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Cpok 3a 3nLIHEeHHE:

! | 2 Mecena

Ilporunosna croiinoct na

nopwukara s 1s. 6e3 JJ1C: 712 300

Mzugano o1 Hatmonaiuus 0woKeT

4

Hansno unn wactuuno cse cpeacrea ot EC
Jpyro:
Haii-nucka nena

(Punancupane:

KpuTepuii 3a BL3narate Ha

Hugo Ha pasxomure
NopLUKAaTa.

ONTHMAIHO CLOTHOILIEHHE KadecTro/eHa

LOX| O

Komenmapu u opyeu denescku:

PASIAEJ 11
[Mposepenn foKYMeHTH

[Ipoeepkara oOXBalla CAEHATE TOKYMEHTH:
I, TlpoekTa Ha peleHHe 3a OTKPHBAHE HA NpOLEAypaTa;
2. [lpoexra Ha 00aB/EHNE, C KOETO CE ONOBECTABA OTKPHBAHETO Ha MPOLELYPaTa;

3. Ilpoekta na rexuuyecka cnenudukatms. S |
|
Beuukn I0KYMEHTH, NO/IeKaIIN Ha KOHTPoIL, ca nonyuenu B AOT] Ha [] He

T

Bewukn  A0kyMeHTH, NOMNEKAINM HA KOHTPOJ, C€a W3NPATEHH 10 o2 [ He
TMpeRHACHUSA pejl _ _ [ == ]
[lposepkara na mpoekra va TexHMdeckaTa cnelnUKAIIA € HIBBLPIIEHA Kaa [ He
OT BBHIIEH excnept o 4. 232a 3011

Kovenwmapu u opyeu Genexciu:

PA3JIEJL 111
PesyaraTn ot nposeprara na AOII

[11.1) lpoexT na pemenne 3a 0TKPUBAHE HA NPOIEIYPATA

Kowcmamauu u npenopuiu;

B mnpoekra Ha pewienue He € nOCOMEH HIACHTH(HKALMOHEH HOMED Ha
peructpaunonnara qopma o1 Cuctemara 3a ciayuaed wsbop. [lpenopwumame 1ipu
OTKPHBAHE Ha npoueypaTta MHQOpMALMATa /1a ce J0IBJAHN B OJETO.

1I1.2) ITpoexT na obapsaenne 3a oduecTsena NOpLYKa

Ounucanne

Koucmamayuu u npenopoit:

B none 11.2.4) na obocobena nosuums | e nocouena obuia undopmanns sa
ECTECTBOTO  HA  JIOCTABKMTE M € HAlpaBeHa [pPENpaTka KbM  [PUIOKHMHTE
crietmukain. Curiacno wi, 46, an. 2 3011 u punoxenne 4, uact B, 1. 7 koM 3071,

2



B 00ABJCHHETO 3a ODIIECTBEHA MOPBYKA CIEABA J1a CE ChIBPKA HH{;:?p_MauLm Eh
CCTECTBOTO U 00eMa Ha JOCTABKMTE, a aKo NOPLYKATA € Pas/Ic/ieHa Ha MO3HIHH, Tash
HHOOpMalMA CcleaBa a € [pejocTaBeHa  3a  BeAka  oGocoGeHa  mosdims,
Ilpenopsusame ponwiasane. Koncrarauusara ce oTHacs u 3a ocTanaiute obocobenn
TO3HIIHH.

Honwauurenna nudopmaiis

Konemamayuu u npenopuru:

B none V0L3) e nocodeHo chleanoTo M3IUCKBAHE KbM yyacTHuumure; ... [la
OTTOBOPAT Ha M3MCKBaHMATA 1o uia. 3, T. 8, BB Bp. ¢ wi. 4 or 3akoHa 3a
MKOHOMMYECKHTE M (MHAHCOBUTE OTHOLICHMA C JPYKCCTBATA, PEFMCTPHPAHH B
FOPHCANKIHE ¢ nipeepeHHAIEH JaHBYEH PEXUM, CBhP3aHUTE ¢ TAX JIHIA W TEXHUTE
AciicteuTeHN cobeTBennum”. M3uckBaHeTo He ¢ pasnucano KopektHo. OGphimame
BHHM@HHE, 4e HAIMYMETO Ha  obcToATelCTBOTO no 4wi. 3, T. & or
SUPOJIPIONAPKIIT/IC e ocHoBahne 3a oTCTpaHaBane, a wi. 4 OT MOCOYEHMUs
HOPMaTHBEH aKT ypemaa ciydaute, B KOMTO 4i. 3 He ce npuwnara. Cwlo Taka
HAMMCHOBAHHETO Ha HOPMATHBHHA AKT B TEKCTA HE € M3NMCAHO B akTyalHata My
peaaxums. IIpenopsusame Kopekims.

PA3JIEJ IV
Honbanurenna undopmanun

CranoBuiieTo Kacae ChOTBETCTBHETO Ha mpeactasennte B AOIT npoextu na
AOKyMEHTH ¢ u3uckBanuaTa Ha 3O0I1. Tlpeuenxara 3a cworBercTBHE ¢ Apyri
HOPMATHBHHA aKTOBE € M3BBH NMPABOMOLIMATA HA ATEHUMATA W CJE/IBA j1a Ce HAMpaBy
OT BhIOMKHTEA.

H3ITbJIHUTEJIEH TUPEKTOP: IMoanuc (ne ce yere)
Hou. g-p MUT'JIEHA TTABJIOBA

Bapno ¢ opurunana,
MOANHCAH HA XapTHS



Bx. Homep: KCH-170 Hpuaoaenne Ne 1 kbm un, 1, an. 2 or jorosopa
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33 H3IBbpPUIEHA NPOBEPKA
OT BBHILUEH eKcnepT 1no wi. 232a 3011

Ha NPOEKTHTE HA TEXHHYECKATA CicUM(UKALIMA M METOMKATA 3a OLEHKa Ha PO/ A,
130pana 3a KouTpos no ui, 232 30711

PA3JEJ I
[Ipoueaypa

Kim KCH Ne | KCH-170/2019 1

HH na pcrH-::TpaubmHHaTa

thopma ot CCH: | 20190726-00083-0004

MHOF'I}II]](]('}HJIHH DOJHHIA 32 AKTHBHO JleueHue -

Hoopua Al

Bosnoskuren:

X nyOaMygeH (u. S.an,._,T 1-17 wan. 3 301D
[] cexropen (un. 3, an. 4T 1-3 30IT)

Bun na npnueﬂvpala OTtkpuTa npouesypa

Bun Ha pp3fiowurens:

'[] MHa
] He
| [ 1 Crpowrencrso
Xl JHocraskn
i [] Veayru

] Yeayru no Ipuroenne Ne 2

[Tpouenypara e ..yckopena™:

ObekT Ha nopwukara:

,[EULI-:IBKE Ha MCIHUHHCKH H3OCIHA 33 OpTOne1HuHA,

[Ipeamer Ha nopwukara: XUPYPrUYHa W HEBPOXHPVPruuHa JeiiHocT 3a
“MEAJI- ﬂoﬁpnq“ All p. JobGpuy
f Jla bpou.

(50ocoDeHH NO3HIIMK;

'[[] He

ﬂpnd}euluha.mam obmact/n. 8 |

KOATO/KOUTO nonajia _

NMpeaIMEThT Ha Bb3jlaraHara 47, Meauuuna
NMOpBEYKA (Cropet

BhLINOKHTENH):




Cpox 3a H3mbliHeHHE: 12 mecena

[lpornosna croiinoct na

nopeykara s ns. oes JJIC: 712 500

M3nano ot naumonanuua O1omKer

duHaHcHpaHe: Msusiio nim yacTHuHo obe cpeicrea o1 EC

Jipyro:

Haii-nucka uena

Kpurepuii 3a sb3narane Ha
MophYKaTa; |

Huo na pasxonure

O0OROOX

OnTHMaiiO ChOTHOLIEHHE KAYECTBO/ LLIEHA

Komenmapu u Opyau benexcru;

PA3JIEJI 11
Ilposepenn nokymenTn

ITpoeepkara obxBallla cileAHHTE JOKYMEHTH:
ITpoexTa na TexHuvecka crienuuKams

[_] Ipoekra na metomuxa (koeamo e RPUAONCUMO, BPU AUNCA HA MEMOOUKa —
pazdeau I1.3) u 1ll.4) ce usmpusam)
Komenmapu u dpyeu 6eaexcrcu:

PA3IAEJ 111
Pesyaratu oT nposeprara

IIL.1) ChoTBeTcTBHE HA MPOEKTA HA TEXHHYECKA CHEUH(HKANNS ¢ H3HCKBAHHATA
ua 3011

1. Texuuueckure cnieMUKaLHN ca ONPEAENEHH M0 eIHH OT HAYHHHTE, E!
nocodenu B ui. 48, an 1 3011 Ha

(mk. m §2, . 54 JIP 3010). [ ] He

2. Besako nocoypaHe Ha cranHaapT, cnienU(UKalMg, TEXHMYECKa OLEeHKa (] Ja
WIH  TeXHHYECKO onoOpeHHe € [OMBIHEHO ¢ JAYMMTE MM [<] He
CKBHBANICHTHO/H"™,

[ ] Hee

(B, 4. 48, an. 2 30I1). NPHIOKHMO

3. Texnuuyeckure crneuuUKalMy  OCHIYPABAT paBeH  JOCTbI  Ha ] ma
KaHMAaTUTe/YHacTHHLMTE /10 TIpolelypata  3a  BB3NaraHe Ha




o0mecTeeHaTa NopbBYKa M HE CB3J1aBaT HeoOOCHOBaHH [IPEYKH TIpH
HEeHHOTO Bh3naraHe B YCIOBHATA HA KOHKYPCHLIHA.

(oK. ui, 49, an. 1 30I1).

4. B TexHuyeckuTe creuHUKalui He ce MOcoYBa KOMKpETeH Mojern,
HAITOYHHK WK CHCHH'@HHEH [pouec, KOHTOD XAPAKTEPHINPA NPOOYKTHTE
HIIH YCAYTHTE, NpeIaraHl OT KOHKPETeH MOTEHIHANEH H3IThIHUTEIL,
HHTO TBEPrOBCKa Mapka, [aTeHT, THI HIH KOHKPETEH NpOM3X0d KHIH
NPOH3IBOOCTBO, KOCTO OH  J0BEJO a0 obnaroferencTBaHe  WIIH
CIHMHHHPpAHE Ha OTIpEACIeHH JIMILA MITH HAKOH MPOOYKTH. AKo0 e Hanuue

nonodHO  NocouyBaHe., KbBM  Hero ca  jgobareHy OYMHTE MK
EKBRHBAIIEHTHO/H™,

(Ba. un. 49, an. 2 30I1).

5. B rexuuueckure cneumdMKanMM €  [OCOYEHO H3NCKBaHe 3a

MPEXBBP/ISAHE HA NpaBaTa BEPXY MHTEJNEKTVaIHa coOCTBEHOCT.
(Bx. umn. 48, an. 4 30I1).

6. Korato pesy/itaTeT OT nophuKata lie ce M3MoN3Ba OT (JM3HUECKH
nuna, TEXHHYECKHUTE crieLMQpHKaIH, KOMTO onpeaenaT
XAPAKTEPHCTHKHTE Ha npeiMera Ha [MOpPBYKATa, Cca chodpaseHu ¢
KPHTEPHUTE 3a JOCTBITHOCT 3a XOpa ¢ YBPEKIAaHMA WIH OCHTYpABaT
BHIMOMKHOCT H XOpa ¢ YBPEKIAHNA [1a NOJI3BAT TO3M Pe3yJITar.

(B 48, an. 5 30I1).

7. Koraro ¢ akt na EBponefickus cuio3 ca ONpeieieHn 3abaiKuTel i
M3HCKBAHMA, CBBP3aHH ¢ KPMTEPHM 3a JIOCTBIIHOCT 3a Xopa ¢
YBPEKIAHNA WK YCIOBHA 32 NOI3BAHE OT TAKHBA XOPa, B TEXHHYECKHUTE
CHELH(HKALNH € BKIIOYEHA NPEeNnpaTka KbM Te3H HIHCKBAHMUSL,

(max. 48, an. 6 30I1).

8. Korato npeamersT Ha nopwukara ¢ paspaboTsabe, npoekTHpaHe

M3MON3BAHE HA YCIYIH M OPOAYKTH, KOHTO CE€ OcHOBaBal Ha
obpaboTBaHe Ha AMYHKY AaHHU Wi o0paloTBaT JMYHH AaHHN, M KOIaTo
CLOTBETHOTO 00padoTBAaHE HA JIMYHK JIaHHW TONajla B MarTepHaiHus
obxsat Ha Pernament (EC) 2016/679 na Esponeiickus napnament u Ha
Coeerta ot 27 anpun 2016 r. otHocHO 3almTaTa Ha GU3MYECKUTe THLA
BLB Bpb3Ka ¢ 00paboTBaHeTO Ha JMYHM JaHHH H OTHOCHO CROGOIHOTO
JABMKCHHE HA TAKHBA JlaHHH ¥ 33 oTMaAHa Ha Tupextusa 95/46/EQ (06
periaMenT OTHOCHO 3auiutara Ha nadHuute) (OB, L 119/1 ot 4 maii 2016
I.), TEXHWHECKHTEe creunpurkaunn ca chobpaseHn c npaesuiara 3a
3alIHTa Ha JINYHK JaHHH CBIVIACHO Wi, 25 OT ChIUMA PErjlaMenT.

(Ba. 48, an. 7 30I1).
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9. Korato B
~Mapkuposku®
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30 A0KazBaHC
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CKOJIOTHYHH, COLMAIHM WM [PYrH XapakTepPHCTHKH, MapKUpOBKMTE
OTTOBAPAT HA H3WCKBaHMUATA, nocodeHu B wi. 51, an. 1 3017].

10.Korato ce wW3MckBaT MapKMpoBKH, € MOCOYEHO, Y€ ce MpHeMar

BCHYKH EKBUBAJIEHTHM MapKHUPOBKH, KaKTO H JPYI'H [OAXOALLHA
JIDKASATEICTEE 38 ChUTHEICIBHE, ChlIdaCHL Wi 31, an 3 woan. 4 3011

| 1. Bu3nouTensT M3uckea or YHACTHHUHTES MPOTOKOJ OT M3MNHTBAHE OT
Oprad 3a oucHABAHC HA CHOTBETCTBHMETO MM CEpTHIi]HHEIT, H3oaleH oT
TAKEE OpIraH, KaTo JQOKA3aTCICTRO 34 ChOTBETCTEBHE ¢ H3IHMCKBAHUATA HIIH
KPHTEPHHTE, CBBLP3aHN ¢ M3MBEIHEHHETO Ha NOpbLYKATA,

(BK. 4. 52, an. 1 3011).

12.Koraro ce u3nCcKBa MpeJCTaBAHETO HA CEPTH(HMKAT. M3rOTBEH OT
KOHKPETEH OpraH 3a OlEHABAHE HA CBOTBETCTBHMC, CE€ MNPU3HABAT
CepTH(UKATH W OT JAPYIH €KBHBAICHTHH OPraHH. KAKTO W MOAXOISLIH
JIOKA3aTEICTRA 38 ChOTBETCTRHE,

(B, wn, 52, an. 2 u an. 3 301I1).

[X] Hee

MPHIAO MO

o

[] He
K Hee

NPUIOKUMO

[] Jla
He
[] Hee
NPHIOHKHMO
] Ja
[] He
X Hee

MPHIIOAHAMO

13.He ca ycranopeHH TEKCTOBE WIIH MApaMeTpH, KOUTO CAMOCTOATENHO
WM B KOMOMHALIMA C JPYI'H M3MCKBAHMA WIH MApaMeTpH, orpaHHYaBar
KOHKYpeHIHATa (8. wi. 2, an. 2 30I1).

O Jla
] He
[ ] Hee

MPHIOHHMO

14. Texnuueckara cnemudHUKalng CuabpKa L0CTATBUHO HH(OPMALLS,
HeoOXoaMMa Ha KaHAMIATHTE/YUaCTHHIMTE 3a MOANOTOBKA HA TEXHUTE
npeoMKeHHs.

15.B texunyeckara cneuuduKanms HAMa NPOTHBOPEUAIIH CH YCIOBHSA
MM H3MCKBAHUSA,

X la
[] He
[] Ha
<1 He

16.B Texuuueckara creundurang ca o0XBaHATH BCHYMKH JIEHHOCTH.
KOMTO Clie/iBa [ia Ce peannsupar B PaMKHTE Ha Bb3JaraHus J0roBop,
cropen o0eKTa /npeiMera Ha NOPLYKaTa.

O Ja
[] He
<] Hee

MPHIIOKHMO

17.B rexuuueckara cnienndukalis ve ca obeJHHEHH AEHHOCTH, KOHTO
NPEICTABAABAT HHTEPEC 3@ Pas/IHYHH JIHlE, 1 KOUTO OMXa MOrau ja ce
BB3/I0JKAT Ha Pa3/IMYHN H3ITBJIHUTENN,

18.Tlpn Bw3narane na obumiecTBeHa MOPLYKA 3a JOCTABKA HA IMTBTHH
NpeBO3HH CpeacTBa oT Kateropmuw MI1, M2, M3, NI, N2 u N3,
BBIJNOKUTEINTE Ca NPHIOKHIM U3HCKBaHHATA 110 wi. 47, an. 5 3011 upes

[] Ja
[] He
[X] Hee

NMPHI0CHHMO

[] Ha
[ ] He

| BEJIIOYBAHETO MM B TEXHHHECKaTa crienupuKalms Wiv MeToamMkara 3a

<] He ¢




[ ouenka (ocBeH B E.’!}“iﬂi:l'l'ﬂ no ui. 47, an. 7).
(BK. un. 47, an. 5, 6 u 7 30I)

HMPHITOHH MO

KﬂHﬂmﬂmHI{HIJ 0o Npenopuru; YCTaHOBEHH ca CIeHMTE HECHOTBETCTBUS
pﬂSHU]]CiIEHT'E! Ha 3aKOHOJATEJCTROTO B 00acTTa Ha 001eCcTBEHUTE MOPBYKH

B pemuia MeMUMHCKH H3IEMUA OT TeXHHYECKATa creuuduKkalus na Branokurens ce
ChAbPKAT HAMMCHOBAHHA HAa KOHKPETHH TEXHHYECKH ETAIOHH, HAMMEHOBAHMS Ha
KOHKPCETCH THI NMpOH3IBOACTBAL

Obocodena nosuuma Ne |, nomenknarypHa eaunnna Ne 17 - Sakmousaiia
aHaTOMUYHO KOHTYpHpaHa "Xyk" miaka 3a ¢paxrypa Ha knouunara; Ne 19 -
3awmousaia  TJaka  3a OPOKCHMAJIHA  XyMepaiHa  (pakTypa, aHATOMHYHO
KonTypupana - thn "®uioc"; Ne 40 - 3awmousauia nigaka 3a cyGrpoxantepHa
(paxtypa Ha pemyp - THn "DHS": Ne 72, 73 u 74 - [1naka 3a tpoxantepHa (pakrypa -
i "DHS"; Ne 77 u 78 - Ilnaka 3a konamnapHa dpaxtypa - tan "DCS"; Ne 131 -
Kommuiekr "Ocrocuntesa na Bebep": Ne 147-TasoGenpena crapa Beapeno cre6io ¢
LMMEHTHA (PUKcauus tui ., Mionep™ u ap.

OGocobena nosuums Ne 2 - Cucremm 3a TOTAIHO U PEBM3MOHHO TazobeapeHo
enjonporesupane, pea Ne 29 - Pesuzonen aueradbynym unmenren tun BurkeShneider:
pea Ne 175 u 176 - Kamoanpan komnpecuse BUHT T, XupOspT™ 1 11p.

Obocobena noszumsa No 3 — HOMEHKIATYPHH eauHuun 14, 15, 16, 17, 18 u 29 — _1un
Mionep™, . Mionepos auzaiin™; Homenkmatypu 30 u 31 - _rtun Yapumu®,
HOMeHKIatypu 73 u 74 - DHS nuaka ; 75 -DCS nnaka; Homenknatypa 78 — niaxa
Ancen; 91 — xomnnekt 3a Bebep; 92 - Crepuiien KOMIIEKT 32 BhHIIHA GHKCALMS Ha
Anctanen paauyc T Koaec; 93 - Kne xymepanen nupon "Tenerpad" n ap.

OBocobena nosuumns Ne 4 — Homenknatypun eaunuim: 12 - 4. 5mm 3AKJIIOYBAILLM
KOMIIPECMBHH TIJIAKH /LC-DCP/ 3A ®EMVYP; 13 - DHS [UIAKA: 25 -
BHUHTOBE THI1 XbPEBPT,

Obocobena mozuuma No 7 — HomeHknatypHu emunumm: 56 - EJJHOKPATEH
MOHOIIOJEIPEH JIMCEKTOP "MEPMJIEH/": 75 - Eanokparna Bepec Mraa
150MMm 1 76 - Eanokparna Bepec Mrna 120mm.

B obocobena nosuums Ne 2, penose Ne 21, 26, 34, 44, 50, 101, 113 1 na Muoro apyru
MECTd € MOCTABEHO M3MCKBAHETO MarepuHansT aa Owje: .crosslinked” nonwernnen
UHMWPE™.

Coraacho un. 49, an.2 3001 Texunyeckure cnennduKalUl He Morat Ja ChALPIKAT
KOHKPETEH MOJE/I, M3TOYHHK WIM CHeld(UUYeH Ipolec, KOHTO Xapakrepuiupa
OPOAYKTHTE WM YCAYTHTE, [peanaraHd OT KOHKPETeH NOTeHLHAaneH H3NbIHUTEN,
HUTO THPrOBCKA Mapka, MaTeHT, THI WM KOHKPETEH IPOW3X0J WM IPOM3BOACTEO,
KoeTo Ou 0Beno 10 00narojieTecTBAHE WK eIMMHHAPAHE Ha OTIPE/IeeHH THLa Win
HEKOM NPoAYKTH. [To N3K/IIOUeHHE, KOTaTo € HEBLIMOKHO MPEJAMETET Ha MOphUKaTd
/@ ce onMIIe AOCTATEYHO TOYHO M pasdupaemo no pefa ua un, 48, an. 1 30[1. ce
JOIycKa MOMODHO [0COYBAHE, KATO 3aJbIKHTENHO c€ J00aBST avmure "win
EKBHBAJIEHTHO/H".




Ilpenopbka: HaumenopanmaTa na 6b4at npeunsnpani ¢ M3MCKBaAHUATA Ha w149, an.?
3011, a wumeHHO: 3ajbJUKMTENHO Jo0aBsne Ha AyMUTe “HIH eKBMBATCHTHO/H
HABCAKB/IC, KBETO € HeoDX0auMO.

B nomcHiatyprn equnnum Ne 4, 20, 22, 24, 25, 28 u ap. ot obocobena nozmmus No |
¢ novoueH craHfapr LI5S0 5832-27, B Ne 12, 13, 14, 15 1 16 oT chuiata 00ocobeHa
no3uims e sanucan cranpapt ISO 5832-3": B Ne 15, 16, 17, 18, 19 u ap. — .ISO
10993-1".

IIpenoprka: Hanmenosanusata Ha cranjaprute ja ObJaT NPELM3IUPAHU W I0NBIHEHH
€ AYyMHTE . WIH CKBUBAJIEHTHO/M”, chrnacHo pasmopenbata uwa un48, an2 3011,
CobriaacHo un. 64, an, 3 3011, koraro ce H3NCKBA NPEACTABSHE Ha CEPTU(HKATH, KOHTO
Y0CTOBEPABAT CHLOTBETCTBHETO HA YUACTHWKA ChC CTAHJApTH 3a YNpasjieHue Ha
Ka4eCcTBOTO, CHCTEMHTE 3d YMPaBIeHHE Ha KauecTROTO TpsAbdBa ja ce mocodar upes
CHOTBETHATA CCPHA €BPOIEHCKH cTanaapTH (T.¢. 0003HauYeHneTo J1a BKmoysa EN™).

[11.2) CroTBeTcTBHE HA NPOEKTA HA TEXHHYECKA CHEUHM(HKAINSA ¢ H3IHCKBAHHATA
Hd  3AKOHOJATEJICTBOTO, perJa MEHTHPALLO AeifHOCTHTE OT npeamMerTa Ha
NOPLYKATA

[1pn nposepkata ca B3eTH NPEABHIL CICAHNTE HOPMATHBHH AKTOBE, CTAHAAPTH H JIp.:

. 3aKOH 3a MEJMIMHCKHTE H3ETHS;

. Mnpexrusa 93/42/EEC 3a MeanLHHCKHTE H3JIeHs;

. Jupextusa 98/79/EC 3a AnardocTHYHN MEANLMHCKH M3SAHS in Vilro:

. Hupexrua 89/686/EEC - muunu npeanasuu cpejcrsa;

. JAnpexrusa 2016/425 — nuunn npeanasHu cpejicTna;

6. Hapenba 3a chmecTBeHWTe W3NCKBAHMA W NPOLEIYPUTE 3a OLEHABaHe wa
CBOTBETCTBHETO ChC  CHIIECTBEHHTE M3HMCKBAHMA HA MH  BHTPO JHATHOCTHUHHTE
MEJIMIHHCKH M3 0e/11;

7. Porosozcteo 3a Cuerema 3a OOMTENHOCT TPH MeIHUMHCKUTE M3genus, MEDDEV
&2

8. PHKOBOACTBO 33 MEJMIUMHCKN M3/ — OLEHKA HA KIMHUYHHTE JaHHH: PLKOBOICTE0
3a NpoM3BoOANTENN U HoTUdHIMpann opraun, MEDDEV 2 7/1;

9. PEKOBOICTBO 3a KIacH(HKaLMA Ha MeIMIMHCKH u3aenus, MEDDEV?2.4/1:

10. PLKOBOACTBO 334 MCAMUMHCKM M3JCHMS C M3MEPBAUIM  (DYHKIMH, CBBP3aHH €
npuiarasero Ha Jupexrusu 90/385/EEC u 93/42/EEC, MEDDEV 2.1/5;

I1. PbroBoACTBA, M3ACHABALLM pasauuMATa ¢ octanannte Epponeiickn JHPEKTHBH —
MennunHcKkH u3/lenns/nekapeTBenn POAYKTH; PBKOBOJACTBA CBBP3AHN ¢ MpHIaraHeTo
Ha JJupextusn 90/385/EEC n 93/42/EEC, MEDDEV 2.1/3;

12. PeroBonctBa 3a jAedunnpane Ha “MEIHIMHCKO W3genue”, “npuHamiexHocTH”
“nipoussoinTen”; PhKoBoacTBa cRBp3aHyu ¢ npuiaranero Ha Jupextuen 90/385/EEC u
93/42/EEC, MEDDEV 2.1/1;

Lo i ) e




13. HAPEJIBA Ne 2 OT 6 OKTOMBPH 2017 I. 3A YTBDBPIKJABAHE HA
MEJIMUHMHCKW CTAHIAPT "OPTOIIEJIMS U TPABMATOJIOT M

14. HAPEJIBA Ne 10 OT 7 CEIITEMBPH 2018 T. 3A YTBBPKIIABAHE HA
MEJHILIMHCKH CTAHJIAPT "HEBPOXUPYPTHUA";

15. BJIC EN ISO 5832-2:2018- MmnnantaTty 3a Xupyprusra. Metanuu marepuan.
Hacr 2: Heserupan turan (ISO 5832-2:2018);

16. BJIC EN ISO 5832-3:2017 - Mmnuiantaty 3a Xupyprusta. MeTanHu Matepuai.
Hacr 3: JlehpopMupyemu criziaBi Ha OCHOBATA HA THTAH ChC Ch/IbPIKAHHE Ha ATYMHIHHI]
6 % u Banaauii 4 % (1SO 5832-3:2016);

I7. BJIC EN ISO 10993-1:2010- BHonoruyHo OUEHSBAHE HA MeIHIHHCKH
yerpoiicrsa, Hacr 1: Ouenasane u u3nursase (ISO 10993-1:2009).

Koncmamayuu u npenopwvxu. YCTAHOBEHM €A HECHOTBETCTBHA C NPHIGKUMUTE B
obmactra mHa mnpeimera ua  OOIIECTBEHATA MOPBYKA CTAHAAPTH, UMTHPAHW B
HOMeHKIaTypHu eguHulm Ne 4, 12, 13, 14, 15, 16, 17, 18, 19 20, 22, 24. 25. 28 or
obocobena nosuums Ne 1 - OcreocuHTesHn cpeicTsa 3a oproneinyna aeiiHoct-
BapuauT |.

Lurnpanns B Homenknatypun emunuum Ne 10, 17, 18, 19, 21 u ap. or Obocobena
nosuuus Ne I w HomeHknarypun emusnun Ne 16, 17, 21, 22 u ap. or OGocoGena
nosuuma Ne 3 cranpapt SO 5832-17 ne chuuectsysa crniopes cnpaeka B bharapekn
MHCTHTYT M0 CTAHAAPTH3AIMS,

Coioro € otHocuMo u 3a crangapty L JSO 5832-127 u ,ISO 5832-9", nocouenn
HOMeHKIaTypHa eaunnia Ne 147 or OGocoOena mosuumst No 1: HOMeHwIaTyph# |
ejunuim Ne 8, 15, 22 or Obocobena nozuims No 3,

[Mpenopwka: HaumenosanusTa na cTanaapTute cie/iga j1a ce npenusupar. Banuanure
CTaHaapTH KbMm MomeHTa ca: 1. BJIC EN ISO 5832-2:2018 - Wmnnantati 3a
XupypruaTa. Metannn marepuasni. Yacr 2: Henerupan turan (ISO 5832-2:2018) 2.
bJIC EN ISO 5832-3:2017 - Mimnunantaty 3a xupyprusrta. Meranuu marepuaiu. Yact
3: Jlepopmupyemu ciiaBu Ha OCHOBATA HA THTAH ChC ChABPIKAHHE Ha aNyYMHHUIE 6 %
w BaHaauit 4 % (ISO 5832-3:2016) u 3. B/IC EN ISO 10993-1:2010- Buonoruuno
OlCHABAHC Ha MeIMUMHCKM ycTpoiicTea. Hact 1: Ouensigane # winureame (1SO
10993-1:2009).

Covraacno wi. 63, an. 1, 1. 10 3001, BB3A0KHTENST MOMKE /a4 HINCKBA MpHiaraHe Ha
CHCTEMH 33 YNPABJICHHE HA KAYECTBOTO CaMO OT YUaCTHMKA B [NpOUELYpata.
HOKOAKOTO TMPOM3BOAMTENNT € TPETO JIMLE, HEeYYACTRAINO MPAKO B MpoLieAyparta, |
HeroBara KBanu(pHKallug He clie/sa Jia ce Aokasea. KauecTBOTO Ha JOCTABAHMTE CTOKH |
MOKE [ia C€ rapaHTHpa 4pe3 MOCTABAHE Hd KOHKPETHH M3HCKBAHMATA B TeXHMUYECKATA
CrenHpUKALMA HIH MOCPEICTBOM Bh3MOKHOCTHTE, NPE/ABHACHH B ui. 63, an. 1. 1. 9,
pecnexkTHBHO wi. 64, an. 1, 1. 10 30I1.

B konowa: . Exunnua mapka” or texmuueckata cneumMkaims, 3a HUTO eiHa
HOMEHK/IaTYpHa eIMHMua or obocobenn nosuimu Ne 3, 4, 6 u 7 He ca NocoyeHH
KOHKPETHH MEPHH CIMHHIIM 33 CHOTBETHUTE OCTEOCHHTE3HHU CPEACTBA W MEAHIIMHCKY
KOHCYMATHBH — OpOii, KOMILIEKT, YH(T, CTEPHIIHA ONAKOBKA W T.H.




Ilpenopeia: Jla Obaar 3anucaHu MEpHH CIMHHMIM 33  CHLOTBETHHTE EH..']DB::]
r

MEIHITHHCKH M3aeTH. |

[To orHowenue na obocobena noszutms Ne 2 - OCTEOCHHTE3IHM CpejcTBa 34
OpTONeAHYHA JeHHOCT-BapHaHT 2, 3a n30poeHnTe MEAHIMHCKH H3JeIns B KojoHa No
2 ..HanmenosaHue Ha MeIMIIMHCKHTE M3/1€/MA™ IUIICBA NOTB/IHEHa MHpOpMaLis,

[lpenopeka: Jla Obpar sanumcaHd KOHKPETHHTE HAHMMEHOBAHUS Ha OPTONEAHYHNTE
UmiLanTi ot obocobeHaTa Mo3suiIHA.

CriennukaiiaTa Ha OKUMIMPALIMTE Nepa 3a MOTOPHH CHCTEMHU, OnMcann B pejose No
40, 41, 61 n 62 or Obocobena nosumus Ne 2 e ¢ aeHTHYHO chibpikanne, Chlnata ja
Oble npennsupana, ¢ e u30arsane Ha OBTOPEHNE YETHPH TTHTH.

32 HMKOE MEIMIMHCKO H3/JenHe OT HHUTO eiHa oT obfocofenute NO3MIMM B
TEXHHHCCKATa ‘C1Ii.'.'I_l;[rIIIiJ']*]I{E!I_IHH1 HE Ca [MOCOYEHH KOHKPETHH HNPOrHO3IHE KOJHYeCTRa 34
CHOTBETHHTE OCTCOCHHTE3HM CpEJICTBA M MEAMUMHCKM KOHCYMaTuBH — Opoil.
KOMTIIEKT u T.H. 1o TO3M HaumH He e scHO Kak e onpefesncHa obluara NPorHo3Ha
CTOHHOCT Ha OOLECTBEHATA MOPBYKA, HUTO KakBa lie Obje kpaitHaTa oba crofiHocT
B pe3yiTaT Ha HEHHOTO Bh3jlaraHe.

Ha ochopanie wi. 2, an2 3001 npu Bb3naraHeto Ha OGUIECTBEHM MOpPHYKH
BLINOIKHTEIINTE HAMAT NPABO @ OrpaHMYaBaT KOHKYPEHLHATA Ype3d BKIIOYBAHE HA
YCIOBUA  WIM  W3MCKBAHHA, KOMTO JaBaT  HeoDOCHOBAHO  [MPEJHMCTBO MM
HEOBOCHOBAHO OrPaHMYABAT YYACTHETO HA CTOMAHCKM CYGEKTH B OBLIECTBEHNTE
MOPBUKH.

CeraacHo un. 49, an.l 3011 Texumyeckure cneundukaiu Tpabea aa OCHUIYPABAT
PABEH JOCTBI HA KAHJMAATHTE WM YYaCTHHLMTE JO ApOLeAypata 3a Bh3jaraHe Ha
obulecTBEeHATa MOPBYKA M /14 HE Ch3aBAT HEOOOCHOBAHM MPEUKH MPE] BHLATAMAHETO
Ha o0LIeCTREHATa NOPLUKA B YCAOBUATA HA KOHKYPEHLIHS.

[Ipeniopeka: Jla Obgar onpeneseHd NPOrHO3HH KOAMYECTBA 34 BCHUKH BIIOBE
U3 ChOOPASHO peantuTe Hys kM Ha jieueGHOTO 3aBejielne, Opos Ha pasKpHTHTE
Jiersia B HEro W Ha O0asza NeHCTBUTENHMS pa3Xol Ha MEIWLMHCKHTE W3IEAMs 3a
npeaxonen nepuoa or 12 mecena. He nocousanero Ha kojiMuecTra, KOUTO peanHo e
CC 3AKYNAT OT JieweOHOTO 3aBejenue OM 0BeNO j10 JMnca Ha MHOOPMALHS n
HEBB3MOMKHOCT 3a MPEIEHKa Ha 3aHHTEPEeCOBaHMTE JIMia Jany 00eMbT Ha NophYKaTa ¢
BbB BL3MOKHOCTHTE M KaNaluTeTa M.

PA3SJIEJ IV
Jonbanurenna undopmanus

[posepkara oOxpama 7 oGocobeHH NO3UUMH, ChALPKAUM o6mo 394
HOMEHKIIATYPHH €IHHHLIH,




PA3JIEJI V

Aanum 3a BLHIHHS €KCHEPT, H3Bb PN npoeepkKara

Tpu umena IMenka Panvosa Tonena
Perucrpaumonen No g "

Cnucska no um, 232a 30I1: G

Obnact Ha KOMINETEHTHOCT: 47. Meaununa

HM3bpan B63 ocHoBa Ha 31.07.2019 1

wpebuil, npoeeen Ha:

Horosop No/roauna: KCH-170/2019 r.

Komenmapu u opyeu Genexcru;

[Toanme: /.. ./
(nodnucea ce ¢ erexmpoHen ROONUC Ha AuYemo)




