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norosor Wil

ﬂuec.,&:fﬁ,.zme ron. s rp. JloDpu4, Ha OCHOBAHHE "L 112 u cJi. OT 3aK0Ha 32
oBIIECTREHUTE MOPLYKH, C& CKITIO4H HACTOALIHAT T0rOBOP MEHILY:

"MHOTOITPO®UITHA BOJIHULIA 3A AKTH BHO JIEMEHUE-JIOBPHY" AJl
rp. Jlobpud, ¢he ceflanuiue | anpec Ha ynpassienne: rp. Jlobpud, yi. “Tlanaitor Xutos" 24,
ren.  (58/600160, daxe: 058/600414, e-mail: oblb{@bergon.net, EUK 124141302,
npeactasissaio oT JI-p Cretosap baiiues [Ilerpos — M3nbiHHTEICH Jupexrop Ha
JIPYKECTBOTO, HApHYaHa BB3JOKHTEI

"MHTEPTAJIEHMKA" OOJl, che cenamuuie B IP. [Tnopaue 4003, anpec Ha
yripaBjeHne: Y. "Hanpensk" 7, EMK 115258267, npencrapngsaHo o1 CumeoH Enes
Hukonos, onpeienet 3a u3mbiHATED C Pemenne Ne 11/ 01.04.2019 roa. Ha MannaHUTEnHHA
JHPEKTOpP HA BB3NOKMTENS, CIEl [POBE/ICHA npoueaypa 3a Bh3lArdHe Ha oD1eCTBEHA
mopkuka THN "OTKpHTa', C [MpEIMET: Jloctapka Ha MEIMIHHCKH H3IENHs, HapuHan
M3ITBLJIHUTEN

CrpanuTe ce CrOpazyMaxa 3a caeiHoTo.

MPEJMET HA JIO'OBOPA 1 LLEHH

Unen 1.(1) W3ITBJIIHHUTEIAT nocrass Ha Bh3IJIOKHUTEIS menuuuucknte
W3OeHA Mo CAEIHHTE obocoberH Mo3HIHH

To oBocobena mozumua Ne 5- PhKaBHIM JIATEKCOBH, HECTEPHIIHH, fes nyapa,
eCHN 34 claraHe, HEKLCIHBH H eJTACTHYHH, pasMEpH S. M, L XL - onakogka no 100 6p. win
npyra, 32 KOATO/KOHTO € ydacTsal B OTKpHTATa [polejypa 3a Bhijlarane Ha obiecTreda
NOpHLYKA.

(2) llennTe HA MEIMIMHCKUTE H3JENHA Ha W3IMIBJIHUTEILA ca ceriacHo
{eHOBHTE MPEUIOIKEHHA M ¢¢ HEHIMEHHA HacT 0T JNOTOROpPA.

(3) [porsossara cTOliHOCT Ha JOTOBOpA 33 BCIKA obocobena noszuuua €
[nocoYyeHa B [IEHOBOTO NPeUToKeHHE.

(4) TMporHo3HuTe KOMHYECTBA, MOCOUCHH B JIOKYMEHTalHsaTa 3a pOlIecTEEHA
ropbUKa He NOPaK/IAT 3albIKCHHE 32 BBIJIOUTEIIS aa ri 3aKyny B IIocouenus obem.

CPOKOBE M HAUMH HA TIJTAIIAHE

Unen 2. CpoksT Ha HACTOAUIAA A0TOBOP € 12 meceiia OT [araTa Ha NOANHCBAHETO
My. JIOrOBOPBT MPOILIKABA ACHCTBIETO CH JI0 CKIIIOMBAHETO Ha JOTOBOP C APYT H3Mh/IHHTE
c/le/t mpoBeskIaHe Ha ODIIECTREHA MOPEIKA.

Unen 3. MenuiMHCKHTE H3enHa e ObaaT A0oCTasdil 0T W3MTBJIHUTEILS na
Bb3JIOWHUTEILA B cpox mo 72 (cenemaecet nBa) vaca OT MOMEHTa Ha 3aABABAHETO OT
CTpaHa Ha BB3N0AHTEN.

Usen 4. Mumaumara na U3IThJIHWUTEJLA cyma no Besika oTAcana J0CTaBKa e
Goae nnatena ot Bh3JIOMKUTEILA no Gankosata CMETKA Ha M3ITBJTHUTEJLA B cpok 10 60
(LecT/ieceT) KaneHIapHy JIHH C/le[l H3/1aBaHeTo Ha daxrypa oT M3ITBJIHUTETA.

Upen 5. CpokLT HA TOAHOCT Ha JOCTABSHHTE MEIHLHHCKH H3ASMHA © HE [10-
sanko of 60 % ot 00L1aTa roJHOCT B MOMEHTA Ha I0CTABKA.

MSICTO HA M3ITBJIHEHHUE U TPEMHUHABAHE HA COBCTBEHOCTTA

Unen 6. 3a M#ACTO Ha JOCTABAHE HA MEIMUHMHCKHTE H3JCIHA Ce onpenens
“MBAJI-Jlo6puu” AJ rp. JoGput, yi. “ITanaiior Xutos” Ne 24, 3seno ,.bonHu4Ha anTeka’.

Unen 7. CoBCTBEHOCTTA BHPXY JOCTABAHHTE MEAHIHHCKH H3NCINA i PHEKBT oT
[BJIHO WJIH HacTHYHO MM NOTHBaHE NpPeMHHABA BBPXY BBH3INTOAKUTENS or momenTa Ha
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MpPHEMAHETO MM Ha MACTOTO HA JoCTaBdHE C HPHEMU—HPEJIE.EH.TEHEH MPOTOKOI HIK Opyr
PHBHEIEHE.‘-IEH JOKYMEHT.

TIPABA U 3AJTBJDKEHMS HA W3ITBJIHUTEJA

Upen 8. (1) M3IIBJIHMTEIAT e mnbiken ja  CRIOTH JOroBOp A
[OMMAMbIAHeHHe, Korato e 00fABHI B 3afABJICHHETO CH ia  yvacTHe TNON3BAHETO Ha
o AM3NBARKTEN. B CPOK [0 3 AHK OT CKMOYBAHETO HA JIOTOBOP 3a TMOAHINBIHCHHE HIH Ha
JOMBIHHTEAHO CIOPA3YMEHHE 33 3aMAHa Ha HOCOHCH B 3adBJCHHETO [OIH3NBIHHTE
WAMTBAHNTENST HATpalla KOTME Ha J0roBOpA HIH HA JONBAHKTENTHOTO CHOpa3yMEHHE Ha
BLANOKHTENA 3ae/IHO C JIOKA3aTeNncTsa, He ca WATHLIHEHH YCIOBHATA IO 4. 66, an. 2ull ot
30IL

(2) TMopM3nbLIHUTENNUTE HAMAT Npaso Jad NpeRL3NAraT eaHa WM noseue T
neliHOCTHTE, KOHTO ca BKIIOYEHH B NPE/IMETA Ha I0T0BOpA 34 [OIA3ITBIHEHHE,

(3) Heszapucumo 0T REIMOJKHOCTTAa Ja Cce€ H3Noa3ear MOAH3MBIHHTENH,
OTFOBOPHOCTTA 33 H3MBIHEHNE HA 10Tr0BOPA 34 ofmecTsena nopkuka e na M3IThJIHUTEILL.

(4) BDBIJIOKUTEJAT wmava za H3BLpUEd JMPEKTHH  pasniaiianus ¢
MOJH3NBIHHTEHTE

Ynen 9. U3ITBJIHUTESIST e urbiken fa A0CTABA MEAMIHHCKH H3/ICTHA, KOMTO:

|. OTrOBAPAT HA H3MCKBAHHATA HA 'L 82, an. 1 ot 3MH;

9 cnLOTBETCTEAT HA M3MCKBAHIATA HA JIMPEKTHBA HA Epponeiickus NapJaMedT H
Creera na Espona 98/79 EC 3a Me/IMITHHCKHTE CPEICTBA 34 anarnoctrka (1VD) — camo 3a uH
BHTPO JAHATHOCTHYHH MEIHIHHCKH H3e/IMd TI0 CMHCHIIA Ha §1,7. 1207 JIP Ha 3MHM.

3. oTroBapaT Ha WIMCKBAHHATA, MOCOHEHH B JIOKYMEHTALMATA 3a oDulecTBEHA
noph4Ka.

Unen 10, M3ITBITHUTEIST B cpoka Ha A0TOBOPA € JUTBAKCH 11a HMA pazpeiiesue
WM YIOCTOBEpeHME 33 THPIOBHA HA CApO © MEIMITHHCKH W3JeNns, H3JaJeHo oT
Wansauutennng aupextop Ha MAJL no pesa na IMH.

Yuen 11. U3ITBJIHATEJISIT B cpoka Ha J0rosopa € JUTbich 14 nmpusara
NOJUTBPYKA CHCTEMa 3a YIIPAB/ICHHE Ha KAYECTROTO EN ISO 9001 w/unn EN 1SO 13485/13488,
w/imi eKBHBanenTHa, ¢ oOxsar B obnacTra Ha NPOH3BOACTROTO H/WIH TBHProBUATa €
MeIHIHHCKH H3IeIus.

Ungen 12, M3IMIBIHUTENAT e mwibken fAa u3gane B CpOK daxTypa 3a
JIOCTABEHHTE MEIHITHHCKH H3JICTHA.

[TIPABA U 3AJIBIDKEHMS] HA BB3JIOKMTEILA

Wien 13.(1) BB3JIOKWUTEJIAT uma npaso na nposepiba KOJIHYECTBOTO Ha
BCSKA OTHENHA JOCTABKA, KATO IPH YCTAHOBABAHE HA HECHOTBETCTRHE € JUTBIKEH 114 YBEOMH
M3ITBJIHWUTEILA B cpok oT 24 uaca.

(2) Tlpu ycTaHoBsBaHE Ha HECLOTBETCTBHE B KAYECTBOTO Ha JIOCTABEHHTC
vemmmnekn u3aems BH3JIOKUTEIUAT e arbien 1a yBEAOMH W3ITLIIHUTETIA B cpok
ot 24 uaca.

(3) HechOTBETCTBHETO HA KOMHHECTBOTO H KAYeCTBOTO Ce YCTaHoBABA C
NPOTOKOI, CLCTABEH OT KOMHCHA, ChCTaBeHd OT surbanocTHITE i@ na Bh3JIOKWTEJLA.

(4) B cnyuait, 4e W3ITBJIHUTEJST 8 cpok no 24 baca cliefl yBEAOMABAHETO HO
an. | OCrOpH MHCMEHO HECHOTBETCTBHETO HA KAYECTBOTO, TOi MOJKE Ja MCKa [TpoBepKaTa My
OT yBHOMOLIERa JabopaTopHsl, Ypes BICMAHE Ha KOHTPOJIHE 00pasiy OT A0CTaRKaTa, Ml
gpe’ CpaBHABAHETO HA JOCTABEHHTE MEIHITHHCKH W3meauA ¢ [PeAcTaBeHHTe MOCTPH,
OIICANEE MM CHHMKH 1IPH YHACTHETO B 0DIIeCTEEHATA MOPhYKA.
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Upen 14. BH3JIOKUTEIIAT e urbiken f1a 3aIath yTOBOPEHATa LEHA B pasMepa,
110 HAUMHA H B CPOKA, OTIPE/IeNICHH B HACTOALIHA A0TOBOP.

HEYCTOMKH

Unen 15.(1) Mpu 3abasa #a 10CTaBKa 0T CTPAHA HA W3IMbJIHUTEJLA ¢ noseue o1
24 (mBajzeceT W HETHPH) Haca, BRBIIOKUTEIST uMa npaso Ja Moiydd Heyctoika B
pasmep Ha 0.1 (Hyna wsio, eiHa jleceTa) Ha ¢TO OT CTOMHOCTTA Ha jabaseHara A0CTaBKa 3a
Beeku 24 gaca 3aDasa.

(2) [Tpy ycTaHOBABANE HA HECHOTBETCTBHE B KOJIHHECTBOTO. M3MBJIHUTEILAT e
JUTKIKEH /13 OCTABH NHICBAIIOTO KOJIMYECTBO NMpH CieBalaTa [OCTABKA, & TPH MOHCKBaHE
OT CTpaHa Ha BDb3JIOKUTEIS B cpok oT 24 vaca. [1pn HeH3NLIHEHHE HA TOBA 3A/IBIDKCHHC
BBH3JIOKUTEIAT uma mnpaBo ja nmojy'H peycToiika B pasmep Ha 5 (ner) Ha CTO OT
CTOIHOCTTA Ha JUNCBAIIOTO KOIHHECTBO.

(3) Mpu ycranopsaBaHe Ha HeCLOTRETCTBHE B Ka4eCcTBOTO, WU3ITBJIHUTEJIAT e
JUThAEH [a JI0CTABM MEIMIMHCKH H3JE/HA C YTOBOPEHOTO KauecTBO MpH Cleasallara
jocTaBKA, @ MpH MOHMCKBaHe OT CTpaHa Ha BB3JIOKUTENS B cpok or 24 uaca. [lpu
HEH3MLIHEHHE HA TOBA 3abIIKEHHE BB3JIOKUTEISIT uma npaso jia nojy4i HeycToika B
pasmep Ha 5 (meT) Ha cTo oT CTOIHOCTTAa HA HEKaYeCTBEHATA 0CTABKA.

(4) B coydaure no ajiuhen 2 H 3. ako M3ITBJIHUTEIIAT we nocrasn
siorosoperoto, BB3JIOKUTEIAT nva npaso aa sakylin HeoDXoaMMHTE MY MeJHIIHHCKH
WaNenMa OT JAPYr IOCTABYHK, KATO Pas/KaTd MEKIY UEHATA 1O JIOroBOpa W JIEHCTBHTENHO
JanIaTeHATa [leHa e 3a CMeTKa Ha M3ITBJIHUTEJLA.

Unen 16.(1) Ilpy ortkaz Ha W3ITLIIHHUTENS na jnocTapH 3asBeHHTE MY
MEIHIMHCKH H3ienus Win npu 3abasa mnoseue OT 48 (4erwpujeceT M OceM) uaca,
BB3JTOKUTEISAT uma npaso Ja 3aKyH HeoOXOMHMHTE MY MEJAHIMHCKH H3JeIHs 0T ApYr
JIOCTaBUMEK.

(2) B coryyanTe M0 MPEAXOIHATA AIHHES PA3THKATA MERILY HeHara no JIoroBopa H
neficTRUTENHO 3aIlaTeHaTa 1eHa € 33 CMETKa Ha M3IThJIHUTEJLA.

Unen 17. BB3JIOKUTENSAT uma npaso 1a Heka 00e3MCTEHHE B [LICH PasMep
HA BPEJNTE, KOUTO € MPEThPIIAN B pe3y/ITaT Ha 1aDapenaTa v/ HeKauecTBEHATa J0CTaBKa.

Unen 18. Tpu 3abasa Ha nuailiane oT cTpada Ha BB3NTOXKUTEILA, nocneannar
semicn na U3ITBJTHUTEJLA neycrtoiika, B pasMep Ha 3aKOHHATA JHXEA.

Unen 19. [lpu npekparaBaHe Ha JI0rOBOpa NOpaad HEH3MBJIHCHHE Ha HAKOR OT
crpannTe, BHHOBHATA CTPAHA MIBJIHH HEyCcTOHKa B pasMep Ha 10 % (mecer Ha €TO) OT
NpOrHo3HATa CTOIHOCT Ha IOTOBOPA.

Unen 20. Heycroiikure, o0e3meTeHHATa W IEHOBHTE PasiHkH 10 un. 16, an. 2
MOTaT /ia OBIAT YABPKAHH OT BCAKO TBIDKHMO HA W3ITHJIHUTEJA nnamase.

MPEKPATABAHE HA JIOIOBOPA

Ynen 21. JloropopsT ce NpekpaTasa

|. ¢ W3THUYAHE HA CPOKA, 3a KOMTO € CKIIIOYeH, OCBEH B CIIyHaHTe no Hil. 2, u3p.
BTOPO.

2. IIpM CHCTEMHO HEH3MBJIHEHHE HA JOCTABKHTE 10 KOMWYECTBO H/WIM KauecTBO
or crpana na W3ITBJIHWUTEJIA. Ilox cueremno HeHamBJAHEHHE ce pa3ldupa TaKoBd,
W3IBLPIICHH IBA K MOBEUE [THTH B PAMKHTE Ha S/HH KaleRIapet MECetl, WM NoBeYe 0T TPH
NbTH B PAMKHTE HA CPOKA Ha [10r0BOpa;

3. npH CH3NABAHETO HA YCIOBHs 33 JOCTABKA HA MEIHLMHCIITE H3JIeTTHA,
Mpe,IMET Ha JI0TOBOpa ClIe/l POBENIAHETO Ha LeHTPATH3NPAHH SNEKTPOHHN THProBe.
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4. B ciyyait, e Obje NpoOMEHEHa HOPMATHBHATA ypenda, B PE3yITAT Ha KOCTO
OTNaARe HEOOXOAMMOCTTA OT J0CTABKATA Ha MEAHUMHCKHTE H3AENHA, KOUTO Ca [peaMeT Ha
JI0TOBOpA,;

5. NpH HEBBIMOKHOCT Jid Ce OCHIYpH (MHAHCHpAHE 3a WINBIHCHHETO Ha
nopeuKara no npuinkn, konto Bh3JIOKHTEIAT we e Moren na npeasna.

APYTHU VCIIOBUA

Ynen 22. CrpannTe mo JIOroBOpa HE MOFAT Ja IO W3MEHAT, OCBEH B CITyqauTe,
npensuaeH B 4n. 116 or 3011

Hnen 23. CtpanuTte no J0rosopa Lie peliaBaT BE3HHKHAIMTE N0 H3IILAHEHHETO
CIIOPOBE MO B3AHMHO CBHIJIACHE, & AKO TOBA € HEBBIMOMHO, 10 pena Ha ['TIK npen poaoro
KOMIIETEHTHHAT CBA B Ip. JloOpHu, oceeH B Cciy4anTe, KOTATO NPETEHLNATA € npeasseHa no
pe/ia Ha 3a10BeJHOTO [IPOH3BOACTRO,

Unen 24. 3a BCHUKH HeYpeAeHH [0 HACTOAIIHA JIOTOBOP BBIIPOCH IHE C& NpHIaraT
pasnopenbute xa 30T, [TI130I11, 33/1 1 T3.

HUnen 25.(1) 3a sanuium ajgpecu 3a [pUeMaHe HAa CLOGIICHHS, CBBP3aHl C
HACTOAMIMA JOrOBOP C& CMATAT A[PECHTE, MOCOUEHH B HAYAIOTO HA JA0r0BOpa.

(2) Ilpn npomsHa HAa DAHHUTE MO MPENXOMHATA AIHHEA, ChOTBETHATA CTpaHa e
MIBIKHA JIa YBEIOMH JIpYTaTa B TPH/IHEBEH CPOK OT NpOMAHATA.

[lpn cherapane Ha HACTOMUMAT [OTOBOP CE MNpPEACTABHXA OT M3MBIHUTEN
CNEJ[HHTE JOKYMEHTH 3a NOoKazBaHe JIMMCATa Ha OCHOBAHHA 38 OTCTpaAHABAHE H CHOTRETCTBHE
¢ KpHTEepHHTE 3a noadop:

1. 3a ofcrosarencrsara no un. 54, an. 1, 1. 1 ot 3011 - cBHAETENCTRD 32 ChAHMOCT;

2, 3a obcroarenctsoro no wi 54, an. 1, 1. 3 ot 3011 — YIAOCTOBEPEHME 34 JIMNCca
Ha OYONMYHH 3aMbIDKEHHs, W3HAJEHO OT OPraHuTE N0 [PHXOLHTE; YIOCTOBEPEHHE OT
OBuuina rpan Jlo6pud 3a junca va nyGau4H 3aTLIKEHUS: yAOcTOBEpeHHe oT obmmHaTa no
CEJIENHIIETD HA YHACTHHKA 38 JIUIICA Ha H}"ﬁHHT-IHH 380 BJIKEHNA,

3. 3a obcrosTencrsorTo mo un, 54, an, 1, 1. 6 - YAOCTOBEPEHHE OT OPraHHTe Ha
Msmbnnurenna arenuus "nasxa nrcnexuyms no tpyaa”;

4. Ceprudmkar, y10CTOBEPABALL BHEJPEHA CHCTEMA 34 YIIpaBJICcHHE Ha Ka4ecTBOTO
EN I30 9001 m/mm EN ISO 13485/13488 w/unu eksusaienTHa, ¢ 06XBaT B 0BJNACTTA HA
IPOHIBOJCTBOTO H/HIIH TBPTOBHATA C MEAHIHHCKA anapaTypa;

5. HAexnapamus mo un. 59, an. 1, 1. 3, 8BB Bp. ¢ wn 53, an. 2 or 3IMHUII no
JambIKATENHIA 00pasel IIpunoxenne Ne 3 ot obpasuure goxymMeHTH Ha JOKYMEHTauHATa 3a
YYacTHe.

lIpunosenns ksM gorosopa:
1. Llenoeo npennoxerue;
2. TexHHHECKO NpEAIOKEHHE 32 HATLIHEHHE HA NOPBYKATA,

Hactoamuar jorosop ce cueTasn B TpH elHoobpasHy eK3eMngpa, eauH 3a
WU3ITBJIHUTEJIA 1 aea 3a Bb3JIOMUTEILS.

BB3JIOIKUTET: ! M3ITBJIHUTEL:

| I

N
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k ) MHTEPT'AJIEHUKA OO

Mex. W 211 /19.12.2018
“Hurepranaauka” OO0
MnonaKe

Hpunoosicenue Ne 2 — sadvaxcumenen obpasey
/ Hpedemasa ce no scaka obocofena nOINKUA, 30 KOAMO ce nodasa odepma

TEXHHYECKO MNPEAJJOXEHHE

|l TMopnucannnt
Cumeon Enes Hukonon
C nocrosses agpes m. [nosave ya. | .
C auana kaprta N . HL oT MBP rp. IInosaus C EMH:
kadecTeOTo Mi Ha YTIPABWTEN, npencrasnasam dipma “Murepranenusa” OO cue ceganume u agpec
Ha ynpasnenue; rp. [aosmue, yu. “Hanpensx” Ne 7 snucan 8 ENexTPOHHMA THProOBCKH PETHCTHD HA
Oxpmen cua Inosaus ¢ EQH 1598030881 c pewenue Ne 4919/03.07.1998 r. no @.J] No 3088/1998 roa,
Mo omuca Ha ceitd e, ¢ JIHP 1165818543, BYJICTAT 115258267,

1. Ipencrassm odepra 3a yuacTne no obocobena nosuuus Ne 5 - Porasuun
JIATEKCOBH, HECTEDPHJIHI, oe3 nmyapa, JecHH 3a GIaradHe, HEKBCOIHBH H €IACTHHMHN,
pasmepn S, M, L XL - onakoska no 100 Op. mau gpyra

(Monn nocoueme womepa na obocobenama nosuyus, 3a koamo npedcmasame
oghepma)

2. JleknapupaM CpOK Ha BamiHJHOCT Ha oQeprarta: 3 (TpH) Mecela OT Jarata,
KOSITO € IOCOYEHA 3a JaTa Ha MojaBane Ha ojepTara.

3. TlpsemMaM cpoKa Ha H3MBIHEHHE HA Mophukara: 12 (ABaHageceT) Mecela ot
CEKJNOYBAHETO HA NOrOBOpPA.

4, Tlpuemam cpoxa 3a Iuamade: jgo 60 (uectaeceT) KajeHAApPHH AHH OT
H3RLPHIBAHETO HA JIOCTABKATA W H3/IaBaHeTo Ha (JAKTYPA OT H3NBIHHTEIA.

5. [lpuemam cpoxa Ha jocraska: [lo 72 (ceaemzecer H /Ba) 4aca OT MOMEHTA Ha
3a985BaHETO OT CTPAHA HA Bb3MOKHTEN,

6. Tlpuemam cpoka Ha roguoct: He mo-manko ot 60 % ot obwmara rogHoct B
MOMEHTA HAa JOCTaABKA.

7. JHexnapupaM, 4e CBM HanpaBHil LUCHOBH [MPEAIOKEHHS IO BCHYKH
HOMEHKIATYpH, BKmoueHH B obocobenara nosunua (korato obocobeHara nosuiMA BKIOYBA
HOMEHKIATYPH).

8. HE}HBMBM Ja H3INBEIHABAM BCHYKH H3IHCKBAHHA HA BBINOAHTENA, MOCOMEHH B
0O0SIBNIEHHETO M JOKYMEHTAIHATA 38 y4acTHe.

9. Ilexnapupam CHIJIACHETO CH C KJIAY3WTE HA NPHICIKEHHA NIPOEKT Ha J0TOBOp.

10. B ciyuait, ge Obaa onpejiene 3a H3NBIHHTEN HAa MOPBYKATA, C& 3a0B/IKABAM,
mpH MOANHCBAHETO Ha JOroBopa 3a o0mecTBeHa NOPBYKA, [A TpPEACTaBd AKTYAIHH
JMOKYMEHTH YOOCTOBCPABAIUH JHIICATA Ha OCHOBAHMA 38 QTCTpaHABaHE OT Hpﬂﬂﬁﬂ?pﬂTﬂ
KAKTO H CEOTBETCTEBHETD C IMOCTABEHHTE KPHTCPHH 38 Hﬂﬂﬁﬂp



10.1. 3a obcrosrencTeara no un. 54, an, 1, 1. 1 or 30I1 - cBugerencreo 3a
CBIHMOCT, H3TAACHO B O-MECEYHHA CPOK Ha BANM/HOCT IPEAH NPEICTaRIHETO;

10.2. 3a obcrostenctsoro no 4w 34, an. 1, T. 3 or 30II1 — yaocroBepenne 3a
JIMIICA Ha H}’EHH‘]HH Ja0LIHEHNA, H3NANEHO OT OpPradtTe 1o MPHXOOHTE; }'.EOUTDHEPEHHE oT
OOmmna rpan JloGpuy 3a nurica Ha myOmMdHE 3aABIKCHHA; YIOCTOBEPEHHE OT 00IIMHATA rm
CE/IENUINETO Ha YYacTHHKA 3a JIHNCA Ha TYOIHYHH 3a1bIIKEeHI;

10.3. 3a ofcToaTencTBoro no 4wi. 54, an. 1, 1. 6 - YIOCTOBEPEHHE OT OpraHuTe Ha
ManbnauTenHa areduus "I naBHa HHCHEKLUA 10 Tpyaa”,

10.4. Cepruduxar, ynocrosepspall BHeJpEHa CHCTEMa 3a YIpPABIEHHE Ha
kagecteoro EN ISO 9001 whumu EN ISO 13485/13488 w/unu exsusanentHa, ¢ oOxsar B
061acTTa Ha MPOU3BOJCTROTO M/HIIM THPrOBHATA ¢ MEIMIIMHCKA aNapaTypa;

10.5. Hexnapauun mo wi. 59, am. 1, T. 3, 8BB Bp. ¢ wn. 53, an. 2 or 3MHUII no
sagnikHTeNHIS o6pasen [Ipunoxenne Ne 3 ot obpasuuTe JOKYMEHTH Ha JOKYMEHTAIHATA 34
yHacTHe.

Jadenexcra: Voocmosepenuama no mouxy 10.2 w 103 ~<"ga da ca usdadenu
cred damama Ha OMKpUBanemao Ha npoyedypama.
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