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[1.9% |
Huec....LY.. 272020 rog. B rp. lo6puy, Ha ocHoBanme wi. 112 u ¢i1. oT 3akoHa 3a
OOIIECTBEHUTE MOPHUKH, CE€ CKITIOUH HACTOSIIUSIT ZOrOBOP MEKIy:

"MHOI'OITPO®UJITHA BOJIHUIIA 3A AKTUBHO JIEUEHUE-JOBPUY" A
rp. Jlo6puy, cbe cepanuine u aapec Ha ynpasienye: rp. Jlo6pud, yn. “Ilanafior Xurtos" 24,
Ten. 058/600160, daxe: 058/600414, e-mail; oblb@bergon.net, EUK 124141302,
npenctapiassado ot JI-p Cserozap baiiuen IletpoB - Vsmbnuurenen Jlupexrop Ha
APYyKECTBOTO, Hapu4aHo 3a Kpatko ,,Bb3JIOXKUTEII” ot exnna crpana

H

"MAPBEHA IMATHOCTUKA" EOOJI, cke cenanuie B rp. Codus 1799, anpec
Ha ynpasienue: padon Mianocr, x.k. Miagoer 2, yn. ,,Ceetu Kumpusan” 44, EUK
200600292, npeacrasnssado ot Hans Escrarucsal JlparoeBa, B Ka4eCTBOTO M Ha yIIPaBHTE],
HapH4aHo 3a KpaTkocT no-goiy ,,ASITbJIHUTEIT:

Ha ocuoBanme Pemenme Ne 36 or 25.11.2019 crex mpoemena mpoueaypa 3a
Bb3jlaraHe Ha OOIIECTBEHA MOpPBHYKA THII ”OTKHHTa" Ne 00083-2019-0015, ¢ mpenmer:
HocraBka Ha KOHLEHTPATH 3a XEMOJMaIn3a, PasTBOPU 3a NE3MHQPEKIHS HA XEeMOJHATHA3HE
anapaTd ¥ MCIMIWHCKHA H3JENUs 33 HyXIUTe Ha oTAeiaeHue "JluanmsHo neuenwe" Ha
»MBAJI-Ilo6pra” AJ] ce CKIIFOYM HACTOAIIUS JOTOBOP 3a CIEAHOTO:

IMPEAMET HA IOT'OBOPA U L[EHH

Uren 1.(1) Bb3JIOXKUTEJIT Brainard, a VI3neiHUTENST MpreMa 12 H3BBPIIBA
AOCTABKA KOHIIEHTPATH 33 XEMOJHAIH3a, MCAUIUHCKH U3/EIHUS U PA3TBOPK 33 Ae3MH(EKIIHs
Ha XeMOJIUAIH3HY allapaTi /HapH9anu [o-J0JTy CTOKH/ 3a Hyxmute Ha ,,MBAJI-Jlo6puy” AJ]
rp.Jlo6puy mo O6ocotena mozmumsa Ne 2: MeI[I/ILII/IiHCKI/I H3JIENU 3a XeMOIhaln3a;
HoMeHKIaTypa Ne 25 u 1o O6ocobena mo3umus N¢ 3: PastBopu 3a ne3undexnus Ha
XEMO/IMAJIU3HY arapaTtu: HoMeHknaTypa Ne 26 m No 27, 3a KOUTO € yJacTBall B OTKpUTaTa
Ipoueaypa 3a Bp3arane Ha o0IIECTBEHa MOPHUKA. |

(2) LlenoBuTe mpemioxenus Ha HsnanhTenﬂ ca:

‘

- 3a O6ocol0ena mozumusa Ne 2

Hom HaumeHosanue ‘ En. Llena Ge3
Ne | IUIC
25 | Yarpaduntep  anTMOaKTepHasncH U90q0 /WU €KBHBAJICHT, 350.00
cbBMecTuM ¢ anapar AK98, BIO VERSION%
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- 3a O6ocobena nozumusa Ne 3

Hom, Ne Hanmenosanue En. Llena Ge3
Aac
26 [IpenrapaTt 3a oTCTpaHsABaHE Ha OPraHUYHY OTJIATAHKS, MA3HHHH 2.80

¥ IPOTEUHU OT QIyHJHUA KPBT Ha anap%aTa 3a Uanmn3a
/HaTpueB KapOoHAT aHXHIpPAT/ 34 anapal AK98

27 [Ipenapar 3a oTcTpaHsBaHE Ha KaIMeBH 1 MaTHE3HEBH yTalKH 2.50
oT GuynHUS KPBT Ha anapara /JII/IMOHeHa KHCEJIMHA aHXUIpaT

Ha mpax/ 3a anapat AK98 i

(3) Odeprara na UBIIBJIHUTEJLS e HepaszenHa 4acT OT HACTOSIIHS AOTOBOD,
KaTo yCJIOBUATA i CE CUMTAT 10 IPaBO yCIOBUS Ha HACTOSIIHSA JOTOBOP, JOKOJIKOTO JPYro He
€ YTOBOPEHO B JIOTOBOpA. |

(4) IlporHo3HuTE KOJIMYECTBA, HOCO‘leHI/I B JOKyMEHTaUMsTa 3a OOINeCTBEHA
[IOPBYKA He ITOPaXKIaT 3abJDKEHUE 34 B"b3HO)KI/ITEHH J1a TM 3aKyTIH B IOCOYCHMS 00EM.

CPOKOBE 1 HAUMH HA TUIAIIIAHE

Uinen 2. CpoKbT Ha HACTOSIIIVS LLOFOBob ¢ 12 Mecena oT marata Ha DOAIHACBAHETO
My. JIoroBopbT NpOABIDKAaBA NEHCTBUETO CH JI0 CKIFOYBAHETO Ha JOTOBOD C APYT H3IBIHUTE
ClIeI IPOBEXKaHe Ha OO1IeCTREHA OPHYKA. |

Unen 3. Croxmre me Obmar pocraBsud ot MUSITBJIHUTEJIS Ha
BB3JIOXUTEJLS B cpok 10 (mecer) kaneHaapHy JIHH, CIIE] 3aIBIBAHETO M.

Unen 4. InokuMaTa Ha I/I3H"bJIHI/ITEH}I CyMa IO BCSAKA OTOEIHA JOCTABKA IIE
OBIe mIaTeHa ot BT)3JIO}KI/ITEII}I 1o OaHKoBaTa CMETKA Ha I/IBHT:HHI/ITEH}I B CpOK 10 60
(wwectaeceT) KaJICHIAPHY

DarKa: | 41

TBAN: |, ...

Uien 5. CpOKBT Ha I'OJMHOCT Ha JOCTaBSHWTE MEIULMHCKH W3JeIHsi € He MO-
KpaTsk 0T 60 % (mecTaeceT MpoIeHTa) OT OOIIHS CPOK Ha TOJHOCT B MOMEHTA Ha JJOCTAaBKa.

MACTO HA UBITBJIHEHUE U IIPEMUHABAHE HA COBCTBEHOCTTA

Uien 6. 3a MACTO Ha JOCTABAHE HA CTOKHTE ce ompexeis “MBAJI-Jlo6puy” AJl
rp. JoOpwuy, yi. “ITanaitor Xutos” Ne 24, 3BeHO ,,B;OJIHI/I‘IHa anreka’.

Hien 7. CoGcTBeHOCTTa BBPXY HOCTABAHHWTE CTOKM M PHUCKBT OT ITBJIHO WIH
YaCTHYHO IOTHMBaHe Ha crTokuTe npemuHaBa BEpxy BB3JIOXKUTEJIS or mMomenTta Ha
NPUEMAHETO MM Ha MSCTOTO Ha JIOCTABSHE ¢ IPHEMO-IIPENABATENICH IPOTOKON HJIM JIPYyT
paBHO3HAuYEeH JIOKYMEHT.

[TIPABA U 3AJTBJDKEHN S HA U3ITBJIHUTESA

Unen 8. (1) USITBJIHUTEJIA e }IJI’L)KG‘}{ Jla CKJIFOYH JIOTOBOP 3a MOJU3IIBIIHCHHE,
KOraTo ¢ 00sABHII B 3asBIEHUETO CH 33 YJaCTHE MOJ3BAHETO Ha MOAM3IBJIHMTEN. B cpok 10 3
JHH OT CKJIFOYBAHETO HA JOTOBOP 33 NOAM3IBIHECHHE MM HA JOMBIHATEIHO CIOPA3yMEHHE
3a 3aMsHA Ha IIOCOYCH B 3asBJICHHETO NOAM3IBIHMTE] U3IBJIHHUTEIT M3Mpalla KOIUe Ha
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|

|
A0TOBOPa WM Ha AOIBJIHUTEHOTO CIIOPAa3yMEHHE Ha BB3JIOXKUTEINS 3a€/JHO C JOKa3aTeJICTBa,
€ ¢a M3ITBIHEHN YCIOBUATA 110 WL 66, ajt. 2 u 11 ot 3011

(2) Ilogu3nenHUTENUTE HAMAT npaBo Jla IpEeBb3JIaraT €Ha HJIM [OBEYE OT
JCHHOCTHTE, KOMTO Ca BKIIOYECHH B IIpe/IMETa Ha lIQI‘OBOpa 3a IIOIU3MTBIHEHHE,

(3) HezaBucMMO OT BB3MOXHOCTTA Ja CE€ M3IOI3BAT IOAU3IIBIHHUTENH,
OTrOBOPHOCTTA 33 U3MbJIHEHKE Ha JJOTOBOPA 3a 00IecTBEHA opbuka € Ha M3ITBJIHUTEJIS.

(4) DBb3noxuTens HAMA Ja M3BBPIIBA  JUPEKTHA  pasUAlaHUs ¢
NOU3IIbIHUTEIIUTE ‘

UYien 9. USITBJIHUTEILA e ,IIJ'I’b)KeH Jla TOCTaBsS CTOKHM, KOMUTO OTIOBapsT Ha
H3UCKBAHYUATA, IOCOUYCHH B TEXHHYECKHTE cneumbm(aunn OT JOKyMEHTanusATa 3a
00IIeCTBeHA TOPHUKA. i

Unen 10. U3ITBJIHUTEJISA B cpoka Ha JIOTOBOpA € JUIBXKEH Jla MMa pa3percHue
WA  yNOCTOBEPEHHE 3a TBHProBHA HA €ApO ¢ MEIAWIMHCKH W3JENHS, M3JaACHO OT
Wsnnmuntemsns gupekrop Ha MAJI o pena Ha 3MH.

Qren 11. M3IIBJIHUTEJIA B cpoka Ha IOroBopa € JUThXKeH Ja IpHUIara u
HoJUTbpXKa CHCTEMa 3a ynpasieHHe Ha kadectBoTo EN ISO 9001:2015 w/mmm EN ISO
13485/2016, w/mnu exBuBaneHTHa, ¢ o0XBar B O6JACTTA HA NPOM3BOACTBOTO M/WIH
ThPrOBHUATA C MEJUITMTHCKH H3/IETIHS. 1

Unen 12. USITBJIIHATEJIA e nmbixeH fia u3gazne B cpok GakTypa 3a HOCTABEHHTE
CTOKH.

ITPABA U 3AJIBIDKEHVS HA BB3JIOXKUTEJS
|

Ynen 13.(1) BB3JIOXXKUTEJIS nma npbBo Jla pOBEPsIBA KOJIMYECTBOTO Ha BCIKA
OTAEIHA JOCTaBKa, KATO IpPH YCTAHOBIBAHE HA | (HECBOTBETCTBHE € MIBXKEH Ja YBEAOMH
IIpo/iaBada B CPOK OT 24 yaca. ‘

(2) Ilpu ycranoBsBane Ha HeC’BOTBeTCTBI/IC B KaYECTBOTO HA JOCTABEHUTE CTOKU
BB3JIOXKUTEIL] e mrbxeH na yBegomu W3ITBJIHUTEILS B CPOK OT 24 uaca.

(3) HecrvoTBeTCTBHETO HA KONIHYEC 'BOTO M Ka4yeCTBOTO CE€ YCTAHOBSBA C
IIPOTOKOJI, ChCTABEH OT KOMHCHS, ChCTaBEHa OT MIHLKXHOCTHUTE Jinna Ha BB3JIOXKUTEJIS.

(4) B cnyuait, ue IBITBJIHUTEJLS B cpok mo 24 4aca cilel YBEIOMSBAHETO 110
al. 1 ocriopr MHCMEHO HECHLOTBETCTBUETO HA KaueCTBOTO, TOM MOXE /ia HCKa IPOBEPKATA MY
OT YNBIHOMOINCHA JabOpaTopus, 4pe3 B3eMaHe¢ Ha KOHTPONHE 0Opasuu (MOCTpH) OT
JOCTaBKaTa M CPABHSBAHETO MM C MPEJCTABEHHTE 0Opasuu (MOCTpH) IpH YYacTHETO B
oOIIleCTBeHATA MOPHYKA.

Ynen 14. BB3JIOXKUTEIS e pnbxen Ja 3aIllIaTH YrOBOPCHATA LIEHA B pa3Mepa,
10 HAYMHA M B CPOKA, OIPEIETICHN B HACTOSMIIHIA I[OF‘OBOp.

HEYCTOMKH

Ynen 15.(1) Ilpu 3abaBa Ha nocraska ot crpana Ha U3ITBJIHUTEJILY ¢ noseue ot
24 (mBanecer u wetupy) 4aca, BH3JIOXKUTEJS uMa npaso aa mOnydH HeycToiKa B pasmep
Ha 0.1 (#yna nso, eqHa Aecera) Ha CTO OT CTOMHOCTTA Ha 3abaBeHATa HOCTABKA 33 Beekd 24
qaca 3abaBa. 1

(2) Ilpu ycraHOBSBaHE Ha HECHOTBETCTBUE B KoamdecTBoTo, VSITBJIHUTEJIS e
ATBKEH J1a JOCTAaBH JIMIICBAIIOTO KOJNMYECTBO IPH CIIEBAINATa JOCTABKA, 4 IPH HONCKBAHE
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ot ctpada Ha BB3JIOXUTEJIA B cpok ot 24 qacq IIpu HeH3MbIHEHNE HA TOBA 33bIKCHAC
BB3JIOXKUTEJS] uma mpao aa moiydu HeyCTOHKa B pa3Mep Ha 5 (IET) Ha CTO OT
CTOMHOCTTA Ha JIMICBAINOTO KOJUYECTBO.

(3) Ilpu ycraHoBsiBaHEe Ha HeC’bOTBeTCTBHe B KagecTBoTO, USIIBJIHUTEJLA €
AIBXCH Jia JIOCTaBH CTOKH C YTOBOPEHOTO KaquCTBo IpY cle/BamiaTa JOCTaBKa, a IIpH
noyckBaHe oT crpaHa Ha BB3JIOXKUTEJIA B CpOK oT 24 vaca. [Ipu HensnLIHEHNE Ha ToBa
sapwipkenne Bb3JIOXKUTEJIA uma npaso ga nonyqn HCYCTOMKA B pazMep Ha 5 (11eT) Ha CTo
OT CTOMHOCTTa Ha HEKaYeCTBECHATA JOCTABKA. |

(4) B cnywyamre nmo anmHem 2 wm } 3, axo U3IIBJIHUTEJISI He nocrasu
Aorosoperoto, Bb3JIOXKUTEJIA uma mpaso ma BaKyn{ HEOOXOAMMHTE MY CTOKH OT JApPYr
JIOCTaBYHK, KAaTO pa3jMKaTa MEX/Iy LECHATA 10 norQBopa U JICHCTBUTENHO 3aIIaTeHATa IIEHa &
3a cMeTka Ha M3ITBJIHUTEJTLA.

Unen 16.(1) Ilpu oTkas Ha I/I3H"bHH TEJISL na nocraBu 3asBeHWTE My CTOKH
uiH npu 3a6aBa mosede ot 48 (uetupunecer u ocem) 4yaca, BH3JIOXKUTEIIS uma IIpaBo Ja
3aKyNd HEOOXOAMMHTE My CTOKH OT JPyT ,IIOCTaB‘{I/IK

(2) B ciygauTe 1o mpeaxoaara aJmHeg paznuKara MeX Ty IieHaTa [0 J0T0BOpa U
AEHCTBUTENHO 3aIIATCHATA [I€HA € 32 CMETKa Ha I/ISI'I"bHHI/ITEJUI

Unen 17. BB3JIOXKUTEJIS uma npaso ja ucka 06e3IneTeHne B mbieH pasmep Ha
BPCIUTES, KOUTO € NPETHPIISUI B pe3yIITaT Ha 3a0aBeHaTa U/Miiu HeKa4eCTBEHATA JOCTABKA.

Ynen 18. Ilpu 3a6aBa na miamase ot q:TpaHa Ha BB3JIOXKUTEJLA, nocnenust
ABIDKK Ha M3ITBJIHATENIS HEYCTONKA, B pa3Mep Ha 3aKOHHATa JIUXBA.

Ynen 19. Heycrotikure, 066311.ICT6HI/I}ITa W ICHOBHTE PA3NHKU MO Wi, 16, aim. 2
Morar Jia 6b1aT yAbPXKaHH 0T BCIKo Abmkumo Ha M3ITBJIHUTEIIY mnamane.

[IPEKPATSABAHE HA IOI'OBOPA

Unen 20. JJoroBopbT ce mpeKparsasa

1. ¢ m3ruyane Ha cpoka, 3a KOWTO € CKIIIOYCH, OCBEH B CIIYYamTe 110 WI. 2, u3p.
BTOPO. 1

2. IpU CHCTEMHO HEM3IIBJIHEHWE Ha JOCTABKHUTE 110 KOMMYECTBO H/HIH KAUeCTBO
or crtpana Ha M3ITBJIHUTEJIA. Ilox CHCTEMHO HEHM3IBIHEHHE ce pa30hpa TakoBa,
M3BBPIICHH JIBA WJIK IIOBEYE IIBTH B PAMKHTE HA €/IMH KATEHIapEH MECEll, WA TIOBEYE OT TPHU
IBTH B PAMKHTE Ha CPOKa Ha JJOTOBODA; |

3. IpH CH3JABAHETO Ha YCIOBHUS 33 p;oc;TaBKa Ha CTOKHUTE, IPEIMET Ha JIOroBopa
CJIEM IPOBEXAAHETO HA IEHTPATH3UPAHU €IEKTPOHHH ThProBe.

4. B ciyua#, 4e ObJie MPOMEHEHa HOPMATHBHATA ypenda, B PE3yJITAT Ha KOETO
OTnajHe HeOOXOAUMOCTTA OT JIOCTABKATA HA CTOKMTE, KOHTO €& PEIMET Ha IOr0BOpa;

5. IpE HEBBIMOKHOCT Ja C€ OCHIrYpH (HHAHCHpaHe 33 W3IBIHEHHETO Ha
HopbYKaTa 1o npu4yuHy, Kouro B'b3JIOJKUTEJLS He e Morsn fa mpeasu.

JAPYI' VCIIOBUS

Ynen 21. Ctpanurte mo jorosopa He MOFaT /la TO M3MEHSAT, OCBEH B CIIyYauTe,
npeasuaeHy B Wi, 116 ot 3011, |

Unen 22. CrpaHuTe IO AOroBOpa Iie PellaBaT BL3HUKHAIUTE [I0 M3IIBIHEHHETO
CIIOPOBE 10 B3aUMHO CBITIACHE, & aKO TOBA € HEBE3MOXHO, 1o pesa Ha I'TIK mpex poxoso
KOMIICTCHTHHAT CbJ B Ip. JIOGpHd, OCBEH B CllydanTe, KOTATO NIPETCHIHSTA ¢ IPEATBEHA 110
pena Ha 3aII0BEHOTO IPOU3BOICTBO.
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Hien 23. 3a BCHYKYM HEYpeNeHH 10 HACTOSIIHS AOT'OBOP BBIIPOCH INE C€ NMPHIAraT
pasnopeabure na 3011, IITI30I1, 33/ u T3. 1

UYnen 24.(1) 3a Bamgam aapecu 3a§ IIpUEMaHE Ha CHOOLIEHUS, CBBP3AHH C
HACTOSIIUA JOTOBOP CE CMATAT a/PECUTE, IIOCOYCHY B HAYAIOTO Ha JI0r0BOpA.

(2) Tlpu mpomsiHa Ha nNaHHHTE MO OpEAXOAHATA aluHEs, ChOTBETHATA CTPaHA €
JUIIKHA /1a YBEAOMH IPYTaTa B TPHIHEBCH CPOK OT IPOMSHATA,

Ilpu cueraBsHe ma HacrosmusT JIOTIOBOp C€ INPEACTABHXA OT H3IBIHATES

CJIICTHUTE TOKYMEHTH i

1. AxTyamnu moxymenTH yﬂOCTOBe’FpﬂBamn ourcara Ha OCHOBaHMUS 3a
OTCTPaHABaHE OT MpPOLEAypara, KaKTO H CLOTBETCTBHETO C IIOCTABEHHTE KPHTIEPHH 3a
nonoop: !

- 32 o0cToATeNCTBATA IO WI. 54, aj. 1, 1.1 or 30I1 - CBUZCTEJICTBO 3a ChIAMMOCT;

- 32 06CTOATENCTBOTO HO L. 54, ai. 1, T. 3 ot 30I1 - ynocrosepenne ot OpraHure
110 TIPUXONUTEC X YAOCTOBEPECHHE OT OOLIMHATA |10 CENANHINETO HA Bb3JIONKHTENS U Ha
KaHJi/laTa Uik yYacTHHKA, {

- 332 00CTOATENCTBOTO MO ui. 54, a. I, T 6- YAOCTOBEPEHHE OT OpPraHHUTE Ha
Wsnenuautenna arenums "[N1aBHA WHCTIEKIUAS 1O Tpyna";

- paspelieHye 3a THProBUs Ha €po C I\J/IGI(I/II_IHHCKI/I uznenus, uznageno or UAJI
W Zpyr NOKYMEHT, yIOCTOBEpSBAall HPaBOTO HA YYACTHHKA 14 TBPIyBa C MEAWLIMHCKH
H3Jienusl, W3JafeH OT KOMIIETCHTEH OpraH Ha ChOTBETHATA IBPXKABA. Paspemienne wmm
YAOCTOBEPEHHE HE CH H3MCKBA OT IIPOM3BOAUTENNTE HA MEIUIUHCKH U3JICNINS, YCTAHOBEHH
Ha TepuTopusATa Ha Pemy6nka Brirapus; :

- cepTU(HUKAT 3a NpHJIATaHe U nozmt}pxcaﬂe Ha CHCTeMa 3a YIpaBlIeHHEe Ha
kadectBoro EN ISO 9001:2015 w/umu EN ISO 13485/2016 w/unm €KBHBAJICHTHA, ¢ 00OXBAaT B
o6nacTTa Ha MPOM3BOICTBOTO H/HITH THPTOBHATA ¢ MEMMIMHCKA H3/(EIIHS,

2 Jlexnapanus no wn. 59, an. 1, 7.3 or j3aKOHa 338 MEPKHUTE Cpely W3LMpane Ha
Iapy — 10 3aAb/DKUTENEH o6paser [Tpunosxenne Ne B.

Hpunosxenns xeM norosopa:

1. Texuwmuecka crenuduKanys |

2. Texnmdyecko npemoxenye 3a n3m,nquHe HAa IIOpBHYKATA;

3. llenoBo npennoxenue. \

HaCTOHHII/IHT JAOr'OBOp ce CbCTaBH B 'HpH CHHOO6pa3HI/I CK3eMIIsIpa, €IuH 3a

Wsnbnautens u xsa 3a Branoxurensay o axy, .
Car J‘:"/:f.ﬁ :
-~ . #)

[''LCYHETOBOJUTEJI

CBI'JTACYBATEI;
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Ilpunosicenue Ne 2 — 3adwvnxncumenen o6pazey
IIpeocmasa ce omoenno 3a écaxa 060§06eua nosuyun

IEHOBO ITPEAJIOKEHHE 3A M3TbJIHEHIE HA TOPHYKATA

ot MapseHna Jluaraoctika EOO]]

che cepammme B rpax Codus, odmuna Cronudna u aJpec Ha
ynpasyienue rpajg Codus, yi. ,,CeeTn KHHpﬂHH“44

EHNK / BYJICTAT 200600292 \

npencTasiaBano oT Hans EBcraruesa ;}E[paroeBa, 4pe3 IIBITHOMOIITHUKA
Crosn Bacuies Yopoiees |
Er'H B Ka4eCTBOTO MY Ha iT’bpl"OBCKI/I MEHWXBD

|
IIpencraBsM EHORO MPEIOMKEHHE 110 g‘)6oco6eHa MO3HUIUS;

—Ne1+- KoHHeHTpaTH 3a-XeMOoAHaTza

Ne 2: MeauuuHCKH H3e/IHA 32 XeMo/Ha I3
i

(6sapromo ce ombenszea).

[Tpunaram mombIHEH M IONTUCAH J'II/IC’]‘F "06.m03. Ne 2: Meaunuackn u3nenus 3a
xemoamammsa " ot Cnuchbka Ha 0060cobeHuTe IIO3UIIMA W HOMEHKJIATYpHTe, 3a 060cobeHaTa
TIO3UIYSL U HOMEHKJIATYPUTE, 32 KOsHF6/KOUTO Tpe¢TaBaM odepra.

[Toamuc Ha npeacTaBIABaIlOTO JIMIIE U IIeYar....

Crosin BacuneB Yoposnees, TbproBcky MEHHDKBD
(ame, OanmHO U QaMuITust, JUTHKHOCT)
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O6GocoGena no3uuns Ne 2: MeaAHIHHCKH M31eJTHs 32 XeMOAHATH3A

Hom| HaumeHOBaHHE Ha HOMEHKIIATYpaTa Mspka | IIporsosuo Ilena Ha Ipenarana | Toproseko HanMmeHoBauue | LieHa B Jib,
CHIUT KOJMYECTBO (MpejutaraHaral ONMakoBKa MPOU3BOANTEI oe3 JIJIC 3a
atyp OMAKOEKa B eMHRIA
a Ne JieBa 6e3 MApKa
JJC
1 2 3 4 5 6 7 8
10 |Kanunsapuu JHATIH3ATOPU 3a| Opot 830 9,40 1 6poii  |Polyflux 141/Gambro-Baxter 9,40
XEeMOAUaiHN3a ChC CHHTCTHYHA ‘
nonucy poHoBa MeMOpana >1.3 m2
11 |Kanunapum JHATNIH3ATOPH 3a| Opoit 2 400 10,80 1 Gpoii Polyflux 17L/Gambro-Baxter 10,80
XEeMOANANu3a CheC CHHTETHYHA
nonucynoHoBa MeMOpaHa >1.6 M2
12 |Kanunspuu IManu3aTopH 3a| Opoli 1420 11,30 1 6poit  |Polyflux 21L/Gambro-Baxter 11,30
XeMoauanu3a CBC CHHTETHYHA
noaucya1poHoBa MeMOpana >1.8 m?
13 |Kanunspun INanU3aTopu 3a| Opoii 240 11,30 [ 6potii Polyflux 21L/Gambro-Baxter 11,30
XeMoanIH3a CBC CHHTETHYHA
HoJIMCYN(oHOBA MeMOpana >2.0 M2
14 |Kamumapau Janu3aTopu 3a| Opoit 1020
XeMOJIHalH3a ¢ XeNNKCOH MeMOpana >1.4
MZ
15 |Kanunsapuu JANaIU3aTOPH 3a| Opoti 2000
XeMOJMaJln3a ¢ XeNWKCOH MeMOpana >1.8
MZ
16 |llenTpaneH BEHO3CH KATETHp- Opoit 35
JBYJYMEHEH (3a BeHa demopanuc)
17 |LlenTpancH BeHO3EH KaTeThp- opoit 35
JIBYJTYMEHEH (3a BeHa CyOKIaBus)
18 |LlenTpaien BeHO3eH KateThp- opoit 10
JIBYJIYMEHEH (32 BEHa 10TYJIAPUC)
19 AV ¢uctynan uram 15 G/ 25 MM Opoit 100 1,48 1 xommnexr (FISTULA NEEDLE 1,48
| 15ASG&I15AG Nipro-Baxter
20 |AV ductynuu urinn 16 G /25 mm Opoif 6 700 1,48 1 kommrext |FISTULA NEEDLE FSET 1,48
16AS/AG_Nipro-Baxter
21 |AV ducrynan uran 17 G 6poii 670 1,48 1 kommext |FISTULA NEEDLE FSET 1,48
17AS/ARG Nipro-Baxter
22 | lManusHu CHCTEMH (XEMOJHHMM) 32 Opoli 1 000
anapaty ®peseHuyc ¢ Top6a u
JIONBJTHUTENHN KIAMIIH KBM
apTepHaIHUs ¥ BCHO3HUs Kpaii 930
23 | uanu3Hu CUCTEMHU (XEMOJTHHHH) 32 opoii 6 000
anaparu Opesennyc ¢ Topba u
JIOIVBTHUTE/IHY KJIaMIH KBM
apTepUAIHMA M BEHO3HMS Kpail 922
24 |AntuGakTepuaneH GuiTep Ha 6poit 50
OUANM3HUS ITBT 3a anapaTH 3a
xeMomanusa 3a "®pesennyc 4008 S"
25 |Yatpaduntep antnbakrepuanes U9000 | 6poii 60 350,00 1 6poit U 9000 350,00
H/MJTM EKBHBAJIEHT, CBBMECTHM C anapar
AK98, BIO VERSION

e

foCInkh _~
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Ilpunoscenue No 2 — 3a0vnxcumenen oopasey

Ilpeocmasa ce omoenno 3a ecaka 060¢oﬁeua no3uyun

IOEHOBO NIPEJJIOKEHUE 3A I/I3:I[’I).JIHEHI/IE HA TIOPBYKATA
\

ot Mapgena luarnoctuxa EOOJT {

cbe cepanuie B rpan Codus, obmura CTonmuuna U aapec Ha

ynpasnenune rpax Codus, yi. ,,Ceeru Kunpsma“44

EUK / BYJICTAT 200600292 |

npencrasisaBano ot Hans Escraruesa I[paroeBa 4pe3 MBIHOMOIIHUKA
Crose Bacuiies Yoponeen ‘

|
ETH [ = «2acctso10 My Ha‘T’BpI‘OBCKI/I MEHHIKB]

ITpencraBsM EHOBO MPEIOKEHHUE TI0 ;06oco6eHa MO3UIIHSL:
|

—No- 1 KoHHeHTpaTH 3a-%eMOAHAH3A
Ne 3: PasTBopu 3a nesundexums H# XeMOIMAIH3IHH aNlApATH
|
(6aprnomo ce ombensizsa). i
‘
Hpunaram nonsnuen u noamucan et "06.mo3. Ne 3: Pastsopu 3a gesnnpexius

Ha XeMoJManu3Hy anapatd " oT Cnuchka Ha 060COOEHHTE MO3MIMK H HOMEHKJIATYPHTE, 3a
0bocobeHaTa O3NS 1 HOMEHKJIATYPHTE, 38 KOs#E/KOHTO MPejIcTaBaM odepTa.

IToamuc na NpeacTaBiIABalloTO JIULE U I1eY4ar. |

Crosn BacuneB Uoposnee, THproBekH | MCHI/IJI)I(I:p C HT)J'IHOMOIJ.ITI() ety

(ume, GammHO ¥ haMuus, I[J;[’L)KHOCT)
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_Ilpunosxenue Ne 1.2 - 3advncumenen éépas’eu
Ilpeocmasn ce no obocobena nosuwua MNe 2: Meouyuncku uzdenua 3a
xemoouanusa !
|
\
TEXHUYECKO \ NPEJJOXEHUE

0 000ocoGena mo3uus Ne 2: MeQUUHMHCKN H3Ae/IHS 32 XeMOAMAIA3a
|

[Topnucanusr Crosn Bacunes I—IoponeeB,i ET Ka4eCTBOTO CH Ha
TeprosckH MEHHIDKBD C  IIBIHOMOILHO (usnucea ce Onvoichocmma) Ha MapseHa
Pmarsoctrka EOOL (usnucea ce umemo na ywacmnuxa), cve cepamure: rpag Codis, anpec
ma ynpasnenne rpax Codud, yi. ,,Ceetn KI/Ian/I;IH“44§, EHWK 200600292,

|

1. IIpenctaam odepra 3a ydgactre mo 0%30006eHa mosunus Ne 2: Meaunuacku
EIACITAS 33 XeMOJUANIN3a; -

Homenkmarypu: Ne 10. Kanmmapuu {;(HannsaTopH 38 XEMOAMAamN3a ChC
cumTeTHIHA momucynonosa memOpana >1.3 Mm% Ne 11. Kammmapuu MUanu3aTopu 3a
XEMOJHATN3a CBC CHHTETHYHA MOJHCYI()OHOBA Me;ﬁ\{GpaHa >1.6 M% Ne 12. Kammiapru
ABARH3ATOPH 338 XCMOAHANIN3a ChC CHHTCTHYHA HonucyndoHoBa meMGpana >1.8 m2; Ne 13,
Kamansapuun nuanusaropu 3a XeMOIHAIH3a Che CHHTETHYHA IONHCYIpoHOBa MeMOpaHa >2,0
M Ne 19. AV ducrynuu uram 15 G /25 mm; Ne 20, AV uctynam urinu 16 G/ 25 mm; Ne 21,
AV ¢ucrynmam urmn 17 G m Ne 25, Virpadmitsp antubaktepuanen U9000 wu/mnu
CXBHBAJICHT, CbBMeCTHM C anapatr AK98, BIO VERSI(DN.

(Mona  nocoueme wnomepama wna Homenxnamypume, 3a  KOAMO/KOUMO
npedcmassme ogepma)

3. Ilpeanaranurte MEIWIMHCKH H3LETUS CHOTBETCTBAT HA W3MCKBAHMATA,
BocoYeHH B TexnudeckaTa crienupuKanus. ‘

| .

4. Jlexnapupam cpok Ha BaIMAHOCT Ha odepraTa: 3 (TpH) Mecema OT Jarara,
KOSTO € [I0COYCHA 32 J]aTa Ha [ojlaBaHe Ha oeprara. L

5. Ilpuemam cpoka Ha U3IBIHEHHE HA nopbykara: 12 (aBanameceT) Mecemna ot
CXUIFOYBAHETO Ha JIOTOBOPA, |

6. Ilpuemam cpoka 3a mmamaHe: a0 $0 (mecTaeceT) KaleHNApHM AHHM OT
ESBBLPIIBAHETO Ha IOCTaBKaTa U M31aBaHETO Ha (HaKTypa OT M3IIbIHUTEN.

7. IIpuemam cpoka Ha moctaBka: 1o 10 (eceT) KaleHIAPHU AHH OT MOMEHTA Ha
3asBABAHETO. |

8. IIpueMam cpoka Ha rogHoct: He mo-kparsk oT 60 % (wectaecer MPOIIEHTA) OT
0bmEs CpoK Ha TOAHOCT B MOMEHTA Ha JOCTABKA.

9. llpuemam N1a M3MBIHABAM BCUYKH H3MCKBAHHA HA BB3JIOXKHTEN, TIOCOYEHH B
OOSBIEHUETO U JOKYMEHTAIUSTA 38 YIACTHE. ;

10. Jlexnapupam curiiacueTo cu ¢ Knayamé Ha IIPUJIOKEHH IIPOEKT Ha JI0r0BOP.

11. Jlexnapupam, de He IpenCTaBIM onncthe W/UIH CHUMKY HA MEIUIIMHCKHTE
maems 110 obocobena mosumus Ne 2, TBH KaTo ‘C'BM IOCTABAN B NPEJXONHU TOIMHHL

....

MCAMIUHCKUTE H3ACIINI, 3a KOHTO y4dqacTBaM B HaC'I?OFIIIIaTa Ipoaeaypa
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MJICHTHYHH (II0 BHJI, MOJIEJI, MapKa, pasMep, nponsiaoz:men) ¢ noctapsiaute. [Ipe3 mpenxonan
TOIMHH CbM JJOCTABSUI CIIEIHATE MEIUIIMHCKH M3 e/ TH:

- Homenkmarypa Ne 25. Varpadmrrsp antubakrepuaien U9000 w/mmm
CKBUBAJICHT, ChBMecTHM ¢ amapat AK98, BIO VERSION ¢ TBPrOBCKO HauMeHoBauue U9000

\
H npousBogutes Baxter/Gambro i

- Homenknatypa Ne... ¢ TBproscko HAaUMCHOBAHHE ...........ccevvenvnennnnn.n., 151
MIPOM3BOAUTEN |

- Homenknarypa Ne... ¢ Thproecko HaUMEHOBAHHUE .................. e, H
IPOU3BOUTEN i

12. B cnyuai, e Gbaa onpenesneH 3a WAMBIHATEN HA NOPBYKaTa, CE 3aXbIKABaM,
IIpH IIOANIMCBAHETO HA IOTOBOPA 3a 0OIecTBEHA no&mqlca, Jla IpeCTaBs:

12.1. Axtyannm pgokymeHTH yIOCTOBepsBAamM IHICATA Ha OCHOBaHHA 3a
OTCTpaHABAHC OT MpOIeAypara, KaKTO W CHOTBETCTBHETO C ITOCTABEHHTE KPUTEpHH 3a
noadop: |

- 3a obcTogTeNCTRBaTA 110 WL 54, an. 1, T. 1 ot 3011 - CBUICTEJICTBO 32 CHIIHMOCT;

- 38 00CTOATENCTBOTO 110 WI. 54, ai. 1, T. 3 ot 3011 - YZAOCTOBEPEHHE OT OpPraHuTe
II0 IPUXOAUTS M YAOCTOBEPEHHE OT OOIMMHATA jno CeANMIIETO Ha BBH3JIOKHUTENS W Ha
KaHJ\1aTa WK YYaCTHHKA; |

- 3a obcrosTencTBoTo Mo Wi 54, am. 1, T. 6 - YAOCTOBEPEHHE OT OpPraHUTE HA
Wanbmaurenna arennus "TnaBHa HHCIEKIUSA 110 Tpﬂj;[a";

- PaspeIliCHNE 33 ThProBUA HA €APO ¢ MENULUHCKA M3IENMS, H3aameno oT MAJI
WM NIpYT JIOKYMEHT, YAOCTOBEPSsBAL IPABOTO HA YYACTHHKA Ia THPryBa C MCOUI[HHCKH
W3NETHS, U3JaJeH OT KOMIIETCHTEH OpraH Ha qLOTBeTHaTa IbpxaBa. Paspemenue mmm
YAOCTOBEPEHHE HE CH M3UCKBA OT NPOM3BOIUTENNTE HA MEIUIMHCKE H3/E/IHSI, YCTAHOBEHH
Ha TepuTopusra Ha Pery6mvka Brirapus; |

- cepruduKaT 3a IpHIATaHE W IOITbP)KAHE HAa CHCTEMa 3a yIIpaBlieHHEe Ha
kagecTBoro EN ISO 9001:2015 w/uma EN ISO 13485/2016 w/mm CKBHBAJICHTHA, ¢ 00XBAT B
0071aCTTa Ha POM3BOCTBOTO /MK THPTOBHATA C METHITHHCKH H3ETIH.

12.2. Nexnapanus no . 59, an. 1, 1.3 dt 3axoHa 3a MEpPKHTE CPEIly U3NMUpPaHe Ha
Hapu — 110 3aabIDKATENEH obpaser [Tpunoxkenue Ne ‘3

Crosu Bacuner Yoponees, Trpropexu MEHHIDKb
(ume, GanHO M paMUITHS, ITEKHOCT)
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- Hpunosicenue M 1.3 — 3advnzcumenen obpazey
Ilpeocmasa ce no o6ocobena nosuyun VVQ 3: Pazmeopu 3a desungexyua na
XeMOOUAHU anapamu :

TEXHUYECKO NPEJJOXEHWUE

no obocoGena mosmuus Ne 3: PasztBopm ?a Ae3HH(EKIMSA HA XeMOJHAJIH3HH
anapartu :

. Hoamucanuar Crosa Bacuies Yopourees, EF_ B Ka4e€CTBOTO CH Ha
TBpropekd MEHHAXBD € ITBIHOMOIIHO (usnucea ce onvoicHocmma) Ha MapseHa
Huarnocruxa EOOJI (usnucea ce umemo na VHACMHUKA), CBC CEATAIIE: rpax Codus, agpec
Ha ynpasienue rpag Cobus, yi. ,,Ceern Kunpusu“44, EMK 200600292,

|
1. TlpencraBsam odepra 3a yuactre mo 06ocobena mosmmus Ne 3: PastBOpH 32
Ae3MH(EKIHS Ha XeMOUAIM3HY allapaTH: |
Homenxnarypu Ne 26. IIpemapar 3a oTcrpaHssane Ha OpraHuYHM OTIaraHusl,
MasHUHM ¥ TOPOTEMHH OT (IyMAHMA KPBI HA anapaTta 3a auaiu3sa /natpueB KapGoHAT
auxujpar/ 3a anapaT AK98 u No 27, Ipenapar 3a OTCTPaHSABaHE HA KaJLUEBH H MarHe3HEBH

YTalKu-0T QIynnHua Kper Ha anapaia /TUMOHEHa KHCENMHA aHXUJApaT Ha Ipax/ 3a amapar
AK98 |

(Mons  nocoueme HoMmepama Ha H(‘pMeHKJzamypume, 3 KOAMO/KOUMO
npedcmassame ogepma) }

3., pennaranute pastsopu 3a nesumbeﬁimm CBOTBETCTBAT Ha H3MCKBAHMSATA,
nocoueHu B Texnnueckara cnenuduxanus. }

4, JlexnapupaM CpoK Ha BaIHJHOCT HA q‘(pepTaTa: 3 (Tpm) Mecena or marara,
KOATO € [I0COYCHA 3a JaTa Ha [oJaBaHe Ha odeprara. |
5. IIpuemam cpoka Ha H3NIBIHEHHE HA nc%quKaTa: 12 (n1Banamecet) Mecena or
CKIIFOYBAHETO HA JOTOBOPA. !

6. Ilpumemam cpoka 3a muamase: o 60 (WecTmeceT) KaJeHIApHH HHH OT
H3BBPIIBAHETO Ha JOCTABKAaTa H H3MaBAHETO Ha (baKTy;%a OT U3IBJIHATE,

7. Ilpuemam cpoka Ha mocraska: mo 10 (meceT) KaJeHAAPHH JHH OT MOMEHTA Ha
3asBSABAHETO. |

8. IlpuemaMm cpoka Ha roxmoct: He no-K{oaTLK ot 12 (mBaHameceT) Mecema OT
JraTara Ha J0CTaBKara. |

9. llpnemam fa HM3IBIHSBAM BCHYKH M3MCKBAHUS HA BB3JIOJKUTEIIS, IIOCOUEHH B
OOSIBIICHHETO U JOKYMEHTAL[MATA 33 YUACTHE. |

10. exnapupam CHIIACHETO CH C KnaysnTe1 Ha NIPAIOXKEHHUS IIPOEKT Ha JIOTOBOP.

11. B ciyuyait, 4e Gbaa ompeneneH 3a M3ITBIHUTEN Ha TIOPHYKATa, ce 3abIKaBaM,
TIPH IIOAIHCBAHETO Ha JOTOBOPA 38 00ILECTBEHA MOPBYKA, I8 IIPEACTAB:

11.1.. AxTyanHu moKyMmeHTH YIOCTOBEpABAIlY JIMIICATA HAa OCHOBAHHS 33
OTCIPAaHABAHE OT IPOLEAYPAaTa, KAKTO H CHOTBETCTBHETO C IIOCTABEHHTE KPHTEPHH 3a
noxbop:

- 3a o0cToATeNCcTBaTa 0 Wi, 54, an. 1, 1. 1 o@ 30II - cBunEeTEnCTBO
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- 32 00CTOATENCTBOTO MO ur. 54, a, 1, T. 3 ot 301] - YAOCTOBEPEHHE OT OpraHuTe
IO TPUXOAUTE M YJOCTOBEPEHHE OT 06mHHaTa§ [0 CENAMINETO Ha BBIIOKHTEIS M Ha
KaH/uaTa Wik YYacTHHKA, ;

- 33 00CTOATENCTBOTO MO Wi 54, aj. 1, T 6 - YIOOCTOBEPEHHE OT OpraHUTE HA
WsnsnauTenna arennus "TnapHa MHCIIEKIWS 110 TpyHa";

- PaspelicHue 3a THProBUS HA €APO C jMe,L[I/IHI/IHCKI/I u3nenus, usgaaeo or UAJI
Ui IpYT IOKYMEHT, yAOCTOBEPSIBANI MPABOTO Ha YJaCTHHKA /2 ThPryBa ¢ MEIMITHHCKH
U3JIeHA, M3MaZeH OT KOMIIETEHTEH OpraH Ha ChLOTBETHATA Abpkasa. Paspemenue umm
YIOCTOBEPEHHE HE CH M3HCKBA OT npouaaonHTeﬂﬁTe Ha MEIUIMHCKH M3JEIHsI, YCTAHOBEHH

Ha TepuTopHuATa Ha Penybnuka Brarapus; |
- cepruHKAT 3a OpHIaraHe u MOBPXKAHE Ha CHCTEMa 3a yIIpaBJIeHHE Ha
kauectBoTo EN ISO 9001:2015 m/wmm EN ISO 13485/2016 u/mmu expuBanentHa, ¢ 06xBaT B
00J1acTTa Ha IPOM3BOJCTBOTO /WM TBPTOBHATA C METUIIMHCKH U3/IEITHS.
11.2. Nexnapanus no u. 59, an.1, 1.3 or 3akoHa 3a MCPKHTE Cpenly U3mupaHe Ha

TIapH — 110 3abIDKUTENeH obpasen Ipunoxenne Ne 3.

Bcako 3anuyaBaHe Ha
NaHHW B TO3M JOKYMEHT
e Ha OCHOBaHM 4n.37 oT
3103001
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Всяко заличаване на данни в този документ е на основани чл.37 от ЗИДЗОП


