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,I[OFOBOPﬂ/.‘?jé |

I[H(’Cﬁz;{T ..5.754201 8 rox. B rp. JloOpwy, ma ocnosanue ui. 112 u ci. ot 3akoHa 3a
OOLIECTBEHUTE MOPBUKH, CE CKIIIOYH HACTOSIIHST JIOTOBOP MEMK/TY: ‘

"EJIUT MEJIMUKAJI" OO/l, che cenanuine B rp Codus 1421, paion J]03t.,11eu,
agpec Ha ynpaejgeHue: Oyn. "Apcemamcku" 65, er. 1, opuc 1, EHMK 130824861
npencrasasBano oT Kpacumup Aciiapyxos KHpKoB, onpeencH 3a m3mbIauTen ¢ Pemedue Ne
20 /21.08.2018 rox. mHa BBRIOXHTENA, CJIEJ [POBEJIECHA npouesypa 3a B’BBJ’IaI‘a}‘Ie Ha
odIecTBeHa MOPBUIKaA THIT "0TKpHTA nponeaypa” Ne 00083-2018-0007, ¢ mpeamer "Jlocranka
Ha JabOpaTOpHM KOHCYMAaTHBM, peakTHBM W TecroBe 3a otmenenus "Knunuyxa
Mukpoouonorus’', "Tpanchysmonna xemartonorus" u "KinuHuusaa maTostorus", Hafmqaﬂ

[TPOOABAY 1

"MHOI'OITPOOUIIHA BOJIHUITA 3A AKTHMBHO HE‘IEHI/IEMI[OBPHLI” Al
rp. HoOpud, cee cepanuine u ajapec Ha ynpasienue: rp. JoOpuy, ya. “Ilanatior Xurtop" 24,
ten. 058/600160, daxe: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,
npencrasiasgBaHo oT Jl-p Cseroszap baitues Ilerpo — MWsneiaauTenen Jupextop Ha
IpykecTBOTO, Hapuuyana KYIIYBAUY.

\
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CrpanunTe ce cnopa3zymMsxa 3a CJIeJIHOTO: }
\

INPEAIMET HA TOI'OBOPA U LIEHHM

1.(1). IIponaBausT nposasa Ha KymyBaya 1a00paTOPHH KOHCYMATUBH, PEAKTHBH 1
TeCTOBE (HApH4YaHH MO-I0NY MEAHIHMHCKH/TE H3/IeNHs), 33 KOUTO € Y4YacTBal B OTKPHTA
Ipoleaypa 3a Bbh3jarane Ha o0IiecTBeHa nopbsuka 1mo obocobena mosunus Ne 2: Jlocraska Ha
nabopaTopHM KOHCYMaTHBH, pEakTHBH M TecToBe 3a oTaenenue "Tpamcdysmonna
xemaroJiorus'": Homenknarypa No 45,1 |

(2). Uennte na m3genusTa mo ai.l ca CBITIAaCHO LEHOBHUTE IPE/JIONKEHHS HA
Ipo/iaBaya ¥ ca Hepas3ZesiHa YacT OT HACTOSIIMS TOTOBOP.

(3) Ilpornoznure KOIMYecTBA, [IOCOUEHH B JIOKYMEHTAIMATA 34 o6mec;rBeHa
MOpBYKa He TOPaXK/IaT 3aIb/DKEHHE 3a KYIIyBaya Ja I'M 3aKYIH B TIOCOYeHHS 00eM.

CPOKOBE 1 HAUMH HA ITUIAIIIAHE

2. CpoxbT Ha HACTOSINMA IOTOBOp € 12 Mecela OT garaTa Ha NOAMHCBAHETO MY.
JloroBopsT mpoaBIDKaBa AEMCTBHETO CH 10 CKJIIOUBAHETO HA JIOTOBOP € JPYT H3msnf1m‘eyﬂ
clIeq IMpOBEXAaHE Ha O6HI€CTBGH& IMOPBUKA. ‘

3. ITocouenuTe B wi. 1 M3aemust e ObJ1aT JIOCTaBAHN OT IPOJIaBaya Ha KyTI yE.atId B
cpok no 14 (ueTupunameceT) KaJICHIAPHU IHHU, CIE 3aABSBAHETO UM OT KyITyBaya.

4. InmxuMata Ha IIpojiaBada cyMa II0 BCSKa OTHeNHa JocTaBka mie Obje miareHa
OT KyIlyBaya I10 HaHKoBaTa CMETKa Ha IpojaBada B ¢pok 1o 60 (mecTaeceT) KaleHIapHK THHU
clie/l U3/1aBaHeTo Ha (pakTypa oT IpojiaBaya.

5. CpoKbT Ha MOJHOCT Ha JIOCTABEHHTE U3/elus TpAdBa Ja € He HO0-KpaThk oT 60
% (ectaeceT mpolieHTa) OT OOIIHMS CPOK HA T'OJHOCT KM MOMEHTA Ha JIOCTaBKaTa. \

MACTO HA U3ITBJIHEHUE 1 TTPEMWUHABAHE HA COBCTBEHOCTTiA

6. 3a MACTO Ha JOoCTaBsHE Ha u3genuara ce ompenens “MBAJI-/lobpua" AJL, rp.
Hobpuy, yi. “ITanatior Xurtos" 24.

7. Co6CTBEHOCTTA BBPXY JOCTABAHUTE H3JENHA M PUCKBT OT ITBITHOTQ MM
YAaCTHYHOTO WM IIOTMBaHE IPEeMHUHABA BBPXY KYIyBaya OT MOMEHTA HA NPHEMAHETO UM Ha
MSICTOTO, Ha JOCTABSHE ¢ IIPHEMO-TIPEIABATENCH TPOTOKON MM APYT PABHOBHAUCH IOKYMCHT,
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ITPABA U 3AJIBJDKEHIS HA TTPOJJABAYA
Ynen 8. (1) IlpojaBaubT € JUIBKEH Na CKIIOYHM JIOTOBOP 34 IOAM3IBIHEHHE,
KOTaTo € 00SBMJI B 3asIBJIEHUETO CH 33 YJaCTHE ITOJ3BAHETO Ha IOAH3IILIHMTEN. B CpOIT JI0 ‘3
JIHM OT CKJIKOYBAHETO Ha JOIOBOP 3a IOJM3IILIHEHHE HIIH Ha JONBIHHUTETHO CIHOPa3yMeHHE
3a 3aMsHA Ha [IOCOYEH B 3aABICHUETO MOJM3MBIHATET M3MBIHMTENAT M3NIpalld KOIje Ha
JIOTOBOPA MJIM Ha JOIIbJIHUTEIHOTO CIOPa3yMEHHE Ha BL3IOKHUTEIs 3a€/IHO ¢ A0KA3aTeNICTRA,
Ye Ca U3IBJIHEHH YCIOBHUATA IO wi. 66, an. 2 u 11 ot 30I1.
(2) llomu3UBIHUTENMTE HAMAT MPABO Jl@ [PeBh3jIaraT €gHA MM IIOBEeYe OT
JeHHOCTHTE, KOUTO ca BKJIIOYECHH B IIPEJAMETa Ha JOrOBOpa 3a MOJU3NILIHCHME,
(3) HeszaBucuMo OT BB3MOXKHOCTTA Ja CE€ HM3MOJ3BAT (10 (U3IIbIHYTEIH
OTrOBOPHOCTTA 3a M3IIBIHEHKIE Ha JOroBopa 3a 001IecTBeHa II0PBUKa € Ha IIPo/IaBaya,
(4) KynyBaubT HSIMAa Ja M3BBPIIBA AUPSKTHH PA3ILIAINAHMS C 10IH3IBIHATEIINTE
Ynen 9. [IpogaBaunT e JUIbIKeH ja JOCTABS MEUITHHCKH H3ICIH, KOUTO!
1. mmar Hanecena "CE" MapkupoBKa B ChOTBETCTBHE ¢ M3UCKBaHUsATa HA 4. |15 oT
3aKkoHa 3a MeIUIUHCKUTE u3aenus (3MUN); ‘
2. uMaT HaHeCeH MACHTH(HKALMOHEH HOMED Ha HOTH(QUIMPAaHUS OpTaH 10 9. 64,
ai. 2 or 3MH, xorarto mpouenypure, onpejaenenu B Hapendute no wi. 18 or 3MU, usuckear
HAHACSHETO MY, ‘
3. IMaT HaHeceHH HAMMEHOBAHHE M ajpec Ha YIPaBICHHE Ha MPOHU3BOJL ATeI
U/MIH YI'BITHOMOIICHHS TIPEICTABATENT M BHOCHTEIS; ‘
4. ©MaT HHCTPYKIMS 38 ynoTpeba, ¢ H3KIMOUSHHUE Ha U3MIEIIHATa, 38 KOUTO TOBA HE
e npeasusieHo B 3MU; i
5. ca IpHAPYXKEHH OT BallMJCH cepTH(UKAT, YAOCTOBEPSABAI CLOTBETCTBHETO ChC
CBLINECTBEHUTE M3UCKBAHMSA, IIPHIIOIKAMH 38 H3/IEIHETO, U3JAACH OT HOTH(HIINpPAI OPTaH.
6. ¢a IPOM3BEAEHH OT IPOM3BOJHMTEN, KOWTO IpHIIAra M MOAABPIKA CHCTEMA 34
yupasnenre Ha xauecTBoro ISO 9001 m/mnm cucrema 3a ympaBleHHE Ha Ka4yecTBOTO Ha
meaunuHckuTe u3genus ISO 13485 w/unu exsuBaieHTHa. |
Ynen 10.(1) IponasaybsT B cpoka Ha JIOTOBOpa TPOBa Jia OTTOBAPS Ha CIIEJHHTY
H3HUCKBAHHS: ‘
1. Jla uMa paspemieHue MM yIOCTOBEPEHHE 38 THPrOBHs Ha €1P0 ¢ MEIUIIHHCKH
U3aenus, u3gaaeHo ot Manoauurennus qupexrop na MAJI o pena na 3MMU. ‘
2. Jla mpuiara ¥ MOJIBPIKA CHCTEMA 3a yIpasieHue Ha kavectBoro 1SO 9001 B
obiacrra Ha NPOHU3BOACTBOTO H/HJIH TEProBHATA ¢ MEIUIIHHCKH H3IICJIHA I/I/HJ'II/I CHCTEMa 318.
yipagpienre Ha kadectroTo ISO 13485/13488 u/niu ekBUBaIEHTHA.,
(2) IlpomaBaubsT € mubieH He3abaBHO Ma YBEIOMH KyIyBadya NPH OTHEMaHe Ha
CHOTBETHUTE paspelleHus 1M 00e3CHIIBaHE Ha YIO0CTOBEPEHHUH.
Unen 11. Besika otmenmsa moctaBka TpsOBa [a € OPHIAPYXKEHA OT JOKYMEHTH,
YIOCTOBEPABAIIM [TPOU3BOIUTENS, TAPTHAHHS HOMED, CEPUITHIS HOMED, CPOKA HA TOJHOCT U
0T aHaJM3HH cepTU(PUKATH (OPUTHHANHHK, 3aBEpPEeHO KOIHME WM NyOIWHHO ONMOBECTEHHM),
JIOKYMEHTHPAIIH TTPOH3X0/1a, ChCTaBa M TEKYIIHS KOHTPOI Ha Ka9eCTBOTO Ha H3/IeIHsITa
Uner 12. [lpogaBadsT € JThXKeH Ja u3faje B CPOK (akTypa 3a JOCTABCHHUTE
MEIUIHMHCKHA H3CIITHSL.

I[TPABA U 3AIBJDKEHNA HA KVITYBAYA !

Ynmen 13.(1) KynyBausT mMa IpaBo Ja HpOBepsABa KOJIMYECTBOTO HA BCIKA
OTACIIHA IOOCTABKA, KaTO IIPH YCTAHOBABAHC Ha HCCHLOTBECTCTBHEC € JIBKCH Oa YBEIOMHA
[IpojlaBaya B CPOK OT 24 yaca. | |
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(2) HpI/I YyCTaHOBSBAHE Ha HECHLOTBETCTBHE B Ka4yeCTBOTO HA JIOCTAB
MEJIMIIMHCKH I/ISILBIII/IFI KyIyBaybT € JUILXKEH Jla YBEIOMH IIpoJaBaya B CpOK OT 24 Jaca.

(3) HeCLOTBETCTBHETO HA KOJMUECTBOTO H Ka4yeCcTBOTO CE YCTAHOBSRA C IIPOT)
CBCTABEH OT KOM}I«ICI«IH, ChCTaBEHA OT JUILKHOCTHUTE JIUIA Ha KYITyBaJa.

(4) B ciyuaif, 4e npoaaBaybT B CPOK /10 24 yaca e YBEIOMIBAHETO I10
OCIIOpH HHCMeH¢ HECBOTBETCTBHETO Ha Ka4yecTBOTO, TOH MOKE J1a MCKa MPOBepKaTa M
YI'BJIHOMOIIIEH OpraH MK nabopaTopHs.

Unen 14. KynysaubT e JUIbXKeH jia 3alJIaTH YyroBOpeHaTa IeHA B pazmep
HAUMHA U B CPOKA, ONpPEAeNICHH B HACTOALIHS JOIOBOP.

HEYCTOWUKH

CHUTE

OKOII,

g

Ynen 15.(1) Ilpu 3abaBa Ha jocraBKa OT CTpaHA Ha NpojaBaya ¢ IOBede OT 24
(1Bajecer W YETHPH) Yaca, KyIyBa4dbT MMa IPaBO Ja MOJIY4HM HeycTodka B pasmep Ha 0. 1

(Hyna 110, €/1Ha JjeceTa) Ha CTO OT CTOHHOCTTA Ha 3abaBeHara JIOCTAaBKa 33 BCEKH 24
3abaBa. ‘

(2) Ilpu ycTaHoBsIBAaHE Ha HECHOTBETCTBHE B KOJMYECTBOTO, IPOJaBay
IIIBKEH J1a JIOCTaBH JIUIICBALIOTO KOJIHYECTBO IIPH ClIeABAllaTa J0CTaBKa, & IPH MOKC
OT CTpaHa Ha KylyBada B CPOK OT 24 dyaca. llpy HewsmbIIHEHWE HA TOBA 3aIbLJDE

KyNyBaubT UMa NPABO 1a TMOTyYH HEYCTOHKA B pasMep Ha 5 (ret) Ha CTO OT CTOMHOCTTA Ha

JIMIICBAIIIOTO Koqnqecmo

(3) Ilpu ycraHoBsiBaHe Ha HECHOTBETCTBHE B KAYECTBOTO, MPOJABAYLT € I
Ja JI0CTABH MEIMITHHCKH M3/IeTHs C YTOBOPEHOTO KAUECTBO IIPH CIICABALIATA JOCTABKA,
HOWUCKBAHE OT éTpaHa Ha KynyBaua B cpok OT 24 ugaca. llpm HeusmbiHeHHe Ha
3aJ[bIDKEHIE KyﬁyBa%T uMa IIpaBo Ja MONyud HeycToika B pasmep Ha 5 (Iier) Ha ¢
CTOHHOCTTA Ha HeKatIeCTBeHaTa ZOCTaBKa.

(4) B cllydauTe 10 ajliHew 2 M 3, aKko MpojaBavbT HE JOCTABH JOTOBOPE
KyIlyBa4bT MMa IPaBO Ja 38Kyl HEOOXOHMMMHUTE MYy MEIMUIUHCKA H3ACTHS OT
IOCTABYMK, KaTO pa3lIMKaTa MeXIy lleHaTa 10 JOTOBOpa U AEHCTBUTEIIHO 3ariaTeHara Ii
33 CMETKa Ha IpoJaBaya.

Unen 16.(1) Ilpu oTka3 ma mpojgaBada Ja JOCTaBH 3aABEHUTE MY MeEIHIIE
M3IETMsI MITH [IpY 3a0aBa 1oseve oT 48 (4eTUpHUlIEceT U 0CeM) Yaca, KyIyBaybT UMa 11pa
3aKyNH HEOOXOAUMHTE My MEIHIIMHCKHU M3ACTHs OT OPYT HOCTABYHK.

(2) B cirywyanre mo mpexoiHaTa alldHes paziHKaTa MeX1y NeHaTa 1o J0roB
NEeWCTBUTEITHO 3aIuIaTeHaTa IieHa € 3a CMeTKa Ha TpoJiaBaya.

Unen 17. KynyBausT mma mpaBo Ja HcKa 00e3IIeTCHHE B IIBJIEH pasMme
BpeaIUTE, KOUTO ¢ IPETHLPIISAT B pe3yaTar Ha 3a0aseHara W/HUIH HeKayeCcTBeHATa J[OCTARKA.

Unen 18. ITpu 3abaBa Ha 1ialade oT crpaHa Ha KylyBaya, [OCISIHHUAT L)
npojaBaya HEYCTOMKa, B pa3Mep Ha 3aKOHHATA JINXBA.

Unen 19. Heycroiikure, 00e3lIeTEHUATa U LEHOBUTE PA3NIUKH MO Wi 16,
MoraT J1a Ob1aT YOBPKaHU OT BCSKO IBIDKAMO Ha IIpoJaBaya MialaHe.

[TPEKPATABAHE HA JIOI'OBOPA

Unen 20. JToroBOp®T ce MpekpaTsBa;

1. ¢ u3THYaHe Ha CPOKa, 3@ KOHTO € CKIIOYEH, OCBEH B XHIIOTE3aTa Ha Uil
H3PEUYCHUE BTOPO;
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2. oT H3IIpaBHaTa CTpaHa NpH CHCTCMHO HCH3IILJIHCHHE Ha 38 IbJKCHHATA HQ
J0roBopa. ITo)1 CHCTEMHO HEH3I'BIHCHHE CE pa36npa TaKO0Bd, M3BLPIICHO IBda HIIH H()BC‘-I?

I[IBTH B paMKHTC Ha CAWH KAJICHOapCH MCECCLl, WJIH ITOBEYC OT TPH IIBTH B paMKHTE Ha CpO

A0T0BOPAa; ‘

]

Ka Ha
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3. NP CB3/1ABAlCTO HA YCIOBHMA 3a JOCTABKA HA MEJMIMHCKH H3MICIHA | CIICH
NPOBEIKIAHETO Ha LEHTPATH3HPaHN €JICKTPOHHH THPTOBE.
4. HI})H HEBB3MOMKHOCT Jld Ce€ OCHUI'YpH (MHAHCHPAHE 3a H3IIBIHEHHETO HA
MOPBYKATA 110 PHYMHH, KOUTO KYIYRBAYBT HE € MOI'BJI /12 IIPEBHIH.,

JIPYTU YCIIOBUS

‘IJIE:H} 21. Crpanure mo AOroBopa He MOTar Ja o M3MEHST, OCBEH B CIyJauTe,
npeasujesy B wi. 116 ot 3011

Hien 22. Crpanute 10 JOrOBOPA IUE PELIABAT BL3HUKHAINTE 110 M3IBIHEHHETO
CIOpOBE 110 BBaI/;MHo CBIVIACHE, a aKo TOBa € HEeRB3MOXKHO, 1o pena Ha I'TIK, npen pozx036
KOMIIETEHTHHAT ChJL B Ip. JloOpuy.

quH 23. 3a BCMYKH HEYPEJIEeHH 110 HACTOALIUS JOTOBOP BBIIPOCH 11I€ CE puyiarar
paznopendouTe Ha 30I1, IIIT30I1, 33 u T3.

UWien 24.(1) 3a BanuaHu ajgpecd 3a NpHEMaHe Ha CHOOIIEHHS, CBBP3AHH C
HACTOAIIHMA JOTOBOP €€ CMATAT a/I[pECUTE, ITOCOYCHH B HAYAJIOTO Ha JOroBopa.

(2) Ilpr npoMsiHa Ha JaHHUTE IO [PEJIXOJHATA aJlMHEs, ChOTBETHATA CTpaHa
IIBXKHA 18 YBEAOMH ApYyraTa B TPHIHEBEH CPOK OT IIpOMsIHATA.

w

[Ipn chCcTaBsiHE HA HACTOSIIIMAT MNOTOBOP CE€ MPEACTABHXA OT H3NLIHHUTEIA
CIIEJIHUTE OKYMEHTH 3a JOKa3BaHe JIUIIcAaTa Ha OCHOBAHHS 3a OTCTpaHsIBAHE:!

- 3a obcrosTencTrara mo ui. 54, an. 1, . 1 ot 3011 - cBUACTEICTRO 38 CHANMOCT,

- 33 00cTOATENCTBOTO 1O Wil 54, ait. 1, 1. 3 o1 3011 - ynocToBepeHHE OT OPraHUT
0 IIPUXOJUTE M YHOCTOBEpPEHHE OT OONIMHATA II0 CEHANUIIETO Ha BEL3TOKHTENS M Ha
KaHI|/1aTa WM YUaCTHHKA,

- 32 00CTOATENCTBOTO IO Wi 54, am. 1, T. 6 - YIOCTOBEPEHHE OT OpraHure Ha
MznbnauTenna areHnus 1 maBHa HHCIIEKUKS 110 Tpyaa'; |

- paspelieHde 3a THProBHsA Ha €Ip0 C MEAULMHCKH H3/enusd, u3naieso ot MAJI
WM JpYT JOKYMEHT, yJOCTOBEpSBAll NPABOTO HA YYACTHHKA J@ ThPryBa ¢ MEIHIMHCKHU
H3JICINS, U3JIAICH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA JbpiKaBa;

- ceprrdukar 3a npuiaraHe M IOIbPXKAHE HA CHCTEMa 3a YIpaBJIeHHe Ha
kauecTBoTo ISO 9001 B ofyactra Ha IPOWU3BOJCTBOTO W/WIH THPTOBHSITA C MEIMIHCKY
U3JENHs W/HIM  cHMcTeMa 3a  ynpamiienue Ha kadectsoto [SO  13485/13488 w/win
CKBUBAIICHTHA;

w

|
\
\
Hepas,nenHa JacT OT HaCTOoAImMWA JOroBOp ca TEXHHYECCKOTO M IIe HOBaTa

NPEUIONKCHHUE 38 U3NTBJIHCHUEC Ha ITOPTLUIKATA. F

HﬂC»TOHIlIHF{T ,[[OI"()BOp C€ ChCTABH B TpPI eﬂHOO6pa3HI/I €K3CMHJIHpa E,Z[HH 351
IIpoJlaBava | JiBa 3a KyIyBaya. 7

[TPOJTABAU:

KYITYBAY /(—//// s
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i] . HpaBH CJICMHOTO NPEAJIOKEHHNE 3a HUAITbJIHEHHUE Ha IMOPBYKATA B CHOTBETCT

TEXHHYCCKUTE CTICLM(DHUKALIHE U H3UCKBAHHUATA HA Bb3JOIKUTENs!:
Ipeanaram nocraBkaTa Ha M3IEHs, KOUTO:

BHE C

- ¢a IPOM3BEJCHH OT MPOM3BOAMTEN, KONTO npujara M NoAABpKa CHCTEMA 34
ynpaenenue Ha KauecTBoto ISO 9001 w/wim cucTema 3a YOPaBNeHHE HAa Kay¢CTBOTO HA

MeaMIMHCKHTE M3aenus 1SO 13485 u/uny eKBHBAICHTHA,

- CPOTBCTCTBAT Ha M3HCKBaHuATa Ha [[upekruBa Ha ERponeiickus napnament u
Cobeeta Ha Eppona 98/79 EC 3a MemuuuuckuTe CpeacTea 3a JuarHoctiaka (IVD), KOraro e

MPUIOKHMO,
- OTrOBAPAT HA U3UCKBAHMATA Ha 9JL. 82, an. 1 or 3MH;

= OTrOBapsAT Ha HPYIUTe U3UCKBAHMA, IIOCOUEHH B TEXHUYECKHTE CHGHH@HK&HHH.‘

2. Jlexnaprpam CBITIACHETO CH ¢ KIAY3UTE HA [IPHIOKEHHS MPOCKT Ha JIOr0Bop.,
3. HexnapupaM CpoK Ha BaJWIHOCT Ha odeprara: 3 (Tpu) mecema oT narara,

KDHTC € [IOCOYEHA 3a JaTa Ha MoJaBaHe Ha O(I)GPTaTa.

4. Ilpuemam cpoxa Ha H3I'BJIHEHME Ha HOPBYKATA: 12 (mBaHazeceT) mecel
CKJTIOYBAHETO Ha IOrOBOpPA.

1a oT

5. Ilpwemam cpoka 3a mpamade: mo 60 (LecTAeceT) KalleHmapHu OHH OT

H3BBPIIBAHETO HA JOCTABKATA U M3JaFRaHETO HA d)aIcTypa OT H3ITBJIHUTEIIS,

6. Ilpuemam cpoka Ha mocraska: g0 14 (ueTupumajecer) KaneHaapuu IHU oT

MOMEHTA Ha 33ABABAHETO OT BB3JIOKUTE, ,

7. Tlpuemam cpoxa Ha roJHOCT! He MO-MaJKO oT 60 % (wectaecer NPOLIEHTA) OT

O0IHS CPOK HA FOAHOCT KM MOMEHTA Ha JOCTABKATA.

8. HpuemaM Ada H3ITbITHABAM BCH‘IKI/] H3MCKBaHUA HA BBINOFKUTENSA, MOCOUECHH B

O0ABICHHETO M IOKYMEHTALMATA 38 YUACTHE.

9. B cmyyaii, ye 6b/1a Onpe/IeeH 3a U3IBIHUTEN Ha NOPBYUKATE, CE 3ab/DKABAM,

npu I‘IOL[HH;OBB_HGTO Ha JIorosopa 3a OOLIECTBEHA MOPBHKA, A NPEICTABS aKTy
AOKYMCHTH | yJIOCTOBEPSABALIM JIMIICATA Ha OCHOBAHWS 3a OTCTPAHABAHE OT MPOLEY
KaKTO H CHOTBETCTBMETO ¢ MIOCTABEHUTE KPUTEPHH 3a IOA00D:

aJIHK
pata,

- 3a ofcrosTencrpara o 4. 54, an. 1, 1. 1 ot 3011 - cBuaeTencTro 3a CBANMOCT;
: |
- 34 06CTOATENICTBOTO 1O 4. 54, ai. 1, T. 3 ot 3011 - YIOCTOBEPEHHUE OT OPTAHUTE

| ]
10 INPHXOHHTE W YOOCTOBEPEHHUE OT O@l.]_lHHaTa [0 CEeHAIHMILICTO Ha BHIIOKUTENS
KaHauOaTa WiIH Y4aCTHHKA,

H Ha

- 3a obcToATenacTBOTO MO wWiI. 54, an. 1, T. 6 - YIOCTOBEPEHUE OT OpraHure Ha

Hsnenautenna arenuus "[1aBHa HHCOEKIHS 110 Tpypa'";

- PaspelleHue 3a THProBUA Ha ePO ¢ MCIMLUMHCKH M3IENns, H3laneHo ot A J]
WIH IpYr AOKYMEHT, yJOCTOBEpSBAIll IP4BOTO HA YYaCTHHKA JId THPIYBa ¢ MEJMLIMHCKH

H3JIeNIHA, H3OaleH OT KOMIIeTeHTEeH Oprad Ha CbOTBETHATA ABPKaBa, PElSpBll[GHI’ISl

WIH

e
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y,[[OCTOBBpeHHe HC CH H3HCKBa oT HpOHSBQHHTCIIHTG Ha MeIHULHHCKH H3gemus, YCTaHOBeHH
|
Ha TepHTOPI?HTa Ha Peﬂy6ﬂHKa bear, apus;

- CeprH(dHKaT 3 PICTEMA 33 yhpapnende ya
kagectsoro ISO 9001 3 ¢

TbpProBusTa ¢ MeInIn HCKH

ISO 13485/134838 u/vnu
CKBHBA/ICHTHa; -
| Y ' ¢ ;
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