISO 9001 w/unu EN ISO 13485/13488 w/unu exeupanenTHa, ¢ obxsar B ofnacrra Ha
NPOH3BOACTBOTO H/HIIH THProBHATA C MEANIHHCKA ANApaTypa;

5. Hexnapauua no wi. 59, an. 1, 1. 3, 868 Bp. ¢ 4n. 53, an. 2 or 3MHUII no
lamrbenKHTENHAA oOpasen [Tpunoxenne Ne 3 o1 obpasuuTe JOKYMEHTH Ha JOKYMEHTALHATA 3a
yyacTHe.

[MpunoixeHUs KbM J0TOBOpA:
1. LlenoBo npeanoxeHHe,;
2. Texuuuecko Npeuloxdenie 34 HAOkIHCHHE HA NOPEYEATA.

Hactosmuat norosop ce chCcTaBH B TPH eAHOOOpasHM exseMIuigpa, eame

WU3ITBJIHMTEILA u apa-3a-BBE3JIOXHUTEILA.
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lpwnosicerive Ne 2 - sadmincumenen ﬂﬁ:ﬁﬁﬁ'ﬂf// v
Ilpedemaan ce no ecaxa obocobena nosuus; 3a xoamo e nodasa oghepma

TEXHUYECKO HPEIJIOXKEHUE

Hoamucannar Jumursp Ankos HBanos, EI," = B Ka4ECTBOTO CH Ha Vnpasure; (M3nHcea
C€ ATb2KHOCTTa) Ha ,,Bera Memukan® EOOJ (u3nucea ce umeto ya YHaCTHHKA), CBC cenantine: 1404,
Codua, Gy, “Brarapus” Nol 09, Busnee uenrsp “Bepruro”, er.2, ouck 2.6-2.7, anipec ua ylpaBneune

1404, Codma, Gyn. “bearapus” Nel09, Busuec UeHTsp “Bepruro”, er.2, ofpucn 2.6:2.7 EMK
201090465

1. Ipencrapam odepra 3a yuacTHe o obocoBena nosmuums Ne 18 |

(Moas nocoueme HoMeEpa na obocobenama nosuyus, 3a koamo npedcmasnme o )

2. Nexnapupam CPOK Ha BANMAHOCT Ha Odeprara: 3 (Tpu) meceua or patar . KOATO €
NOCOYeHa 3a faTa Ha noJasaKe Ha oeprata,

3. Tpuemam CPpOKa Ha HIMBIHEHHE WHa nopbukaTa: 12 (1Bamagecer) mecema or
CIIIOYBAHETO Ha I0rOBOpa.

4. TIpuemam cpoka 3a nuamase: 1o 60 (mectaecer) KAJEHIADHE AHN OT HIBBPIIBAHETD
Ha 0CTaBKaTa M M3NaBaHeTO Ha thaxtypa ot namsnHKTENS,

5. Ilpuemam CPOKR Ha HocTaeka: go 72 (cenempecer n ABA) "waca ot mMomMenTa Ha
SAABABAHETO OT CTPAHA HA BHITOMHTENS.

6. Ipuemam cpoka Ha rogaoet: He Nno-maiko ot 60 % or obuwara roaxocr g MOMEHTa Ha
nocTaBka, _

7. Hexnapupam, ue cpm HAIpaBWT LICHOBH MNPEUIOKEHHA MO BeHuky HOMEHKIaTypH,
BENO4eHH B o0ocobenata nosmips (koraro oGocobenaTa nozuims BRILIOYBA HOMEHKNATYPH)

8. Tlpuemam na wsmnaHssay BCHYKH M3HCKBAHMA Ha BB3JIOKHTENA, MOCOYEHH B
obaBneHHeTo | AOKYMEHTAIHATA 33 yyacTHe, .

9. leknapupam curiacuero cu ¢ HIaY3HTE HA NPHIOKEHHUA NPoeKT Ha Joroeop.

10. B ciyuaii, ue 6uaa ONPeacneH 3a WInBAHHTEN Ha NopsMKaTa, ce 3a,£rwuxabam, npu
MOAMHCBAHETO HA JOroBopa 3a oBLiecTRena MOpBika, ha npeacTaBs akTyanuu Ill-jﬁymum

ETOTBHETO ¢

MIOCTABEHHTE KpHTEPUM 3a noaGop: ;

10.1. 3a ofictostencreara no 4n, 54, an. 1, 1. 1 or 3000 - CBHIETENCTRD 34 ChIAHMOCT,
H3081€HO B 6-MecedHMa cpok Ha BATHIHOCT NPeaH NpecTaBaHeTO;

10.2. 3a oBcrosrencraoro no un 54, an. 1, . 3 or 3001 - YOOCTOBEPEHHE 3a MHnca Ha
MyGNHYHK 3ambisKeHns, H3laieH0 OT opraHuTe mno NpHX0IHTE; ynocToBeperue ot OBuyna rpag
Hobpuy 3a munca wa MyOIMYHH 3ambibkeHns; YAoCToBepeHue ot ofwMHATa Mo cenum;{uem Ha
YHACTHHKA 38 NHICA Ha MyOnHYHK 3a0bIDKEHHS; |

10.3. 3a oberosrencreoro no L 54, an. 1, 1. 6 - YAOCTOBEpEHHE OT oprakikre ma
Hansaunrenna arenums "Iaspa HHCIEKLHA 10 Tpyaa”;

10.4. Ceprudusar, YAOCTOBEPABALL BHEAPEHA CHCTEMA 34 YNpasieHHe Ha KadecTpoTo EN
ISO 9001 wvunu EN ISO 13485/13488 winm CKBHBANIEHTHA, ¢ 00XBaT B ofnacTTa Ha NPOH3BOICTEOTC
WHIH THPIOBMATA ¢ MEAHIMHCKA anaparypa;

10.5. Nexnapauus mo wn. 59,an. 1, 1.3, BBB Bp.c 4. 53, an. 2 ot 3MHMII no SAMLIAHTENHY
obpaseu IMpunomenne No 3 or obpasumre foKymeHTH Ha AOKYMEHTALMATA 33 yuacTue, : %

Jadenescra: Yoocmosepenunma no mowy 10.2 u 10.3 mpabdsa da ca wsdadeny cr -» damama xa
| .

OMKPUGAHEMo Ha npoyed lpama. S
IMoanue ua NPEACTARMABAIIOTO JiHLLe 1 T :
AumuTep Shike a1
(Hme, ﬁamr?cr he_ iCT)
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Hpunoscenue Ne 2 — sjadvazcumenen obpazey
lpedcmass ce no 6caxa ofiocobena nosuyun, 3a xosmo te nodasa oghepma

TEXHUYECKO MNPEIIOKEHUE | &

Homnucanusr Humursp fukos Meaxos, ETH 3 ™ R KauecTBOTO cH Ha Yrpasn | (H3nmcea
Ce INLKHOCTTa) Ha ,,Bera Megukan®™ EOOJ (u3nucaa ce umerto na YHACTHHKA), OB cepanmue: 1404,
Codua, Gyn. “buarapus” Nel 09, Buanec Uentsp “Bepruro”, er.2, oducn 2.6-2.7, aipec na ynpasnenue

1404, Codms, Gyn. “Bbarapus” Nel09, Busnec LenTsp “Bepruro”, er2, oucu 2.6:2.7 EUK
201090465 '

1. Ipencrassm odepra 3a yuacTue no obocobena nosnmus Ne 33 ,

(Mona nocoveme HoMepa na obocobenama nosuyus, sa kosmo npedcmasame oghepmay)

2, Jexnapupam CPOK Ha BanuiHOCT Ha odeprata: 3 (rpu) meceua or AATATA, KOATO €
NOCO4eHa 34 1aTa Ha NojasaHe Ha otheprara,

3. Tlpuemam cpoka Ha u3MbBaHeHMe Had nopbukara: 12 (aBamagecer) mecema or
CKINOYBAHETO Ha AOTOBOpA.

4. Ipuemam cpoka 3a fnaiane: no 60 (meergecer) KAJeHIaPHN IHH OT H3BLDIUBAHETD
Ha I0CTABKATA H M3JIABAHETO Ha (AKTYPA OT HIMbIHHTENS,

3. Ilpremam cpoka Ha noctaska: A0 72 (cepmemuecer m gBa) uaca or MOMEHTa Ha
JAABABAHETO OT CTPAHA HA BHIJIOKUTE, '

6. ITpuemam cpoxa ma roaxoet: He no-mako ot 60 % or obwara rogsoct B MOMEHTa Ha
HOCTABKA,

7. Hexnapupam, ye cum HANpaBun LUCHOBH NMPEMIMKEHHS 10 BECHYKH HOM KNaTypH,
BEIIO4EHH B 000coGeHata noauips (koraro oSocobenata noamuus BKIIIOYBA HOMEHITATYPH)

8. Tlpuemam ma wampaussam BCHYKH MIMCKBAHWA HA BBANOMUTENS, Mo oueHH B
o0sENEHMETO 1 ADKYMEHTALIHATA 38 yuacTHe, |

9. lleknapupam chraacuero ci ¢ KIaY3HTe Ha NPHIOAKEHHA NPOEKT Ha lorosop, |

10. B cnywaii, ve Guaa ONpENencH 3a M3MBIHKTEN Ha MOPLHKATA, Ce 3aabuKaBaM, npy
NOAMHCBAHETO HA J0roBOpa 2a obumiecTsena NOpbYKa, na npeictass akTyanHu NOKYMEHTH
YAOCTOBEPABALIM JIHTICATA HA OCHOBAHKSA 2a OTCTpaHABAHE OT NPOLICAYPATA, KAKTO 1 CHOTR CTBHETO ¢
NOCTABEHHTE KPHTEPHH 32 moaGop:

10.1. 3a oBcrosrencreara no ux, 54, an. 1, 1. 1 or 3011 - CEHAETENICTED 34 crﬂmnm",
H3MANIEHO B 6-MECEHUA CPOK HR BATMIHOCT Npeny NpeAcTaBiHeTo; _

10.2. 3a oficrosrencreoro no ui. 54, an. 1, 7. 3 or 3011 - YAOCTOBEPEHHE 3a [IMrica Ha
myGnanumi SANBIUKECHHA, H3/IAICHO OT OpraHuTe No NpuxoauTe; ynocroseperue ot Obumma rpan
Hobpuy 3a nunca ua nyONMHYHH 3a1b/DxeHUA; YAOcTOBepeHHe oT obumMuHaTa no cena.rmrnm Ha
YHACTHHKA 38 JIHMCA Ha MyOAHYHK 3ANBIDHEHH, _

10.3. 3a ofcrosrencrsoro no wj. ,an 1, T 6 - YOOCTOBEPEHHE OT OpraHuTe Ha
Hamenuurenna aresmms "Tnasna HHCMEKUMA Mo Tpyaa"; l \

10.4. Cepruguxar, YIOCTOBEpARAL BHENPEHa CHCTEMA 3a YNPABNEHHE Ha Kadec #oT0 EN
ISO 9001 w/unu EN 1SO 13485/13488 /iy CKBHBANCHTHa, ¢ 00XBaT B 0BnacTTa Ha NpOH3IBOACTROTO
H/HIM TBPrOBHATA C MEHUMHCKa anaparypa;

10.5. Nexnapaima no un, 59,an. 1, 1.3, BBB Bp. ¢ 4. 53, an. 2 or 3MHI no JANBIRHTEIHHA
obpaseu [punonenne No 3 or ofpasuure T0KymMeHTH Ha AOKYMEHTALMATA 38 yuacTHe, . p

|
3afienearcra: Yoocmosepenuama no mowxu 10.2 u 10.3 mpRGea da ca wsdadeny cred ﬂmf'[rwna ﬂm‘

OmKpUsanemo na npoyedypama. )

Hoanue na NPEACTaBIABAILOTO IHLE H NeyaT
Humursp Slakoe Hr i
(mwme, GamtuHo u d. T)

%



