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HHCC..@:’!%T@... 2020 ron, B rp. oGpuy, Ha ocHOBaHKe Wi, 112 u ¢ oT 3akoua 3a
00LeCTBEHUTE IOPHYKH, CE CKITIOYH HACTOSIIMAT JIOTOBOP MEXNY:

"MHOI'OITPO®UIIHA BOJIHMLIA 3A AKTUBHO JIEYEHUE-JIOBPNY" Al
rp. [loGpu, che celauIe H aApec Ha YIPaBICHHE: rp. {o6puy, yi. “Tlanaitor Xutos" 24,
Tem  058/600160, ¢axe: 058/600414, e-mail: oblb@bergon.net, EHK 124141302,

npefictaBisBano oT J-p Cserosap Baituen IletpoB — Usnbiuureien HAupexrop na
ApypecTBoTO, Hapu4ana BB3JIOXKUTEJI U

»EJITIAK JIM3UHI™ EOO]I, cbe cenanume u aJpec Ha ynpasjieHHe rp Bapxa,
paiion Tlpumopckn, yi. ,,MBan Boropos” Ne 12, EMK 200872196, IIPECTAaBASIBAHO OT
[Inamen AnTonos Kanaiimkues, B Ka4ecTBOTO MY Ha YIPaBUTEIN, OIIPENCTIEHO 3a H3ITBIHNUTE
¢ Pewenne Ne 37 / 20.12.2019 rox. ma BBIJIOKUTENS, CIeN HPOBEJCHa Ipouenypa 3a
Bh3jlarane Ha OOIIECTBEHa IOPBYKA THN "OTKPHTA nporenypa” Ne 00083-2019-0013, ¢
npeamer "JloctaBka Ha JiaGopaTopHU KOHCYMATHBH, PEaKTHBU U TECTOBE 334 OTHEICHUS

"Kipnnana MukpoGuonorus”, "Tpancpysnonna xemaronorus" u "Kinuudna naronorus”,
Hapyyad U3ITBJIHUTEJL.

Crpanute ce cropasyMmsxa 3a clieHOTO:

TIIPEIMET HA JIOTOBOPA U L[EHU

1.(1). HUBIIBJIHUTEJIAT jpocraBs  Ha BB3JIOXUTEJIA JabopaTopHu
KOHEYMATHBH, PCAKTHBU U TECTOBE (HAPHYAHH TIO~I0y MEAMLMHCKY/TE U3MENHs), 38 KOUTO &
yHacTBall B OTKPHTA IPOLEAypa 3a Bb3jaraHe Ha oCLIECTBEHA IOPBYKA 33 BB3JAraHe Ha
ofuecTBeRa mopsyKa no 060coGena mosumus Ne 1: Hocraska Ha naGoparopau KOHCYMAaTHBH,
PCaKTHBA M TECTOBE 3a oTjeneHUe ,,Kiumanuna Mukpobuosorus”, HOMEHKIaTypa Ne 1, 1o
o6ocobena mosuuus Ne 2: Jlocraka Ha 1abopaTopHy KOHCYMATHBH, PEakTHBH M TECTOBE 34
otaeenue ,, TpancysnoHHa XeMaToIorHs”, HOMEHKIIaTypu Ne 44 u Ne 45 wau onwmcanu B
[Ipujioskenne kbM norosopa

(2). LlenoBuTE npemnoXeHus Ha WBITBJIHUTEJIA, nocouenu B NPHIIOKEHHETO
TO IIpeAXOAHATA alMHEs, Ca Hepas/ie/iHa 4acT OT HACTOSLIKS 10TOBOP.

(3) TIporHo3HHTE KOIHYECTBA, MOCOYEHH B JOKYMEHTalMATAa 3a 0O0LIECTBEHA
HOpRYka HE nopakaT 3anbkerne 3a Bb3JIOXKUTEIS na ru 3akynu B nocoueHus obem.

CPOKOBE Y HAYVH HA ITJIALIIAHE

2. CpoKBT Ha HACTOSIIHS A0roBop ¢ 12 mMecena OT maraTa Ha IOANMCBAHETO My,
JloroBopBhT NMpOABIKaBA AEHCTBHETO CH [0 CKIIOYBAHETO HA JOTOBOP ¢ IPYr H3IIBIHUTE
CIIe POBEXKAaHe Ha 00IIeCTBEHA ITOPBUKa.

3. TlocouennTe B wi, 1 u3menus mwe OGBAAT JOCTABSHH OT W3ITBJIIHUTEJIS Ha
BB3JIOXKUTEJA B cpox mo 14 (YeTHpHHAeCET) KAICHAAPHHU IHHY, CIIE]] 3asBIBAHETO UM OT
B'B3JIOKUTEJISL.

4. smxumara wa U3ITBJIHUTEILS CyMa Ilo BCAKa OTHEIHA JOCTaBKA Iie Gbe
marena ot Bb3JIOXKUTEJIS o GaukosaTa cMeTKa Ha npoaasaya B Cpok 10 60 (mectaecer)
KaJICHIapHy IHK CIIEX U3aBaHeTo Ha (akTypa ot M3ITHJIHUTEILS.
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5. CpoKbT Ha roJHOCT Ha NOCTABEHHTE M3ZENHs TpsAOBa Jia € He Mo-KparThk oT 60
CCTIECET MPOIEHTa) OT OOIIMA CPOK Ha I'OJTHOCT KbM MOMEHTA Ha TOCTABKATA.

MSACTO HA U3ITBJIHEHUE U HPEMI/IHABAHE HA COBCTBEHOCTTA
b i

6. 3a MACTO Ha OCTABSIHE Ha HU3JEIHATA Ce ompeielist “MBAH I[06p1/1q" All, p.
1y, yn. “Ilanaiior Xuros" 24. W 3

7. CoGCTBEHOCTTa BBPXY MOCTABSIHATE H3ACHUS H pHCK’LT OT IBJHOTO WU
YHOTO UM noruBane npemuHasa BbpXy BB3JIOXKMTEJIA or MoMenTa Ha npueManeTo
A MJACTOTO HA JOCTABSIHE C IMPUEMO-LPEAABATENICH IIPOTOKOJN WM JPYT PaBHO3HAYEH
ICHT.,

ITPABA N 3AJIBJDKEHUS HA USITBJIHUTEJIS

Hien 8. (1) USITBJIHUTEJIAT e murpiken Aa ckIkous JIOrOBOP 3a NOAM3ILIHEHHC,
0 ¢ O0SIBUJI B 3asIBJICHMETO CH 38 YYacTHE IIOJI3BAHETO Ha IIOM3IIBJIHUTEN. B cpok 10 3
T CKIIFOYBAHCTO Ha JOrOBOP 3a MOAM3IIBIHEHHE MM HA JONBJIHUTENHO CHOPa3yMeHHE
MsHA Ha IIOCOYECH B 3a5BJIEHMETO [OJU3IBIHUTEN M3IBIHMATENAT W3IIpalla KOIUE Ha
Opa WJIK Ha JTOIIBIHUTENHOTO CIIOpasyMeHHe Ha BB3JIOXKHUTENS 3a€AHO ¢ NOKA3aTeICTRa,
U3IBIHEHU YCIOBUATA 110 4. 66, an. 2 u 11 ot 3011

(2) TlooMsirbiHUTENWTE HAMAT TPABO Jia IPEBB3NAraT: eHa WIH [I0BEYEe OT
)CTUTE, KOUTO Ca BK/IIOUEHH B IPEIMETa Ha IOTOBOPA 33 I10/{U3IThIIHEHHE.

(3) HezaBucumMoO OT BBE3MOKHOCTTA [a ce \ HU3MOM3BAT HOILI/IBH’bJIHI/ITeHI/I
OPHOCTTa 3a U3IIbJIHEHUE Ha JIOr0BOpa 32 06meCTBeHafrnomea e na U3ITBJIHUTEJLSL.

(4) BDB3JIOXUTEJAT maMma jga wu3BBpLIBA JUPEKTHUM pasmialllaHusl C
SITBITHUTEITUTE .

Ynen 9. UITBJIHUTEJIAT e jursken Jia OCTaBst MEAUIIHMHCKH U3EINHS, KOUTO:
1. nmaT HaneceHa "CE" MapkupoBKa B CHOTBETCTBUE ¢ M3UCKBAHUATA HA WI. 15 OT
[a 3a MEAULIIMHCKHATE n3aenus (3MHU);

2. uMaT HaHeceH MAeHTHOHUKAIHOHEH HOMep Ha HOTH(UIMpPAHKs Opraf 1o 4. 64,
or 3MMU, xoraro Iporenypure, onpezeicHu B Hapeabute mo wi. 18 ot 3MMU, u3uckBaT
SHETO MY;

3. IMaT HaHeCeHW HaWMCHOBAaHHE W aipec Ha ynpaBneHHe Ha IIPOU3BOIAUTENS

YITBJIHOMOILEHHUS 1IPEJICTABUTE U BHOCHTEIS;

4. IMaT MHCTPYKIUA 32 yroTpeda, ¢ U3KIIOUeHNe Ha U3AENNATA, 33 KOUTO TOBA HE
neujeHo B 3SMU; ) ‘

5. ca mpHApYKEHH OT BANUAEH CEPTU(HKAT, YIOCTOBEPABALL CHOTBETCTBHETO ChC
CTBEHUTE M3UCKBAHUSA, IPIIOKUMHE 38 U3AEIHETO, I/I3,[[a,£[€H OT, HOTI/I(I)I/IL[I/IpaH_I opras.

6. ca IPOM3BENEHU OT IIPOHIBOAUTEN, KOWUTO anJIara I/I nozu:u)pnca cucTeMa 3a
neHue Ha kagectBoTo ISO 9001:2015 m/unm cucrema 3a ynpaBJIeHHe Ha KA4YeCTBOTO Ha
MHCKUTE m3geiusa ISO 13485:2016 u/unm ekBUBaIeHTHA.

Unen 10.(1) UBITBJIIHUTEJISIT B cpoka Ha morosopa TpA0Ba Jia OTroBaps Ha
UTE U3UCKBAHMUS:

1. Jla uma paspermnenue WM yIOCTOBEPCHUE 38 THPIOBHS Ha €PO C MEIUIMHCKH
U, u3ajieno ot Msneiaurennus nupexrop Ha MAJI o peaa na 3MU.

2. Jla mpumiara M HOAXBpXKA CHCTEMa 3a YIpaBleHHEe Ha KadecTBoTo JSO

2015 B obnacTTa Ha IPOM3BOACTBOTO H/WJIM THPTOBUATA ¢ MEAMUIMHCKY H3/IETUS W/ MIIN

Ma 32 ynpasienue Ha kadecTBoTo ISO 13485/2016 w/unmu ekBUBaneHTHA.
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(2) MBITBJIHUTEJIAT e prpxen HesabaBHO na ysenomu BB3JIOXMTEIIS tpu
1aHe Ha CHOTBETHUTE Pa3peIleHUs WM 00E3CHIBAHE Ha YIOCTOBEPEHNS.

Yien 11. Beska otmenna mocraBka TpsOBa ga e NpUAPYHKEeHa OT JOKYMEHTH,
OBEpPABALIY IIPOU3BOIUTENS, IAPTULHUS HOMED, CEPUMHUSL HOMEDP, CPOKA Ha TOTHOCT U

OT aHANU3HU CEPTUQHKATH (OPHIHHAIHM, 3aBEPEHO KOMHE WIM MyONUYHO OIOBECTEHH),

JIOKY
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MEHTHPALIM IPOU3X0/1a, ChCTaBa U TEKYIIUs KOHTPOJ Ha KAUeCTBOTO Ha H3EIIHUATA.
Uneun 12. UBITBJIHUTEJIAT e mnbxen pa wH3majge B Cpok QakTypa 3a
BEHUTE MEJAMLIUHCKH U3JICIHUSL.

ITPABA N 3AABJDKEHWS HA BB3JIOXKUTEIIA

Ynen 13.(1) BB3JIOXKUTEJIAT uma npaso aa npOBep;IBa KOJ’IH‘IGCTBOTO Ha BCSIKA
[Ha JOCTaBKa, KaTO TpPW YCTAHOBSBAHC MAa HGCBOTBETCTBI/IG ie ‘ILJ'IT))KGH Jla YBEIOMHU -
bJIHUTEJIA B cpok ot 24 yaca. f}“‘g ‘I y

(2) Ilpm ycraHoBsBaHE Ha HECHOTBETCTBHE B KAuCCTBOTO HA  JOCTABEHUTE
iHckH m3genud BB3JIOXKUTEIIAT e mnexer na ysernoMu I/ISHT)HHI/ITEHH B CPOK
qaca., ,

(3) HecbOTBETCTBHETO HA KOJIMYECTBOTO M KAYECTBOTO CE YCTAHOBSBA C IPOTOKOII,
BEH OT KOMHUCHS, ChbCTaBeHA 0T JUIkKuocraure jauna Ha B b3JIOXUTEJIST.

(4) B cnyuait, ue U3ITBJIHUTEJIAT B cpok mo 24 yaca ciien yBeIOMSBAHETO 110
OCTIOPU IMCMEHO HECHOTBETCTBHETO HA KAYECTBOTO, TOM MOJKE J1a UCKa MPOBEPKATA MY
BITHOMOIIEH OpraH MK J1JabopaTopusl.

Uren 14. Bb3JIOXXUTEJIIT e muniken Jia 3a1aTH yroBopeHara [ieHa B pasMepa,
YHHA U B CPOKA, OIPEJIEIEHH B HACTOSIIUS TIOTOBOP.

HEYCTOWKU ﬁ

Hnen 15.(1) Ilpu 3abaBa na pocraBka OT CTpaHa HA TpojaBada ¢ HoBeUe OT 24
eceT 1 uetpu) yaca, BB3JIOXKUTEJISIT nma npaso a nmony9du Heycrolika B pasmep Ha
ylla L4710, €IHA JIeceTa) Ha CTO OT CToiHocTTa Ha 3abaBeHATa NOCTABKA 34 BCEKU 24

sabasa.

(2) IIpu ycranopsBaHe Ha HECHOTBETCTBHE B KoiuyecTBOTO, USITBJIHUTEIIAT ¢
€H Jla TOCTaBH JIMIICBAIOTO KOJMYECTBO IPHU ClIeABallaTa OCTaBKa, a IPH IMOMCKBAHE

ot crpana Ha BB3JIOKUTEJIA B cpok ot 24 yaca. [Ipn HEH3NBIIHEHUE HA TOBA 3abIXKEHHUE
BB3JIOXUTEJAT uma mpaBo ja HOTyYd HEYCTOWKa B pasMep Ha 5 (IeT) HA CTO OT

CTOH

TR
JOCT

0CTTa Ha JINTICBALI[OTO KOJIHYCCTRO.

(3) Ilpu ycraHnoBsiBaHe Ha HechOTBeTCTBHE B Kayectsoro, M3ITBJIHUTEJIAT e
eH Ja JOCTaBM MENUIMHCKHA H3IENMs C YFOBOPEHOTO KadeCTBO MpPH CJIEABaIaTa
BKa, a 1pu moucksape or crpaa Ha BB3JIOJKUTEJISI B cpox or 24 wyaca. [lpu

HeusbiHeHHe Ha ToBa 3aabmkenue Bb3JIOJKUTEJIAT uMa npaso na monyun HEyCTONKa B

paszme
JIOT'OE
H3/1E]

3arnid

MeJIu

p Ha 5 (IIeT) Ha CTO OT CTOWHOCTTA HAa HEKAUSCTBEHATA IOCTABKA.

(4) B cnygaute no amwsen 2 u 3, axo WSIIBJIHUTEJIAT 'He 1I0CTaBH
operoto, BB3JIOXKMUTEJLAT nma mpaso ha 3aKynn HEOGXOAMMHTE MY ' MEIHIHCKH
us OT APYT' NOCTaBYMK, KAaTO pa3jiMKaTa MEXKLy LEeHaTa 1o uloro,Bopa U IeHCTBUTEIHO
TeHaTa IleHa € 3a cmeTtka Ha U3IIBJIHUTEJISA. % el

Unen 16.(1) Ilpum orkas ma M3IIBJIHUTEJS na jocrasm 3a${BeHI/ITe My

HNUHCKHA H3AeIMd WiIM Ipu 3abaBa moBede oT 48 (uerwpuaeceT M 'oceM) daca,
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BB3JIOXKUTEJIAT nma npaso na 3akynu HEOOXOAUMUTE MY MEIUIMHCKH U3HCIHA OT YT

JOCT4

IEeHCT

BUHK.
(2) B ciryuante mo mipeixo/iHaTa anmHes pasjiMKaTa Memgy ueHaTa no JOTOBOpa U
BUTEIHO 3aILiaTenara lieHa e 3a cmerka Ha M3ITbJJHUTEISL. :
Unen 17. Bb3JIOXKUTEJIST nva npaBo 1a ucka 06e3LueTeHHe B IIBJICH pPa3sMep

Ha BPRIHUTE, KOUTO € [IPETHPIIAN B pe3yjITaTr Ha 3a0aBeHaTa W/ MM HEKAUECTBEHATA JOCTaBKa.

Ynen 18. Ilpu 3abaBa Ha miamane oT cTpaHa Ha B"b3JIO}1KI/ITEJIﬂT‘, MOCHEHUST

abxy Ha USITBJIHUTEJIA meycroiika, B pasMep Ha 3aKOHHATA JIMXBA.

morar

u3pey
JIOTOE
OBTH
JIOTOE

IPOBE

nopst

[pe;E

CcIIopCa
KOMII

Unen 19. Heycroiikute, obe3lneTeHUATa U [IEHOBUTE PA3IUKH O Wi 16, an. 2
Jia Ob1aT yabpiKaHH OT Besiko Nbmkumo ua M3ITBJIHUTEILS nnamasne.

ITPEKPATSABAHE HA JIOI'OBOPA

Unen 20. JloroBopsT ce mpekpaTspa:

l. ¢ usTH9aHe Ha CPOKa, 3a KOMTO € CKIJIFOYEH, OCBEH B XHMIIOTE3aTa Ha WicH 2,
€HUE BTOPO;

2. OT M3IpaBHATa CTpaHa [PU CHCTEMHO HEH3IIBIHCHYE HA 3aIbIDKEHHATA 110
opa. ITox cucTeMHO HeM3UbIHEHHE ce pazOmpa TaKOBa, U3BLPIUEHO JIBA, MM IOBEYE
B pAaMKHTE Ha eIMH KaJeHJAPEH Mecell, HilH [I0BEYe 013'_ rpH m{h ! paMKHTe Ha CpoKa Ha
opa; :

3. IpH CH3MABAaHETO Ha YCJIOBHS 3a JIOCTABKa HA MEIMIMHCKH H3JCIMs Clel
HIAHETO HA NECHTPAIU3UPaHH €IeKTPOHHU ThProBe.

4. mpH HEBB3MOXHOCT Jia Ce OCHTYpH (bHHaHCHpaHe 34 U3IBJIHEHUETO HAa
ikara o rpuuuad, Kouto BB3JIOKUTEJLAT He e morsn na nmpeasuim.

JAPYT YCIIOBUA

Unen 21. CTpanuTe mo Jorobopa HE MOTaT Ja 'O M3MEHAT, OCBEH B CIy4YauTe,
ujend B 4. 116 ot 30I1. :

Unen 22. CrpanuTe mo JOroBopa Iie peliaBarT BE3HUKHAIUTE [0 H3ITBIHEHUETO
BE II0 B3aHMHO CBIJIACHE, @ aKO TOBA € HEBH3MOXKHO, 110 pena na ['TIK, npen pomoo
STEHTHUAT ¢bA B Ip. JoOpuu. . ,
Unen 23. 3a BCHUKY HEYPEACHH 110 HACTOAIIUSA ILOI‘OBOp B’prOCI/I me ce npuiarar

pasnopendute na 3011, TII130I1, 33/] u T3. ;.

HACTO

JIITBXK

CleH

\, » : "
Ynen 24.(1) 3a BanmupHu ajpecH 3a IpHEMaHE Ha C’,BO6HJ;6HI/IH,‘ CBBP3aHH C

ALK IOTOBOP €€ CMSATAT 8JIPECHTE, IIOCOYCHH B HAYajloTO Ha JOTOBOPa. |

(2) Ilpu mpoMsHa Ha NaHHWTE O HPEAXOAHATA AJIMHES, ChOTBETHATA CTpaHa €
1a [1a YBEJIOMH IpyTaTa B TPU/IHEBEH CPOK OT MPOMSHATA. |

Ilpy cbeTapsHe HA HACTOSIMAT JOTOBOP €€ MNPEJICTABAXA OT M3IBIHHUTEINS
UTe JOKYMCHTH 34 JOKa3BaHe JIMIICATa Ha OCHOBAHMSA 32 OTCTPaHsIBAHE:

- 3a obcrosTencTBata Mo Wi. 54, an. 1, 1. 1 ot 3011 - cBUAETENCTBO 3a CHANMOCT;,

- 38 06¢cTosTENCTBOTO 110 Wil 54, an. 1, T. 3 ot 30I1 - yjocToBepenne oT oprasute

o MIPHXOOUTE W YAOCTOBEPCHHE OT obmuHaTa 10 CCOANIUINCTO HAa BBIJIOXKUTCIS U Ha
Kapauaara ujid YY4aCTHHMKA,

- 32 00CTOATENCTBOTO HO Wi 54, ain. 1, T. 6 - ymocToBepeHue OT. OpTaHUTE Ha

Usnejmurenna areqnus "l aBna HHCIEKIMs 110 Tpyaa";
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- paspelleHue 3a ThProBHUS Ha €Ip0 ¢ MEAMIMHCKH M3Jenus, uiganeno ot UAJl
WIA JIpyr JOKYMEHT, YJOCTOBEpSBAL] NPaBOTO HA YYACTHUKA Jia THPIYBa ¢ MEAWIMHCKU
M3JIEJIMA, U3aAEH OT KOMIIETEHTEH OpTraH Ha ChOTBETHATA IbPKaBa,

- cepruUKaT 3a LpuiiaraHe W MOJIbpPXKaHC Ha CHCTEMA 32 YNpaBICHHE Ha
kage¢TBoTO ISO 9001:2015 B 061acTTa HA IPOM3BOACTBOTO M/HIIH T’BpFOBI/IHTa ¢ MEIULIMHCKA

H3JICMs W/WMIM CHACTEMa 3a YIpaBleHHC Ha KadecTBoTo ISO  13485:2016 wn/wmm
€KBUBAJICHTHA;

Hacrosmuar nororop ce cbecraBH B TPH CI[H006pa3H‘_‘A;
W3IThJIHUTEIIA u iBa 3a BB3JIOXKUTEII, }di e

CK3EeMILIIpa, CIWH 3a

—

B'b3J

S
—

I'J1.C
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IIpunoscenue Ne 4 — sadvnscumenen o6pazey

TEXHUYECKO TOPEJAJOXKEHUE

IIo OIT Ne 1 "Cnmebk Ha Ja00pPaTOPHHTE KOHCYMATHBH, PEAKTHBH H
oBe 3a oTaenenue "'Kinmanyna mukpoouonorus"

Homnucanmsar Ilnamen ArTonoB Kanmaiiz B <2uccrBoTO
a Ynpasuten(usnucea ce Onvorcnocmma) Ha BILio o ooooiir o, <M (usnucsa ce

umemo Ha yyacmuuxa), cve cefammime: rp. Bapma, yi.”HBau Boropos” Ne 12, ampec ma

yIpa

TCXH

Brenue rp. Bapra, yin.”Wsan Boropos” Ne 12, EMK 200872196,

1. HpaBFI CICAHOTO IIPCIOKCHUE 3a U3IIBIHECHUE HA IIOpBRYKaTa B CbOTBETCTBHUC C
HYCCKHUTE CHCHI/I(I)HKaI_II’II/I H M3VMCKBAHUATA HA BB3JIOKUTEIIS;
HpezmaraM JOCTaBKara Ha U3JACIUs, KOUTO:

- €& IPON3BCACHU OT IPOU3BOUTEIN, KOHUTO oputara U ImojabpKa CUCTEMaA 3a

ynpapiesue Ha kauectBoTo ISO 9001:2015 u/mimu cucrema 3a ynpasieHue Ha Ka4ecTBOTO Ha
MeaunuuckuTe uzgenud 1ISO 13485:2016 u/unu exBUBajIeHTHA.,

- ChOTBCTCTBAT HA M3UCKBAHUATA HA I[I/IpeKTI/IBa Ha EBpOHeﬁCKHH IIapJIIaMCHT U

Ceeera Ha EBpomna 98/79 EC 3a menumunckuTe cpencTea 3a muarHoctuka (IVD), xorarto e
IPUT0ACHMO.,

- OTrOBApAT HA U3UCKBaHMATA Ha WI. 82, air. 1 or 3MU;

- OTTOBAPAT HA APYTUTC U3UCKBAHMS, TIOCOYCHH B TEXHUUCCKUTE CTICIH(UKALIAN.
2. Jlexnapupam CbIIIacHETO CH ¢ KIIay3UuTe Ha IPHITOXKEHHS IPOEKT Ha JIOTOBOP.

3. JlexmapupaM CpoK Ha BAalHIHOCT Ha otdeprara: 3 (Tpm) Mecella oT martara,

KOATO € II0COYCHA 34 JlaTa Ha II0JIaBaHe Ha O(bepTaTa.

4. TIlpuemaM cpoka Ha H3IBIHEHHE HA nopwukata: 12 (1uBamamecer) mecerma ot

CKJIIGYBAHETO HA ZAOrosopa.

5. llpmemam cpoka 3a mnamane: mo 60 (ImecTaeceT) XaneHmapHU IHH OT

H3BBPUIBAHCTO HA JOCTABKATA U H3MABAHETO Ha (baKTypa OT U3IIBJIHUTEIIA,

6. Ilpuemam cpoxa Ha moctaBka: mo 14 (deTHpHHazeceT) KaleHAApHU JHH OT

MOMEHTA Ha 3asABABAHETO OT BB3JIOKWATEIS.

7. TlpueMaM cpoka Ha TOLHOCT: HE MO-MAJKO OT 60 % (IMECTIECET IPOIEHTA) OT

001K CPOK Ha I'OTHOCT KbM MOMEHTA HA JOCTABKATA.

8. HpI/ICMaM Ja U3IBIHABAM BCHYKH W3WCKBAHUI Ha BB3IIOXKHUTEIISL, ITIOCOYEHH B

OOABJICHHETO U OOKYMCHTAILIMATA 3a y4acTue.

pH

9.B cnyan‘/'I, e 6’5}1& OIIPEACIICH 3a U3IIBJIHUTEI Ha IIOpBUKaTa, CC 3aab/IKaBaMm,
IIOAIINCBAHETO Ha AOTOBOpa 3a 06IIIGCTBCH8. IOpBYKa, Ja IIPEACTaBsA AKTYaJIHA

HJOKYMEHTH YAOOCTOBEpSBAIIK JIMIICATA HAa OCHOBAHHS 3a OTCTpaHsABaHE OT IIponeaypara,
KaKTQ 1 CBOTBCTCTBHETO C IIOCTABEHUTE KpUTCpHuH 3a HOI[60pI

- 32 o6crogTeNncTBara o wi. 54, ai. 1, 1. 1 ot 3011 - CBUCTEIICTBO 3a CHANMOCT;

- 32 06CTOATENCTBOTO 110 Wi, 54, an. 1, T. 3 or 3011 - YZAOCTOBEPEHHUE OT OPraHuTe

1o l'llpHXOI[I/ITC H YOOCTOBEPCHHE OT O6H.[I/IHaTa IO CEeAAININCTO Ha BBINMOXKUTEISI W Ha

KaH

WsnnmuTenna arenmnus "I asHa WHCIIEKIY 110 Tpya";

1/1aTa UIIM YYACTHHKA,
- 32 00CTOATENCTBOTO 10 i, 54, am. 1, T. 6 - YAOCTOBEPEHHUE OT (O,
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- PaspeIliCHNe 3a ThProBHUs Ha €p0 ¢ MEAMLMHCKU U3AENUs, m3aaneno or UAJ]
WA | ApYT MOKYMEHT, yIOCTOBEPABALL IPABOTO HA YY4CTHHKA Jia THPIyBa ¢ MEIHIHHCKH
H3/ICGIHS, M3NIANCH OT KOMIIETCHTCH OpraH Ha CHOTBCTHATA JABPkKaBa. Paspemenue mm
YAOGTOBCPCHUC HE CC M3UCKBA OT NPOM3BOAMTCIATEC HA MEAMIMHCKY M3ICIHAA, YCTAHOBEHH
Ha TepuTopusita Ha PenyGiuka Boirapns;

- CepTI/I(l)I/IKaT 34 IIpujaralHe u NNoOAABPIKAaHC Ha CHCTEMa 3a YIpaBJICHUE Ha
xagecToTo ISO 9001:2015 B obiacTTa Ha HPOM3BOLCTBOTO H/UIH THPrOBHATA ¢ MEIUIIMHCKH

M3 W/ CHCTEMA 3a ylpaeiicHne Ha xadecTBoTo ISO 13485:2016 w/wm
EKBUBAJICHTHA;

[TnameH AHTOHOB
—_——
(ume, GamuHO ¥ GaMuiIus, JILKHOCT)
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TECTY

CH H
umen

Hpunoosscenue Ne 4 — 3advnxcumenen obpaszey

TEXHHUYECKO HNPEJJOXKEHHNE
IIo OIT Ne 2 "Chnuebk Ha J1a00paTOpHATE KOHCYMATHBH, PEAKTHBH o
bBe 32 oTaeenne "Tpancdysuonna xemarosorus"

Houmcannsit [namen AnToHOB Kaﬂai/izmcné)\. - I <>uccreoro
A Ynpasuren(usnucea ce OnvocHocmma) Ha EJITAK JIMBWHI EOOJT (usnucea ce

10 Ha yvacmuuxa), cbe cenamuine: rp. Bapma, yin.”Hean Boropos” Ne 12, anpec Ha

ympasnenue rp. Bapua, yi1.”Usan Boropos” Ne 12, EUK 200872196,

TCXHUYECKUTE CHGHH(I)I/IK&HHI/I H H3MCKBAHUSTA HA BH3JOXKUTEILS:

1. HpaBS{ CIICAHOTO IIPEIJIOKEHME 3a HSHBTGHHe Ha IIOPBYKATa B CHOTBETCTRHUE C

Hpez(naraM AOCTaBKara Ha U3JICIIHs, KOUTO:
- Ca IIPOM3BEJIEHU OT IPOM3BOAUTEI, KOHUTO IIpuJiara m IIOAObPIKA CHUCTEMA 34

yipapiieaue na kadectBoro ISO 9001:2015 u/man cucrema 3a YIpaBJICHHEe Ha KaYeCTBOTO Ha

MECIH

HuHCKHTE u3nenust ISO 13485:2016 u/mnm exsupanenTHa,
- CBOTBETCTBAT Ha M3UCKBAHMATA Ha JUpeKkTHBa Ha EBpomnefickus mapinament u

CoBera na Espona 98/79 EC 3a meumuuckuTe cpenctsa 3a nmuarHoctuka (IVD), koraro e

TPUII

OIKUMO.
- OTTOBAPAT Ha U3HCKBaHKATA HA WL 82, ain. 1 or 3MU;

- OTI'OBAapAT Ha APYTHTE U3UCKBAHUS, IIOCOYECHHN B TEXHUUECKITE crenndukanmm,
2. Jlexnapupam chIIacHeTo CH ¢ KiIay3uTe Ha IPUJIOKEHHUST [IPOEKT HA JOTOBOP.
3. JlexnapupaM cpok Ha BalMAHOCT Ha odeprata: 3 (Tpm) Mmecena ot JlaTara,

KOATO € IocodeHa 3a aTa Ha IogaBaHe Ha O(bepTaTa.

4. IlpweMaM cpoka Ha HM3ITBIHCHHE Ha noprukara: 12 (gBaHazecer) Mecena or

CKIIIOHBAHETO HA ZOTroBoOpa.

5. llpmemam cpoka 3a mumamame: 10 60 (wecTaeceT) KaleHIApHH AHW OT

H3BBLPIIBAHETO HAa JOCTABKATA U HU3JaBaHETO Ha (baKTypa OT U3NIBJIHUTEIIA.

6. llpmemam cpoka Ha mocraBka: mo 14 (UeTHpuHAzeceT) KaleHIapHU IHH OT

MOMEHTA Ha 3ad4BABAHETO OT BB3JIOKMUTE]S.

7. 1lpuemMam cpoka Ha TOHOCT: HE MO-MaJKO oT 60 % (lectaeceT mponedra) ot

0O CPOK Ha rOAHOCT KbM MOMEHTA HA JI0CTaBKara.

8. HpI/IeMaM Ja U3IIBIHABAM BCUYKH H3UCKBAHHA HA BB3JIOKUATECIIS, IIOCOYEHU B

OOSsIBIICHUETO U IOKYMEHTAIHATA 33 YJacTHe.

pu

9.B cnyqaﬁ, qc 6’B,I[a OIIPpCACIICH 3a U3MBIIHUTEI Ha IIOpBYKaTa, ce 3abJIXKaBaM,
[IOOIIUCBAHETO Ha JOT OBOpa 3a 06H_[eCTBeHa II0OpBYKa, ma apencrassa AKTyaJIHU

JOKYMCHTHA YAOOCTOBEPABAINY JINIICATA HA OCHOBAHHSI 3a OTCTpaHgBaHE OT Iiponeaypara,
KaKTO M CbOTBCTCTBUETO C IIOCTABCHUTE KPUTCPHH 3a HOIIGOpZ

IIo 1

- 32 o6cTrosTeNncTBaTa 10 WI. 54, aj. 1, . 1 ot 30II - cBHOETENCTRO 34 CBJIUMOCT;
- 33 00CTOATENCTBOTO 10 W 54, aim. 1, T. 3 ot 3011 - YIOCTOBEPEHUE OT OpraHuTe
PAXOMIATE M yIOCTOBCPEHME OT OOIIMHATA 110 CENANMIIETO HA BHITOXKHTENS U Ha

Kanamnjiata nujm y4aCTHHKa,

Hsns

HIA JIpYyr HOKYMEHT, YAOCTOBEpsBAIIL IIpaBOTO HA Y4YacTHHKA ma Thprysa c MECIHITHL

- 32 00CTOATENCTBOTO WO ulL. 54, an. 1, 1. 6 - YIOCTOBEPEHHE OT OPraHMIe ’ ..
JHUTCIHA areHIns "I aBHa MHCIeKIMs 10 Tpyma';

- paspenicHue 3a ThProBusi Ha AP0 C MCOUIIUHCKH U3, U3/IAaJICHO OT
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H31¢
Y10«

JIMSL, U3JAACH OT KOMIICTCHTEH OpraH Ha CBHOTBETHATA ABpXKaBa. Pa3pCIHCHI/IC I
TOBCPEHHUEC HE CE U3HCKBA OT IIPOU3BOAUTCIINTE HA MEAUIIHHCKHU H3CvA, YCTAHOBCHH

Ha TepuTOpHsTa Ha Peny6muka brnrapus;

Kaue
H3J1E
CKBH

- CeprudUKaT 3a NpHIATaHe W MOMTBPXKAHEG HA CHCTEMA 3a YIpPaBJIEHUE Ha
creoto ISO 9001:2015 B oGnacTra Ha MPOU3BOACTBOTO H/HIH TBPrOBHATA C MCITHITMHCKH

M WHANM  CHCTEMa 3a yIpaBleHHe Ha KadecTBoTo ISO  13485:2016 n/unm
BaJICHTHA,

[Inamen AHTOHO.
(ame, Gamuno v GaMUITHS, JUTEKE:

TECI
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IMO3HI

J1a00

Ilpunosicenue Ne 5 — 3a0wnncumenen odpazey

HEHOBO IIPEJJIO)KEHHUE 3A U3ITLJIHEHUE HA IOPHYKATA

or EJITTAK JIM3VIHI" EOOJT

Che cepanuIie B Tp. Bapna o6munaa Bapra.u agpec na
ynpasienue yi.”HMpan boropos” No 12

EWUK /BYJICTAT 200872196

IDeNCTaBIsABaH OT [ ImamMen An1w

_aquTBOTo My Ha Y IPaBATEN

\mﬂno>l<eHne 3a HBIIBIHEHHE Ha TopbYKara, no odocodeHa
st No:

[ _Ne 1, kato mpuwnaram nommueano IMpuaowmenme Ne 1 "Chomenk Ha

JATOPHUTE KOHCYMATHBH, PEAKTHBH _H __TecToBe 3a  oraedenne "KiMHHYHA

MHK]

vobunoaorms'',

1200

M Ne 2, xaro mpumaaram noammcano Ipuaoxenue Ne 2 "Chouebic HA
DATOPHUTE KOHCYMATHBH, PeaKTHBHU M TecroBe 3a ormeaenue '"Tpancdyimonna

Xema

rojorus''.

naboy

npeoc

MepH

HIC,

3HAK

eoun1
Kamo
(bpos
eount

0 Ne 3, xaro mnpumaram mnopmucano llpumoxenwe Ne 3 "Chucsk Ha
PATOPHUTE KOHCYMATHBH, PEaKTHBU U TECTOBE 3a orxaeiecHue "Kinuunana naronorus".
(moss, ombenesiceme obocobenama nosuyus 3a KOAMo npedcmacsme ohepma)

YKA3AHHA 30 nonvigane na npunoxceHusma:

B npunoscenuemo Ne 1, Ne 2 wunu Ne 3, 3a HOMEHKILAmMYpama no Kosmo
Masst ogepma, ecexu yHAcmHUK cned6a 0a NONbANY CreOHUme KOAOHU U pedose.

B konona 6 yuacmnuxvm nocousa npouseodumens na npednazanomo uzdenye.

B konona 7 yvacmuuxvm nocousa emecmumocmma na npednazanama onaxosxa @
L QUHUYU (Cb2RaCHO nocodeHomo 6 konona 3 uiu 3.1), kozamo e NPUTOICUMO.

B konona 8 yuacmnuxem nocousa npeonazanama yena na onaxoska ¢ nesa 6es
KO2amo e npuiLodICUMO, KAamo yeHama Ha ONAKosKa mpsbea 0a e 3akpvaiena 00 6mopus
Ce0 Oecemuynama 3anemas.

B konona 9 ywacmuuxem nocousa npednazanama edunuynama yena Ha mepna
ya ¢ nesa bes JIIC. Eounuunama yena na mepna edunuya 6 xonona 9 ce nosy4asq,

Yenama 3a ONAKO6KA HA 6CAKO u30enue noomoenno ce pazdenu Hd GMeCmumMocmma
MepHU eOuHuyy) 6 eona onakoeka (kor. 8 : xon. 7). EOunuunama yema Ha mMepha
14a credea 0a e 3aKkpveilena 00 Yemebpmus 3HAK Cled 0ecemuynama 3anemas.

Konona 10 ce nonvnsa camo no onesu nomenxnamypy, koumo cvOvpoIcam 6 cebe

cu noﬁnomenkﬂamypu: 1,6,7 15, 16,18, 23, 26, 33, 34, 54, 60, 63, 67, 68, 70, 72, 75 u 77. B

Koo
KONOH
o Hi

om
oece

ta 10 ywacmuuxsm nocousa npoussedenuemo megicdy NposHOIHOMO KONUHECHEO Om
a4 U YeHama 3a MepHa eOUHUYA, NOCOYEHA OM YYACHHUKA 8 KOLOHA 9 (kon. 4 x xon. 9).
omenxnamypa Ne 71 "Ovueemumennu cemose" ne ce nonvisa xonona 10.

Ha pedoseme "O6uto no nomenxaamypa Me......" yyacmuuxom nocousa cbopa

motnocmume na écexu ped om xonona 10. Céopvm ce 3axpvens 0o 6mopus suax cied
u4Hama 3anemasi,

N\
[ItamMen AHTOHOB . . “RYTEN ! Z
(ume, OaIUAC & QaMIIIn, _AHOCT)
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