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Jluec i ‘ﬂg} .....2019 roa., B rp. Jlobpuu mexuy:

"MHOT'OITPO®DHIIHA BOJIHULIA 3A AKTUBHO JIEYEHHME-JIOBPHY" AJl
rp. Jobpuy, che cenanmue n anpec Ha ynpasnenue: rp. Jo6puu, v, “Tlanaitor XuTos" 24,
ten. 038/600160, daxc: 058/600414, e-mail: oblb@bergon.net. EMK 124141302,
npeacrapiapano ot JI-p Cserosap baiiwes [letpos  — Hianeamurenen [lupextop na
JPYAECTBOTO, Hapu4aHa Hapuuan/a/o 3a kparkoct Bh3JIOJKHTEJL ot eauna crpana.

H

HHIIAH MEJUITHHCKA ATIAPATYPA™ OOJ1 cbe cenanuiie B rp. Bapua 9002
u anpec Ha ynpasienue yn. Kupna [lusanos 9, b, EMK 103597142, npeacrasnasano ot

Anva Xpuerosa Baukosa, B KavecTBOTO i Ha ynpasuTen, HapHuan/a/o 3a KPATKOCT
H3ITBJIHUTEJL, ot apyra crpana,

BBE3NOKWTEIIAT v M3ITBJIHUTENAT napuuanu zaemnno . .Crpanwre”, a
BCCKH OT THX nooraenHo ,Crpana™, Ha ocHosaume wi. 112 w cn, or 3akoHa 2a
obwmecTsennTe nopbukk (,.3011%) n Peenne Ne 27 o1 09.08.2019r. na BB3JIOKHUTENS 1a
onpepengne nHa W3ITBJIHUTEN na obwecrsena mopwuka ¢ npeamer: [docraska,
BLEBCARIAHE B CKCILIOATALNS M rapaHiMonno NoUILDAKAHE HA HOBA  MEIHIHHCKA

anaparypa 3a nysanre Ha ""MBAJI-Todpua" Al

ce ckiioyn To3u porosop (. Jlorosopa//loroeopbt™) 3a spanarane Ha obmecTsena
MOPBYKA MPH CAEIHHTE YCIOBUA:

1l [NPEAMET HA TOIOBOPA

Yaen 1. lpeamer
(1) Boanowurtenar Bhinara, a M3ambiaHUTENAT npHeMa a JOCTABH H NpeXBBPIH

coOCTBEHOCTTA Ha BhanoiuTens Ha cnenuann3npana MeJnlinncka anapatypa na 8 /OCEM/
bBPOSI TAIIMEHTHU MOHHUTOPH Mapka: Contec,Mogen: CMS8000, [Mpouszsoauten:
Conte Medical Systems Co.Ltd Kuraii., lomuna wma npoussoncrso: 2019
roauHa,(, Meanuuneka/ta anapartypa®), cwrhacHo Texnmueckara cneuHduKalus  Ha
Branomurens wu geraiinno onucana B Texunueckoro u  llenoso NpeuIoeHHe  Ha
ManbanuTena, nepasnenta yact ot Jorosopa cpeuty saabiKeHHeTo Ha Bbanomkurens ia s
IIPHEME | 1A 3aIaTH JIONOBOPEHATA 1IeHa ChIVIaCHO YCIOBHATA, MOCOYEHH MO-T0ITY.



JocTrasianata MeIHIHHCKA anaparypa HMa CJIeIHHTE TEXHHYECKH napameTpi:

Ne Texuuteckn mapamMerps Ha J0CTABSHATA MEIHUMACKA anaparypa

l Useren LCD amenneii ¢ pasmep ve no-mansk ot 12,1" _

2 Ocnosun dyuxiuu ua wamepsane: EK, chpreuna uecrora, myncosa uectora,
HXATE/HA YeCTOTa, HEMHBAHINBHO KPBBHO HANTAHe, CaTypalus, Temieparypa

3 Ananus na ST cerMenra

4 AHalM3 W K1acH(PHUKALINA Ha ApHTMHH

5 Jlnanasox na chpaeynara vecrora: ot 15 no 350 yiaapa B munyTa

6 Jnanason na vectorara Ha Aumare: ot 0 10 120 rppm

7 Jlnanazou na carypauusta: ot 0 go 100 %

8 Jhanason Ha M3MepBaHe HA HEMHBAH3HBHOTO KpLBHO Hansrame: ot 10 1o
270 mmHg

9 Peskumu Ha paboTa Ha HEMHBAH3MBHO KPBBHO HAIAIAHE: HEOHATANEH. 34 Jleld. 3a
BB3PACTHH

10 [Nokaspane Ha rpauynu 1 Tabnnunm tpengore 3a 480 uaca

11 BuamokHocet 3a pabota ¢ USB namer 1 SD kapra namer

12 Bw3moskHoCT 3a oOHOBABaHe Ha cofryepa upes USB nopr

13 ITokassane Ha kuenoposma carypais (SpO2) B % u rpaduka (naeTnamorpama)

14 [loxaspane na yectora Ha Anuaxe n rpaduka sa mumanero (RESP) 3

15 M3mepsane Ha Temneparypa — 2 Kanaja |

16 BL3MOKHOCT 3a Bpb3Ka C HEHTPaIHa MOHHTOPHA CTaHIMA KabeTHO HitH 0e3KHYHO

17 Menwo na Gwarapckn esuk

18 BuamoHocT 3a Haarpakiane:

18.1 Moayn uimMepBaHe Ha HHBAH3HBHO KpbBHO Hamsrade (IBP) ¢ 2 kawana. xoiito aa

MOE 1d Ce CBBPIKE JMPEKTHO ¢ MOHHTOPA

18.2 | Kanrorpadexu EtCo2 Moty:1, KOHTO jia MOJKE [1a Ce CHBPIAE JAUPEKTHO ¢ MOHHTOPA
19 OroMIIeKTOBKA:

19:1 EKI" kaben 5 orsemuaanus — 1 6p.

19.2 | Eanokparan EKI” enextpomu - | komnnexrt

19.3 | SpO2 censop 3a Bu3pacTHH — | Gp.

194 | Kosxen Temnepatypen cenzop — | 6p.

19.5 | NIBP manmer 3a se3pacthu — | Gp.

19.6 | TppOuuka (3 M) ¢ korexTopy 3a NIBPmanmern — | 6p.
19.7 | 3axpausam xaden — 1 Op.

19.8 | 3axpaneama Garepus — 1 Gp.

(2) Oceen jocraBkata no anuues |, NpeaMersT Ha Jorosopa Brmo4sa M
H3ITBLAHEHHETO Ha CleHHTe JIeHHOCTH:

|. nocraeka Ha MenuuuHckara anaparypa 0 MACTOTO HA JOCTABKA, MOCOUEHO B
Hacroaumus Jorosop:

2. MOHTa#/MHCTANAUMA W BBBOKIAHE B EKCIUIOATALMS Ha J0OCTABEHATA
MeHiHHCKa anapatypa;

3. obywenue wna nepconana Ha Bwanowwutens sa pabora ¢ jocTasenara
Meanunncka anaparypa;

4. rapanuHonHo o0cTyKBaHe Ha JocTasenarta MeMLMHCKa anapaTypa o 10cTaBKa
Ha HCOOXOJHMHTE YACTH W MaTepHali, B PAMKHTE HA [APAHUMOHHHA CPOK, CHHTAHO OF
JataTa Ha nojnucsane Ha [lporokona 3a MoHTaXK 1 BhBexlaHe B ekcnnoarauus [Ipunoxenne



Ne 2. Marepuanure, ROHCYMATHBHTE, NCHHOCTHTE M YCJIOBHATA Ha FapaHIlHOHHOTO
obcayxBane ca omicann B TexaryeckoTo npeanoxenne 5a Mannmurens.

(3) H3nbinmrenst ce samb/DKaRa 0a WANLIHH AefHOCTHTe mMo amuHes | u 2 B
CBOTBETCTBHC ¢ H3IHUCKBAHMATA Ha |exHHYECKaTa cnenuduKanms Ha Bramomurens,
Texuudeckoro B neroBoTo [lpennoxenne va Uanbaanrens, konto ca HEpPa3JenHa YacT O
HacTosmus Jlorosop, B cpokoeete mo HacToswua Jloroeop. '

II.  I[EHH M HAYMH HA ILIAIIAHE

Ynen 2. llena

(1) 3a m3npaHenRKeTO HA Ipe/MeTa Ha Horosopa, Be3noxutenst ce saxnmkara 1a
samnard Ha Mansneutens obma uena 3a 8/ocem/ Opos B pasmep na 8640.00 (ocem xmmsamy
HISCICTOTHH H 4eTHPHeceT ) sieBa 6es JIJIC /1080.00 //xunsina u oceMmzecet// siea 3a | Gpoit/
1 10368.00 /mecer xmasaam u TpHCTA mecTaeceT u ocem/ JgeBa ¢ Brmogen J1C, cernacuo
LlenosoTo My mpenioxense, Hepasmenna uact ot nacrosms Jorosop.

(2) [Nocouenure nenu ca KpaiHH H BKITHOYBAT BCHYKH Pasxoiy H BEIHAIpAXACHHA
Ha UsnpnEMTens 3a u3mniHenne ma Hpenmera Ha Hactodus JoroBop, kaTo Ho He camo:
PA3XONMTE 33 TPaHCHOPTHpPaHe M HOCTaBKAa Ha Meanmmucka anaparypa 10 MACTOTO 3a
AOCTaBKa, BKMOYHTENHO ONaKOBaHe, TPaHCIIOPT, pasonakosaHe, TOBApeHe, pasToBApBaHe,
HECTATHpAHS, MOHTaXK, BHBEXK/AHE B eKCILIOATAIMH H NpHEEHAHE B padOTHO CLCTOSHHME,
FOTOBO 3a NpHEMaHe M eKCIUIOATallus, obyveHHe Ha CHELHAIHCTH, [OCTABKA Ha uUAnaTa
TEXHHYCCKA H CEPBH3HA NOKYMEHTAIHs, BCHUKH PA3XOiH 3a H3BBPLIBAHE HA IAPAHIHOHHO
obcnyxBaHe B cpoka Ha rapaHiiaTa (3a TPyH, pe3epBHH 9acTH H KOHCYMATHBH), KaKTo H
PSXOIH 33 OTCTpaHABAHE 34 CMETKAa HA H OT ManwiHETens ua BCHYKH TeXHMYECKH
HCH3NPABHOCTH. BR3HHKHAIH HE 10 BMHA Ha BuinokuTens u NOKPHTH OT rapaHuHOHHHTE
YCIIOBHA ¥ TapaHIlHOHHATA OTTOBOPHOCT HA M3MBIHHTEN:,

(3) Iocouennte B HacTOSIMHS Horosop ueHn ca kpaitiu ¥ ocrasart HEIIPOMEHEHH
34 CpOKa Ha TelCTBHETO My.

Yaen 3. Hauun na naamane

(1) Inamasusra ce H3BBPIIBAT B ﬁbm'z_apmm JI€BA, C MIATEHHO HapeiJaHe o

‘8 CMeTKa, It Wa s maenag
ﬂb';j\{ C-H0 2n. D60 |, o oT 1| )

VIBUBAHATENAT € mmemenm na yuvswmend MHCMEHO Bb3llumnsulli 38 BCHYUKH
floCrenpamy NpoMeHn Ha GaHKOBATa MY CMETKa B CPOK [0 3 (TpH) AHH CYMTAHO OT MOMEHTa
Ha npomMsHara. B cayyail ue UsnenanTensT ge yBenomu Beanoxurens B Tozn CpOK, C4HTa ce,
4¢ [UIANAHEATA, N0 [OCOYEHATA B HACTOANMS WieH GaHKoBa CMETKa Ca HaIekKHO
H3BBDIICHH.

(2) Inamasero Ha nenata no amases 1 no HacTommus Jorosop ce u3snpmsa &
cpok 10 30 xaneHiapHW IHH cnen H3BLPILIBAHETO Ha JOCTABKATA M ClE] MOANMCEaHe Ha
TNOKYMEHTHTE 110 annHes 4.

(3) 3a nata Ha nnamareto, ce cunrta J1aTaTa Ha 3aBepABaHe Ha OAHKOBATA CMeTka
Ha M3ne/HETENA ChC CHOTBETHATA MbDKEMA cyMa.

(4) Ilnamareto mo ammmes 2 ce H3BBEPUIBA Cled NpPEACTABAHE Ha ClHeIHHTE
MOAMHCAHHE NOKYMEHTH KyMYJIaTHBHO:

1. Tlpaemo-nipeiaBaTenen mpoTokon 3a JoCTaBKa Ha Meaunnnckata anaparypara
¢ BCHYKH OKOMILIEKTOBKH, CEPTH()HKATH, pajpelleHus u HHCTPYKIHH 33 CbXpaHeHHe M
CKCIUIoaTalns, NOMNHCaHd 0T aBete CTPAHH HIH VITBITHOMOIEHH OT TsX NMIIA HA 1aTaTa Ha
AJocTaBKa Ha Memunutckara anapatypa (Ilpanoxenne Ne 1);

2. Ilpotokon 3a MOHTA® H BRECKIAHE B eKCIUloaTalms Ha MemmiMuckaTa
A1aparypa, nomucas oT msete CTPaHH WM YIBIHOMOMIEHH OT Tsix MHIIA Ha JaTara Ha



MOHT@K H BBLBCHJ/IAHE B eKCIUIoatalMs Ha Meanunnckara anaparypa (Ilpuaomenne No 2).
KOTATO € NPUIA0KHMO;

3. Tlpotokon 3a u3BLpIIeHO 0OyHMeHHe HAa MEAHUMHCKHA NEPCOHAN, [0COYEH OT
Beanoxurens 3a pabora ¢ Mexuuuuckara anaparypa (Ilpunoxenne Ne 3), korato e
NPHIAOKHMO;

4. daxkrypa. winagesa or Hsmeanutens n noanucana ot Bruanowwurens unu
YIBJIHOMOLUEHO OT HEro JHLE, ChALPKAIIA BCHUKH 3aKOHOBH PEKBH3HTH;

III.  CPOKOBE. MSICTO U ¥YCJIOBHS HA JIOCTABKA.
INPEMHUHABAHE HA COGCTBEHOCTTA U PUCKA

Yien 4. Cpokose n MfIcTO Ha JoCcTABKA

(1) Hacrosmmst Jlororop BiH3a B CHIA OT JaTaTa Ha NOANHCBAHETO MY H H3THYa
CJe/lL M3THUAHETO HA CPOKA Ha rapaHuHoHHOTO ofciymeane Ha MeMuUMHCKaTa anapatypa,
npeamer #a Jloroeopa.

(2) Cpokbr 3a nocraskata Ha Meauuunckara anaparypara e 90 /mepetaecet/
KalleHAapHH IHH, CYINTAHO OT JATATA Ha MOANHCBAHETD MY.

(3) Cpox®sT 3a MOHTAK H BLBEK/I4HE B eKCIUIOATalMA Ha MeauuuHckata
anapartypa e 7 (cenem) KaneHIapHH JHH, CHHTAHO OT JATaTa Ha jocTaska Ha MeauuuHCKaTa
anaparypa, otdenazana B [Ipuemo-npenasarentus nportokosn MNpunoxenne No 1.

(4) CpoksT 3a 00ydenne Ha CHEMHANHCTH (KOIFATO € NPUIOKHMO), MOCOYEHH OT
Beanosxurens 3a pabota ¢ Meaunnnckara anaparypa e 10 (feceT) Kanesjapuu IHH, CYHHTAHO
OT jatata Ha nocTaBka Ha Mennumnckara anaparypa, orbensasana B [Ipuemo-npenasarennns
npotokon [lpunosenne Ne |,

(5) TapanumonnuaT cpox Ha Meannunckata anaparypa e 12 /apanacer/
KanCHIAPHH Mecela, CUHTaHO OT nojnHceadeto Ha [lpuemo-npezasatensHus npotokon
[lpunoxkenne Ne 1 wmm [lpoTokona 3a MOHTaXK M BBHEEHKIAHE B eKCHIOATALMA HA
Meuunnckara anapatypa [Tpuioxenne Ne 2 (korato e npHaomuMo).

(6) Manpauurenar e IIbKeH Jia M3BLPUIBA FAPAHIMOHHO obcny#Bane Ha
Jocrapenata MelHiMHCKA anapaTypa, B PAMKHTE Ha TapPaHUMOHHHA CPOK MO (PEIXONHATA
ANHHes 3.

(7) Macroro na mocrapka Ha Meauumsekara anapatypa e B rp. JloGpuu. yi.
"llanaitor Xuros" 24, "MBAJI-lo6puy" Al

Yaen 5. Yeaosus Ha joerapka

(1) ocraska

l. ManenuurensT ce 3agbiKaBa Ja JOCTABH JI0 MACTOTO HA JOCTABKA M B
CLOTBETHHA CPOK Ha JOCTaBKA, CHOTBETHO Ja NPEXBLPIH COoOCTBEHOCTTAa W MNpenane Ha
Beanomurens MeauunHekara anapatypa. NpeiMET HA  0CTABKA, OTrOBapAlla  Ha
TEXHHYECKHTE CTAHAPTH H H3HCKBAHHA H OKOMIUIEKTOBAHA C MHCTPYKUHA 38 eKCIIOATAIHA
Ha OBIrapekn e3HK, CePTHOUKATH, paspelleHts H HHCTPYKIHH U NPENOPLKH 3a ChXpaHeHHe
H CKCIUIOATAlMA, KAKTO H ¢ JIPYrH [JOKYMEHTH H AKCeCOapH, M3IHCKBAlllH C€ ChIVIACHO
Texunueckara cnenndurkauns na Bobinoknrens u  TexHuuecKoTO npeiioWeHue Ha
HsnbaHuTens.

2. Vsnwauurenst wnpenasa MeJMUMHCKaTa anapatypa Ha  yITBIHOMOLUIEH
npeacTasuTe] Ha BuanoxnTend. 3a ChOTBETCTBHETO HA JocTaBeHaTa MeannuHCKa anaparypa
W OPHEMAHETO H N0 BHJL, KOIHYECTBO, KOMINOHEHTH, OKOMILICKTOBKA CE€ MONHCEA PHEMO-
npejaBare/ie NMpoTOKoN, BBB (JOpMaTa M ChC ChAbPKaHWeTo chriacHo [lpunowenne 1
(.[Ipuemo-npenasatenen  nporoxon™) or CrpaHute HIM  TEXHH  YIBIHOMOLICHH
NPeACTABHTENM, CHe/l nposepka 3a: oTckeTBHe Ha , HecworBercreus™ (HemocTaTbilM,
neexti, NOBPEIH, JUICH W/HIH HECHOTBETCTRHA Ha jocTaBeHaTa MeuuMHCKa anaparypa



W/HAH TIpHApY/KaBallata A TOKYMEHTAllMA M AKCECOAPH C M3NCKBAHMATA Ha HACTOALLHS
JloroBop, KakTO M C TEXHUMECKMTE XapakTepHCTHKH H C M3MCKBAHHATA, NPEeJCTAREHH B
Texnuyeckoto mpeanowenne ua Manbauurens u  Texuwueckata creumdukauns wa
Branoiutens), Hanuue Ha OKOMILIEKTOBKA Ha J0CTABKATA H NPEJACTABSHE HA 10KYMEHTHTE,
HINCKBAILH CE CBINIACHO TOUKA | Ha Hactosmata anunes, [IpueMo-npelaBateIHUAT NPOTOKON
CHAbPIKE OCHOBAHHETO 3a ChCTABAHETO MY (HOMEp HA J0rOBOpa), cepHeH HoMmep/cepHitny
HOMEpA WIIH APYTH HACHTH(HIMPALLK anapaTypaTa JaHHH, NPeJIMeT Ha J0CTaBKa,

3. MsmensuTendT ysenomssa Buanowurens B cpok ot 3 (TpH) IHH npeaBapuTeHO
33 KOHKPCTHHTE JIaTH H 1ac, Ha KOHTO 1€ ce M3BLpM foctaskata. [Ipu npenasanero ua
Menmuunekara anapatypa, M3mbJHHTENAT OCHIYpABA Ha BB3NowkuTens HeoOXommMoTo
cropen oDcToOATENCTBATA BPEME Nd A [perieia 3a sBHH HEChOTBETCTBHA, KATO CBILOTO He
MOJKE [1a Ha/IBHIIABA 3 (TpH) JHH.

4. Ilpn xoucratHpane Ha ABHH HECHLOTBETCTBHA, BBINOWHTENAT HMa NpaBo 1a
OTK&KE J1a NOANHIIE NpHeMO-Tipenasareien nporokoa. B tesn cnyuan, Crpannte noanucear
KOHCTATHBEH NPOTOKO/I, B KOHTO CE OMNHCBAT KOHCTATHPAHHMTE HECLOTBETCTBHS, H Ce
MOCO4BA CPOKBT, B KOHTO chbumte e Obgar orctpaHenu. Chen oTcrpauspane Ha
HecwoTsercTBHATa, CTpanute noanucear Asycrpaned [Ipremo-npenasatenen nporokon 3a
npuemMane Ha Aoctaskata. B crmydail 4e HeChOTBETCTBHATA €A CBHUIECTBEHH W He ObLIAl
OTCTPAHEHH B paMKHTE Ha maneHHA oT Bohanoskutens cpok, uiu npu 3abapsHe Ha NOCTABKATA
Ha Memununckara anaparypa ¢ noseue ot 30 (tpunecer) anu, Branosurensr uma npaso na
npexpari Jlorosopa, KakTo W NpaBo 1a MONy4H Heyctofika B pasmep wa 10 % (necer
MPOLEHTA) OT CTOHHOCTTA HA JOroBOpa, KaKTo H Jia NOJYYH OBpatTHO BCHYKH [UIaTEHH
ABAHCOBO OT BuanokuTeNd cyMH.

5. llopnuceanero wa npuemo-npenasatenuus nporoxon [lpunowenne | Ges
3a0enexkn MMa CHIlaTa Ha MpHeMaHe Ha JOCTABKAaTa OT cTpaHa na Beanowwurtens, ocken B
CIyHaWTe Ha CKPHTH HECLOTBETCTBHS, KOWTO HE MOraT ga OBJaT YCTAHOBEHW [1PH
obuxHOBeHUs nperien na MeauuuHekata anapatypa. [lpuemadero Ha mocTaBkata Ha
Meauuunckara anaparypa ¢ Tlpuemo-npesasarensns nporokon no [puioxkenne | uama
OTHOLIEHHE KBM YCTAHOBEHHTE BIIOC/E/ICTBHE B rapaHlHOHHUA CPOK HECLOTBETCTRHA,

6. BB3omuTensT ce 3a/b/kasa 1a YBEAOMM NucMeHo ManniHuTens 3a BeHyKH
CKPHTH HECBOTBETCTBHA, KOMTO HE € MOI'L]l /14 Y3Hae [PH NPHEMaHeTo Ha JI0CTABKATA B CPOK
10 3 (TPH) JHM OT Y3HABAHETO HM, HO HE NO-KKCHO OT H3THYAHE HA rAPAHIHOHHHS CpOK.

7. llps Hanuume Ha ABHH HECHLOTBETCTBHA, NOCOMEHH B KOHCTATHBHUS NMPOTOKOJ
Mo TOHKA 4 W/WIM NPH HANKMYHE HA CKPHTH HECHOTBETCTEMA, KOHCTATHPAHH 0T Branomknrens
W chobumenn na M3mbimurens no pema Ha Touka 6, Mambamurenst samens noctapenarta
MeuumHneka anapaTypa HIH ChOTBETHHSA KOMIOHEHT ChC CLOTBETCTBAIN ¢ H3HCKBAHMATA HA
Hacrosimma JIOroBop B cpoka, MOCOMEH CHOTBETHO B KOHCTATHEHHA MPOTOKON W/WIH B
pasyMeH CpoK ciell NoNy4daBaHe Ha YBEJOMIICHHETO 10 To4Ka 6, KOHTO He Moske Jia Ohie no-
Abaer oT 14 (yerHpuHazeceT) IHH HAM UeHata no Jloropopa ce HaMalgBa ChOTBETHO C
ICHATa Ha HECHLOTBETCTBALIMTE KOMIOHEHTH WIH € pajsxoiHMTE 3a OTCTpaHABaHe Ha
HecboTsercTBHATA, ako TOBa He BOJIM /10 POMAHA B NPEMETA HA MOPHYKATA H 3ANAIBAHETO
Ha TE3H KOMIIOHEHTH, N03BO/IABA HOPMATHATA eKCoatanna Ha MeHIMHCKaTa anapaTypa.

8. B cnywanTe Ha HecHOTBETCTBHA, OCOMEHH B KOHCTATHBHHA MPOTOKON 110 TOUKA
4  Du3noxHTENsT He JLIKH 3aUlaliaHe Ha uedata mo wi 3, am 2, T. 2 npenu
OTCTPAHABAHETO MM M H3MBJIHEHHATA HA OCTAHAIMTE YCJAOBHA 32 [UIALNAHE, NPEABHJIEHH B
Joroeopa.

(2) Monram (KoraTo e npHJIoKHMO):

. M3nbnnuTenaT e AnbiKeH a NPHKMIOYH H3NBIHEHHETO Ha BCHUKH AeliHOCTH
CBBP3dHH C MOHT@Ka (HHCTAlAUMATA) W BLEEK/IaHe B eKcnioataius nHa Meauimnckara



anapatypa B Cpok oT 7 (cenem) KaleHJapHH JIHH, CYMTAHO OT JIATATA Ha MOANMCBAHE Ha
npHemMo-npejasarentua npotoko [puaokenne No |,

2. 3a M3BBPUICHHA MOHTAX M BhLBeKAaHe Ha MeJMUMHCKATAa anapatypa e
excrioatanua  CTpaHHTe, HIH YNBJIHOMOIIEHH OT TAX JIMUA TIOANHCBAT IOBYCTPaHeH
MPOTOKOJL, BB (popMara u Cbe chAbpkanueTo no [lpunomkenne Ne 2. uepasznenna gact ot
HacTodus Jlorosop. Bbanosurensar uma npapo ja oTKaxe Aa NOANMINE NMPOTOKOMA NO
HACTOALMA TOYKA [0 OKOHYATeHOTO BbBCKIaHe Ha MenMuuHckara anapatypa B
CKCILIOATALNA, B CTCICH N03B0NABaNa HesabapHata n DesnpenaTcTReHa ynorpeda.

(3) OGyueHuEe Ha NepeoHasa (KOraTo e npHIOKHMO):

I. B cayuaii d4e M30bIHUTENAT HMMa ONpPENENEHH M3HCKBAHUA  KbM
KBaTH(pHKauuATa ¥ 00pa30OBaHHETO HA CHCUMANNCTHTE, KOHTO wie ObaaT obyyapanu, TOil ¢
JUTBKEH Jla yBeIoMH 3a ToBa Bhanonuress, nHCMeHO, B cpok oT 14 (YeTupHHazeceT) JAHH oT
nojnHeeane Ha Hactoauua Jlorosop. Brinowutenar npenocrass Ha M3nmbIHMTENA CHIHCBK
Ha IMLATa, KOUTO ciejisa ja Opaar odydeny 3a pabota ¢ MennuMHeKaTa anaparypa B cpok ot
7 (cezem) IHH OT NOJyYaBaHe HA HIHCKBAHMATA Ha M3NBIHHTENS WIH H3THYAHE HA CPOKA N0
NPerxoIHOTO HIPEeYeHHe,

2. MB3NbJHMTENAT € UThiKeH Ja NpHKnoun o0yYeHHeTO Ha CHEMHATHCTHTE Ha
Bohanowkurens 8 cpok ot 10 (Iecer) KajieHaapHu IHH, CUNTAHO OT JATATA HA MOANHCBAHE HA
npuemo-npejasateniud npotokon Ipunoxenne Ne 1. Manwimurenst e anbiaen 10 ocHrypu
AoctarbyeH Opoii obyuaBaliM, KakTo M NPHCHCTBHETO WM Ha MACTOTO HAa JOCTABKA M
HHCTAIHpane Ha Meauunnckata anaparypa, kKato BpeMeTo W rpaduisT Ha ofyueuue ce
chIMacyBar nucmeno mexay Crpanure.

3. 3a ussbpmenoto ofyuenue CTpaHuTe, WIH YILIHOMOLIEHH OT THX JIHLA
NOMHCBAT IBYCTPAHCH NPOTOKO/, BLE (OopMaTa B ChC ChAbpiKaHueTo no [punomenne Ne 3,
Hepasje/iHa qacT oT HacToswus Jlorosop. ManuiuuTensT He HOCH OTTOBOpHOCT 3a JababsHe
Ha 0DYUEHHETO MOPa/ii OTCHCTBHE Ha CHICUHANNCTHTE HA BpanomuTens no speme na nepnosa
Ha 00YHYeHHETO, NPH YCI0BHE, Y€ ¢ YBeOMHII MHCMEHO BEanomuTess 3a TAKOBA OTCLCTBHE,

4. 3amanHa Ha CHEUMATHCTH, NOLISKAIIN Ha 0DyYeHHe € JoNyCcTHMa B CPOK 10 |
(e/1MH) ¥ HE TIOBEYE OT BEJAHBA.

Haen 6. Koraro Maneanurensr e ckmoumn  joroBop/morosopH  3a
MOJN3NBIHEHHe, pafoTata Ha MOAMINBLIAHMTENIHTE Ce€ INpHema oT Buinowurtens &
NPHCHLCTEHETO Ha M3mb/HKTe M M NOM3TEIHUTENS 110 PE/Id # PH YCIOBUATA HA HACTONIIHA
Jorosop, npunoxkumMu keM UsnbaHnTens.

Yien 7. [IpemunaBane na coberBeHoCTTa 1 PHCKA

Coberperoctra ® pHCKa OT clydaiiHO NOBpEKIAHE MM NOTHBAHE HA
Mepuuunckara anapatypa, npejMeT Ha JIOCTABKA NpeMHHABa 0T M3nmeiuuTens BpXY
BbajowuTens ot garata Ha noanuceane Ha [IpoTOKONA 33 MOHTAMK W BhBENIAHE Ha
MeminuHckara anaparypa B ekcruioatauus [Ipunoxenne No 2.

IV. TIPABA U 3AILJIKEHHUSI HA CTPAHUTE

Yaen 8. Ipasa n 3aabisxenns na Msnsannrens

|. M3nenHuTenaT ce 3anb/kapa Ja J0CTaBH, HHCTAIMPA H BLBE/IE B EKCIIOaTALHA
Menuuusckara anapatypa, npeaMer Ha nactoauma Jlorosop, OTrOBapsAllla HA TEXHHYECKHTE
napaMeTpH, npeacraseHH B Texuuueckoro npemnoxenuwe Ha MameamwTens u ua
Texuuyeckara cnenudukanus Ha BuanomuTens, OKOMILIEKTOBAHA CHITIACHO M3HCKBAHMATA
HA wi. 5, an. 1 m NPHIPYAEHA ChC CHOTBETHHTE JOKYMEHTH, KakTo H JIa [PEXBLPIH
coOCTBEHOCTTA BHPXY Hes Ha BB3noskuTens B JOroBOPEHHTE CPOKOBE H ChITIACHO YCIDBHATA
Ha HacTosAwus Jlorosop.



2. V3mbiHUTENST € JUTbieH 1a WINLIHK 3aabokeHusTa cu no Jlorosopa u ma
YNpajxHABa BCHUKHTE CH Npasa, ¢ 0rJe/l 3alliTa HHTepecHTe Ha Buanoxurens.

3. M3neiHuTensT ce 3a/b/ikana 1a HIBLPIIBA TEKYa NOIPEAKa H FapaHIIioOHHO
obcmyxsane ua MenuiuHCKaTa anaparypa B paMmkHTe Ha FapaHiHOHHUA  CPOK, [1pH
YCIIOBHATA W CPOKOBETE Ha TO3W JlOrOBOP, CHOTBETHO NPH YCIOBHATA HA FAPAHIIUATA.

4. MI3bIHUTENAT Ce 3ab/1KaBa 1a OTCTPAHABA 38 CBOA CMETKA H B JIOTOBOPEHHTE
CPOKOBE BCHYKH HCCHOTBETCTBHA, NOBpEAd, AcdieKTH W/MIM OTKIOHCHMA HA J0OCTABEHATA
MenuuuHcKa anaparypa NposBeHH /WM OTKPUTH B PAMKHTE Ha TapaHLHOHHAA CpOK.
KOHCTATHPaHH M MPEAABCHH [0 peia Ha HacToAmus JIOroBop W CLINACHO IapaHIHOHHHTE
ycnosus. M3MBIHUTENST ce 3aIbivkaBa OpH OTCTPAaHSBaHE HA NOBpeaw, edekTH WK
HEJIOCTATBIM, KaKTO H [IPH HW3BbPIIBAHE HA rapaHllMOHHOTO ODCHYKBAHE 1a BIara camo
OPHTHHAIHY Pe3epBHH YACTH H MaTepPHANH,

5. M3mbnnuTensT ce 3a/b/kaBa 1a cnasBa NPaBHIATA 3a BHTPELIHUA PeJl, KAKTO |
XHIHEHHHTE M3INCKBAHHA W M3IUCKBAHMA 3a De30MacHOCT B loMeuleHHsTa Ha ManwiuuTens u
Aa M3NLIHABA 3a0b/DKCHHATA CH o Jlorosopa Oea ga npeun Ha HOPMATHOTO NPOTHYAHE HA
paborara Ha Bu3nonmrens.

6. IlpH TOYHO W HABPEMEHHO H3MLAHEHHE HA 3ANBLIDKCHUATA CH 10 HACTOAILNS
Horosop, Msmbanurenst uma npaso Aa noiyyu texara no Jlorosopa, chriacHo onpeienenns
HAYHH HA njamande,

7. U3nn/iHuTeIaT ce 3a0bLIDKABA J1a CKIIOYH [0r0BOP/ I0TOBOPH 38 NOAH3IbIHEHHE
C MOCOYEHHTE B OepraTa My MNOAMINLAHHTENN B CPOK OT 7 (CeseM) IHH OT CKIIOHBAHE Ha
HacTostms [lorosop. B cpok fo 3 iHH OT CKIIIOMBAHETO HA JOFOBOP 3a MOAN3NBIHEHHE WIH
Ha NOMBLAHUTENHO CIOpasyMeHHe 3a 3aMAHa Ha [OCOoYeH B OMEpTarta noaH3mBIHHTES
HIMBIHATENAT W3NPAIla KONHE Ha JI0r0BOpa WIH HA JOMBIHHTEIHOTO CHOpasyMeHHe Ha
BBIIOMHTENA 3a€[HO C J0KAIATENCTBA, Y€ ca H3NBJAHEHH YCIOBHATA no wi, 66, an, 2 u 11
3011,

8. Manmbmunrensr uMa npaBo jJa ucka oT Beanomwurens HeoGXOMMMOTO
ChASHCTBHE 33 OchllecTBABaHe Ha paborata mo JloroBopa, BKIHOMHTENHO NPEIOCTABIAHE HA
HY/KHATa HHOOPMALHA H JOKYMEHTH 33 M3ITbIHeHHE Ha JloroBopa 0 Ha HEOOXOMHMHS TOCThI
flo nomenieHHATa Ha Branoxkutens, B Kouto e ce MonTHpa Meauuunckara anaparypa.

9. M3nbanuTensT ce sagbmKaBa a H3BLPIIH OOVYEHME HA MEIMIUMHCKUSA
fepcoHan, Ha Bhanoxkurens B yroBopeHuTe cpokose W rpadMk, H ChriacHo JI0rOBOpEHUTE
YCIIOBHA.

10. M3mbanutensT e JbKeH 1a OTCTPAHM 3d CBOA CMETKA BCHUKH HOBPEIH
HAHECEHH HA MMYIIECTBOTO HAa BbanowwuTeNs, Kakto H aa obe3lleT BCAKO TPeTo JHIE, Ha
KOETO €4 HAHECEHH BPEAM M0 BpEME HAa H BBB BpPB3KA C MOHTAKA/MHCTANAINMATA M
BRBEKJaHeTO Ha MeannuHeKkarta anaparypa B eKCIu0aTarms.

Waen 9. llpasa u 3agsamennn na Buinosmurean

I. Ilpn nobpocksectHo ¥ Touno m3mbiHenue Ha Jloroeopa, Bumanowutenst ce
3anbiDKaBa Ja saniarti odinara ueHa no wi. 2, an. 1 ot Tosu Jlorogop, ChracHo yea0BHATA H
M0 HaYHHA, [OCOYEH B HETD.

2. Bu3iokuTeNnaT ce 3ajbiukaBa Ja NpHEME JocTaBKata Ha MemmumHckara
anapatypa, npeamer Ha Jloropopa mo pena Ha ull. 5, aKo OTrOBApAs Ha JOFOBOPEHHTE
H3HCKBAHMA, B CPOK 10 3 (TPH) [AHH CEA NHCMEHOTO MY YBEIOMSABAHE, KAKTO M /I OCHI'YPH
JOCTHI 10 TOMEIMIEHHATA CH H HeODXOJHMHMTE YCIOBHA 38 MOHTAKA H BLBEKIAHETO B
EKCIIoaTanus.

3. BB3noAHTENAT HMa 1IPaBo 1a HeKa 0T W3NbJAHHTENN Ja HAILJIHN J0CTABKATA HA
MejunHCcKaTa anapaTypa Ha nocoueHus B i, 4, an. 7 or JloroBopa ampec, B cpok ¢ Oes
OTKJIOHEHHA OT JOTOBOPEHHTE H3HCKBAHMA.



4. BbanoikHTeNaT c¢ 3a/0b/KaBa Jia ChACHCTBA NIPH NpOBekIane Ha oDy4eHHeTo
Ha CBOMTE CNEUHATHCTH, KATO OCHIYPABA NPHCECTBHETO HM B JIOTOBOPEHOTO BpPEME.

5. BeanomuTenst uma mpaso Jia nonyyasa HHQOPMALHA [0 BCAKO BPEME OTHOCHO
NOATOTOBKATA, XOOa W OpraHH3aiMATa Mo HM3NLIHEHHWETO HA J0CTABKATA W JeiiHoCTHTE.
npeavet Ha Jloroeopa.

6. Bb3noxuTensT HMa NpaBo Ha peKaaMalus 0o OTHOLIEHHE HA JOCTABEHATA 110
Horosopa MeanunncKa anaparypa, KakTo [0 0THOMEHHE Ha MOHTaXA H HHCTANaLMATa, TIPH
YCIOBHATA NOCOYCHH B HACTOALIHA JIOrOBOP H CHITIACHO rapaHiHOHHUTE VCI0BHA.

7. Boanowurenst uWMa npaBo ga M3McKBA OT M3nbaamTens 3amsuata nHa
HECBOTBETCTBALA ¢ TexHu4ecKnTe cneuuuxauuy u/uim nedextHa Meauuuncka anaparypa
H/HIH HEHHH KOMIIOHEHTH, KAKTO H OTCTPAHsBAHE HA HEJAOCTATBLLMTE, N0 PEla H B CPOKOBETE,
onpenenedy Hacroamua Jorosop.

8. Bu3noKHTeNAT HMa NPaBo 1a OTKAKE MPHEMAHETO Ha JOCTABKATA, KAKTO M g
JAMIATH HILAMNO MM 4acTHyHo uenata no Moroeopa, woraro HManwamwrenst He cnasea
HinckBannATa Ha Jlorosopa u Texnuueckara cneundmkanua, nokato Mamwinwrtenat ue
H3ITBJIHH H3LIAI0 CBOHTE 3a/b/UKEHHSA ChIacHo yenosusata Ha Jlorosopa.

9. BhanokuTensaT uMa npaso JAa H3MCcKsa 0T M3mbaHuTens ga ckmiouM W oa My
NpeAcTaBl  KONWH OT JIOTOBOPH 33 MOJM3IBLIHEHHE € mnocodeHute B odeprara my
NOAW3MBLIHHTENH.,

10. BLanomuTensaT e Arbiken Ja He pasnpocTpaHsBa Mo/ KaksaTto M aa e (opma
BCAKA NpefoctaseHa My oT Manmbauurens undopmaiua, MMallla XapakTep Ha TLProbeka
TaiHa ¥ H3IPHYHO ynomenata oT M3msanures kato Takasa B Ipe/icTaBeHaTa oT Hero odepra,

V.  TAPAHUHOHHA OTTOBOPHOCT u TAPAHIITMOHHO
OBCJIYKBAHE

Yaen 10.

(1) Mapanimonta oTroBOpHOCT

1. Manwanurenat rapanTipa neiHata (yHKIHOHATHA FOJHOCT Ha MeaHuMHCKaTa
anaparypa cuIflacHO J0rOBOPEHOTO IIpejiHa3HaveHHe, KaKTo M ChrllacHo TexHHueckoTo
npeanoxenne, Texnuueckara cneuM(UKalMd W TEXHHYECKHTE CTAHIAPTH 3a KAa4yecTRO M
DezonacHocT,

2. B pamkuTe Ha rapaHUMOHHEA cpok HM3aNLIHHTENAT 0TCTpaHsBa ¢he CBOM CHIH |
cpeacrtsa BewukH HechorsercTBHA Ha Meauuuuckara anapatypa, ChOTBETHO MOJMEHS
Ae(IeKTHPAIM YacTH H/UIH KOMIOHEHTH ¢ HOBH. CBITIACHO TAPAHIMOHHHTE VCAOBHA M
Texnuueckoro npennokenue Ha Mansauurens.

3. PexnamaunonnoTo crobienue Ha Buanomurens Moxe fa Obae u3npareHo no
thaxe, Tenedon, enexTponna noma Hin obukHOBeHa moma. ManbaHWTENAT e UTbiked fa
H3MPATH  CBOM  KBAIH(PHLHPaHH [OPEACTABHTENH Ha MHACTO 3@ KOHCTATHpAaHE W
WACHTHHIMPAHE Ha MOBpEJaTa B CPOK OT 3 (TPH) IHH OT MOJy4aBaHe Ha PeKIaMallMOHHOTO
croOmenne Ha Branosurens. [Ipn Bu3uTaTa Ha cepBusHuA ekun Ha ManniuuTens ce chetans
KOHCTATHBEH MPOTOKOJ 33 H3BBPIICHOTO TeXHHYeCKO oOcmyxBaHe, BHIa Ha MOBpejata,
paboTHTE H CPOKBLT HEOOXOIHMMH 33 OTCTPAHABAHETO, B JIBA €NHOOOPAIHH EKIEMIIIAPA.

4. M3mejHUTENAT e 3a0bIKABA [ia OTCTPAHH HACTBIIHIA TOBPEda B CPOK OT 7
(cenem) AHM HAH NO-KPAaThK, CYATAHO OT [ATaTa HAa KOHCTATHPAHETO Ha moBpenata. [lpu
HEBBLIMOKHOCT 3@ OTCTPAHABAHE HA HacTbnMia noepesa B cpok ot 30 (Tpuaecer) amm.
Wsnbanutenar ocurypasa va Branokurens obopoTHa anaparypa, KOSTO ce 3aim/okasa 1a
MOHTHPA # BbBEJIe B eKCII0ATAllHA, 0T ChINHA KN N000eH KIac J0 MLIHOTO OTCTpaHABale
Ha Je(eKTa/moBpe/aTa, KaTo rapaHiHOHHUAT CPOK Ha MemIHHCKaTa anapaTypara, B IpoLec
Ha MolpaBsHe, Ce yIb/KaBa ChC CPOKA NPes KOHTO € TPAeso OTCTPaHsBaHeTO Ha MOBPeIaTa.



(2) I'aparuuorHO (cepsr3no) obcayxKBaHe

Manbimarenar ce 3ammikaBa na ocurypH Ha Bunanoxmrens rapaHiHOHHO
(cepsH3HO) 00CyxBaHe Ha Memiuuckata allapaTypa B rapaHIHOHENRA cpok. ManwsiarTenat
CC 3ap/DiEBA 13 H3BLPIIBA C NPEeHMCTBO IapaHIHOHHOTO ofcnyxBaHe Ha Memuuumckara
anapatypa Ha Bb3I0KHTeNq 10 BpeMe Ha I1e/IHS rapaHiHoHes NEPHON, B CPOK HE MO-KHECHO
ot 3 (TpH) JHH OT MOCTHIBAHE HA 3a4BKa 3a OOCIyKBAHE OT cTpaHa Ha BuninomuTtens.
["apannnornoTO 06GCTyXNBaHE Ce OCHIIECTBSBA HA MACTO, B IOMEICHHSTA HA Branowmwurens,
OT OTOPH3HPAHH TpPEACTABHTENH HA M3mbinuTens, a OpH HEBB3MONKHOCT — B CepBH3HA
CTPYKTYpa Ha ManenarTENA.

VL. HEYCTOHWKH

HYnen 11. (1) Ipu 3a6aBeHo u3hiHEHHe HA 3aBIKEHHS 110 Horoeopa ot crpara
Ha M3ambIHATeNs B HapYLIeHHE HA NPeIBHACHATE B TO3H Jorosop cpokoBe, CHUMAT 3amuaina
Ha BeanoxmuTens HeycToika B pasmep Ha 0.028 % ot cymara mo 4€i 2, an. 1 3a Beexn
NpOCPOYeH JeH.

(2) Ilpu zabasa Ha BpanoikuTens 3a WINLIHGHHE Ha 3a0b/DKCHHATA MY 3a
naamase no Jloroeopa, chmuaT 3aniama Ha Manenaurens Heycroiika B pasMep Ha 3aKOHHHSA
JHXBEH NPOLEHT, H3YHCICH BRPXY AB/DKHMATA CYMA 3a BCEKH IPOCPOYEH JIeH,

(3) llpu vensmbaHeHMe oT cTpaHa Ha M3nwiHETENns Ha sanwinkeHHATa MYy 32
o0yucHHE Ha NepcoHana Ha Brinommrens (korato e NpHnoAKHMo), Msnensatenst memim
HeycTOHKa B pasMep Ha 5 % oT ofmara nexa o 4. 2, an. 1,

(4) Ilpr cucTeMHO (TpH H MOBeYe MBTH) HEHIMLIHEHHE HA 3a0B/DKEHHATA 3a
8paHiHOHHO OOCHYKBAHE W/MIH TapaHIMOHHH DEMOHTH B CPOKA Ha TapaHIHaTa,
MsnemuTensT apmiu sa Beanoxwrens, veycroiika B pasmep Ha 10 % or oOmara nena no
g, 2, an. 1. _

(5) Ilpr nwaHO HeH3IBIHeHHe HA 3aILIKEHHATA 3a rapaHiuHoHHO ObChyKBaHe
H/HIH TApaHIlHiOHHH DPEMOHTH B CpOKa [0 rapasiEaTa, Mamenautenst OemKH Ha
Branowurens weycrofixa B pasmep Ha 20 % (IBazmeceT NpOLEHTA) OT CTOHHOCTTA Ha
Horosopa. )

(6) BB3NOKMTENAT MOMe 1a NpeTeHmHpa Obe3MeTeHHe 3a HAHECEHH BPEIH u
MPOITYCHATH [0/I34 N0 OOIIHA pejl, HE3aBHCHMO OT HAYHCICHATE HEYCTOMKH M HE3ARHCHMO OT
YCBOABAHETO Ha MAPAHIIHATA 34 HITLIHEHHE.

(7) Heycroiikure ce Rannamar meaafiarun mmw pamrernaves nr BpagommTe 14, 1o
cnefiHata OadkoBa cMeTKa B . C-HJ 202G B 4. o ROTI HJIE MOTar 1ia ce
[IPHXBaHAT 0T BB3N0MHTENT OT BCAKO MIAINaHE, TB/DKHMO Ha Mams HHTe .

VII. MOJU3NBJIHHUTEIH

Haen 12. O0om ye10BHA NPAA0ANME KbM TL0AH3N b IHATEIRTE

(1) 3a mspepBane Ha nefinoctute no Morosopa, MsmeiauTenaT mva Opaeo Ja
0/382 CaMo [NOMH3NBIHHTENNHTE, IOCOYEHH OT Hero B oeprara, Bh3 OCHOBA HA KOATO e
H30pau 3a Manwmmnren.

(2) TIpONEHTHOTO Y9acTHe Ha MOJM3NBIHHTENINTE B LEHATA 33 H3MLIHEHHE Ha
Horoeopa He Moske Aa O5e pasmH9HO OT HOCOYEHOTO B oteprara Ha M3nmeaanTe A

(3) M3msiHMTENAT Moke /1a M3BLPIIBA 3aMAHA HA MOCOYEHHTE TOJH3IBIHATENH
3a H3NBIHEHHE Ha [loroBopa, KaKTO H Ia BKIOYBA HOBH [OIM3ITLIHATENH B NpeBHACHATE B
30I1 cmysan & npu npexsugerute 8 3011 yenopus.

(4) HesasucuMO OT H3NOM3BaHETO HA NOJM3TBIHHTENH, OTTOBOPHOCITA 3a
H3OBLIHEeHKE HA HacTogmua Jlorosop v Ha MameaEETE N, -



(5) CrirouBaHeTo Ha JOroBOp ¢ MOMMINLIHHTEN, KOHTO He e o6sBen B odeprara
Ha M3IbJiHuTeNs H HE € BKJIIOYEH MO BPeMe Ha H3iibjiHeHHe Ha Jlorosopa no mpe/iBHieHs B
301 pen wanm M3NBIHEHHETO Ha AEHHOCTHTE N0 JOrOBOPA OT JIMLE., KOGTO HE e
NOAH3NbIHKTEN, 0DABeHo B odeprata Ha M3nbAHMTENs, ce CuMTA 23 HEH3NBIHEHHE Ha
JloroBopa ® e OCHOBaHHE 3a €[HOCTPAHHO MPEKPATABAHE Ha JIOTOBOpA OT CTpaHa Ha
Bb3/10KH TS H 33 YCBOABAHE HA [TBJIHUA PAIMED HA FAPAHIMATA 32 H3MBJIHEHHE,

Lien 13. lorosopn ¢ noan3snmsanuTem

llpu crirousarero va Jlorosopure ¢ noamamsnuutenite, odepupany s odeprara
ta M3bIHATeNs, NoCneIMMAT € JUThAEH 1a Ch3Jaje YCJI0BIS | rapaHiiuy, ve;

I. npunosHMHTE Knaysw Ha JloroBopa ca 3aJb/KHTENHM 33 H3NBIHEHHE OT
NOAMITLIHHTENHTE;

2 peficteuAaTa Ha [ToAM3ITBIHATENIHTE HAMA JId JOBEAAT MPAKO HIH KOCBEHO [10
HensneaHeHne Ha lorosopa;

3. npu ochUlECTBABAHE HA KOHTPOIHUTE cH DYHKIUHHK N0 J0roBopa BuifomutensT
LIS MOEE EESHPBIIHTETEEHD Ada H3IBLpUIBA NPOBEPKa HA .[[ﬂﬁHﬂCTTH H NOKYMEHTANMATa Ha
NOAH3IBIHHTEIHTE.

Yaen 14, Pazniamane ¢ noansms I HHTe M

(1) Korato yacTra 0T noph4ykara, KOATO C& H3MBAHABA OT MOAUILIAHHTEN, MOWKE
na OBae npejpanesa kato oTAedeH obekT Ha Manbauurens mmm ua  BhasoxuTens.
BranoxutensT sannanma Bp3Harpau/ieHue 3a Tasd YacT JMPeKTHO HA MOJH3ILIHNTENS,

(2) Pasnnamanmsra no anvues 1 ce OCBUIECTBABAT BLY OCHORA HA HCKaHe,
OTHPABEHO OT NMOAM3TRIHHTENA 10 Buanosurens upes Mansanurens, Koiito e JurbikeH fa ro
npejoctasy Ha Branoskurens B 15-1HeBen cpok 0T nomyuananeTo My,

(3) KbM nekaneto no anuues 2 M3msanuTensaT npeaocrasd cTAHOBUIE, OT KOETO
J1a € BHJIHO JIaH OCTIOpBa ITAAHHATA WIH YacT OT TAX KaTO HeXbIIKHMH.

(4) Br3nosurensT HMa IPaBo J1a OTKAME Mallane no ainHes 1, KOraTo HeKaHeTo
3a IUIalane € OCnopeHo, A0 MOMEHTA Ha OTCTpaHsBaHe HA MPHYMHATA 34 OTKa3a.

VIII. YCJIOBMZA 3A IPEKPATSBAHE U PA3BAJISSHE HA
JOTOBOPA

Yaen 15. (1) Hactosmusat [lorosop ce npexparssa B CAETHUTE CyYan:

1. o B3aumHo chryacue na CTpannTe, H3pazeHo B nucMena opma;

2. C HATHYAHE HA YTOBOPEHHS CPOK;

3. KOrato ca HACTBIMJIM CBIUIECTBEHH [POMEHH BBB (UHAHCHPAHETO Ha
obuiecTBeHaTa nopeyKa — npeamer Ha JloroBopa, H3BLH NpaBoMOIIMATA Ha Boanowurens,
KOHTO TOH HEe € MOI'b/l WIH He € 0T JUIb3KeH Ja NpeIBHIN HIH jIa HPENoTBPaTH — ¢ MHCMEHO
yBeloMIIeHHe 0T Bu3nomuTend, BeiHara cje/ HacThIBane Ha oGCTOATENCTRATA:

4. Tlpn HacTbNBaHE HA HEBHHOBHA HEBB3MOMKHOCT 3@ H3IMBIHEHHE HENpe/IBHASHO
HIIH HENpeJ0TBPaTHMO CLOHTHE OT H3BBHPEICH XapaKTep, BL3HUKHAO Cle/l CKIIIOMBAHETO HAa
Jorosopa (,.Henpeogonuma cuna™) 3a cpok no-aeasr ot 30 1Hmu.

(2) Bwanowwurenst mome ma npekpard  Jorosopa Ges npeamseectue, ¢
YBEJIOMICHHE, HanpateHo 10 MansnnuTtena:

l. npu cucTeMHO (TPH M MOBEYE [IHTH) HEHINBAHeHWe Ha Manwiuutens na
3a1LIDKEHHATA 38 TapaHUHOHHO OOC/HyKBaHe H/MIH rapaHiMOHHH PEMOHTH B CpoOKa Ha
rapaHlMaTa; HIH

2. [IpH ITBJIHO HEM3THITHEHHE HA 3a/ik/DKeHHsTa Ha M3mbiHuTena 3a rapanmmuonto
oDcyKBaHE WM H3BBPILBAHE HA FAPAHIIHOHHH PEMOHTH B CPOKA MO FAPAHIIHATA; W/



3. mpu 3abasa, npoawikiia nosede or 30 (Tpuaecer) aHM MM MpH MBIAHO
HECH3IBIHCHHE Ha 3a/lb/UKEHHETO Ha M3nbiIHHTENA 33 BLBEHIAHETO B eKCIJIOaTallMa Ha
MeanunHcKaTa anapatypa (KOrato e NpHIOKHMO), WHIH 33 obyueHHe Ha NepcoHana Ha
BuianomxuTens (KOrato e npuiokuMo); mim

4. w3anonsBa noAM3INLAHMTEN, O3 Na e [IeKiapHpan ToBa B IOKYMEHTHTE 3a
YHacTHe, HiIH H3MO0I3Ba NOAH3ITLIHHTEN, KOITO € padjii4ed OT TO3M, KOHTO € IOCOYeH, OCReH
B CIY4auTe, B KOMTO 3aMAHATA, CBOTBETHO BK/MIOYBAHETO Ha NOJM3ILINHTEN € HIBbPIICHO
Che ChracHero Ha Buinoxkntens u B chotercraue che 3001 u vactosmms Jlorosop;

(3) Buanoxurenar npexparssa Joropopa B ciayuante no un. 118, an. 1 or 3011,
Oe3 ma Abioki oOesmierende Ha M3nbanuTens 3a NPEeTbPOEHH OT [PEKPaTABAHETO Ha
Jlorosopa Bpe/in, OCBeH aKko NpeKpaTsBAHETO € Ha ocHoBanme wi. 118, an. 1, 1, 1 o1 3011,

(4) llpekparasaneto craBa cnej ypewjane Ha (DHHAHCOBHTE B3aHMOOTHOLIEHHS
meray CTpannrte 3a H3BbPLICHHTE OT ¢TpaHa Ha Manwamurens u ogobpenn ot BhajownTens
JEHHOCTH MO W3nbiaHeHHe Ha Jloropopa.

(5) Bwanowurenat moke ma passamn Jlorosopa no pema M npH  YCIOBHATA
NPEeABHACHH B HETO MK B NPHIOKHMOTO 3aKOHOJATENCTRO,

Yaen 16. Hacroswmar JloroBop Moke ja Obiae HIMEHSH WIH JOMBABAH OT
Ctpanute npu yenosusaTa Ha ui. 116 ot 3011.

IX. HEINPEOJOHUMA CHJIA

Yaen 17. (1) Crpannte ce ocroGOKIABAT OT OTTOBOPHOCT 33 HEM3MBLIHEHHE Ha
JAIBDKCHAATA CH, KOIaTO HEBL3MOMKHOCTTA 338 M3NNBLAHEHHE CE JIb/UKH HA HEnpeoinoauma
cuna, Hukoa or Crpannte He MOKe Jla ce M030BaBa HA HENPEOJONNMA CHJA, axko e Ouia B
3abasa u He ¢ HH(opmirpana npyrata CrpaHa 3a BE3HHKBAHETO HA HENPEOIOINMA CHIIA.

(2) Crpamara, 3acersarta OT HENpeojOfHMa CHIA, € UIkikHA 1a npeinpueme
BCHYKH PasyMHH YCHIIHA W MEPKH, 33 J1a HAMAJIH JI0 MUHHMYM TOHECEHHTE BPEAH W 3aryom.
KAKTO W j1a ysefoMu nueMmeno Jpyrara Crtpasa He3adaBHO 1npH  HacTbhBaHe Ha
HElTpeoJoIMMaTa CHJa.

(3) Jlokato Tpae HenpeojGJMMATA CHIA, M3NBIHEHHETO HA 3a0BL/DKCHHETO Ce
crmpa.

(4) He mome sa ce mo3oBaBa Ha HENpeoqoMMa CHIA OHAIH Crpana, umuaro
HeDPEHHOCT M yMHULUIEHH OeficTBHA wiH Ge3leficTBHA ca [JOBENH A0 HEeBB3IMOMKHOCT 34
H3BJIHEHHE Ha JloroBopa.

X.  JTOIIbJHHUTEJIHHU PA3NOPEIBH

“Yaen 18. 3a scuykn neypenenn B Hactosumis Jloropop BeOpocH ce npuiara
NeHCcTRAIOTO OBATapeKo 3aKOHOAATENCTERO.
Yaen 19. (1) Vobanomomenn npencrasuteny uwa CTpanuTe, KOMTO MOFaT ja
MPHEMAT M NIPABAT HIABICHUA 10 H3MBJIHEHHETO Ha HacToAwms Jlorosop ca:
3A Bb3JIOKUTEJISA:
Tarsna Hukonosa; Tenedon: +359 58601096; Email: oblb@bergon.net.
3A M3ITBJIHUTEJLA: oS~ _ ‘ 2 1
P2, D220 83, Tenedon: 2.4 2 232 YEmail: Q%irci@ Ao b(j
(2) Benukn choGIMEHHS M YBEAOMICHHS, CBLP3AHH C M3MLIHEHHETO HA TOM
JloroBop, ciefiBa ja CHILPXAT HaHMEHOBAHMETO W HOMepa na Jloromopa, na Ghuar s
nHcMeHa (popMa 3a JIeliCTBHTEIHOCT,



(3) Crpanute ce 3agpmKaBaT a ce HH(OPMHPAT BIAMMHO 3a BCAKA MpoMsHa Ha
MpaBHHA CH CTATYT, aJpPECHTE CH HA ynpasleHHe, TenehOHHTE M NHIATA, KOHTO IM
NpeACTaB/IABAT.

(4) Odmumanna kopecnonaenuus Mexay CTpanuTe ce pasMeHs HA [OCOYSHHTE B
nacroamms Jloroop agpecH Ha ynpamieHue, ocBed axo CTpaHMTE He ce HHpopMupaT
ITHCMEHO 3a JpyrH cBou azpecu. [lpu HeypenoMABaHE HIH HECBOSBPEMEHHO YBEIOMABAHE 34
NpoMAHA Ha ajipec, KOPECIOHACHUHMATA M3IIPATEHA Ha AJPECHTE N0 HACTOALIHA JI0TOBOp ce
CUMTAT 34 BAJIMIHO H3NPATCHH H MOJy4enH ot apyrara CTpaHa.

(5) Benuku choOImeHHs 1 YBEIOMICHHS Ce M3NPALIAT 110 NOWATA ¢ IPEHophLYaHa
npatka uim no Kypxep. [lucmennte ysenomnenus mexcty Ctpasure no nacrosums Jlorosop
Ce CYMTAT 33 BAIWIHO H3nparend mo ake ¢ aBTOMATHYHO TeHepupaHo cLobLieHHe 3a
MOIY4aBaHe 0T a/pecaTa HilH N0 eNeKTPOHHATA NoLIa Ha CTPAHNTE, NOINHCAHH C eleKTPOHEH
MOJIHC.

Yaen 20. MsnbiauutensT HAMa 0paBo Jia NPEXBBPIS CBOMTE TpPasa WM
3AABL/UKCHHS 110 HacToALHA JIoroBop Ha TpeTH JMLA, OCBeH B caydaute npeasnaeny s 3011

Yaen 21, (1) Benukn cnopose, nopozenn o1 1031 JloroBop wiam oTHacaum ce 10
HEero, wie ObaaT paspeilasali MbPEO M0 H3BLHCEHAeOSH Pell upes NPEeroBopH MENy ABeTe
Crpanu, karo B ciryuail Ha cnop, Besika CTpasa MoKe 1a M3NPaTH HA JIPYraTa Ha OCOYEHHTE
aJIpECH 38 KOPECHOHACHIMA [10-10J1Y MOKAHA 34 MPErOBOPH € NOCOYBAHE HA JATA, Y4C H MACTO
14 [IperoBopi.

(2) B ciyyaii Ha HemocTHraHe Ha JOrOBOPEHOCT 10 Pefa Ha NpejxoaHarta alHHes,
BCHYKH CIOPOEE, MOPOACHH OT To3H Jlorosop MiM OTHacslH ce [0 Hero, BKIIOYHTENHO
CIIOPOBETE, OTHACALIM CE€ [0 HEroBOTO TLJAKYBAHE, HEISHCTBHTEIHOCT, HEHINBIHEHHE HIH
npekparaBade me ObAaT OTHACAHM 3a pasriesnciane W pemasate no peaa na ITIK or pomoso
KOMIETEHTHHSA CbJl B rp. JloOpuy.

Yoaen 22. HumoxkHocTra ma Hskos or kinaysute no Jlorosopa wiH  Ha
AOMBJIHHTENHO YTOBOPEHH YCJIOBHA HE BOJM [0 HHIIOKHOCT HA Ipyra kiaysa WiH Ha
Horosopa kato usno.

[lpy noanuceanero Ha HacTOAINHA Jlorosop ce npexactaBuxa  ClENHHTE
TOKYMEHTH:

- 38 obcrosTencTrara no un. 54, an. 1, 1. 1 or 30101 - cBHACTENCTRO 3a CHINMOCT:

- 3a obcrodTencreoTo no wi. 54, an. 1, 1. 3 or 3011 - YVJIOCTOBEPEHHE 34 JIMMICA HAa
MyONHYHHE 3aIb/EKEHHA 0T OOLIHHATA MO CEJANHIIETO HA YUACTHHKA;

- 3a obcrosTencTsoto no wi. 54, an. 1, T. 6 - yjlocToBepeHHe OT OpPraHuTe Ha
Msnmeanutenua arennus "[Mnasna HHCNneKuns o tpyaa";

- CeprHMKAT 3a NpHIaraHe W NOJILPKAHE HA CHCTEMA 3a YNpaBieHWe Ha
kayecTeoTo EN ISO 9001 B 06acTTa Ha NPOM3IBOJACTROTO W/HIH THPIrOBHATA ¢ MEAMIMHCKH
H3JIeTTHA HW/HIH CHCTeMa 3a yhnpasieHHe Ha kavectBoto EN ISO 13485/13488 wwunm
CKBHBAJICHTHA.

- Hexnapaunst no @1, 59, an. 1, 7. 3, BB Bp. ¢ wi. 53, an. 2 or 3MHMIT no
3anpminTenHus obpasen [punoxenue Ne 3 oT nokymeHTaunsTa 3a yqacTtHe.

Hepasnenua vact ot mactosuwis JloroBOp ca CHEAHHTE NPHIOKEHHS Cie
MOAMHCBAHETO UM

1. Mpunosenue Ne | kuM 4. 3, an. 4, 1. 1 - [IpHemo-npenasarene npoToKo;
2, lpunosxenne Ne 2 kum un, 3, an. 4, 1. 2 — [TpoTOKON 32 MOHTAMK H BBBEMKAAHE B
EKCILIOATALHA HA MEINIMHCKATA anapaTypa (KOrato e NpHIoKHMO);



3. [punowenne No 3 kuM un. 3, an. 4, 1. 3 - Ilpotokon 3a H3BLPINEHO 00yueHHe
HE [ICPCOHANA HA BB3JIOKHTENA (KOTATO € MPHI0KHMO).

KM HacTosima 10rosop ca npuiokKeHy:

1. Texnuyecka cneundmkaiis va Beanoxurens:
2. TexHHyecKo NpeLIoKeHHe HA HanemauTens;
3. lleroBo npemnoxenue va Mansinurens:

Hactoamusr Jorosop ce noanuca 8 3 eanooGpasuu SK3EMILIIpa  7BA 3a
Busnosurens u eaun 3a Vanfinrens. o
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