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,[[Hec...g%ffg./&%,?o roft. B rp. {o6puy, Ha OcHOBaHME Wi, 112 w ciiiort Bakouna 3a
00LLIECTBEHHUTE TOPBUKH, Ce CKITIOUM HACTOSIIUIT JIOTOBOP MEXCLY:

"MHOTI'OITPO®MITHA BOJTHUILIA 3A AKTVIBHO JIEYEHUE-JOBPUY" AJl
rp. MoGpuy, cbe cenanume u azpec Ha ynpasjienue: rp, Jlo6puy, yn. “Ilanaitor Xurop" 24,
ten.  058/600160, caxc: 058/600414, e-mail: obib@bergon&ﬁet} 'EWK 124141302,
HpeacTaBisiBano ot Ji-p Cserosap Baitues [letpos = Usnbapurenen Hupextop mHa
ApYXeCTBOTO, Hapu4ana B'b3JIOXKUTEJI U |

U KEM CAMBHTUDOUK” EOO/l, cve cemanmie n eilz[pec Ha YHIPaBJIEHHE I'p
Codma 1231, paiton Bpw6Huna, yn. ,Jlomcko moce” No 228A, er. 3, EUK 200638154,
NpeAcTaBisBaHo oT Emun Xpretos Mapunues, B kauecTBOTO MY Ha YUpPaBUTEJ, ONpeeIeHO
3a M3OBJIHHTEN ¢ Pemenue Ne 37 / 20.12.2019 I'OA. Ha BB3JIONKHTENS, Clel NpoBeAeHa
POLEAypa 3a Bb3IaraHe Ha 00IECTBEHA IOPBYKa THIT "oTKkpHuTa npouenypa" No 00083-2019-
0013, ¢ mpeamer "Ilocraska Ha na6OpaTOPHE KOHCYMATHBH, PeaKTHBM M TECTOBE 3a
oraencrus "Kiuununa muxpo6uornorus’”, "Tpancdysnonna xematonorus" u "Kinpmuma
naroyorus”, Hapuyan U3ITBJIHUTE]L.

CTpaHI/ITe CC CIIOpa3yMsxa 3a CIEIHOTO!

HPEIMET HA IOTOBOPA 1 LIEHU 0 |'| i

1(1). UBIBIHUTEIST nocraes wHa B3JIOXKUTEJLA 11260paTOpHN
KOHCYMATHBH, PEAKTHBY U TECTOBE (HAPHYAHU T0-I0TY MEAUTHCKH/TE U3JIENTNS), 38 KOUTO €
ydacTBal B OTKPHUTA NpOUedypa 3a Bb3jlaraHe Ha oBIIecTReHa TIOpBUKA 3a Bh3jarate Ha
o0luecTBeHa II0pBUKa O o6ocobena nosuwus Ne 2 @ JloctaBka Ha nafopatopru
KOHCYMATHBH, DEAaKTHBM H TeCToBe 3a ormeneHue T pancoysuonsa  Xemaronorus”,
HOMeHKnatypa No55 wiy onucanu B ITpuioxenue Kby JIOrOBOpa

(2). Uenosute npemiosxkenus ma MBITBJIHUTEIIS, nocovenu IIPUIIOKEHUETO
110 IPEIXOAHATA alMHes], Ca Hepa3/lesIHA 9acT OT HACTOSIIIUS ZIOTOBOD,

(3) TIporHo3HHTE KONHHYECTBA, HOCOYCHH B MOKyMEHTanuaTa 3a oblecTBena
TIOpBHKa HE IopaxAaT 3axbinkerne 3a Bb3JIOXKUTEIY na ru 3aKyIld B [I0OCOYEHUs 06eM.

M
3

CPOKOBE V1 HAUMH HA ITJIALLIAHE

2, CpOKBT Ha HACTOSLIUS RoroBop ¢ 12 Mecena oT gatata Ha IOJIIUCBAHETO My,
JloroBOPBT mpoxbIKaBa AEHCTBHETO U 10 CKJIIOYBAHETO! Ha uorbfll‘gop C APYr H3IILIHUTES
CJIeA IPOBEXIAaHE Ha 0OLIECTBeHA TOPHYKA., ' : :

3. Ilocouennte B wi. | m3menus me Obxat mocrasHn ot U3IIBJIHUTEIS na
BB3JIOXKUTEJIA B cpok o 14 (ueTnpuHaneceT) KaNEHAAPHY JHHU, e 34BABAHETO UM OT
B'b3JIOXKUTEJLA.

4. Memxumara va USITHJIHUTEILS Cyma 110 BCAKa OT/ENIHa NOCTaBKa e Obje
nnatena ot Bb3JIOKUTEJIS no Gankosarta cMeTka ua lIpofiasaia B cpox Jo 60 (urectaecer)
KaJICH/IapHH THU ClIe/ M3/iaBaneTo Ha dakTypa ot U3ITbIIHUTEILS.

5. CPOKBT Ha FOIHOCT Ha JOCTABEHUTE H3ICIIHS TpsAbBa a e He 1mo-Kkparsk ot 60
% (mmectnecer npomenra) ot o6us CPOK Ha rOTHOCT KbM MOMEHTA Ha LOCTABKATA.,
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MACTO HA USITBJIHEHUE U TIPEMUHABAHE HA COBCTBEHOCTTA

6. 3a MACTO HA JOCTABAHE HA W3EIUATA CE onpezens “MBAJI-{o6puy" AJl, rp.
Ho6puy, yn. “Tlanaiior Xurtos" 24,

7. CoGCTBEHOCTTa BBPXY JIOCTABIHUTE M3NEIUS W PUCKBT OT MOBJHOTO HIIH
1aCTHYHOTO UM T0ruBaHe npemuHasa BbpXy BB3JIOXUTEIIS ot MmomenTta ua IIPHEMAHETO
MM Ha MACTOTO Ha NOCTAaBAHE C MPHEMO-NPENABATENEH IIPOTOKON MIH JPYr PaBHO3HAYCH
JIOKYMEHT.

IIPABA U BAIBJDKEHUMS HA MSITBJIHUTENYI :
i

ien 8. (1) UBIIBJIHUTEIISAT e jrbiken na CKJIFOYM IOTOBOP 33 MOAM3ILIHEHHC,
KOraTo € 0OSBUII B 3aBJICHHETO CH 34 YYACTHE [OJI3BAHET ) Ha ﬁonﬁ%ﬁinHHTeni B cpox 1o 3
AHH OT CKJIIOYBAHETO HA JIOTOBOP 3a MMOAM3IILIHEHNE WM HA JONbIHATENHO cliopa3ymMeHue
3a 3aMiHa Ha I0COYCH B 3asBICHHUETO MOJU3IILIHUTE] U3IILIHUTCISIT u3lpallia KOIlue Ha
A0roBOpa WK Ha JIOI'BJIHUTEIHOTO CIIOPa3yMEHHe Ha BH3JIOKUTENLS 3a€JIHO C JIOKA3aTeICTBa,
1€ Ca M3IIBJIHEHU YCIIOBUATA ITO WiI. 66, an. 2 u 11 ot 3011, |

(2) Hommsubnnurenure HAMAT NpaBo xa IPEBBINATAT €IHA MM II0OBEYE OT
AEMHOCTHTE, KOUTO Ca BKIIOYEHH B IIPEeAMETa Ha JIOTOBOPA 33 110/IU3IIBJIHEHHE.

(3) HesaBucuMo 0T BB3MOKHOCTTA [a CE H3MON3BAT MO AUBIIBITHATENIH,
OTrOBOPHOCTTA 34 U3NIBJIHEHKE Ha JOTOBOPa 3a obluecTBeHa mopbuka e Ha U3IThJIHUTEJISL.

(4) BDIJIOKUTEIAT uama na U3BLPUIBA AMPEKTHU pasllUIAllaHUs ¢
HOU3IBIHATEINTE ‘

UYien 9. USITBJIHUTEJIAT e jurbien na 10CTaBs MEIVIUHCKH U3)ICITHSI, KOUTO:

1. umar nanecena "CE" MapkupoBKa B CHOTBETCTBHE ¢ H3HCKBAHMATA Ha w15 or
3aKoHa 32 MEULUHCKUTE U3AEIUI (3MN), L h

2. MMaT HaHECEeH UICHTH(UKAIHOHEH HOMep Ha HOTU(QUUUPAHUs OpraH 1o wI. 64,
alL. 2 ot 3MMU, KoraTo mpouemypuTe, ONpeNeNeHd B Hapeﬂqin:ie 1o Hr 18 or 3MU, usuckear
HAHACSHETO MY, i 0 | ‘

3. HMaT HaHeCEHM HAMMEHOBAHHE ¥ aipec Ha yIPaBJICHUE Ha MPOU3BOHUTEILS
/WA yI'BTHOMOIIEHHS IPEJICTABHTEN H BHOCHTENS,

4. MIMaT MHCTPYKIMS 34 YIIOTpea, ¢ H3KIOYeHNe Ha U3JIIIHATA, 38 KOUTO TOBA HE
¢ npensuaeHo B 3MI;

5. ca IpUpyXEHH OT BalujieH cepTHdUKaTr, YAOCTOBEPABAL CHOTBETCTBHETO ChC
CBIICCTBCHUTE M3MCKBAHMS, IPUIIOKUMU 38 U3IEIHUETO, H3NANEH OT HOTH(UILUpALI OpraH.

6. ca NPOM3BENCHH OT IPOM3BOJMTEN, KOKTO MpuiIara u HOJIbPKa CHCTEMA 3a
ynpabjieHue Ha ka1ecTBoto ISO 9001:2015 n/unu cucrema 3a ympasieHne Ha KaqecTBOTO Ha
MenunuHekuTe usnenmus ISO 13485:2016 u/wim ekBuBajieHTHA,

Ynen 10.(1) USIITBJIHUTENAT B cpoka na A0roBopa TpsAbBa Ja OTroBaps Ha
CIICZIHUTE U3UCKBAHMS:

1. Jla uma paspemnenue i yIo0cTOBEpEHUE 3a TBProOBUA HA €IPO C MEIULMHCKU
usaenus, u3faneHo ot Msnenantenaus qupextop Ha MAJT o penana 3MH.

2. Jla mpumara W moaampka cucrema 3a yIpaBJieHHe Ha KadectBoTo ISO
9001:2015 B obnacrra Ha IIPOU3BOJICTBOTO M/H/IM ThProBUATA C Mehhu'HHCKH a?nenm H/Una
CHCTEeMa 34 ynpaBicHKEe Ha kayecTBoTO ISO 13485/2016 u/umu ekBUBAICHTHA, |

(2) UBITBJIHUTEJIAT e mrexkeH He3abaBHO a yBezomu BB3JIOKUTEILS mpu

OTHEMAaHC Ha CLOTBETHUTE paspemenns win o0e3cuiiBate Ha y,Z[OCTOBepeHI/ISI.
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Ynen 11. Beska othensa mocrapka TpsGBa sa e HPUAPYKCHA OT JIOKYMEHTH,
YAOCTOBEPABAIH LIPOU3BONMTENA, IAPTHIHAS HOMED, CEPUUHUS HOMED, CPOKA HA TOJHOCT U
OT AHAIM3HM CEPTH(UMKATH (OPHIMHATHH, 3aBEPCHO KOMHE WM - IyOJIHYHO ONOBECTEHH),
AOKYMCHTHDAIIH IPOU3X0/1a, ChCTaBA H TEKYIIUS KOHTPOJI Ha Kadec! BOTO Ha U3JETINTA,

Hnen 12, USIIBJIIHUTEJAT e juibken ja wm3nage. B cpok dakTypa 3a
JOCTaBCHUTE MEAUIIUHCKH M3/ICITHSL, :

[TIPABA 1 SATBIDKEHUS HA BB3JIOXKUTEJLS

Qren 13.(1) BB3JIOXKUTEJIAT uma nipaso xa NPOBEPSIBA KOJIMYECTBOTO Ha BCAKA
OTICIIHA JIOCTAaBKa, KaTo IIPM yCTAHOBSABAHE HA HECHOTBETCTBHE € JUTBIKEH Ja YBEIOMH
USITBJIHUTEJIA B cpok oT 24 waca.

(2) llpm ycraHoBsiBaHE HA HECHOTBEICTBHE B KAUGCTBOTO Ha JIOCTaBEHUTE
meaunuHekn m3genus BB3JIOXKUTEIAT e wrbxen na yremomu UIITHJIHUTEIS B CPOK
oT 24 vaca. :

(3) HecvoTBeTcTBIETO HA KOTHYECTBOTO W KAYECTBOTO cE YCTaHOBSBA C IPOTOKOIL,
CBCTABCH OT KOMICH, CbCTABEHA OT JUIBKHOCTHUTE JTuua Ha Bh3JIOXKUTEJLAT.

(4) B ciyuait, we ISITBJIHUTEJIAT B cpox o0 24 qacaif‘cnfe):[ yBezLQ'M;IBaHeTo o
all. 1 0CIIOpH MCMEHO HECHOTBETCTBHETO HA KAYECTBOTO, FOM Mp)lﬁ; aIMCKa MpoBepKaTa My
OT YI'BJIHOMOLIICH OPraH Mid JabopaTopus. T

Hnen 14. BB3JIOXUTEJIAT e mrbxen na sannatu YrOBOpeHATa €Ha B pa3Mepa,
II0 Ha'MHA ¥ B CPOKA, OIIPE/ICIIEHH B HACTOSILHS JI0TOBOP.

HEYCTOWKU

Ynen 15.(1) Ilpu 3a6asa Ha mocTaBka OT CTpaHa Ha HpoJiaBada C moBede oT 24
(mBagmecet U yetupm) yaca, BH3JIOXKUTEILAT uma [IpaBo [1a MOJTy4Hd HEYCTOMKa B pasMep Ha
0.1 (myna wsno, efHa mecera) Ha CTO OT CTOMHOCTTA Ha 3a0aBEHATA HOCTABKA 33 BCEKH 24
yaca 3a0aBa.

(2) llpu ycraHOBsIBaHE HAa HECHOTBETCTBHE B konnyectBoTo, USITBJIHUTEIIAT e
AUTBKEH Jia TOCTABU JIANCBAIIOTO KOJMYECTBO [PH CIICABAIIATA JOCTABKA, & IIPH IOUCKBAHE
ot crpana Ha Bb3JIOXKUTEJIA B cpok ot 24 saca. IIpu HeusnbiHeHwHe Ha TOBA 3a/IbJKEHIE
BB3JIOXKHUTEJT mMa npaso ma momyds Heycroiika b pasmMep Ha 5 (mleT) Ha CTO OT
CTOMHOCTTA Ha JIUICBAIIOTO KOJIMUYECTRO., 1% ST

(3) Ilpu ycraHoBsiBaHe Ha HECHOTBETCTBHE B I tecTBolo, M3ITBJIHUTEISIT e
ATBXKEH fa NOCTaBM MEIMLMHCKM H3[EIHS ¢ YrOBOPEHOTO KadecTBO IOpH’ creBamaTa
AOCTaBKa, a Ipu IOoUCKBaHe OT crpaHa Ha BB3JIOXKUTEJIS B cpox or 24 daca. Ilpu
HCU3NbJIHEHKE Ha TOBA 3aabiDkeHne BB3JIOXKUTEJIST uma TPaBo Jia NOMyYr HEYCTOHKA B
pa3mep Ha 5 (II€T) Ha CTO OT CTOMHOCTTA HA HEKAUEeCTBEHATA JIOCTABKA,

(4) B cioywanre no ammmen 2 u 3, ako M3ITBJIHUTEJAT me JIOCTaBH
morosopenoto, Bb3JIOXKUTEJIAT uma npaso na 3akyn# HeoGXomuMuTe MY MEOUIHHCKH
H3ACIHA OT IPYr AOCTAaBYMK, KATO pasiuKara MeX/Ay LEHATa [0 J0roBOpa U JeHCTBHTETHO
3amIaTeHara IeHa € 3a cmerka Ha M3ITBJIHUTEJLS.

Ymen 16.(1) IIpu orxas ma WSIOBJHUTEJS na jocTaBd sassenure My
MEJIMIUHCKH U3JCNIHS WM UpH 3abaBa 1oBede oT 48 (deTupumecer M oceMm) uaca,
Bb3JIOXKUTEJIAT uma npaBo ma 3aKymu HeOOXOMUMHUTE MY MEJIMITMHCKH M3LEIUs OT Jpyr
JIOCTaBYHK.
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(2) B cnyuanre no npejxonHara anvnes pasJiMKaTa MeXNTy IleHaTa 0 I0r0BOpa U
ASHCTBUTEIHO 3aIJIaTeHaTa IeHa e 3a cMeTka na M3 hJIHUTEISL.

Ynen 17. BB3JTOXUTEJIAT uma mpaso aa ucka ofesieTenne B ek pasmep
Ha BPCIUTE, KOUTO € IPETHPIISNT B pe3yNTar Ha 3abaBeHaTa H/WIM HeKaueCTBEeHAaTa JOCTABKA.

HQnen 18, IIpu 3a6aBa Ha 1uiamane oT cTpaHa Ha BDB3JIOXKUTEJIAT, nocneanusr
Abmwku Ha U3ITBJIHUTEJIS meycTolika, B pasMep Ha 3aKOHHATA JTUXBA,

Unen 19. Heycrolikure, 06e3mIeTEHASTA U LIEHOBUTE pasimky 1o wi, 16, an. 2
Morar Jia 6BaT YIbPKAHU OT BCSKO JABIDKAMO Ha W3ITBJIHUTEJLS mamane.

[TPEKPATSBAHE HA JIOTOBOPA 1 BT

Yren 20. JloroBopsT ce npekpatsza:

1. ¢ u3rvuane Ha cpoka, 3a KOHTO ¢ CKIIOYEH, OCBEH B; XHIIOTe3aTa Ha 4JjieH 2,
U3pEYEHHE BTOPO; L

2. OT W3NpaBHATA CTpaHa IPH CHCTEMHO HEU3II'BJIHEHUE HA 3aXB/DKCHUSTA 10
morosopa. Ilox cuctemMHo HewsmbiHeHHE ce pasGupa TaKOBA, M3BHPHICHO /B WJIH TIOBEYC
BT B PAMKHTC Ha CINH KAICHAAPEH MCCEL, UJTH HIOBEYE OT TPH ITBTH B PAMKUTE Ha CpoKa Ha
JIOTOBODpA;

3. mpu CB3ZABAHETO HA YCNOBMA 3a JOCTABKA HA MEAUIIMHCKE U3JEIHST ClIE]
IIPOBEKNAHETO Ha NECHTPATM3UPAHH SJICKTPOHHH THProBe.

4. IpH HEBB3MOXHOCT Ja CE OCHIYpH uHancupane 3a uw3MENHEHMETO Ha
NophaKaTa mo mpu4riy, kouto Bb3JIOKUTEIAT ke e morbn ga npeasum.

JPYI' YCIIOBUA

i | it

Unen 21. Crpanute 1o JoroBOpa He Morar ad:ro naﬁéi'{;ft OCBEH B CIIydaure,
npenBueHn B 9. 116 ot 3011, |

Unen 22. CTpaHHTE 110 I0TOBOpPA 1€ peliaBar BBE3HUKHAIHUTE 10 U3MBIHEHHETO
CIIOPOBE II0 B3aMMHO CBITIACHE, @ aKO TOBA € HEBB3MOXHO, 110 peaa Ha [TIK, IIpel POJIOBO
KOMIETEHTHHUAT CbJ| B Ip. Jo6puuy.

Yien 23. 3a BCHYKM HEypeIeHH 110 HACTOSIIHS JIOrOBOp BBIIPOCH 1€ CE MpUIaraT
paznopenture ma 3011, IIII3011, 33/] u T3.

Ynen 24.(1) 3a Banunmm ajgpecu 3a I[pUeMaHe Ha CHOOLIEHMS, CBBP3aHU C
HACTOAIIHS TOTOBOP CC CMATAT a/IPECUTE, II0COYEHH B HAYAIOTO Ha JOTOBOPA.

(2) Tlpu mpomsHa Ha JaHHWTE 1O MPEIXOIHATA alliHes, ChOTBETHATA CTpaHa e
ANBXKHA [1a yBENOMU APYTraTa B TPHAHEBEH CPOK OT HPOMSIHATA.

llpn cberapsiHe Ha HACTOAIMAT NOrOBOp ce NPEJICTaBUXa OT H3ILIHUTENS
CIICAHNTE IOKYMCHTH 32 JIOKA3BAHE JIUIICATA HA OCHOBAHHS 38 OTCTPAHABAHE: |

- 32 obcTogaTencTBaTa 110 Wi, 54, an. 1, T. 1 ot 3011 - CBUJIETEJICTBO 34 CHIMMOCT,

- 32 00CTOSTENCTBOTO 10 uiL. 54, an. 1, T. 3 ot 3011 - YIOGTOBEPEHHUE, OT OpTaHUTe
10 TPHXOIUTE U YJOCTOBEPEHHWE OT OOIIMHATA IIO ce);[éfqinmeTcﬂ [H;%; BB3JNIOXHUTENS W Ha
KaHU1aTa WU YYACTHHKA, b o !

- 32 00CTOATENCTBOTO MO wi. 54, aim. 1, T. 6 - YAOCTOBEPEHUE OT |OpraHuTe Ha
W3nbnuutenna arenius "I nasua HHCIEKIMA 110 Tpyaa"; , |

- PaspeliCHue 3a THPTOBHS Ha €IpO ¢ MEIHLUUHCKM M3JIENMs, U3naneHo ot MAJ]
W JIpYT IOKYMEHT, yAOCTOBEPSABAI IIPABOTO HA YYACTHWKA 14 THPryBa ¢ METULIHHCKH
U3JIeJHs, U31AJICH OT KOMIICTEHTEH OpPraH Ha ChOTBETHATA IhPIKABA,
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- CepTuHUKAT 3a HpHIAraHe W MOTBPIKAHE HA CHCTEMA 34 yUpaBieHue Ha
KagecTBoTo ISO 9001:2015 B 0611acTTa HA IPOU3BOACTBOTO M/ THProBUSTA C MEIULIMHCKH

M3OCIUSA W/WIM  CHCTEMa 3a ynpasjieHue Ha KadecrBoto ISO  13485:2016 wu/unm
CKBHBAJICHTHA; [ g

Hacroamusar morosop ce chcraBu B TPU €IHOOOPAsHN CK3eMILIAPa, CHMH 3a
U3ITBJIHUTEJIS u apa 3a BB3JIOXUTEILS.

BB3JIOXUTEI:

VBTIBJIHATE]: [T
£ [ Uy N4
[JL.CYETOBOJIUTEI: Clnsiis | =

3
s 1 \.’H_ﬂpc.‘h G2/
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Ilpunoscernue Ne 5
HEHOBO IPE/UVIOKEHUE 3A U3ITbJIHEHUE HA IIOPBUYKATA

ot [T KEW CAWBHTUOUK EOO]]

che cenanuimie B Codpus, oOnna Bpuouuiia u aapec Ha
yupagsnenue: 6yi1. JlJomcko moce Ne 228 A

EUK /BYJICTAT: 200638154

TINeJICTABIABAH OT Emmut Xpuctos Mapumies

— B KQYE€CTBOTO MY Ha Y IIpaBUTEN

HpaB;n\ 7 TIPEJITIOKCHAC 3a U3IIBJIHEHUE Ha TOpbUkara, 110 06ocobeHa
rro3unms Ne: ' '

Ne 1, karo npunaram noanucano [lpunoxenme Ne 1 "Choucwsk Ha
nabopaTOPHUTE KOHCYMAaTWBH, pEaKTHBH M TeCToBe 3a oraencHue "Kimumuna
MHEKpOOHOJIOTHS "

v Ne 2, xaro mpmmaram moamucaHo IIpmnoxenme Ne 2 "Croucek Ha
mabopaTOpPHUTE KOHCYMAaTHBH, PEaKTHBH W TecToBe 3a otaencHue "Tpancdysmonna
XEMAaTOJIOTHS .

Ne 3, karo mnpunaram noanucano Ilpunoxenne Ne 3 "Coucbk Ha
J1ab0paTOpHUTE KOHCYMATHBH, PEAKTHBH U TeCTOBE 3a oTAenenue "Knuanuna maronorus",
(mons, ombenedceme 060cobeHama nO3uYUs 3a KOAmo npedcmagsme opepma)

YKA3AHUA 3a nonvasane Ha NpunodiceHusma.

B npunoscenuemo Ne 1, Ne 2 w/unu Ne 3, 3a HomeHKIamypama no Koamo npeocmass
oghepma, 6cexu yUacmHuK credsd 0a NONBLIHU CeOHUMe KONOHU U pedose:

B konona 6 yuacmuukvin nocousa npouzgooumens Ha RpeoadzaHomo usdenue.

B kopona 7 yvacmuuxvm nOCOY6a EMECMUMOCINIA HA NPeONazaHaAma ONAaKosKd 6
MepPHU eQUHUYU (CB2NIACHO nocoyeHomo 6 koaoua 3 unu 3.1), kozamo e npunoicumo,

B konona 8 yuacmuuxsm nocousa npeonazanama yena Ha onaxkoexa 6 neea bes JJC,
KO2AMO e NPUIONCUMO, KAMO YEeHAmd HA ONAKOEKA Mp6ea 04 e 3aKpbeaeHa 00 6MOpus 3HAK Ceod
OecemuunHama 3aNemasl.

B konona 9 yuacmuuxem nocouea npeonazanama eOUHUYHAMA YeHA HA MepHd
eounuya ¢ neea ve3 [JIC. EOunuynama yena Ha MepHa eOunuya 6 konona 9 ce nonyuasa, kamo
YeHama 3a ONAKOBKA HA BCAKO U30eNue ROOMOENHO ce pazodenu Ha emecmumocmma (6pos mephu
eounuyy) 8 eona onaxoexa (kon. 8 : xon. 7). Edunuunama yena na mepna eounuya cnedeéa oa e
3aKpB2AEHA 00 YeMBLPMUA 3HAK CIe0 0eCemuiHama 3anemas.

Konona 10 ce nonvnea camo no oHe3u HOMEHKIAMYPY, KOUMO CbObpIcam 6 cebe cu
noonomenxnamypu: 1, 6, 7, 15, 16, 18, 23, 26, 33, 34, 54, 60, 63, 67, 68, 70, 72, 75 u 77. B konona
10 ynacmuuxvm nocouea npouzGedeHuemo Mexcoy NPOSHOZHOMO KOIUYECME0 Om KOAoOHA 4 u
yeHama 30 MepHa eOuHuYa, NOCOYeHA Om YYacmuuxa 8 wxonowa 9 (xon. 4 x xon. 9). Ilo
Homenknamypa Ne 71 "Ousemumennu cemoee' ne ce nonwvnga xonona 10.

Ha peooseme "O6wo no Homenknamypa M...... " yuacmHuKpm r(o@@wa cbopa om
cmotinocmume Ha ecexu ped om xonona 10. Céopvm ce zarpveng @“m@rpw HAK cneo
decemuuHama 3anema.

[Tonnuce Ha IpeICTaBAgBAIIOTO JIUIIE U TIES
Emmit Xpuctos viapuHaeB=Y1IpaBUTe
(ume, OamuHo ¥ GaMUIIus, JIHKHOCT)
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Hpunoscenue No 4

TEXHHYECKO IIPEJAJOXEHMHNE

Hoamucanuar Emun Xpucros MapHH\M Ka4eCcTBOTO CH
Ha Ympasuten (usnucea ce onvoicnocmma) Ha LI WK (usnucea ce

umemo na yyacmnuxa), cee cenamame: rp. Codus, ajpec Ha yrnpapienue: 6y JIoMcKo
nroce Ne 228A, et. 3, EMK 200638154,

1. TlpaBs clemHOTO [peMIOKEHHE 3a W3MBLIHCHAE Ha HophUKaTa B
CBHOTBETCTBUC C TCXHUYECKUTE CIICIIMPUKAIIIN W H3UCKBAHUATA Ha BL3JIOKHTEIS:

IIpemnaram ocTaBkaTa Ha U3AEIHUS, KOUTO'

- Ca IIPOM3BENICHH OT IIPOU3BOJIUTENT, KOKTO IpUIIara 1 HOMIbpKa CHCTEMA 3a
ynpasienue Ha kagectBoto ISO 9001:2015 w/unu cucrema 3a yrpasiienre Ha Ka4ecTBOTO
Ha MeaumuHckuTe n3nenust 1ISO 13485:2016 u/umy eKBHBAJICHTHA.,

- CROTBCTCTBAT HAa M3UCKBAaHMsITA Ha [lupekTnBa Ha EBpOlICHCKHS IIapiIaMenT
1 CbBera Ha Espoma 98/79 EC 3a MeMITMHCKHTE CPEACTBA 38 HATHOCTHKA (IVD), koraro
€ MIPUIIOKUMO.

- OTTOBAPSAT HA MU3UCKBAHMATA Ha 4iI. 82, ajt. 1 ot 3MU;

- OTCOBapsiT HA [OPYTUTC U3WCKBAHUA, I[IOCOYEHH B TEXHHYECKUTE
crenuguKaIy.

2. Jlexiapupam CBITIACHETO CH C Kilay3WTe HA IPHIIOKCHHS IIPOEKT Ha
JIOTOBOD.

3. Jleknapupam cpok Ha BaTHAHOCT Ha odeprara: 3 (Tpu) Mecerna oT Jlartara,
KOATO € II0COYCHA 3a J1aTa Ha I101aBaHe Ha odeprara.

4. IlpemaM cpoka Ha H3IBJIHEHUE Ha HOphUKaTa: 12 (mBamaneceT) Mecena oT
CKJIIOYBAHETO Ha JOTOBOPA.,

5. llpuemam cpoxa 3a miamane: no 60 (mecTrecer) KaleHJapHU JHH OT
H3BBPUIBAHETO Ha JIOCTABKATA M M3/1aBAHETO Ha (HaKTypa OT U3IIBIHATEIIS.

6. Ilpuemam cpoxa Ha focraska: 1o 14 (verupunanecer) KaJICHIAPHA JTHH OT
MOMEHTA Ha 3asBSIBAHETO OT BB3JIOKUTEIIS,

7. Ilpremam cpoka Ha TOJIHOCT: He MO-MaKo oT 60 % (1ecTaecer IIPOIICHTA)
0T 00U CPOK Ha TOJHOCT KbM MOMEHTA Ha JOCTABKATA.

8. [IpremMam J1a M3I'BIHIBAM BCHYKH H3MCKBAHUS HA BH3IOKHUTENS, II0COYCHH
B OOABICHHETO ¥ JOKYMCHTAIUATA 33 YYACTHE.

9. B cayuwaif, ye Obja OmpenelcH 3a HM3UBIHATE]N Ha IIopbuKaTa, ce
3albiDKaBaM, IpH TIOANHCBAHETO HA JIOTOBOpPA 3a OOIMIECTBEHA IIOPBYKA, A3 MPENCTABS
AKTyaJIHU JOKYMEHTH YJOCTOBCPSBAllM JIMIICATAa HA OCHOBAHMS 3a OTCTPAHABAHE OT
IpOLE/Iypara, KAKTO U CBOTBETCTBUETO ¢ MOCTABEHUTE KPUTEPHH 38 TIOAOOD:

- 3a obcrositencreara mo wi. 54, an. 1, T. 1 ot 30II - CBHUJICTEJICTBO 34
CHJIUMOCT;

- 3a oOcrosiTencTBoTo Mo wi. 54, am. 1, T. 3 ot 30II - YIAOCTOBEpCHUE
OPraHUTe 110 TPUXOJTUTE U YJOCTOBCPEHHUE OT OOTIHUHATA 10 CEHANMILETO HA BL3JIONKE
U Ha KaHJM/laTa WITH YYaCTHHKA,
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- 33 00CTOATENCTBOTO 0 WI. 54, an. 1, T. 6 - yoCTOBEpeHHe OT OpraHuTe Ha
Wsnennurenta arennus "' aBHa HHCIIEKIHS 110 TpyAa";

- paspenienue 3a TbProBUs Ha €IpO ¢ MEAMIUHCKH U3/ICIH, 31aneHo ot AT
WM APYT NOKYMEHT, YAOCTOBEPSBAIl IPABOTO HA YYACTHHKA Jd ThPryBa ¢ MEAHINHCKH
H3ICIHs, U3/aJICH OT KOMIIETEHTCH OpraH Ha ChOTBETHATA AbpXapa. PaspemmeHue wim
YHOCTOBEPEHUE HE C€ HM3UCKBA OT  NPOU3BOMUTENNTE Ha MENUIHHCKH H3JEINHs,
YCTaHOBEHM Ha TepUTOpHATa Ha PenyOnuka Beirapus;

- CCPTHUKAT 3a MpWIAaTaHe W IOIILPXKAHEe HA CHCTEMA 3a YIpaBIeHUE HA
kagectBoTo ISO 9001:2015 B obnacrra Ha HPOM3BOACTBOTO M/HIIH THProBUATA C
MEIMIMHCKA U3JENns W/WIH CHCTeMa 3a YIpapieHHe Ha KadecTBoTo I1SO 13485:2016
W/WJH eKBUBAJICHTHA,

HOIIHI/IC Ha [IPESACTABJISIBAIIIOTO JIUIIE U TICYAT:

Emun Xpucros Mapunues — Yipasuren
(ume, GamuHO ¥ haMHUIHAsL, UIBKHOCT)
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