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“MHOT'OITPOPUAHA BOAHHUIIA 3A AKTUBHO AEHEHWULE °) Y

A01roBor

Jchc.j ........ 2014 roa. B orp. JloOpuu. Ha ocnoBanue w41 o1 3akona 3a
OOLICCTBCHUTE TTOPBUKK. CC CKIOUH HACTOSIIMST JOTOBOP 34 JIOCTABKA Ha M HIHHCKH
M31CTTHSL MEIKLY

JEKOC-MEJIMKA™ OO ene cepacmmiiie B 1p. Cogmst. 1018w atpee na
virpagsicuue vit Ll oisv bparan™ Ne 8. LMK 831029075, npejcrasissan or Fiika Anckenena
Mimena- TletpoBa. B KauccTBOTO MY Ha YHPABHTEL, KATO W3ITLJAHUTCT 110 JIONOBOP 3d
oO1eerBena nopruka, Hapuyad [HPOJLABAY "

“MHOI'OTIPODOUIIHA BOJHIUTIA 3A AKTHUBHO JIEYEHWE - JIOBPUYT
AJL rp. Jlobpuy, cbe cenaimiie W ajipec Ha yipasienue: rp. Jloopud. yi. “lHanaor Xuros”
No 24, rea. 058/ 600 160. dare: 058/600 414, c-mail: oblbiwbergon.net. bYJICTAT:
124141302, npencrasisizano ot JI-p Kpacumup Keaen Hukosios - Msnsnourenen jmpexrop
Ha JIpy)ecTBoTO. HapuuaHa KYTTYBAY.

(Idel/ll ¢ CC ClopasyMsixa 3a CJIC/IHOTO!

[IPEJAMET HA JIOTTOBOPA U [{EHA

Ystent 1.(1) HpogapausT 11pojaBa Ha KVIIyBada MC/IMIIMHCKUTC W3/IC M. OITUCalu
B HPHIOKCHHUC KHM HACTOSIIHUS JL0T0BOP. BKIOUBano odocodenn nosunmn No 4 No 503y
KOUTO ¢ YUACTBAT B OTKPHTATA HPOIC/ Y PA 38 Bb3alalic Ha OONICCTBCHEA TTOPLUKA.

(2) LlenoBuTe UPCLIOKCHUS Ha UpoaBavd, HOCOUCHU B HPHIOKCHMCTO 1O
npc;on,'u—ia'ru QIHHCS. C HCPA3/1C:11a UacT OT HACTOAIHA [ IOTOBOP.

3) LlcHoBHTE 11PEUTOKCHUS 38, 1B. DKM TCITO CC IIPOMEHSAT B CIIyHal., ue B pesy.rrar

Ha nop.\mmmm M3MCHCHHS CC BHBETAT PCryJIMPaHyu WM HPC/ICHIN IICHH Ha MC/HIIHHCKUTE
W3JIC. WS, [IPEeIMEeT Ha JI0T0BOpA.

CPOKOBLE M HAYWH HA TUIATIAHI

Yiten 2. CpokbT Ha HACTOSTIHS JLO1I0BOP ¢ 12 Meceua o1 jlarara Ha 1O IHHCBAICTo
MY, J1OIOBOPBT MPOIbIDKABA JICHCTBHETO CH /10 CKAIOUBAHETO HA JLOIOBOP € /IPYL H3ILAHTC!]
CAe POBEkKIate Ha 0011ICCTBEHA TOPbUKA.

Yrenr 3. Hocouenure B wi. 1 MCIMIMHCKY W3ICHHS 1IC OB1AT TOCTABIHN O
Mpo;1aBaya Ha KYHYBa4a B CPOK 10 2 (J1BA) KA ICHIAPHH JHW. CIC/L 3aABABAHCTO UM,

Wien 4. Jlupkumara Ha 1uposiasada cymMa 110 Besika OTe/Ha JoCTaBKa e Ob,1¢
IIaTCHA OF KylyBada 110 0anKoBata CMCTKA Ha Hpo/asaua B Ccpok 10 060 (uectieeer)
KQUICHIAPHM [LHH CIIC T H3AABAHETO Ha GakTypa O 1Po,1aBaya.

Yren 5. CporbT Ha ro/THOCT Ha JIOCTABCHUTC MC/IMIHHCKE W3/1C/us TPAOBa 1a ¢
75 (CCAEMACCCT M IICT) HPOUCHTA OT OCTATHhUHMS CPOK Ha TOHOCT KbM  MOMCHTA i
JlocraBKara.

MACTO HA U3ITBJIHEHWE U TIPEMUHABALHLE HA COBCTBEHOCTTA

Uoen 6. 34 MICTO HA JIOCTABAHC HAa MCJIMIMHCKATE W3JCIHS CC OHPE;LICst
“MBAJI-J[o6puu™ AJ] rp. JloOpuu. yi. “Tanaiior Xutos™ Ne 24, 3sero L bosnnnuna anrexa™.

Wien 7. CobCTBCHOCTTA BbPXY [(OCTABIHATC MEJAUIIMHCKU W3ICIUSA U PHCKDT OT
MBJIHO WIH YACTHYUHO IOIHBAHE 1A CTOKMTE IPCMMHABA BBPXY KyllyBaua O1 MOMCHTA Ha
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HPHUCMAHCTO MM Ha MACTOTO Ha J1OCTaBsHe ¢ 11PUCMO-LPL/IaBATC ICH HPOTOKOI WIIH Jpyvr
PABHO3ZHAYCH JIOKYMCHT.

[IPABA U 3AIBJDKEHNA HA TIPOJIABAYA

Hiten 8.(1) llposaBaubT ¢ JUIBKCH jla BHCCE B Kacala Ha KyllyBada nHapuuiia
rapatums 3a ulrbaHeHne B pasmep Ha 4710 s1eBa vun Jla pejictaBy OaHKoBA rapaHims 3a
cymara.

(2) Hapuunara rapanius 10 1pejixo/Hata a;myest 0de3neuaBa H3IbIHCHUCTO Ha
38/UbJDKCHHCTO Ha [1po/laBada H CIIyXKH KaTo 00€3HICTEHHE 3 BPCIMUTC OT HCH3IILITICHHCTO.
0C¢3 J1a ¢ HYKHO TC Ja ce JIoKa3Bart.

(3) lHapuunara rapauims 110 ain. 1 cc ocBoOOK/@BA  OT KylyBaua ¢ 1
NPHKJIIOYBAHETO Ha JIOIOBOPA. OCBEH B CIIYHAHTC, KOI'QTO FAPAHIMSITA MM HAcT 0T Hest HE ¢
M3I10J13Ba 3a 3alallaie Ha HEYCTOHKH 110 /I0I0BOpA.

HYien 9. TlpoaaBaubt ¢ JUrLKCH J1a JTOCTARSI MCIMIHHCKH W3JICIHSL, KOUTO:

. umar nanccena "CL" MapKUpoBKa B CLOTBCTCTBHC ¢ M3UCKBAHMsATA Ha wi, 15
OT 3aKoH4 38 MeIMIIMHCKITC M3aeiust (3SMU):

2. MMaT HaHeceH WICHTH(HKAIMONUCH HOMCP Ha HOTU(PUIMPAHUst Oprait 110 Ui,
64. an. 2 or 3MMW. koraro uporeiypure. onpeieictn B oaapeouTe no w18 o1 3SMUA.
M3MUCKBAT HAUACSHCTO MY

3. AMart HalCCCHH HAMMCHOBAHME W /IPEeC Ha YHPABICHUC HA [TPOM3BOIN LI
H/WIIM YIBJIHOMOLICHUS TPEACTABUTE U BHOCHTCIIS:

4. yMaT MHCTPYKIMS 3a yioTpeda. ¢ U3KIOUEHUE HA UIC]IHATA, 3a KOUTO TOBA HE
¢ upessuicHo B 3MU:

3. ca UpWIPYKEHH OT BaJIMJICH cepTHPUKAT, YIOCTOBEPABAIIL CHOTBETCTBUCTO Che
CBUICCTBCHUTC H3MCKBAHUSA. IIPHIIOKHMHU 38 W3JICIMCTO. H3J1adeH OT HOTH(GULMPALIL OPrak,

0. ca NPOMU3BE/ICHU OT LIPOU3BOAUTEN. KOHTO NpHIIAra M 110;UIbPKa CHCTCMA 34
vipasicHue Ha Kaucctroro [SO 9001:2008 uan ckuBaienTna ¢ oOxBar 8 oduacirta na
IIPOUBBOJICTBOTO Ha KOHKPCTHHUTC M IHITHHCKH W3/IC U,

7. CHOTBCTCTBAT 1A HM3MCKBAHMA KbM M3JCIMsTa 1O ChOTBCTHATa 000coOCHd
HO3UITHUSL. HOCOUCHM B OITUCAHHCTO. 14,ICHO B CITUCBIIUTC 110 BCAKA OT 000COOCHUTC THO3HITHN
OT JIOKYMEHTAIUSITA 3d VHacTHE B 0O0IICCTBCHATA 1HOPLYKA.

LI'Icn 10. posasaubt rpstdBa /1a OTroBapst Ha C/IC IHUTC H3UCKBAIWSL

1. Jla uya paspencHue Wi YI10CTOBEPEHUE 3a ThPIOBHS HA /PO € M THIIHICKH
M3 e s, u3a1eno ot Msnbauurteanus ipexrop na MAJL o pesa na 3MU.

2. Jla ¥ma pasperleHre 3a ThProBUS HA €/1p0 € JICKAPCTBCHU HIPOJYKTH, W31, [CHO
ot Manwauureinus JwpekTop Ha MAJE no peqia na 3JITIXM. B ciayuail. ye Jlocrans
METHKAMEHT-H3IBUBAIIH KOPOHAPHU CTCHTORC.

. Jla npuiara o onombpixka cucTeMa 3a YIpaBICHHE Ha  KauecTBoTo ISO
9001: 7()()8 WK CKBUBAICHTHA ¢ 00XBaT B 00:1aCTTa HA ThPIOBUSITA ¢ MCAHIIMHCKH H31CUs W
JIEKapCTBEHU  HPOJAYKTH. B CAvuad, ue J0CTaBs MeIMKaAMEHT-W3IIbUBAIld  KOPOHAPHH
CTCHTORC.

Yaen 11. Tlpoyapaust € JUIbKeH Jla W31a1c B CPOoK (pakTypa 3a JA0CTaBCHUTC
MEAUMUMHCKH H3JIEITHS.

HIPABA U SAJTHBJDKEHMA HA KYHYBAYA
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Ynen 12.(1) KynyBaubr uma upaso Ja I1IPOBEPABA KOJIMYCCTBOTO Ha BCAKA
OTJleJIHa JIOCTaBKa, KaTo 1IPY YCTAHOBSBAHE Ha HECHOTBCTCTBHC € JLIBLKCH [1a YBC/IOMH
fipoJiaBava B ¢pok o1 24 vaca.

(2) Tlpu ycranopsiBaHe Ha HCCLOTBCTCTBHE B KAYCCTBOTO HA JIOCTABCHMTC
MCMIMHCKN W3JICIIMSL KYHYBAUDT € JUTHKEH J1d YBEIOMU Hpo/laBada B cpok o1 24 yaca.

(3) HechoTBETCTBHCTO HA  KOJIMUECTBOTO W KQUYeCTBOTO CC  yCTalopsaBa ¢
HPOTOKOIL, ChCTAaBCH 0T KOMHCHSL, CLETABCHA OT JUILKHOCTHHTE JIMIA HA Kyl BaHa.

(4) B cayuaii. ge 1po@aBaunhT B ¢poK ;10 24 vaca Cie/l yBCIIOMIBAHCTO 1O @l |
OCIOPH NIUCMEHO HECHOTBETCTBUCTO HA KAYCCTBOTO. TOM MONKC /la MCKa NPOBCPKaTa My 01
VITBIIHOMOILCH Oprai WK ;1adoparopusi.

Unen 13, KynyBaubr ¢ JUMBKCH Jla 3alulaTd yroBopenara icHa B pasmepa. 1o
HAUMHA U B CPOKA, ONPE/ICACHH B HACTOSIIMS JIOIOBOP.

Wien 14.(1) KynyBaunT MoXe Jia pa3Bajd JIOI0BOpa. ako B pe3y.rar ua
00CTOATENCTBA. Bh3HUKHAIM CIEL CKIIOUBAHCTO MY, HC € B ChCTOSIHHE Jld H3ITBIHH CBOWTC
38/ IbJIKEHHUSL.

(2) KynypaubT MOXC jla [pEKpaTd JIoroBopa B ciydail. ue Objae npomelicta
HopMaTHBHaTa ype/aba. B pe3ylTal Ha KOCTO OTHAHC HEOOXO/MMOCTTa OT 0CTaBKala Ha
M3EIMTa, KOMTO €a HPE/AMET Ha JI0r0BOPa, KAKTO W B PE3YJTAT Ha ChIICCTRCHA NPOMsIHA B
00CTOSATENCTRATA, MM TTPH HEBB3MOIKHOCT J1d CC OCUTYPH (PHHAHCHPAHC 3a W3ILIHCHUCTO Ha
1HOPBYUKATA 110 MPUUHHH. KOUTO KYIYBAUBT HC ¢ MOI'BLJL I LPC/IBHLH.

HEYCTOWKH

Yoen 15.(1) lipn 3abaBa Ha jloctaBka o1 CcTpaHa Ha 1pos@aBada ¢ noseue o1 24
(JIBAAECET M UCTUPH) Haca. KYIYBaub1l HMa [IPABO Ja 3a1bpaku S (1eT) Y% OT rapaiusita 3a
M3IILIIHEHUC 3a BCCKU 24 yaca 3adaBa.

(2) llpy yeranoBsiBaie Ha HCCHOTBCTCTBUC B KOAWUCCTBOTO. 1PO/ABAYLT ¢
JLTBIKEH Jla JIOCTABM IHIICBAIIOTO KOJMYCCTRBO 1PH C/IC/IBAILATA JIOCTABKa. @ IIPH TOUCKBALC
OT crpaHa Ha KynyBada B ¢pok or 24 wvaca. llpy Hewsubinende Ha TORA 3IbiKCHHC
KVIYBAYhT UMa [IPABO J1a 3aAbpKH 5 (11eT) % OT rapaniiys 3a u3irbieHUC.

(3) llpu ycTaHOBSBAHE HA HECBOTBETCTBUC B KAUCCTBOTO. HPOJABAYLT ¢ LIHKCH
712 JI0CTAaBH MEIMUMHCKHI H3ICHHs ¢ YIOBOPCHOTO KaueCTBO IIPH CIIC/IBAINATA JIOCTABKA. & [IPH
IIOMCKBAHC OT CTpaHa Ha KyliyBaua B cpok oT 24 wuaca. llpu HewsibincHue Ha 1oBa
3ALIAKCHUC KYTTVBAYLT HMA TIPABO 1d 3a.1bpKH S (11eT) Yo OT rapatiiis 3a U3ILIIICcHHe.

(4) B cayuanre 1o aamuHen 2 1 3. ako UpolaBaubl 1E JLOCTEBH [ T0POBOPCHOTO.
KYIVBAYBLT HMA OPABO 14 3aKYIIH  HCOOXOJMMMTC MY  MCHIHHCKH  H3LICIHSL 0T 1Py
JLOCTABYMK. KATO PA3IMKATA MO LY TICHATA 110 JI0T0BOPa M ICHCTRHTCIIHO 3aljiarenata HeHa ¢
34 CMeTKa Ha IPO;1aBaia U ¢e Y IbPrKa OT CAC/BANOTO [ Th/KHMO [1IAINANC WA OT LapaHiusTa
3d W3IB/IHCHHC,

Yoaen 16.(1) Tpu orkas na npo/aBada jla jJloCTaBy 3asaBCHUTC MY MCJHIHHCKH
W31/ MM upu 3abasa 11oBede 0T 48 (YCTHPH/ICCCT B 0CCM) 1acd, KYHYBAYLT UmMa HpaBo /1a
sappau 10 (recer) Y% o1 rapaHuisTa 3a H3IBIIICHAC 3a BCCKU Cilydal Ha 0TKa3 v 3adasa
1 14 3aKYTIH HCOOXOIMMHTE MY MCIHLHMHCKH H3ICIHs OT JAPYT JI0OCTABYUK.

(2) B curydante 10 1pexo/iara aimies paziukara MCAGLy HeHara 110 JI0roBopa 1
JCHCTBUTEIHO 3alllaTeHaTa [eHa ¢ 3a CMETKA Ha (1poaaBava JIo H3THUYAHETO 11a CPOKA Ha
AeHCTBHE Ha JI0IOBOPA MK JIO CKJIIOUBAHETO Ha HOB JLOIOBOP 3a 0ONIECTBCHA HOPBUKA Che
ChIIUs TIPEMCT.
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Ysenr 17, KynyBaubT vMa 11paBo /1a HCKa 00C3LETEHHC B 1IBICH pasMep Ha
BpeMTE. KOWTO € IPEeThPIISLI B PE3YJITaT Ha 3a0aBeHaTd u/HIM HEKAuCCTReNaTa JOCTaBKd.

Unen 18. Ilpu 3abasa na niaiane oT crpaHa Ha KynyBadd, [OCHCIHUAT JUL/IKH
Ha POjlaBada HEYCTOHKa, B pasMep Ha 3aKoHHaTa JIHXBA.

JAPYT'N YCIIOBUA

Unen 19, Crpanure 110 JIOroBopa He MOrar /Ja ro U3MCHST. OCBCH B CHYHAHTC.
npearujieHu B 3011

Unen 20. CTpanuTe 110 JIOrOBOPa L€ PelIaBal BL3HUKHAINTC 110 W3IIBIHCHUCTO
CHOPOBE MO B3aMMHO CBIVIACHE, @ aKo TOBA ¢ HCBB3MOKHO 110 pejla Ha I'TIK 1pest posioBo
1HOACHAHUS ¢bIL B 1p. JloOpHu.

Usied 21, 3a BCUUKY HEYPC/ICHH 110 HACTOSIHSA JIOI0OBOD BBIPOCH THILC CC HpHilarar
pasnopeadute ta 301133 n 13.

Unen 22.(1). 3a BUBUIHM QIpecH 3a HIPUEMAlC 11 CHOOMICHUs. CBLP3AHK ¢
HACTOSIIHS JIOIOBOP C¢ CMSTAT QIPECHTE. 1IOCOUCHH B HAYAIIOTO Ha JOI0OBOPA.

(2). llpy npomsiHa Ha JIAHHKTE 10 NPC/JAXO/IHATA WIMHCS. CLOTBCTHATA CTpada ¢
UTBIKHA JIA YBE/IOMH JIpyrarta B TPHIAHEBCH CPOK OT HpoMAHATA.

Ilpy cheTaBsHe Ha HACTOAIMAT JIOTOBOP CC HPC/ICTABUXA CIICHUTE JJOKYMCHTH!

- OaHKoBa rapaHims

- CBHJICTCIICTBO 3a ChIAMMOCT

- YJIOCTOBEPEHHC OT CTOJIMYHA 0011MHA

- yuocrosepenne ot HATI

- yjocTroBepenve o1 [1aBna uHCICKIMs 10 TPy, 1a

- VJIOCTOBEPCHHUC 3a aKTyalno CLCTOSAHUE

- yJocToBepeHye  3a  JMica  Ha o o0CTOSTENCTBA  3a4 JMKBWIANAS - H
HECHCTOSI TEIHOCT

Hacrosimsir JIOFOBOp €¢ ChCTaBH B 1pH C,’lHOO()[’)'&'SHH CK3CMINIApa, CJIMH 3a
IpojiaBaya v [ABa 3a KylrvBada.
/
i ///‘,

[POBABAM, (L7 KYIIYBAU: - .
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O60ocodena nosutns Ne 4 - Jlocraska na koponapen
crenT, yeaosen Ne {1

Koponapen CoCr CTeH'l‘-Ma’l‘C])”Hiajlirar(q)‘(‘fl” cruas: Bojay:
0.014™; JluzaktH: 3aTBopena kinetka:Rx apioknna: 250 em:
Ro mapkepu: 90 1 100 cm:TTpodmn na supxa: 0.0177/0.43
MM/ lnamersp Ha madra: Hpokeumanio [.93F, Tuctaano

npodiu non 1.0 mm: Cxbesgane: 1o 2.0 % Honesna
abskuHa: 140 cm:Jlvmkuna (mm): 8, 11 14, 19,24, 29 1
| 39; luamersp (mm): 2.25.2.5.2.75, 3.0, 3.5 u 4.0

O6ocodena nosunst Ne § - Jlocraska na kopouapen
CTEHT, ye.10B8eH Ne 12

Koponapen CoCr crent-Jlusaiin: Rapid exchange:Boaaw:
0.014™; Crenr matepuan: CoCr LoOS:Kpocuur npogie:

1.05 mm; Cxbesasane: 1.0 % Bosaem karetnp: 61
[onesna avivkuna: 145 ecm: Hanarawe (atm): NP - 6 atm:
Recoil: 4%:MRI chBMecTHMOCT -+ non magnetic;/Ibrkuna
(mm): 9. 13. 16, 19, 23,29, 33 u 3§;/lnamernp (mm): 2.5,
30,3540

2. 7F: XuapoHitHO NOKPHTHE Ha AUCTaiius tadhT:Kpocunr

[Tpowssoanren/
Hpuremaren na CE
cepridukar

TERUMO Europe

N.V

[pomssoanren/
Hpurexaven na CI.
cepTudurar

TERUMO Lurope

N.V

Thproscko
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