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norosop Nads

ﬂﬁecs?ﬁé;.g.?t.zﬁlﬁi roj, B rp. [lo6puy, Ha ocHoBanue wi. 112 u ci. oT 3akoua 3a
061ECTBEHHTE OPBLYKH, CE CKIKOYN HACTOALIMAT JOrQBOD MEKIY:

"MHOTI'OITPOPHIIHA BOJIHMLIA 3A AKTUBHO JIEYEHWUE-JIOEPHY" All
rp. Hobpuy, cue cefamuiie u agpec Ha ynpasnenue: rp. Jo6puy, yi. “Tlanaiior Xutos" 24,
ten.  058/600160, daxe: 058/600414, e-mail; oblb@bergon.net, EWMK 124141302,
npeacrasifsado ot Jl-p Ceerosap Baiiues [lerpoB — MWanbauarenen Hupektop Ha
apy#ecteoro, HapuuaHa BB3JIOXKUTEI

"MEIWUTPENT" EOOJI, che cenanmie B rp. Bapna 9020, agpec na ynpasnenue
#.K. "Mnangoer” 150, Bx. 1, an. 7, EMK 103765736, npencrasnssano ot Hukonaii Benukon
JIAMHATPOB, afpec 3a KOPECIOHEHIINA: rp. Bapua yn. ,Mmuupen” 7, onpenmenen 3a
mnenanten ¢ Pemenne Ne 11/ 01.04.2019 rox. sa Msnsinmtennus mmpextop Ha
BBIIQKHTENA, CNEl NMpoBejeHa NpoLeaypa 3a Bbifnarane Ha obiECTBEHA MOpBYKA THI
"otkputa”, ¢ npeamer: JloctaBka Ha MEMUMHCKH M3nenus, Hapuuan U3IThJTHUTE]]

CrpannTe ce cnopasymsixa 3a ClIeIHOTO!

ITPEAMET HA JOTOBOPA M LIEHU

HYnen 1.(1) UBITBIIHUTEJIAT pmocrass ma BB3JIOKUTEIS meammmuckute
H3eaua 1o cneHnTe 00ocobeHH No3ULHK;

[To oBocobena nozmnma Ne 47- Pernerpupama XapTus, 3a xoaTo/KoMTO e
yHacTBajl B OTKPHTATA NPOLEAYpa 3a Bhanaraie Ha obIecTBena NophUKa.

(2) lenure na Mepuumnckure u3menus Ha M3ITBJIHMTEINS ca curiacho
LUSHOBHTE NPEJIOMeHHA M Ce HEHIMEHHA YacT OT OOroBOpda,

(3) TlporHosuata crofiHocT Ha moroBopa 3a Beaka oBocofeHa nosmms e
MoCo4YEeHa B LEHOROTO [NpeoiKeHne,

(4) IlporsosnuTe KoNM4eCTBA, MOCOYEHH B JOKYMEHTALMATA 3a OOIIECTBEHA
fNopeHKa He nopaxaar sansmkerne sa Bb3JIOXKHMTEIL na ru sakynu 8 nocouenus obem,

CPOKOBE M HAYMH HA ITJIALLJAHE

Hnen 2. CpoksT Ha HacTOAMUMA 10roBOp € 12 Mecena OT JaTaTa Ha NOATHCBAHETo
My. JloroBopsT npojtbiykasa AEHCTBHETO CH 10 CKJIIOMBAHETO HA JIOrOBOP € APYT U3NbJIHHTEN
CJle/l MpoBeXciate Ha oDIecTBeHa MopBYKa,

Unen 3. Meauuunckure n3genua we Gwuaar pocrasaan ot U3ITHIHUTENS ua
BBIIOKHMTEIA B cpok no 72 (ceaeMieceT u Ba) 4aca OT MOMEHTa Ha 3aiBABAHETO OT
CTpaHa Ha BB3II0AKHTEN.

Hner 4. [wmkumara na USITBJTHUTEJS cyma no BeAka oTaenua noctaska iue
Obae nnarena or B3JIOMKHUTEJILA no Ganxosara emerka va U3ITBJIHUTEILS & cpox j1o 60
(mectaecer) KaNeHAAPHH IHK Cref H3jaBaneTo Ha Gaktypa ot M3TTBJIHUTEJIS.

Hnen 5. CpoksT Ha rOAHOCT HA JOCTABAHMTE MEJMUMHCKH HIIENHA € He 1o-
manko ot 60 % ot obiwaTa roJIHOCT B MOMEHTA Ha JI0CTABKA,

MACTO HA M3ITBJIHEHME M ITPEMUHABAHE HA COBCTBEHOCTTA

Hnen 6. 3a mscro Ha JOCTaBAHE HA MEJHLMHCKHTE H3JEMHS ce onpeznes
“MBAJI-o6pay” AJL rp. loGpuy, yn. “Ianaitor XuTos” Ne 24, 3seno , Bonmunyna antexa”.

Hnen 7. CobereHocTTa BEPXY J0CTABAHUTE MeIHUHHCKH HAIENUsS H PHOKET OT
OBJIHO HIH YaCTHYHO WM TNOrHBaHe npemuHaBa Bupxy BB3JIOKUTEIS ot momelta na

NpHEMAHETO HM Ha MACTOTO HA JOCTaBAHE C OpHeMO-nIpenasaTelIed OpoTOKON HIH N
PARHGIHAYMEH JOKYMEHT.
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[MPABA M 3ABJDKEHWA HA U3ITBJIHUTETLS

YUnen 8. (1) HM3IIBJIHMTEJLAT e anekedn [ga CKIOMH  ZI0TOBOp 34
NOAX3NBAHCHHE, KOrato ¢ O00ABHMN B 3adBICHHCTO CH 3@ Y4acTHE [QJI3BAHETO Ha
MOAM3NBIHKTEN. B Cpok 10 3 AHM OT CKIIOYBAHETO Ha JIOFOBOP 3& [OAM3NLIHEHHE HIH Ha
JIONBAHATEIHO CHNOPA3yMEHHE 3a 3aMAHA HA MOCOYEH B 3AABIACHHETO MOAHITBIHWTEN
H3MBIHUTENAT H3Mpallla KOMHE HA JOTOBOPA WM HA JONBLIAHMTENHOTO CHOpA3yMEHHE Ha
BB3IJIOIKHTENS 3aeIHO ¢ JOKA3ATENICTBA, Ye ca M3MBIHeHH YCIoBHATA 110 4. 66, an. 2w 11 or
30I1.

(2) Toau3neaHATENHTE HAMAT TNpPABO Oa MPEBB3NATAT €4Ha MM [0BEYE OT
JIefiHOCTHTE, KOHTO Ca BKIIKOYEHH B [IPE/META Ha JJOTOBOPA 34 NOJH3NB/IHEHHE.

(3) HezaBucHMO OT BBIMOKHOCTTA [ C€ H3NON3BAT MOAW3NBIHHTENH,
OTFOBOPHOCTTA 38 H3NBAHEHHE Ha Joroeopa 3a obiecTeeHa nopeyka e va U3ITbJIHUTETIA,

(4) BB3JIOXKHWUTEJIAT wsama sa M3BbPLIBA  JMPEKTHH pasUiallaiug ¢
AOJH3NBIHHTEIHTE

Ynen 9. U3ITBJIIHHUTENAT e ankikeH oa 00CTABA MEAHLMHCKH H3IENHA, KOUTO!

1. OTrOBApAT Ha H3UCKBAHUATA Ha wi. 82, an. 1 ot 3MH;

2. crOTBETCTBAT Ha M3HCKBaHMATA Ha JlupexTHBa Ha ERponelickus napiamesT u
Coneera Ha Espona 98/79 EC 3a meauuuuckure cpeicTsa 3a quartoctika (IVD) — camo 3a vl
BHTPO JHATHOCTHYHH MEIHILMHCKH H3/1eaua 1o cMuceaa Ha § 1, 7. 12 ot JIP na 3MH.

3. OTroBapAT Ha HM3HCKBAHHATA, [IOCOYEHH B JOKYMEHTALMATa 3a obuiecTBeHa
nopb4Ka.

Hnen 10. H3ITBJIHHUTEJIAT B cpoka Ha 10roBopa € JUIbKEeH J1a HMa paspelieHne
HIH YOOCTOBEPEHHE 3a TBHProBHA HAa €Ip0 ¢ MEAHUMHCKH M3OenuA, H3A4JeH0 OoT
Manbnuurenaua qupexrop Ha MAJI no pena na 3MHL

Unen 11, M3ITBJIHUTEJAT B cpoka Ha N0OroBopa € JUTBKEH Jla NpHIara w
NoANLPIKA CHCTEMA 3a yripasiaeHHe Ha kadectsoro EN ISO 9001 u/unu EN ISO 13485/13488,
H/MIH eKBHBajieHTHA, ¢ oOXxBar B o0nacTTa Ha NPOH3BOACTBOTO W/HWJIM TLPrOBHATA ¢
MEQULIMHCKH H3JeNHsA,

Unen 12. M3ITBJIHUTENAT e mnwken na wsgane B cpok haktypa 3a
JIOCTABEHHTE MEIHIIHHCKH H3JCIHA.

[MPABA U 3AIBJDKEHWUA HA BB3JIOKUWUTEISA

Unen 13.(1) BB3JIOKUTEIST mma mpaso ja MpOBEPABA KOMHYECTBOTO HA
BCAKA OT/IENHA JOCTABKA, KATO NPH YCTAHOBABAHE HA HECHLOTBETCTBHE € [UIL)KeH [Ja YBEIOMH
W3ITBJTHUTEJISA B cpok oT 24 uaca.

(2) Ilpu ycraHoBABaHE HA HECLOTBETCTBHE B KAYECTBOTO HA J[OCTABEHHTE
meanuntckd uafenus Bb3JIOXKHUTEIAT e pnexen na ysemomu HM3ITBJIHMTEJIIA B cpox
ot 24 yaca.

(3) HecwvoTserTcTBHETO Ha KOMHYECTEOTO H KayecTBOTO C€ YCTAHOBABA ¢
NPOTOKO, CBCTABEH OT KOMHCHS, CLCTABEHA OT JUThKHOCTHHTE nuua Ha BB3JIOMMUTEIA.

(4) B cnyuaii, we U3ITBJIHUTEJIAT B cpox mo 24 yaca ciiel YBEIOMABAHETO 110
an. | ocnopH MHCMEHO HECHOTBETCTBHETO HA KAYECTBOTO, TOH MOMKE J1a MCKa NpOBepKaTa My
OT ynbiHoMoOLIeHa naGopaTopsl, Ype3 B3eMaHe HA KOHTPOIHH 0Dpas3lM oT JOCTABKATA, HIH
upes CPABHABAHETO HA [OCTABEHHTE MEIMIHHCKH M3JIENHMA C MNPEJICTABEHHTE MOCTPH,
OTIHCAHHE MITH CHHMKH [IPH Y4YACTHETD B 00LIECTBEHATA NOPELYKA, \

Unen 14, Bb3NIOXKHWUTEIIAT e surbien 1a 3ariaTti yrOBOPEHATA [IEHA B kﬁ;me;}a‘,
N0 Ha4YWHa ¥ B CPOKA, ONpeie/ieHy B HACTOALIHA JOT0BOP. 3
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HEYCTOMKH

Hnen 15.(1) Ipu 3abasa Ha goctaska ot crpana Ha M3ITbJIHUTEIS ¢ nopeye ot
24 (apanecet u ucrupu) waca, BBIJIOMKHUTEJIAT nma npaso ma nomyun HeycToiika B
pasmep Ha 0.1 (Hyna uano, efua fieceta) Ha CTO OT CTOHHOCTTA Ha 3a0aBeHATA J0CTABKA 34
Beeicn 24 Haca 3abaga.

(2) Ilpu ycraHOBsABAHE HA HECHOTEETCTEHE B KomuecTsoto, M3IThJIHUTEJIAT e
JUTBIKEH 112 OCTaBH JIMICBAIIOTO KONHYECTBO MpPH CleBallaTa IOCTARKE, a pH NoUCKBaHe
ot c¢rpaa Ha Bb3JIOMKHTEJLA B cpox or 24 uaca. [lpu HEH3N'bJHEHHE Ha TOBA 3a/BIKEHHE
BBIIOKHTENAT uma npaso na nomyun Heycroiika B pasMep Ha 5 (ner) Ha cro ot
CTOHHOCTTA HA NIMICBALIOTO KOJIHYECTRO,

(3) [lpn ycranossisane Ha HeCHOTBETCTBHE B KadectBoto, M3ITHJIHUTEIST e
INBEHEH Oa J0CTABH MeNHUIMHCEH H3IOenwsd o Y¥IOBOPEHOTO KAYECTBO MpH CclaeaBalmaTta
nocraska, a npH noucksawe or crpana Ha BB3JIOKHTEIS s cpok or 24 waca. [lpu
HEeH3NbIHeHHe Ha ToBa 3agbnkeHne BB3JIOKUTEIIST uma npaso aa nonyuu Heycrofika B
pasmep Ha 5 (eT) Ha CTO OT CTOHHOCTTA HAa HeKaYeCTBEHATA IOCTABKA.

(4) B cnywaure no ammmen 2 u 3, ako H3ITBJIHHUTENST ue aocrasu
norosopenoro, BB3JIOKUTEJIAT uma mpaBo na 3akyn HeoOXOMMMHTE MY MEIHIHMHCKH
H3OEIHA OT ApYyr JOCTaB4YHK, KAro paziHKaTa MEHIy LeHaTta [o AOToBOpa H JefCTBHTEIHO
3AMIaTeHarTa LeHa e 3a cmetka Ha M3ITBJIHUTEJLA.

Hnen 16.(1) Ilpu orkas wa M3ITBJIHWUTEJISA na nocrasm 3asBeHute My
MEIMUHHCKH H3lenus Wiu npn 3abasa nosede ot 48 (4eTHpuieceT W ocem) uaca,
BBITOXHTEILAT uma npaso aa 3akynu HeoOXOAMMHATE MY MeHILHHCKY W3ENNA OT apyr
JOCTABHHK.

(2) B ciyyaute no npeaxojHaTa aMHes PasIHkaTa MELY LIeHaTa 10 JOroBOpa H
AcCTBHTE/THO 3amlaTeHara lieHa e 3a cmerka na M3ITHJIHUTEJLSL.

Yaen 17. BB3JIOJKUTEJAT uva npaso na ncka ofe3lieTenne B rbicH pasmep
Ha BPE/IHTE, KOHTO € NPeThpnsi B pe3yarar Ha 3abaBeHaTa /MM HEKAYeCTREHATA N0CTABKA.

Hnen 18. Ilpu 3abasa na nnamane ot crpada Ha Bb3JIOKUTEILS, nocneanuar
nwemxn Ha M3ITBJIHUTEJLA Heyeroiika, B pasMep Ha 3aKoHHATA JIMXBA.

Unen 19. [Ipn npexparsBalie Ha J0TOBOpa NMOPAJH HEH3MLIHEHHE HA HAKOS OT
CTPAHHTE, BHHOBHATA CTpaHa ABIDKH Heycroiika B pasmep Ha 10 % (mecer ma cro) ot
NPOrHO3HATA CTOHHOCT Ha JIOrOBOp4.

Unen 20. Heycroiikute, obe3lieTeHUATa H LEHOBHTE pasfiuK{ no yn. 16, an. 2
MOTAT Ja ObaaT yabpikaHH oT Beako abimkumMo Ha U3ITbJIHUTES nnamane.

[TPEKPATABAHE HA IOT'OBOPA

Hnen 21, lorosopsT ce npexparasa

l. ¢ usTHyane Ha cpoka, 3a KOHTO € CKIIOYEH, OCBEH B CIYHAHTE Mo ul. 2, Hip.
BTOpO.

2, NpH CHCTEMHO HEH3N'b/HEHHE Ha JIOCTABKHTE 110 KONHYECTBO W/WIM KAYECTBO
or crpaHa Ha M3ITBJIHMTEJIA. Tlon cucreMHO HeusmbiHeHMe ce pasOupa Takoma,
H3BLPLIEHH IBA HITH [IOBEYE ITbTH B PAMKHTE HA €JIHH KAJeHIapeH MECeLl, HIIH [0BEYE 0T TPH
IBTH B PAMKHTE Ha CPOKA Ha J0roBopa;

3. OpH CL3JABAHETO HA YCJIOBHA 3a JOCTABKA HA MEOMIHMHCKHTE H3IEIHH
MPEAMET HA IOTOBOPA CJIe/l MPOBEXKIAHETO HA HEHTPATHIUPAHH E/ICKTPOHHH ThProse

4. B cnywyail, ye ObIe npoMeHeHa HOPMATHBHATA ypenba, B Pe3ynaTaT HA Koeto
OTHAJHE HEOOXOAHMOCTTA OT JNOCTABKATA HA MEAMIMHCKHTE H3ZE/Hs, KOHTO Ca MpeaMeT F -
IOrOBOpa;

]
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5. NpH HEBB3MOMHOCT 18 CE OCHIYPH (MHAHCHPAHE 38 M3NLIHEHHETO HA
nepeyKara no npuynad, konto Bh3JIOKUTEIAT ne e morsn aa npeasumm,

JIPYTY YCJIOBUSA

Unen 22. Crpanute mo JI0roBopa He MOTaT Aa ro M3MEHST, OCBEH B CYUaHTE,
npeasuaeHH B yn. 116 or 3011

Hnen 23. CrpanuTte 10 A0roBopa LIE PElIABAT BL3HHKHAIHTE 110 M3ITbAHEHHETO
CIOPOBE 110 B3AHMHO CBIVIACHE, & 4KO TOBA € HEBB3MOKHO, Mo pena Ha I'TIK npen ponoso
KOMOETEHTHHAT ¢bA B rp. [lobpuy, ocsen B ciryyauTe, KOrato NpeTeHIHATA € NpeasBeHa 1o
Peii Ha 3aNOBEIHOTO MPOU3BOLCTEO.

Unen 24. 3a BCHYKH HeypeIeHH 10 HACTOALINA JOTOBOP BEAPOCH LIE Ce NpUaraT
pasniopentute wa 30I1, [TI130I1, 3311 u T3.

Hnen 25.(1) 3a panuiuu angpecd 3a OpHEMaHe Ha ChOOIIEHMH, CBLPIAHH C
HACTOALLHA JOrOBOP C& CMATAT JIPECHTE, I0COYEHH B HAYAIOTO Ha JI0roBopa.

(2) Tlpu npomsHa Ha AaHHWTE MO NPENXOAHATA ATHHESH, ChOTBETHATA CTpaHa €
IUTBKHA /13 YBEJOMH JIPYraTa B TPHIHEBCH CPOK OT NpoMsAHATA.

HPH ChHCTABAHE HA HACTOMUIHMHAT AOroBop CE MNpelicCTaBHXa OT HANBIHHTENA
CHASJHHTE JOKYMCHTH 3a [IOKaQ3BaHEe JHUMNCATA HA OCHOBAHHA 34 OTCTpaHABAHE H CBOTBETCTBHE
¢ KpuTepuuTe 3a noadop:

1. 3a obcroarencrsara no uwi. 54, an. 1, 1. | ot 3011 - cBHaeTencTBO 3a CEIMMOCT,

2, 3a obecrositencreoTo mo i 54, an. 1, 1. 3 ot 3011 - YJOCTOBEpeHHe 34 JIHca
Ha nyONMYHM 38[B/DKEHMS, HITANeHO OT OpPraHHTE M0 NPHUXOMMTE; VIOCTOBEpEHHE OT
O6umna rpajx [loOpuy 3a munca Ha ny6nu4HK 3a0bIKEHAS; YA0CTOBEPERne oT 0GIIHHATA N0
CEAANMLIETO Ha YYACTHHKA 32 IMINca Ha nyOIHYHH 3a0LKeHHA;

3. 3a ofcroaTencTBoTo No ui. 54, an. 1, T. 6 - YJA0CTOBEPEHHE OT OpraHHTe Ha
Maneannrenta arennus "[naBHa HHCnekuus no Tpyaa';

4. Cepruuxar, ynocTobepsasalll BHeJIPEHa CHCTEMA 3a YITPABICHHE HA KAYECTROTO
EN ISO 9001 whumu EN ISO 13485/13488 w/unu exsupanentna, ¢ o6xBar B 061acTta Ha
OpPOH3IBOACTBOTO HH'IHJ'.IH ThEProBHATA C MEAHIIHHCKA ﬂ]'IE.[.‘.IH.T}"]Ja;

5. Hexnapauns mo un, 59, an. 1, T. 3, BBB Bp. ¢ un. 53, an. 2 or 3MHUII no
3anbuKHTenHuA 00pasen [Tpuinoxenue Ne 3 oT o6pasiinTe IOKYMEHTH Ha JIOKYMEHTALKHATA 3a
YUACTHE.

[Tpunoxenns KeM forosopa:
1. llenoso npejuiomenne;

2. TexHHYECKO MPeVIONKEHHE 38 H3NBIHEHHE HA NOPLYKATA,

HacTosmuaT norosop ce chetaBM B TpH efHOOOpAsHM e€K3IeMIUIApa, €AHH 3a
U3ITBJIHUTEJIS u nsa 3a Bb3JIOXKUTEJLS.

E'B3JIOKHUTEIL: o U3ITBJIHUTEITL
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Hpunoscenue Ne 2 - sadwancumenen obpazey
Ipe "7 ce no écaxa obocobena nozunua, 3a Koamo ce nodasa othepma

TEXHHYECKO NPEJAJOXKEHHUE

-~

Mo dusr Huxonait Benuon Jumutpos, ETH - KauecTBOTO CH
Ha Ynpasuten (usnucea ce dnvoicnocmma) na MEJIMTPEN]T EOOJT (usnucea ce umemo na

yuacmuuka), cue cepanuine: Bapua, anpec na ynpasnesue rp. Bapua, yn. Umanpen Ne 7
EHK 103765736,

]

L. Tlpenicranam odepra 3a yuactre no obocobena nosunua Ne 47

Mons nocoueme nomepa na obocobenama ROZUWUA, 30 KOAMO npedcmasame
oghepma)

2. JleknapupaM cpok Ha BaNHAHOCT Ha odeprara: 3 (rpu) mecena ot narara,
KOATO © NoCO4EeHa 3a JlaTa Ha Nojlapae Ha odeprarTa.

3. lpueMam cpoka Ha M3NLIHEHHe HAa nopkykara: 12 (npanapecer) mecema ot
CKJLIOYBAHETO Ha JIOTOBOpA.

4. Ilpwemam cpoka 3a miamawe: mo 60 (mectmecer) karemmapHH amm oT
H3BLPIIBAHCTO HA J0CTABKATA W M3/IABAHETO Ha (DAKTYDA OT MIMBIHHTEILs,

5. Tlpuemam cpoxa Ha mocrania: Ho 72 (cememnuecer u mra) uaca oT MoMeHTa Ha
JAIBABAHETO OT CTPAHA HA BRAMOMHTENS.

6. Ilpuemam cpoxa ma rogmoct: He no-masiko or 60 % oT obmara rogsocT B
MOMEHTA Ha JOCTARKA,

7. [lexnapupam, ue cum HANPDABHII  LIEHOBH TMpPEUIOMEHHA MO BCHYKH
HOMCHKIATYpH, BKIIOUeHu B 06ocobenara nosmmus (Korato obocobenata NO3MIHA BKMOYBa
HOMEHKJIATYPH).

8. IlpueMas [1a MANEAHABAM BCHYKM MAMCKBAHMS Ha BRINOKHTENA, MOCOYEHH B
00ABIEHHETO | JOKYMEHTALHATA 38 y4acTue,

9. lleknapupam chriiacueTo o ¢ Kiaysute Ha NPHIOKEHHA POEKT Ha JOrOBOP.

10. B cnyugait, 4e Gnaa OIPEACTEH 3a HAMBIHUTEN HA OPRYKATA. Ce IANBITKABAM,
HpH NOMNHCBAHETO HA JOroBopa 3a obmecTBEHAa NOpBuUKa, ja NPEACTaBs aKTYalHH
AOKYMEHTH YNOCTOBEDABAIIH JHIICATA HA OCHOBAHMS 3a OTCTpaHABAHE OT NpoHeypara,
KAKTO H CHOTBETCTBHETO C MIOCTABEHHTE KPHTEPHH 3a 0AGOp:

10.1. 3a ofcrostencreata mo wui. 34, an. 1, 1. 1 ot 3011 - ceuameTencTEO 3a
CBIHMOCT, H3/I41IEHO B 6-MECEUHHN CPOK HA BATHHOCT [penn NpencTassaHeTo;

10.2. 3a oberosrencrsoro mo wn. 54, an. 1, 1. 3 or 301 — YIOCTOBEPEHHE 34
JHICA Ha NYDNHYHHE 3a0bIKEHAS, HAAAIEHO OT OpPT4HHTE IO NPHXOMAHTE; YA0CTOBEPEHHE OT
Obumna rpan Jobpud 3a mimca na IYONHYHY 3aTBIKEHIA; YI0CTOBEpEeHIE OT oBMIHHATA 116
CENATHIIETO HA YYACTHHKA 38 ITHIICA Ha MyBIHYHHK 38bIKeHMS;

10.3. 3a oficrostencrroto o un. 54, an. I, T. 6 - y1ocToBepenue ot OpraHuTE Ha
Mansaumrenna arennus "I asra uHcnexuus no Tpyna'";

104, Ceprudmnxar, YAOCTOBEPSBANL BHEAPEHA CHCTEMA 3a YNpaRNeHWe H
kauectsoro EN ISO 9001 wums EN ISO 13485/13488 w/wm CKBHBAIIEHTHA, C 0DXBAT
obnacTra Ha NPOM3BOACTEOTO H/MIH TBPrOBHATA ¢ MEANIHHCKA anapaTypa;

S
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10.5. Hexnapauus no g, 59, an, 1, T. 3. BBB Bp. ¢ un. 53, an. 2 or 3MUII no

lanvrHTenHug obpasen INpunomenue No 3 ot obpasunTe D0KyMeHTH Ha JOKYMEHTANHATA 38
yyactue.

3abenesicka: Yoocmosepenusma no mouxy 10.2 u 103 mpabea da ca uzdadeny
Cied damama na omkpusanemo na npoyedypama.
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