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ChbAbPKAHHUE

HA JIOKYMEHTAIMATA 32 y4acTHe B POLEAYPa 32 Bb3jarane
na ofmecTBena mMopb4Ka, chraacuo wi. 31, ax 1 or 3011

1. Peurenne 3a OTKpUBAHE Ha IPOLE/yPa 32 Bh3/larate Ha OOMIECTBEHA OPHUKA —
B OT/IENCH (hakJl.

2. OBsBIeHHE, C KOETO ce OIIOBECTIBA OTKPUBAHETO HA IIpoIeaypaTa — B OT/IEICH
daii.

3. Texuuuecka crielupUKarms,

4. YxazaHud 3a [TOJrOTOBKa Ha odepraTa.

5. [TpoeKT Ha JIOTOBOP € NPHUIOKCHUI KbM HETO.

6. O6pa3uy Ha JOKYMEHTH — B OT/eNeH (ar:

6.1. Ilpunosxenne No 1.1 - sappmxurenes obpasen: TeXHHYECKO NPEIOKEHHUE 11O
oBocobena mozmmus No 1 JlocraBka, BBBEXKIAHE B eKCIUlOaTallMsl M IapaHlHOHHO
NOJbpXKaHe Ha BHAEOrAacTPOCKOI, CHBMECTHM C CHIOCKOICKA CHCTCMa EVIS EXERA III
OLYMPUS

6.2. TTpunoxenne Ne 1.2 - 3anpiokuTe/en odpaser: TeXHHYECKO NPEII0KEHUE 110
o6ocobena mosunms Ne 2 Jlocraka, BBBEXJaHe B CKCIUIOATallMs M rapaHIHOHHO
O/UIbPIKAHE Ha BHCOKOUESCTOTEH OMIIOJSPEH amapar 3a JIMTHPaHe H pA3aHe Ha ChIOBE 3a
JAApOCKONCKA XUPYPIHdL.

6.3. Ipunoxkenne Ne 1.3 - 3anbimoxutencH obpasell: TeXHHYECKO TPEIOKEHHUE 110
obocoberna mozunms Ne 3 JlocraBka, BBBeXKJIaHE B eKCIUIOATalHs W TrapaHIMOHHO
IOJIbprKane Ha MOIyaBTOMAaTHYeH KOarynarop.

6.4. Ipunoxenue Ne 1.4 - sanpmiuTenen odpasell: TeXHUYECKO NPEIOKESHUE TI0
obocobena mosunus Ne 4 JlocraBka, BBBEXKAAHE B EKCIUIOATAIMS M TAPAHIHMOHHO
HOIbpIKaHe Ha eHIOCKOIICKH MOHHTOP.

6.5. Ipunoxerue Ne 1.5 - 3appmxurenct obpasen: TeXHAYECKO MPEATIOKEHHE 110
o6ocobena mozumms Ne 5 Jloctaka Ha oOopylBaHe W HHCTPYMEHTH 32 JIAMapoCKOICKU
oIeparyu, chBMecTUMH ¢ enektpoHok ERBE 200.

6.6. Tpunoxenme Ne 2.1 - 3agpinKuTeneH oOpaseu: LIeHOBO mpe/uloKeHHE IO
obocobena nozurms Ne 1.

6.7. Tpunoxenne Ne 2.2 - sagbmkurenen obpaseil: [1eHOBO NpeUIOKEHUE IO
obocobena rmo3umus Ne 2, -

6.8. Ilpunoxerne Ne 2.3 - sambixuTeseH obpaseil: LleHOBO Ipe/UIOKEHHE II0
o6ocobena mozummst Ne 3.

6.9. Ipunoxenne Ne 2.4 - sagpmxurenen obpasei: [leHOBO MpenoxkKeHHe 110
obocobena nosunus Ne 4.

6.10. Ilpunoxenue Ne 2.5 - sagpmxurenen obpasei: LleHoBO npesyiokeHHe 110
obocobena mozuius Ne 5.

6.11. Tpunoxenue Ne 3 — sabiknTernes obpasem: Jlexnapanus mo @wi. 6, ai. 2 oT
3aKoHa 3a MEPKHTE CPEIy H3MMpaHe Ha napy ceriaacHo Ipunoskenune No 2 kbm wi. 11, an. 2
ot [ITI3MMII;

6.12. CranjapTeH oOpasell Ha e/IMHHHS €BPOIEHCKH JOKYMEHT 32 OOIIECTBEHH
nopbuk# (EEJIOIT).
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TEXHUYECKA COIEHA®UKAIIAA

1. TEXHUUECKA CHEIUOHUKALUASA no O6Gocobena mo3mmusa Ne 1:
JlocTaBka, BbBEXKAaHE B eKCILIoaTamud M rapaniaoHHO  NIO/bpIKaHe HA
BH/IE0racTPOCKOI, ChBMECTHM € €HI0CKOINCKA CHCTEMA EVIS EXERA III OLYMPUS.

{ IMoxa TexHUYecKH H3IHCKBAHUS KbM JI0CTABAHATA MeIMIHHCKA anapaTtypa ]
3aTes
Ne
1 OnrTvyHa cHcTeMa: 3pUTeIHo moje Mul. 140°
2 M36upaema rbI00YHHA Ha [10J1ETO: OT 2 1o 100 mm.
3 BLHIICH [MaMeThbp Ha paboTHATA 9acT: MAKC. 9.2 MM.
4 JlnaMeThp Ha pabOTHHS KaHal: MUH. 2.8 MM.
g MunrmyM 4 porpamupyeme 6yToHa Ha rpuda Ha eHockona
6 JIpxkiHa Ha paboTHATa 4acT Ha anapara: MUH. 1030 mm.
7 TexHONIOTHS 38 [BETOBO (PUIITPHPAHE 3a BU3YAIH3alHs Ha PAaHHM H3MCHCHMS HA
TMraBHIIATa YPE3 CHENMaleH ONTHYEeH QUITHD
8 TecTep 3a XepPMETHYHOCT

7. TEXHUYECKA CIELNUOHUKAIIAA no OGocofena mosmuus Ne 2:
JlocTaBka, BbBEXAAHE B EKCIUIOATAIMA M TapaHUMOHHO  NOMALPRAHE  Hi
BHCOKOUECTOTEH OWIOJsSipeH Amapar 3a JIMrHpaHe W psi3aHe Ha  ChAOBE 34
JANAPOCKOICKA XHPYPrus.

[ Tloka KoMmieKkToBKa TexHHYECKH H3IUCKBAHUA KbM OT/JIETHATE
3ares 4acTH 0T KOMILIEKTOBKATA
No
1 Enexrpoxupypriuder  Ounosspes | 1.1. C srpajena QyHKIHs 332 HEIPEKbCHATO
reHepaTop  3a  PAJHOYECTOTHA | MOHMTOPHPAHE CBCTOSHMETO Ha ThKAHTA B
EHEPTHU peasiHO BpeMe,

1.2. C ¢yHKIHS 32 aBTOMATHYHO OINPENENISAHE
HA KOJMYECTBOTO EHEpPrusi M BPEMETO Ha
aKTHBAINS;

1.3. C  ¢yHkous 33 aBTOMAaTH4HO
pa3no3HaBaHe Ha CBLP3aHUs HHCTPYMEHT;

1.4. C BrpajeH uHGOPMALMOHEH JUCTIIICH;
1.5. C aynnoBu3yalHa CHrHaIN3aIHs,

1.6. ®yHKIIMOHATIEH TECT;

1.7. UsxoaHa MOLIHOCT: ABYSJIPEH MPOLECOP
2 x 150 kW;

1.8. Yecrora na pabora: 460 kHz ]




"MHOTOIIPO®UAHA BOAHULIA 3A AKTUBHO AEYEHME - IOEPHY" Al

r JIOBPHY 9300 B4 ya."Tanaitor Xuros" 24 B 058/600488 axc 058/600414 H e-mail: oblb@bergon.net

1.9. M3xoau: 3a CBHP3BAHE HA MHCTPYMEHT, 32
CBLP3BaHE HA KpadeH IEeIal U 3a 3aXpaHBalll
KabeJ.

1.20. 3axpansain kabei: He I0-KbC OT 5 M.

2 Vuusepcanenn  mHcTpyment  3a | 2.1. JlnaMeTsp Ha mnadra: 5 MM.;

NUrupane 1%} psI3aHe ma | 2.2. PaboTHa ABIDKHHA: HE MO-Manko or 440
KPBBOHOCHH ¥ IMM(HH CBIOBE — 6 | MM.;
Opos. 2.3, Poramuss na madra: 360°, B mBeTe
TIOCOKH;
2.4. JIpIDKMHA Ha JIETUpaHe: He M0-MaJKo OT
25 MM.;
2.5. JlbKMHA Ha pA3aHe: He IO-MajlKo OT 23
MM.;

2.6. Cuna Ha Hatuck: 100 — 200 N;

2.7. Haynyuue Ha MEXaHH3bM 3a 3aKJIHOYBaHE
Ha JIPBKKaTa;

2.8. LIBeTHO KOOHPaH;

2.9. 3aTBapsiHe IEPBO Ha BHPXa;

2.10. JlurmpadHe OT  JAMCTATHUI  KBM
[TPOKCUMAJIHUA BPEX;

2.11. Jlurupase Ha CHOOBE 10 7 MM. BKIL.;
2.12. AXTHBaLMs ¢ €JHOKPATHO HATHCKAHE;
2.13. Be3MOIKHOCT 3a XeMocTasa ¢ BbpXa Ha
HHCTPYMEHTA,

2.14. Crygeno  ps3ase ¢ JIBOHHO
JBYCTPAHHO3aTOYEHO OCTPHE, Ype3 OTHENeH
CIIYCHK HA APBIKKATA HA HHCTPYMEHTA,

2.15. BE3MOXXHOCT 3a YHpaBIEHHE ¢ Kpa4deH
menas], ppYHO ¢ OyTOH Ha MHCTPYMEHTa WK
pBUHO ¢ OyTOH HA reHEpaTopa;

2.16. I'pacimpane;

2.17. Mucexnus,

2.18. BpHiHA TeMnepaTypa Ha 9elocTTa: J10
40°;

2.19. PasmpocTpaHsBane Ha TOIUIMHATA BHPXY
OKOJIHMTE THKAHU: 10 1 MM.

3. TEXHUYECKA CHEIU®UKALIAA no Obocobena mnosunusa Ne 3:
JlocraBKka, BbBEXIAHE B EKCILIOATAUMs W TAPAHIHMOHHO  NOAIbpKAHE  HA
M0JIyaBTOMATHYCH KOArYJIATOP.

Moxa Ilapamerpu TexHHIeCKH H3HCKBAHUS KbM
3aTel JOCTABSIHATA MeJULHHCKA anapaTypa
Ne
1 OCHOBHHM TTapaMETPH PT, APTT, Fibrinogen, Thrombin
2 JloTBITHUTEIHY TapaMeTpH Pentunaszuo epeme; @axrop V; @akrop
VI1I; ®akrop VIII; daktop [X
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axrusupan npoteud C (APC); [Iporenn
C; Ilpotenn S; Jlymycen
AHTUKOATYJIAHT,

3 OrtBopena cucrema BE3MOXKHOCT 38 IIPOrpaMUpane Ha
IPYIH TECTOBE OT MOTpeOUTeIst
4 Temneprupase Ha peaKTHBATE Temnepupane Ha peakTuBHTe IpH 37°C
¢ tonepanc +/- 0.5°C ¢ 16 mosunun 3a
HHKyOaI¥s Ha KIOBeTH, 4 H3MepBaTeIHH
KaHana ¥ 2 TO3ULIUY 3a PEaKTUBH,
KOHTPOJI Ha MHKYyOanudATa.
5 EnexTponHa CBbp3aHa IUIETa 3a Hanuuue
HaKalBaHe Ha PeaKTHBHTE M CTAPTUPAHE
Ha H3MEPBAHETO _
6 TeuyHOKpUCTAJIEH CEH30PCH €KpaH | Hanmune
7 BL3MOKHOCT 3a CBBp3BaHe ¢ 0apKo/l Hanuuwne
YeTell
8 [IpeBapUTEIHO IIpOrpaMupany TecToBe | Hammame
9 [TorpeOuTeNncKy HUBA HA JIOCTBII He mo-mMaJiko oT 5
10 | Pesynratu sec, %, INR, g/l, mg/dl, [U/ml
11 | IlopTose Bps3ka ¢ LIS, He no-manko ot 2 nmopra

USB, mopt RS-232

4, TEXHUWUECKA CHEIHOHUKAIIAS no OGocodena mozumust Ne 4:
JlocTaBKA, BbBEKIAHE B €KCILIOATANMS U FaPaHIHOHHO IOUIBPKAHE HA CHI0CKONCKH

MOHHTOP.
IMoxa TexHHYECKH H3HCKBAHUA KBM J0CTABSIHATA MEIUIMHCKA anaparypa
3aTedl
Ne
1 Tli0CHK, ¢ yaTpa BHCOKa paszenutenta cnocobnocr, FULL HD
2 Pasmep: He mo-Mampk oT 26"
3 Pesosmromust He mo-Hucka ot 1920 x 1080 nukcena
- TFT nanen
5 LED nojicBeTKa
6 dopmar Ha KapTuHarta 16:9
7 Bpeme 3a peakiusi: Makc 8 s
8 3pHTeseH Brbjl XOPH30HTaIeH/BEePTHKATICH: HE MT0-MaJIKO OT 170°
9 Bxomam suzeo cargar: He no-manko ot DVI-D; DVI-T; 2 x SDI/HD-SDI (BNC);
RGB/HD-RGB (BHC x 5w HD-15); 2 x S-Video (DIN-4 umn 2 x BNC);
COMPOSITE (BNC); VGA (HD-15)
10 Wsxomam Bugeo curaan: He no-manko ot DVI-D; SDI/HD-SDI (BNC); HD-RGB
(BHC x 5 wmu DVI-I); S-Video (DIN-4)
11 | ®yuxuus 3a aBTOMaTHUHO M30MpaHe Ha BUICOCUTHAIIA
12 | Oyskiums uaTpaMonanHocT (KapTHHA B KapTHHA)
KommiexkToBKa: S-Video kaber; 2 x Composite kabes; VGA kabemr; DVI Kxadel.
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5. TEXHUYECKA CHEHUPUKAIIAA no O6ocobena mozmmua Ne S:
JlocTaBka HA 000pyABAHE M HHCTPYMEHTH 32 JIANIAPOCKONCKH ONEPaluH, ChBMECTHMH ¢

eaexrpono:x ERBE 200

Ne KomnaekTanust bpoii TexuuyeckH H3HCKBAHHS

1 MosomnonspHa KaHmoIa 34 10 CrepuiieH;, 3a eIHOKpaTHa ynorpeda; L
acnypalus M HpHraiums c GopMa Ha BbpXa;, ABOMHO [eHCTBAI,
MOHOIIOJIAPEH  €JIEKTPOIX € JHaMeTBp S MM, JUbIDKAHA 340 MM.
BB3MOYKHOCT 38 psA3aHe W
Koaryjanus

2 bunospen JTUCEKLIHOHEH 6 CrepuiieH; 3a eOHOKpaTHa ynorpebda;
MakpohopLenc, rpaciep auaMeThp S MM; bJoKHHA 310 MM,

3 MoHomnonsipaa  IpBXKKa ChC 1 CeBMecTHMA e MOHOTIOJIAPHH
3aKJTIOYBAI MEXAHU3BM uHcTpymMeHTH EcKyman

4 Bunonspen kaben J 8/4 MM, chBMecTHM ¢ amaparypa Ha Erbe,

Stroz, Olympus 1 uncTpymenTu Eckynar
5 Mowuormomnsape kaden 2 4MMm/3.5 M, cpBMeCTHM c amapatypa Erbe

ACC/ICC/VIO u Olympus ESG-400 mu
MOHOTIOJSIPHU HHCTPYMEHTH Eckynan
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YKA3AHWS 3A IOAIOTOBKA HA O®EPTATA

1. IloaroroBka Ha opeprara:

1.1. IIpa moarortoekara Ha odepTuTe YYACTHHIIMTE €A MIBKHH Ja CHa3BaT
M3MCKBAHMSTA Ha Bb3nokuTens. Odeprara ciefipa Jia OTroBaps Ha H3UCKBAHHUSATA, IOCOUCHH
B peleHHEeTO, OOSBICHMETO M JOKyMEHTAIMATA 3a y4acTue B IIpomeiypara . JHa N
odopMeHa TO HPHIOKEHATS KBM JOKYMEHTALUATA o0pasnu, Koraro TOBa Ce H3HUCKBA.
OTroBOpPHOCTTA 3@ NPABWIHOTO BBL3MPHEMaHe HAa JOKYMEHTAlMsTa 33 yHacTHE Ce HOCH
eIMHCTBEHO OT YUaCTHHIIHTE.

1.2. Odeprure ce H3rOTBAT HA OBIrapcku e3UK. JIOKyMEHTH, KOHTO ¢a Ha TyX/L
3K Ce IPEJICTABAT U B IPeBOJ Ha OBIrapeKu.

1.3. Jlo W3THYAHETO Ha CPOKa 3a I0jlaBaie Ha OQepTHTE, BCCKH yUACTHHK MOXKE
I8 IIPOMEHH, /12 JIONBJIHH MITH Ja OTTErNIH 0hepTaTa CH.

1.4, TlpencrapsHeTo Ha odepTa 3a/bKaBa YYaCTHUKA Ja NPHCME HAIBIHO
BCUYKH M3MCKBAHUS U YCIOBHSA, TOCOYCHU B PEIIEHHETO, OOSBICHHETO U JIOKYMCHTAIIMATA 32
y4yacTHe B IIpoleayparta.

1.5. Bcexkn yuacTHHK B IIPOIE/ypaTa Ma [paBo Aa NPEACTaBd caMo cliHa oepra.

1.6. JIume, xoero ywacTBa B OOEOMHEHME WIM € A0 ChLllacHe Ja Obue
[TOMM3ITBLIHATEN Ha APYT YYACTHUK, HE MOJKE Jia [101aBa CaMOCTOATENHA odeprta.

1.7. B mpouenypa 3a Bb3jiarane Ha oOIICCTBEHA [IOPLYKA €AHO (U3NIECKO HIH
JOPHIHHECKO JIUIIE MOYKE []a Y4acTBa CaMo B ¢/IHO ODCIHHEHHUE.

1.8. CBbp3aHu JIMIA He MOTAT Jia OBbJAT CaMOCTOATENHA YIACTHHLHM B CHA M
chla mpouemypa. lon "cBbp3aHM JMIA" CIe/Ba @ Ce HMa IPEABH ONPCACICHAETO IO § 2,
T. 45 ot JIP na 3011

1.9. VuyacTHHIHTE MOraT Ja ce I1030Bal Ha KalaluTeTa Ha TPeTH JHla,
HE3aBUCHMO OT TIpaBHATA BPB3KA MEKIY TAX, MO OTHOLICHAE HA KPUTCPHHTE, CBBP3AHH C
MKOHOMUYECKOTO M (HHAHCOBOTO  CBCTOSIHME, —TEXHHYECKATE  CHOCOOHOCTH M
npoecHOHAIHATA KOMIIETEHTHOCT. 3a TPETUTE JIHNA Ce IpHIara 1. 65 ot 3011

1.10. Vyactuumure nocodpar B odeprara CH TOOU3NBJIHUTCIUTE M Jieida OT
nophuKaTa, KOWTO INE MM BB3NOXKAT, KO BhH3HAMEpsABAT Ja M3NON3BAT TaKHUBA. 3a
[IOIM3ITRJIHATENUTE ce mprtara wi. 66 ot 3011

HeszaBucuMO OT  BB3MOXKHOCTTa 3@  M3I0NI3BAHE HA  MOJU3IIBIHHTCIH
OTTOBOPHOCTTA 3a H3IBIHEHHE Ha J0TOBOPa 38 00IIECTBEHA [IOPBIKA € Ha M3IBJIHITEIL.

BpagoxuTensT ~ HIMa a4  H3BBpUIBA  JUPEKTHH  pasiulamaHus - C
OIM3ITHITHUTEIIHNTE.

1.11. VuacTHMIMTE MOTaT ja mocousar B odeprure cH HHPOpPMALMS, KOATO
cMATAT 3a KOH(WJCHIHANHA BB BpBH3KA C HAIMYMETO HA THPrOBCKA TaiHa. Koraro
YUACTHHIIATE Ca Ce II030BaIH HAa KOH(QUICHIMAIHOCT, CHOTBETHATA HH(pOpMallUi HE Ce
pasKpHBa OT BB3JIOKUTENA., YUACTHUIUTE HE MOTAT Jia CC T1030BaBar Ha KOH(HIESHIIHATTHOCT
[10 OTHOIIEHHE Ha IPEJUIOKEHUSITA OT OYEPTHTE UM, KOHTO IMOAIEKAT Ha OLCHKA.

1.12. Beuyxy JDOKYMEHTH C€ MPENCTABAT B OPUTHHAI MJIH KOIHS, 3aBCPCHH OT
yuacTHHKa ¢ "BspHo ¢ opuruHaia”. JleknaparuuTe i OaHKOBUTE TapaHIlis, KOraTo TaK|uBa ce
H3MCKBAT, Ce MPEICTaBsT CaMO B OPUI'HHAIL.
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1.13. Jlumara morar Aa [OHCKAT MUCMEHO OT BBIJIOKHTEN pPa3sCHEHHs [0
pelneHneTo, oOsSBICHHETO W JOKyMEHTalUATa 3a o0lIecTBeHaTa Iopbika g0 10 nuu npenu
H3THYaHE Ha CpOKa 3a ModydaBaHe Ha o¢epTuTe, a KOraro CpoKeT € CBhKpaTeH IIpH
HEOOXO0UMOCT OT CIIEIIHO Bh3JIaraHe - 10 7 JIHH. BB3I0KHTEIAT IPEIocTaBs passaCHECHUATA B
4-mHEBEH CPOK OT HOJIyyaBaHE Ha HCKAaHETO, HO HE IIO-KBCHO OT 6 OHH IIpeJH CpoKa 3a
IoJIyyaBaHe Ha o(QepTH, a KOTaTo CPOKBT € ChKpaTreH Mopajd HeoOXOIUMOCT OT CHELIHO
BB3NArafe - 10 4 JHH Ipeau TO3U CpoK. B pazscHeHuATa He ¢e M0coYBa JIMILIETO, HAIIPABHIIO
3aIUTBAHETO. BB3JIOKUTENST HE MPEeocTaBs pazsCHEHHS, aKO HMCKAHETO € IIOCTBIINIIO ClIel]
CpOKa II0 H3pedyeHHe MIbpBO. PazscHeHusiTa ce NPeJocTaBAT upes MyOnuKyBaHe Ha mpoduia
Ha KyIyBada.

2. IlonaBane Ha oeprarTa:

2.1. JlokyMeHTHTE, CBBpP3aHH C YYaCTHETO B IIPOLELypara, ¢ MpeJiCcTaBir oT
YYACTHHKA, MK OT YIBJIHOMOIIEH OT HETO IPEACTAaBHUTEN - JHYHO HIIA Ype3 MOLIEHCKA MK
Apyra KypHepcka yciayra ¢ IIpenopbyaHa IIpaTka ¢ oOpaTHa pasnucka, Ha ajpeca Ha
pe3okuTeNs: Tp. Joopua 9300, ya. "[lanaiior Xuror" 24.

2.2. [JOKyMEHTHTE c€ IPEICTaBAT B 3aledaraHa Helpo3padyHa OIAKOBKa, BLPXY
KOSTO C€ I[0COYBAT: HAMMEHOBAHMETO Ha YUACTHHKA, BKIIOUUTENIHO YYACTHHIIUTE B
00e/IMHEHNETO, KOTaTo € IMPHUIIOKIMO; apec 38 KOPECIOHACHIINS, TeNe(OH U 0 BH3MOKHOCT
- daxc v eJeKTpoHEeH aIpec; HAaUMEHOBAHHETO Ha IOPBHUKATa, a KOraTo € IPHIIOKHMO —
06oco0eHuTe MO3UIINH, 338 KOUTO I0/1aBaT JIOKYMEHTHTE.

2.3. 3a nosydeHute oepTH NPH BBITOKHTEIS CE BOJIM PETHCTHP, B KOWTO ce
orbens3BaT: nojaaren Ha odepraTa; HOMep, Jara M 4ac Ha IOJIy4aBaHe, NMPHYMHHUTE 34
BpblIane Ha oepraTa, KOTaTo € MPHIOKHMO.

2.4. llpu nony4yaBae Ha odepraTa BHpXY OIAKOBKAaTa ce OTOENI3BAT MOPEJHUAT
HOMEp, laTaTa H 9achT Ha MOTy4aBaHETO, 32 KOETO Ha IPUHOCHUTENS CE M3/1aBa JIOKYMEHT.

2.5. He ce npuemMar o(epTH, KOUTO Ca IPEACTABEHM CJIe]l M3THYaHEe Ha KpaHHHs
CpPOK 3a IoJTyuyaBaHe WJIH ca B He3zaleuaTaHa OMakoBKa WM B OMAKOBKA ¢ HAPYIIEHA LSIOCT.

2.6. Korato xbM MOMEHT4 Ha M3THYaHE HA KpaMHMs CPOK 3a MojiyuyaBaHe Ha
odepTu mmpes MACTOTO, ONPEAEICHO 3a TAXHOTO [10JaBaHe, BCE OILE UMa YaKally JIKIa, Te ¢e
BKJIIOYBAT B CIIMCHK, KOHTO Ce IOJANKCBA OT IIPEACTAaBHUTE] HA BB3JIOKHTEIS U OT
npucecTBamuTe Jimra. Odeprare Ha JiMIara OT CIHMCHKA C€ 3aBeXIaT B PErHCThPA HA
BB3NOKATENA. He ce jpomycka npueMaHe Ha oepTH OT JIHMIA, KOUTO HE ca BKJIIOUCHH B
CIHUCHKA.

2.7. B cayvaute, xorato odeprara ce M3Ipamia [0 [olaTa WM C KypHepcka
ciy0a, YYaCTHHKBT Clie[iBa Jia OCHTYPH HEHHOTO CBOEBPEMEHHO IIPHCTHIAHE IIpemd
M3THYaHE Ha CPOKa 3a nojaBaHe Ha odpepTH. PuckpT oT 3abapa unu 3arybBane Ha odeprara e
34 y4acTHHKA.

3. ChappikaHue HA 3aMe4aTAHATA HENPO3PaYyHA ONAKOBKA M YKa3aHHA 32
HONLJIBAHE HA IOKYMEHTHTE B Hesl:

3.1. Onuc Ha npejcTaBeHUTe JJOKYMEHTH.

3.2. Cranpapren oOpasell 3a €IMHHHSA EBPONEHCKH JIOKYMEHT 3a OOINeCTBEHH
nopeuku (EEJIOIT) 3a yyacTHHKa, a KOraro € HPHIIOKHMO - 33 BCEKH OT YYACTHHIIHTE B
00EIMHEHHNETO, KOETO HE € IOPUAMWYECKO JIMIE, 38 BCEKM IOAM3IBIHHUTEN W 34 BCSAKO JIHIIE,
YHHUTO PECypCH e OBAT aHraKUpaHH B H3I'BJIHEHUETO Ha IOpPhYKAaTa.

IIpu noarororkara Ha EEJIOII cnenga na ce uMa npenBua CISIHOTO:
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3.2.1. UYpez EEJIOIl yuacTHHKBT JeKaapupa JHICAaTa Ha OCHOBAaHMATA 32
OTCTpPaHsBaHEe W CHLOTBETCTBHE ¢ KPUTEPHHTE 3a moA00p. B Hero ce mpemoctass ChOTBETHATA
uH(GOpMaIKs, H3UCKBAHA OT BBANOXNKUTEINL, M CE€ HPEJICTABAT JAHHH OTHOCHO IyOIHYHHTE
PErUCTPH, B KOMTO C€ CBHABPKa MH(OpMALHs 33 JAEKIapHpanuTe 00CTOATENCTBA MIH 33
KOMIIETEHTHHSI OpPraH, KOHTO CBIVIACHO 3aKOHONATEJICTBOTO Ha CBHOTBETHATA IbLpiKapa €
JUILKEH J1a IIpeocTaBs HH(OpPMAIHs 3a T3l 00CTOSATEICTBA CIIy)KEOHO Ha BB3IOKHTEINS.

3.2.2. B uwacm II, 6yxea "A: Hugopmayus 3a uxoHomuveckus onepamop', B
pasgena "Hoewmugurxayua" yYaCTHHKBT CJ€ABA Jla OTTOBOPH B CHLOTBETCTBHE C
PErMCTPALMATA CH B THPTOBCKHS PETHCTBP MM APYT PErHCTHpP CHoOpasHO HAMOHAIHOTO CH
3aKOHO/IATENICTRO.

3.2.3. B uwacm II, 6yxea "A: Hughopmayusa 3a uxoHomuveckus onepamop”, B
paziena "@opma na ywacmue” Ha EEJJOI] y9acTHHKBT clieiBa Jla OTTOBOPH JalM y4acTBa B
MpoIeaypaTa Karo yacT oT 00eIHHEHHE.

3.2.4. B uacm I, 6yxea "A: Hngpopmayus 3a uxonomuveckus onepamop”, B
paznena "Obocobenu nozuyuu" wa EEJIOll y4JacTHHKBT cjelBa Ja IIOCOYM IO KOH
000co0eHH MO3MIHK ITpecTaBs odepTa.

3.2.5. B uacm II, 6ykea "B. Hugopmayus 3a npedcmasumenume Ha
uKonoMuYeckus onepamop', Y4aCTHHKBT clie/lBa Ja OTTOBOPH B CBOTBETCTBHE C
PETHCTPALIMATA CH B ThPIOBCKHS PErHCTBD WIIH APYT PETHCTHP ¢H0Opa3HO HAIIMOHAIHOTO CH
3aKOHOJIATEJICTRO.

3.2.. Buacm II, 6yxea "B: Hugopmayus 0mHOCHO USNOA36AHEMO HA Kanayumema
Ha Opyeu cybexmu', yUacTHHKBT Cl€IBa Ja OTTOBOPH JaIM 1€ H3II0JI3Ba KallallUTETa Ha
TPETH JIUIA 10 OTHOIICHHE HA KPUTEPHUUTE, CBLP3aHH ¢ HKOHOMHYECKOTO M (PHHAHCOBOTO
ChCTOSIHME, TeXHHYECKHTE CIOCOOHOCTH W IpodecHoHanIHaTa KOMIIETEHTHOCT. 3a BCAKO
TpeTo nuue ce npejcraes otaened EEJIOIL

32.7. B uwacm II, 6yxea "B: Hugopmayus omHOCHO U3NONIGAHEMO HA
kanayumema Ha opyeu cybexmu", yJaCTHUKBT clle[iBa Ja OTIOBOPH Jald INEe H3I0J3Ba
KararuTeTa Ha TPETH JIMILA M0 OTHOIIEHHE Ha KPUTEPUHUTE, CBHP3aHH ¢ HKOHOMHYECKOTO H
(hDMHAHCOBOTO ChCTOSHUE, TEXHUYECKUTE CIIOCOOHOCTH H MPO(PECHOHATHATA KOMIIETEHTHOCT,
3a BcAko TpeTo nulle ce npencrass oraened EEJIOIL

3.2.8. B uwacm II, 6yxea "I': Hugopmayus 3a nOOUSNBAHUMENY, HYUUMO
Kanayumem UKOHOMUYECKUAM Onepamop HAMa 0d u3znoazea’, ydacTHMKBT ClejiBa Ja
OTTOBOPH KOH Ca MTOAU3ITLIHUTENINTE, KOKUTO e II0MI3Ba.

3a Bcexu noxm3mbiauTeN ce npexacrass otnencH EEJ[OIL Ilopuznbaaurenure
TpaOBa 1a OTroBapsT Ha CHOTBETHHUTE KPHUTEPHUM 3a oA00p chOOpa3sHO BHJA M Aeila OT
opbBYKaTa, KOHTO Iie H3NBIHABAT, ¥ 3a TSIX Ja HE Ca HAJIMIE OCHOBAHMSI 32 OTCTPAHSIBAHE OT
polenaypara.

[ToMM3IBIHUTENST IOCOUBA KaueCTBOTO CH Ha MOAM3NBJIHHUTEN B yacm I, 6yxea
"A: Hughopmayus sa uxonomuyeckusi onepamop”, B paznena "@opma na yyacmue" Ha
EENOIL, xolto mnpencraBs. B mouka a) Ha cbIiMs pa3fen HOAU3IBIHUTENAT [I0COYBA
IOETUTE 3aABJDKCHUS CBINIACHO Wi, 66, an. 1, u3p. Bropo ot 30IL

3.29. B yacm I, 6ykea "A: Ocroganus, cevp3any ¢ HaxasamenHu npucvou’
YHACTHHUKBT [ACKIIApHpd HAJIMYHMETO Ha O6CTOHT€HCTB&T3 3a OTCTpaHABaHE OT YYacTHE B
npouenypara 1mo wi. 54, an. 1, T. 1 u 2 ot 3011 (ockxnane 3a npecreiuienns no 4i. 108a, i,
159a-159r, wi. 192a, uin. 209-213, . 301-307, un. 321 u wi. 321a ot HK unu agagoruunu B
JIpyra Abp:kaBa 4WICHKa HIIM TpeTa CTpaHa), KaKTO K NMPEeANPUETHTE MEPKH 3a HaleKIHOCT IO
1. 56 ot 30Il, xorato e mpumokumo. Te3u OCHOBAHHS €€ OTHACAT 3a JHIATA, KOUTO
IpeACTaBIABAT YUACTHHKA, YIICHOBETE HA YIIPABHTEIIHH ¥ HaA30pHH Oprald M 3a APYTY JIHIA,
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KOHTO MMAT IPABOMOILIMs 12 YIPaKHABAT KOHTPOI NPH B3CMAHETO HA PEINEHHS OT TE3H
opranu. Jlunara, 3a1bIDKeHH JIa JCKIapupaT 0OCTOATENCTBaTa 110 YIL. 54,an. 1, . 1 m 2 ca
nocouenn B wi, 40, an. 2 ot III30I1. Koraro usucksanusTa o wi. 54, an. 1, 7. 1 u 2 ot 3011
ce OTHACST 34 TOBeYe OT eIHO NHIe, Beruky auna noamaceart enud 1 cbil EEJIOIL Koraro e
HAJTHIIE He0OXO0IMMOCT OT 3alllATa HA JIMYHATE JaHHH WIH IIPH pa3indie B 00CTOATENCTBATA,
CBBP3aHHU C JIMYHOTO ChCTOAHME, MHPOPMAIMATA OTHOCHO H3UCKBAHUATA [10 L. 54,anm. 1, 1. 1
u 2 or 30II ce nomsnsa B ormeiaer EEJIOI 3a Besko juIe MM 3a HAKOM OT juiara. B
cly4yamTe, KOraro ce Iofasa II0BeUe OT CAUH EEJIOII, oOcrosTencrsara, CBbp3aHH C
KPUTCPHHTE 3a II0A0O0pP, €€ CHALPKAT CaMoO B EEIOII, moamucan oT JHIE, KOSTO MOXKE
CaMOCTOSTEIHO JIa TIPEICTaBIsBA ChOTBETHUS CTONIAHCKH CyOeKT.

3.2.10. B wacm IIl, 6yxea "B: Ocrosanus, cebp3ani ¢ NIAUWGHEMO HA OaHbYY U
COYUANHOOCUZYPUMENHY 6HOCKY" YHACTHUKBT JIEKIAapupa HaJIM4MeTo Ha 00CTOATENCTRATA 34
OTCTpaHsiBaHE OT ydacTHe B Ipouemypara mo 4. 54, am. 1, T. 3 or 30Il, T.e. mam nma
32)IBIDKEHES 38 JAHDBIH U 3aIBDKHTEHA OCUTYPUTEIHE BHOCKH II0 CMHCHJIA Ha 9. 162, ai.
2, 1. 1 ot JIOTIK, kKakTo W mpeanpHeTHTe MEPKH 3a HajieskaHocT no wi. 56 ot 3011, xorato ¢
MPUIOKAMO.

3.2.11. B vacm 1, éyxea "B: OcHoganusa, C6bp3anu ¢ HECHLCMOAMENHOCH,
KOHAUKM HA unmepecu UMM HNpogecuonanno Hapywierue YUaCTHHKBT JIEKjapupa
HaJMUMETo Ha 0OCTOsTEICTBATA 32 OTCTPAHABANE OT yUyacTHe B Ipolledypara 1o 4. 54, ai. 1,
1. 4, 5, 6 u 7 ot 30I1. Ocuosauusta mo wi. 54, T. 7 o1 3011 ce oTHACAT 3a IHIATA, KOUTO
TIpE/ICTABISIBAT YUACTHHKA, WICHOBETE HA yIPABUTCIHH H HA/I30PHHM OPTaiy U 32 OPYyrH JIHIaA,
KOHTO HMAaT IIPaBOMOIIMS Jia YIPaKHIBAT KOHTPON IPH B3EMAHETO Ha PEIICHHA OT TE3M
opranu. Jlunara, 3anbiDKeHH Aa Jeknmapupar obcrosrencrsara mo Wi 54, am 1, T. 7 ca
nocouernd B wi. 40, an. 2 ot [1TI30I1. Koraro u3ucksanusTa 1o 4. 54, an. 1, 1. 7 or 3011 ce
OTHACST 34 IIOBEYE OT €HO JiMIe, Beuuky auna noamicsat exus u ceil EEJIOIL Koraro e
HaIHIEe HeoOXO0MUMOCT OT 3all[MTa HA JTHMYHHTE AaHHH WIH IIPU pa3IHdue B 00CTOATEICTBATA,
CBBP3AHH C IMYHOTO CHCTOSHHE, HHYOPMAIHATA OTHOCHO M3UCKBAHUATA 10 WI. 54, an. 1, 1.7
ot 3011 ce momrsisa B ornenes EEJIOTT 3a Besko JIHIe HIM 3a HAKOH OT IHuara. B ciyvanre,
gorato ce mojasa moseue oT eaud EEJIOIL, ofcrosTencrsaTta, CBbpP3aHM ¢ KPHTEPUHUTE 3a
noadop, ce chiappikar camo B EEJIOIL, moamucan oT JMIe, KOCTO MOMKE CaMOCTOATENIHO Jia
TpeJICTaBIIABA CHOTBETHMs cTomancku cybext. [Tox "kondmukT Ha HHTEpecH' creiBa a ce
paszbupa orpejeacHueTo, AajeHo B § 2, T. 21 ot JIP ma 3011, koraTo BB3JIOKUTENAT, HETOBH
CTYXKHTEIM MJIM HAETH OT HEro JIMIA HM3BBH HEropara CTPYKTypa, KOUTO Y4acTBar B
[OJrOTOBKATA WM BB3JIAraHeTO Ha oOImecTBeHaTa IIOPHYKA MM MOraT Aa TMOBIUSAT Ha
pesyJrrara OT Hesl, IMaT HHTEPEC, KOATO MOXKe Jia BOJM 10 obyara o CMHCHIA Ha 4. 54 OT
3aKoHA 33 TPOTHBOJEHCTBHE Ha KOPYIIMSATA U 33 OTHEMAHE Ha HE3AKOHHO NPUI00HTO
MMYIIECTBO M 3a KOHTO G MOIVIO 3 ce IIPHEME, 9€ BIMAe Ha TAXHATA OE3MPHCTPACTHOCT H
HE3aBHCHMOCT BhB BPBh3Ka C Bb3JIaraHeTo Ha oOlIecTBeHaTa IopbyKa.

3.2.12. B uacm 111, 6yxea "I": Jpyeu 0CHOSAHUS 30 USKNIOYEAHE, KOUMO MOdIce Od
6voam npedsudeny 6 HAYUOHWIHOMO 3AKOHOOAMENCMBO HA 6b3Nd2aiyus op2an  unu
BBINONCUMENS HA OBPIACABAMA wieHKQ" YIACTHUKBT JEKIaprpa HAIHYHETO Ha:

3.2.12.1. O6crogrencTBara 3a OTCTpaHsBaHe OT y4acTHE B Ipollejaypara 1o 4il.
54, an. 1, 7. 1 m 2 ot 3011 (ockxkaane 3a MpecThIVIEHHS 10 Wi 172, wi. 194-208, . 213a-
217, wr. 219-252 u 4. 253-260 u w1, 352-353e or HK unm apajorH4Hu B Jpyra AbpKaBa
uleHKa WM TpeTa cTpaHa). Te3n OCHOBaHMs CE OTHACAT 3a JIMLATa, KOUTO IPENCTaBIABAT
yJacTHHKA, WICHOBETC Ha YIPABHTEIHH H HAI30PHM OPraHd U 3a APYrd JIMLA, KOUTO MMAT
[IPaBOMOIIHS 1A YIPaKHABAT KOHTPOJI [IPH B3EMAHETO Ha PENIEHHs OT Te3u opranu. Jlunara,
3a/IbIDKEHH JIa AeKIapupaT o0cTosTelIcTBaTa o 1l 54, ail. 1, 1.1 12 ca nocouenu B Wi, 40,
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ai. 2 ot IIT30I1. Korato u3uckBanuara mo @i, 54, an. 1, . 1 u 2 ot 30II ce orHacaT 3a
[OBEUe OT €JHO JIMIle, BCHMUKM Jmua nomnucear enud W cbul EEJIOIL Koraro e namume
HeOOXOMUMOCT OT 3allMTA HA JHMYHHTE AAHHH WIA T[PH pa3lHuhe B 00CTOATENCTBATA,
CBBP3aHHM ¢ IMYHOTO ChCTOSHME, HHPOPMALIMATA OTHOCHO M3HCKBaHUATA 110 WL 54, ai. 1, 1. 1
1 2 or 3011 ce monwiusa B oraened EEJIOII 3a BcAko NMIe MIIM 32 HAKOHM OT Juuara. B
cnyuamre, Korato ce mozasa moseue oT exuH EEJIOIL, oOctosrencrBara, CBBp3aHH C
kpuTepuuTe 3a moabop, ce ceappxkar camo B EEJIOIL, momamucan ot Jjmie, KOeTo MOxe
CaMOCTOSTEIHO Ja IPEJICTABISIBA CHOTBETHHS CTOIIAHCKH CYyOEKT.

3.2.12.2. Cbp3aHoCT C ApYyr yYacTHHK B IIPOIe/ypaTa o cMUChIa Ha § 2, 1. 44
ot JIP ua 3011, BB Bpe3ka ¢ § 1, 1. 13 u 14 or JIP Ha 3axkoHa 3a nyOaMyYHOTO Ipejiarane Ha
IICHHH KHHXKA.

3.2.12.3. Ilpeuku 3a y4yacTre B 00INECTBEHH NOPBYKHM N0 4. 3, T. 8 oT 3akona 3a
HUKOHOMHYECKHTE M (DMHAHCOBHTE OTHOLICHUS C JPY’KECTBATA, PETUCTPHPAHHU B XOPHCAMKIIHH
¢ npedepeHIHANCH NaHBUEH DPEXUM, CBBP3aHHTE C TAX JHLIA M TEXHHTE NEHCTBHTEIHH
cOOCTBEHUIIM, OCBEH aKO € HAJIMIE H3KIFOYEHHETO 110 Yl 4 OT CHIIHS 3aKOH.

3.2.12.4. llpennpueTuTe Mepku 3a HaaexkaHocT no wi 56 ot 30Il, koraro e
IPHIOKHMO MM HATHYHETO Ha H3KIMIOYEHHs 10 wi. 4 oT 3aKoHa 3a MKOHOMHYECKHUTE H
(MHAHCOBHTE OTHOLICHHUS C APYXKECTBATA, PETHCTPUPAHH B IOPHCIMKIHMHA C MpedepeHInaneH
JaHBUEH PEHM, CBBP3AHUTE C TAX JIMLA H TEXHUTE JEHCTBHTENHN COOCTBEHHUIIH;

3.2.13. YyacTHUITUTE ca JTBIKHH 12 YBEJOMAT IHCMEHO BB3JI0OKHTEII B 3-1HEBEH
CPOK OT HACThIIBAHE HA 0OCTOATENCTBO Mo WI. 54, an. 1 o 3011, gexnapupano OT TAX B YaCTH
[l u [II ra EEZIOIL.

3.2.14. B uacm IV, 6yxea "A: I'oonocm" ¢ mouxa 1) Ha Tabnuuara y4acTHUKBT
[0COYBa JOKYMEHTd, ¢ KOMTO J0KasBa choTBeTcTBHETO cH 110 paszen I1I.1.1) or obasnenunero
3a omoBecTsBaHe Ha oOmmIecTBeHATa mopbuka: Jla ca THProBUM Ha €Ap0 C MEAHIMHCKH
M3JIENIMsl MM TMPOM3BOJUTE] HA MEOWIMHCKH H3/E1IMs, YCTaHOBEH Ha TEpUTOpUATA Ha
Peny6nuka beirapus.

3.2.15. B uacm IV, 6yxea "B: Texnuuecku u npogpecuonantu cnocobrnocmu" ¢
mouka 10) Ha Tabnumara yYacTHHKET IIOCOYBA KaKBa 9acT (IPOLIEHTHO H3PaKEHHE) OT
MOPBYKATA LIE BB3JI0KH Ha IIOJH3IIBIHHTE].

3.2.16. B wacm 1V, 6ykea "B": Texnuuecku u npogecuonainu cnocobrnocmu' 6
mouka 4) Ha TabiauIaTa y9acTHHKBT IIOCOYBA AOKYMEHTA, ¢ KOHTO J0Ka3Ba ChOTBETCTBHETO
cu mo paszzgen II1.1.3) or oOsBIeHHETO 3a ONOBECTABAHE Ha OOLIECTBEHATa NOPbHYKA:
CeptuduKaT, yIOCTOBEPSIBAIl BHEJPEHA CHCTEMa 3a ylpaBleHHe Ha KadecTBoTo EN ISO
9001 wmmm EN ISO 13485/13488 wu/unm exBuBalleHTHa, ¢ 00xBar B o0macrra Ha
IIPOM3BOJICTBOTO H/HIH ThPTOBHUATA C MEIHLIMHCKH U3/IEIIHsI

3.2.17. Yuactaunure morat na uanonssar EEJOI], kolTo Beue e O H3IOI3BaH
IOpd [pPEeJX0JHA Tpoleaypa 3a oOliecTBeHa MOPBUKA, IPH YCIOBHE, 4€ MOTBBPIAT, dUe
CBObPIKAINATA Ce B Hero WHpOpMaIs BCe OlLIe ¢ aKTyalHa, IPH yCJIOBHATA Ha wi. 44, an. 2
ot [IT30IL

3.3. Hdokymentu mo 4i. 45, an. 2 or IIII301I 3a mokasBaHe Ha MpPeANPHETUTE
MEpKH 3a HaJlexKAHOCT 1o Wi 56 ot 3011, koraTo e npuiIoKuMo.

3.4. Ilpu ygacTHHIIM OOEQMHEHHUS, KOMTO HE Ca IOPHJIMYECKH JIHMIE — KOIHE OT
JIOKYMEHT, OT KOMTO Jia € BHJIHO NIPABHOTO OCHOBAHUE 3a Ch3JaBaHe HA 00eJUHEHUETO, KaKTO
u cieaHaTa MHQOpPManKs BBB Bpb3Ka C KOHKperHaTa OOIINEeCTBEHa IIOpPBUKA: IpaBata U
3a3IBDKCHUSTA HAa YYACTHHIMTE B OOEJMHEHHWETO, DPa3NpeleleHHEeT0 Ha OTIOBOPHOCTTA

MEXy WIeHOBeTe Ha OO0eIuWHEHMEeTO; JeHHOCTHTe, KOMTO IIe HM3IBLIHABA BCEKH WICH Ha
obeqUHEeHHETO.
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3.5. TexHU4eCKO IpeJIoKeHHE, ChAbLPIKALIO!

3.5.1. TexHu4ecKko IpPeUIONKEHHE - 110 3aabDKuTeseH oOpaser IIpuinoxenue No
1.1, 1.2, 1.3, 1.4 w/mmm 1.4 KbM JOKYMEHTALUATA 34 YYacTHe, B 3aBUCUMOCT 0T obocobenara
MO3H|ITHS, TT0 KOATO YYaCTHUKBT IIpeacTaBs odepra.

B 1031 IOKyMEHT y4aCTHUKBT:

- Ilocousa m™apka, MofAel, IIPOM3BOAMTEN, IOJMHA Ha IIPOM3BOICTBO Ha
MEAUITHHCKATa anapaTypa, KOATo J0CTaBs.

- TlocouBa CBHOTBETCTBHETO HA TpelylaraHaTa MeEOMIHMHCKA arnaparypa c
M3UCKBAHMATA Ha TeXHHYeckara crenu(ukaius, KaTo NombiaBa Tadnumara B Toyka 2 Ha
JTOKYMEHTA.

- Jlexnapupa CpoKOBeTe Ha J0CTaBKa, Ha BLBEKIAHE B eKCIIoaTalus M Ha
o0yJeHHe Ha CIEIUATMCTHTE Ha Bh3JI0KHUTEIS.

- Jlexitapupa cpoka Ha rapaHllMOHHO 00CITyKBaHE.

- exnapupa cpoka Ha BaJHJIHOCT Ha odepTara,

- Jlexiapupa CBHOTBETCTBHETO Ha JOCTaBsiHATa MEAUIIMHCKA amaparypa ¢
M3HUCKBAHUSTA HA BH3TOKUTEIS.

- Jlexnapupa chriIacHeTo CH ¢ KJIay3uTe Ha IPHI0KEHHSI IPOEKT Ha J0TOBOP;

- Jexnapupa Opyrd oOCTOSTENCTBA, M3UCKBAHU OT BB3IOMHUTENS M IIOCOUCHH B
oOpaseria Ha IOKYMCHTA.

3.5.2. JloxyMeHT 3a YII'BIHOMOIIABaHe, KOraTo JIMIETO, KOETOo nojasa odeprara,
HE € 3aKOHHHUAT IPeJICTABUTEN HA YUYACTHUKA.

3.5.3. TlpocrexTH, Karajgo3, IMPOJAYKTOBH JIMCTH WJIH JPYI'HM pPaBHOZHAYHH
IOKYMEHTH Ha IIPOM3BOAMTE/IS, IPEBEACHH Ha OBJIrapckH €3MK, JOKa3Ballld ChOTBETCTBHETO
Ha IpeANOXKeHHeTO ¢ M3UCKBAaHMATA KBbM JOCTaBgHaTa MEOMIIMHCKA anaparypa
(pyHKIOHANHN, TEXHUYECKH M3UCKBAHUS, PA0OTHH XapaKTEPUCTHKH M OKOMILIEKTOBKA), B
TE3W JOKYMEHTH YYaCTHHKBT 3adb/UKHTENHO TpadBa aa ordenexn (momdeprae) H
HOMEpHpA BCEKH OT IapaMeTpHTe 10 KojoHa 2 (Mnd 2 u 3) Ha Tabiuiara mo Touka 2 oT
CBHOTBETHUS 3abJDKUTENEH oOpa3zel Ha "TexnuueckoTo npeanoxenue” [punoxenwe Ne 1.1 —
1.5 Taka, 4ye MO SiCEH HAYMH Jla Ce YCTAHOBH HAIMYMETO HA CHOTBETHHTE (DYHKIIHOHAJIHH,
TEXHUYECKU M3UCKBaHMs, pabOTHH XapaKTEePUCTUKH U OKOMILIEKTOBKA.

3.5.4. Koraro yuactHuk noaasa oepra 3a mosede oT eana obocobeHa Imo3nIHsl,
3a BCSKa OT IO3UIMHUTE CE€ IMPEJCTaBAT MOOTIACNHO KOMIUIEKTYBAHH JIOKYMEHTH II0 TOYKH
3.5.1 - 3.5.3. KoMIUIEeKTOBAaHETO MOXKE /J1a € B OTJEJIeH IJIHK, ranka, JuKoO 3a JOKYMEHTH HITH
OpraHHU3HPaHoO II0 APYT HAYMH, 10 KOITO Ja MOXKE /12 ce YCTAaHOBH 3a Ko 00ocobeHa mo3uius
ce OTHACAT JOKYMEHTHTE.

3.9. 1leHOBRO IpeIUIOKEHHE, ChABPKAILO MPEUIOKEHHETO Ha YUYACTHHKA OTHOCHO
IleHaTa 3a mpuaoduBaHe — Mo 3aAbkuTeneH obpasen [punoxenne Ne 2.1, 2.2, 2.3, 2.4 n/unu
2.5 KbM JOKYMEHTAIlMATA 3a y4acTHe, B 3aBHCHMOCT OT 0OocobeHara MO3HIHS, 0 KOSTO
YYaCTHHUKBT NpEACTaBs odepra.

3.9.1. Ilpennoxenurte LeHH TpsOBa ma ca B nesa, 6e3 JJIC, zaxpbrienu Jio
BTOPUS 3HAK CJIE]] IECETUYHATA 3aIeTasl.

3.9.2. Koraro yuacTHHK nofara odepra 3a moBede oT eaHa 06ocobeHa mo3uIus,

3a BCAKA OT ITO3MLMHTE CE IpeAcTaBs OTAEIHO LEHOBO npeoxkenue [lpunoxenne No 2.1 —
2.5.

LlenoBoTo NpeaIosKeHHE MOKe 12 He Ce IOCTABH B OT/Ie/ICH 3aneuaTaH IIHK,
Tbil KAaTO0 BB3JIOKHTEIAT € NMPEABHAH/ PA3IIeXIaHeTO0 HAa JOKYMEHTHTEe /ja cTaHe Mo
peaa na 4. 104, an. 2 or 3011
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BB3J0KHTEIAT He H3UCKBA NMpPeEACTABEHUTE OT YYACTHHIHMTE JOKYMEHTH Ja
0LJAT MOCTABEHH B OTACAHH IUIMKOBEe, MANKH H/WiM JukoOoBe 3a JoKymeHTd. B
cydanTe, KOraro /JOKYMeHTHTe TpsifBa a ObAAT KOMILUIEKTOBAHH M0 OTXCJTHH
000co0eHH MO3HIMH, YIACTHHKBT MOKe 1a Tl KOMILUIEKTOBA 110 HAYHH, KOHTO HAMepH
32 MOAXOISII.

4, Pasriie:kaane Ha odepruTe:

4.1. Ilonyuenure odepTy ce OTBApAT Ha MyOIMYHO 3aceIanKe, Ha KOeTO MOTart ja
IPUCHCTBAT YYACTHHIIUTE B IPOILELypaTa WM TEXHU YI'BJIHOMOILICHH IIPEICTABUTENH, KaKTO
1 IIPE/ICTABUTENN Ha CPECTBATA 38 MACOBO OCBEIIOMSBAHE.

4.2. BB3n0sKUTENAT IPEABHIK/IA PA3riekIaHeTo Ha oepTHTE 1a ¢e M3BLPIIA 110
pena ma wi. 104, an. 2 or 30ll, npu KoeTo OLCHKATAa HA TEXHUYECKUTE H LIEHOBATE
PEIUIO)KeH s Ha YYaCTHHIMTE IIe C€ M3BBPUIM IIPEIH MPOBESKIAHETO HA NMPEIBAPHTEIIHHA
o100p.

4.3. JleiicTBHATa Ha KOMHCHATA 32 H3BBpIIBAHE Ha IIOJ0OP HA KaHIMJIATHTE U
YYACTHHIIMTE, Pasrilek/iane | OleHKa Ha opeprute (komucuaTa o wi. 103, an. 1 ot 30II) ce
W3BLPIIBAT B CJIE/IHATA [TOCIIE0BATEIIHOCT:

4.3.1. KoMucHATA OTBapsg IO pela Ha TAXHOTO IIOCTBIIBAHE 3alleyaTaHuTe
HENPO3PAYHN OMAKOBKH M OIIOBECTABA TAXHOTO ChJbPIKAHHME, BKIIOUUTEIHO NPESIOKEHUSTA
Ha YYACTHUIINTE MO TTOKA3aTels 3a OlleHKa Ha 0(epTHTE,

4.3.2. TEXHHYECKOTO M IIEHOBOTO IIPEUIOKEHHE Ha BCEKH OT YYACTHHI[UTES CC
MOAMKMCBAT HaW-MajJKo OT TpHMa WICHOBE Ha KOMHCHATA M C€ Ipejjara 1o eImH OT
IPUCHCTBAIIMTE [PEJCTABHTENH Ha JPYTHTE YUACTHUIM /I I'H MOJIMHMINE, C KOETO myOiimyHaTa
4acT OT 3aCEIaHUETO MPUKIIIOYBA;

4.3.3. KOMHCHSTA pa3liiekaa MpefcTaBeHuTe O(MepTH M OUEHsBa CBINIACHO
n30paHusl KpUTepuil 3a BB3TAaraHe Te3W OT TAX, KOUTO CHOTBETCTBAT HA IMPEABAPHTEIHO
00SIBEHUTE YCIIOBHS;

4.3.4, xoMHCHATA pasriex/a JOKYMEHTHTE, CBBP3aHH ¢ JIMYHOTO CHCTOSHHE H
KPHTEPHHTE 32 000D, HA YIACTHULUTE B HU3XOAI PEJT CIIPAMO MOYYCHUTE OLICHKH;

4.3.5. Koraro YyCTAaHOBH JIHICA, HENBJHOTA MIM HECHhOTBETCTBHE HAa
uH(POPMAIUATA, BKIIOUHTETHO HEPEAOBHOCT MM (PAKTHUECKa IPENIKa, HIIH HEChOTBETCTBUE C
H3HCKBAHUATA KBM JIMUHOTO CHCTOSHHE HJIH KPHTEPHHUTE 32 IOAOOP, KOMUCHATA ITHCMEHO
YBEIOMSIBA YYaCTHHKA;

4.3.6. B cpok 10 5 pabOTHH JIHH OT I10JIy4aBaHETO Ha yBEIOMIIEHHETO YYACTHUKDT
Moxke ja npencrasd HOB EEJIOIL w/mim npyrd JOKYMEHTH, KOHTO ChIBDPXKAT IPOMEHEHa
W/WIH JTONBITHEHA HH(POPMAITUS;

4.3.7. KOMHCHATA Pa3TyIeXkaa JOKYMEHTHTE, CBBbP3aHH ¢ JITYHOTO CHCTOSHHE M
KPUTEPUHTE 3a 1MOa00p II0 YCTAHOBSIBAHE HA CHOTBETCTBHE C HM3HCKBAHUATA HA IBaMa
YUACTHHIH, KOMTO KJIACHPA Ha IIHPBO U BTOPO MSCTO; OCTAHAIMTE YYACTHHLIM, YAHTO O(epTH
ca OI[EHEHH, HE CE KJIaCHpaT.
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IIPOEKT

CTAHIAPTU3HUPAH OBPA3EIl HA

JOTI'OBOP 3A OBLIECTBEHA ITIOPBYKA
3A IOCTABKA HA CIHHELHUAJTN3NPAHA MEJHIITHCKA AITAPATYPA

) L O ————— A —

JIHEG vosnssmvncnas 2018 rox., B Tp. Hobpru Mexay:

"MHOI'OITPOOMIIHA BOJIHULIA 3A AKTUBHO JIEUEHUE-JOBPHY" A/]
rp. Jlobpuu, che cemamuime u aapec Ha ynpasnenue: p. Jlobpuy, yiu. “Ilanaiior Xuros" 24,
ten. 058/600160, ¢axc: 058/600414, e-mail: oblb@bergon.net, EWUK 124141302,
npexacrasmsiBano ot JI-p Tpudon Bramumupos Nopnanos — VsmbanuTenen Jlapektop Ha
JPYKECTBOTO, Hapruiana Hapuyan/a/o 3a kparkoeT Bb3JIOZKHTEJL ot enna crpana,

............................... H  @IPec HA  YIPABICHHE.......coorirrreririerisnsenisrenstesesisesssesesssesssinssnns
EUK ..o , npeacTaBisiBaH I,
....................................................... ;, B RAYECTBOTO MY Hflpeumsimamimvsms
napuuan/a/o 3a kparkocT U3IIBJIHUTEJL, or npyra cTpana,

BB3JIOKUTEIAT u M3IILJIIHUTEJIAT wnapuuanu 3aenuo ,,CrpanuTe’, a
BCEKH OT TAX nootnaenHo ,,Crpana”, Ha ocHoBanue wi. 112 wm cin. or 3akoma 3a
obniecrsenuTe MOPbUkH (,,30T1) 1 Pemienue .....ooovvviiiiniiiinn Ha BB3JIOXUTEJIA 3a
onpenensue na M3ITBJIHUTEJL Ha oOmecTBeHa mopwkuka ¢ mnpeader: Jlocrapka Ha
MEIMIMHCKA anapatypa 3a nyxare Ha "MBAJI-Ilo6pua" AJ]

ce CKIIOYM TO3u J0roBop (,,JloroBopa/IloroBopbT™) 3a BB3/1araHe Ha oOIIECTBEHA
IIOphYKa 33 JOCTABKA HA MEIUIIMHCKATA alapaTypa IIPH CIEIHUTE YCIOBHSL:

L NMPEAMET HA TIOI'OBOPA

Yuren 1. Ipeamer

(1) Be3noxuTenat Bb3nara, a M3nbIHHTEIAT IpHeMa Ja JOCTABH H IPEeXBhPIIH
coOCTBEHOCTTA Ha Be3noxurens Ha creluali3upana MEJIHIITHCKA
ATTEPATIPR « vossns wnswmaaswns svvss prvees (,Mennuuncka/ra amaparypa“), CBIIACHO
Texnuueckara crnenudukanys Ha Bp3moxurens u JeraiiHo onmcada B TeXHHYECKOTO H
Llenoso mpemrokenwe Ha Mamenmutens, HepaszaenHa vact oT Jlorosopa cpemny
3aIBIDKEHHETO HA BB3JIOXKUTENd fa g IpHeMe H [a 3alllaTH JIOrOBOPEHATa IIeHa ChITTACHO
YCIIOBUSITA, IOCOYEHH I10-A0IY.

JlocrapgHaTa MEIHIIMHCKA araparypa UMa CIICIHUTE TEXHUYECKH IapaMeTpu:

(2) Oceen pocraBkara 1o anuHes 1, npeamersbT Ha JloroBopa BKIHOYBA ©
U3ITBIIHEHUETO Ha CIEIHUTE NEHHOCTH:
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1. mocraBka Ha MenuIMHCKaTa anaparypa A0 MACTOTO Ha JOCTaBKa, MOCOYCHO B
uacrosus Jlorosop;

2. MOHTAX/MHCTAIALMs ¥ BBBEXKIAHE B CEKCIUIoATallds Ha JlocTaBeHaTa
MeauuuHcKa anaparypa,

3. ofyyeHwe Ha mepcoHala Ha DBwmsmoxurens 3a paborta ¢ JocTaBeHara
MeHnyMHCKa anaparypa,

4, rapaHIIOHHO 00CITy)KBaHe Ha JocTapeHara MeUITHCKa anapaTypa U JI0CTaBKa
fa HeoOXOMMMHTE YacTH M MaTepHald, B paMKUTE HA TApaHIMOHHHS CPOK, CYATAHO OT
jlaraTa Ha IOJNMcBaHe Ha IIpoToKoIa 38 MOHTaXK 1 BBBEXKIaHe B eKcroatanus [Ipuioxkenue
Ne 2. Marepuanure, KOHCYMAaTHBHTE, JEHHOCTHTE M YCIOBHATA Ha TapaHIHOHHOTO
o6CITyKBaHe ca ONMCaHH B TeXHHYECKOTO MpetoKenne Ha V3mbinaTens.

(3) VI3OBIHUTENAT ce 3abJDKaBa Ja M3IBIHHE JeHHOCTHTE 10 anupes 1 o 2 B
CHOTBETCTBHE ¢ WM3MCKBAaHMATA Ha TexHudeckara cherudukanmsa Ha Boinoxurens,
TexHHUECKOTO W IeHOBOTO lIpemmoxkenne Ha M3NbIHHUTENS, KOMTO ca HepasJenHa 4acT oT
HacTosnwMs JJoroBop, B cpoKoBeTe 1o HacTosmus Jlorosop.

II. NEHHA A HAYMH HA ILTAIIAHE

Yen 2. llena

(1) 3a m3ubIEeHETO HA NpeaMeTa Ha Jlorosopa, B3oXHTeIIT ce 3a/{biKaBa Ja
3amiaty Ha MsnbiaHuTess o0m1a neHa B pasMep Ha ............. (coeieinnn, ) nera 6e3 JIJIC u
.............. (.evivevreerrennnnnn..) eBa ¢ BkmoueH JIJIC, cormacto LleHOBOTO MY NIPENTIOKEHHE,
HepasIeIHa YacT OT HacToamus JJorosop.

(2) IocoyenuTe [EHH ca KPAHHHE U BKIIOUBAT BCHYKH PasXOIH U Bb3HAIPANICHH
Ha V3neiaHATeNs 38 M3IIBJIHCHHE Ha IIpeaMeTa Ha HacTosums Jlorosop, Kato HO HE camMo:
pasxojuTe 3a TPAHCIOPTHpaHe M JOCTaBka Ha MeJHMIMHCKA anapaTypa N0 MICTOTO 3a
JI0CTABKA, BKIIOYHTEJIHO OIAKOBAHE, TPAHCIOPT, Pa3olakoBaHe, TOBapeHe, pasTOBapBaHe,
HHCTATHpaHe, MOHTaXK, BhBEXK/IAHE B CKCINIOATALMA M IPUBESKAHE B PAOOTHO CHCTOSAHHE,
FOTOBO 3a TPHEMAHE W eKCILIoaTalds, o0ydeHre Ha CICIHAIMCTH, NOCTAaBKa Ha lsjara
TeXHHYECKA M CEPBH3HA JIOKYMEHTAIMS, BCHUKM PasXoJid 33 M3BBPLIBAHC Ha rapaHIHOHHO
ofCiy)KBaHe B CPOKA Ha rapaHiusTa (3a TPYH, Pe3ePBHM HYacTH W KOHCYMATHBH), KakTO H
pasXoou 3a OTCTpaHsBaHe 3a cMeTKa Ha W OT VI3IBIHUTENS HA BCHYKHM TEXHHYCCKH
HEW3MPAaBHOCTH, BH3HAKHATH HE [0 BHHA Ha Bb3noxurels M MOKPUTH OT IapaHIMOHHUTS
YCJIOBHSA M TapaHIHOHHATA OTTOBOPHOCT Ha VI3IIbIHUTEIS.

(3) INocouenure B HacTosIMs JJOroBOp LEHH Ca KPaiHU ¥ OCTABAT HEIPOMEHCHH
3a CpoKa Ha JIHCTBHETO MY.

Yiaen 3. Hauun Ha n1amane

(1) Tlnamanusra ce U3BBPIIBAT B OBArapcky JieBa, C IJIATEKHO HAPEKIaHe IO
ciieHaTa OAaHKOBA CMETKA, ITOCoUeHa OT M3 bIIHUTEIs:

V3OBIHATENAT € JUIbKEH Ja YBeJIOMsBa NHCMEHO BB3JIOXNHTENS 38 BCHUKH
[10CTIe[BAIH IPOMEHH Ha OaHKOBaTa My CMETKa B CPOK /10 3 (TpH) JHH CHHTAHO OT MOMEHTA
Ha TpoMsHaTa. B ciyuail de V3nbIHATENAT He yBeIOMH BB3IOXKHTENS B TO3H CPOK, CUUTA Ce,
Yye [UIAL@HMATa, 1[I0 IIOCOYeHATa B HACTOAIMA wWieH OaHKOBa cMeTKa ca HaIJIeKHO
H3BBPLICHH.

(2) TInamanero Ha NeHara 10 anuHes 1 no macrosmnms J[oroBop ce H3BHPIIBA,
KaKTO Cle/Ba:
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1. BB3oKUTeIAT 3amiama apancoso 30 % ( TpujeceT MPOLEHT) OT NEeHaTa IO
angHest 1, B pa3Mep Ha ............ SRS | S— ..), B CpoK OT 3 (TpH) AHH OT IOITHCBaHE Ha
pacTosuA JIoroBop ¥ mpeocTaBsiHe oT MsmbinuTenst Ha Br3ioxkuTens Ha (akrypa.

2. BB3j10)KUTelaT 3aMialia 0cTaThuyHaTa CyMa OT [IeHaTa [0 alnuHes 1 B pasMep Ha
R R — ) nepa B cpok a0 60 (mectaecer) M ciej IOANMCBAaHE Ha
NOKYMEHTHTE 110 aiiHes 4 oT Hacrosius J[orosop.

(3) 3a jara Ha TIAIIAHETO, CE CYMTA JIaTaTa Ha 3aBepiABaHe Ha DaHKOBaTa CMETKA
Ha V3IBIHUTENS ChC CHOTBETHATA IBDKAMA CyMa.

(4) OKOHYATENHOTO IUIANIAHE I10 aiuHess 2 I0-rope Ce M3BbpIIBA CIC
TIpe/icTaBsAHe Ha CIEIHHTE IOMIHCAHA JTOKYMCHTH KyMYJIATHBHO:

1. TIpuemo-IpeaBaTesieH IPOTOKON 3a JoCTaBka Ha MeunuHcKkaTa anaparypara
C BCHYKHM OKOMILIEKTOBKH, cepTH(HKaTH, paspellieHus H HHCTPYKUMH 32 CBhXPaHCHHC H
eKcIIoaTays, nojMcan or asere CTpaHd WM yO'BJIHOMOUIGHH OT TAX JIMIA HA Jarara Ha
nocTapka Ha MenpmuHckata anaparypa ([1punoxenne Ne 1);

2. Ilporokos 3a MOHT@X M BBBOKAAHE B CKCIJIOATalUs Ha Menunuackara
amaparypa, noamucad ot apere CTpaHu WM YIBIHOMOIICHH OT TAX JIMI@ Ha HaraTa Ha
MOHTAX M BBBEKIAHE B eKcInIoaTanys Ha Memuimuckara anaparypa (IIpunoxenue Ne 2);

3. ITpoTOKOJI 33 H3BLPIIEHO 00ydYeHHE Ha MEAMLIMHCKHA NEPCOHAN, IOCOUCH OT
Branoxurens 3a pabota ¢ Meauimnckara anaparypa (IIpunoxenue Ne 3);

4. Maxrypa, u3majeHa oT V3mbnHMTENs H TOANMCAHA OT BB3moxurens HIH
YI'BIHOMOIIEHO OT HEro JIMIIE, Ch/(bPiKalla BCHYKH 3aKOHOBH PEKBHU3HUTH;

III. CPOKOBE. MACTO 1 YCJIOBHA HA TOCTABKA.
IMPEMUHABAHE HA COGCTBEHOCTTA U PUCKA

Yien 4. CpoxkoBe H MSCTO HA JOCTABKA

(1) Hactosmusit Joropop BIM3a B CHJIa OT JaTaTa Ha MOANHMCBAHETO My M H3THHa
cJlel M3THYAHETO HAa CPOKAa Ha rapaHilMoHHOTO olciyxBane Ha MeaunuHckara anaparypa,
npeaMet Ha Jlorosopa.

(2) CpoksT 3a mocraBkaTa Ha MeIHWIMHCKATa anaparypa € .......... (corerenenn )
KaJICHJapHH JIH|, CYUTAHO OT JlaTaTa Ha MOMIHCBAHETO MY.

(3) CpoxkbT 3a MOHT&X ¥ BBBEXJAHE B eKcIUloataius Ha Memummmekara
AMAPATYPA € scusvsveions  (TR—— ) KaleHIapHu JIHH, CYATAHO OT JaTara Ha J0CTaBKa Ha
MeuiMECKaTa amaparypa, otbenssada B [IpueMo-npejaBarenius npoToxos IIpuioxenue
Ne 1.

(4) CpoksT 3a 00yueHHE Ha CTIEIMAIUCTH, IOCOYEHHN 0T BB3noKuTeNns 3a pabora ¢
MeqHIHMHCKATA anapaTypa € ............ (cvenvernnfonns ) KaJeHaapHHu JIHH, CYUTAHO OT Jarara Ha
nocrapka Ha MejuuuHCKaTa anaparypa, otbemnssana B IlpueMo-Iipe/aBaTesHis IPOTOKOI
[Mpunoxenue Ne 1.

(5) IapaHnMOHHUT CPOK HA MeNHIMHCKATa anaparypa € ............ (e, )
KallCHIapHH Mecella, CIMTaHO OT IOANMHCBaHeTO Ha [IpoTokoia 3a MOHTAK H BBBENKIAHE B
ekcrutoatanis Ha MenuuuHcKara anaparypa [Ipunosxenne Ne 2.

(6) VI3mBIHUTENAT € JUIBKeH Ja M3BBpIIBA TapaHlMOHHO OOCIYXBAaHE Ha
nocrapeHata MeJMIMHCKA anaparypa, B paMKHUTE Ha rapaHIlMOHHHUS CPOK IO IIpeaxoaHara
auHes S.

(7) MscroTo Ha jocTaBKa Ha MenunuHcKara anaparypa ¢ B rp. HoOpud, yim.
"Tlanaitor Xutos" 24, "MbBAJI-To6puu" AJl.

Yien 5. ¥Yenopua Ha JocTaBKa
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(1) docTaBka

1. W3bIHATENAT ce 3agbbkasa J@ JOCTaBd 0 MACTOTO Ha JOCTaBka H B
CHOTRETHHS CPOK HA JOCTaBKa, CHOTBETHO Ma MPCXBHPIIH coOCTBEHOCTTa W Npefaae Ha
Bragokurens MeauIUECKaTa amapaTypa, [peAMeT Ha J0CTaBKa, OTToBapslia Ha
TexHUUYECKHUTE CTAHIAPTY ¥ M3UCKBAHHA W OKOMIUIEKTOBAHA C MHCTPYKIHA 33 eKCIIIOaTaLMS
Ha GBIrapcKH C3UK, CepTH(HUKATH, Pa3peIeHus i HHCTPYKIIT 1 NPEMOPBKH 3a ChXPAaHCHHES
M eKCIUIOATAl|s, KakTo M C JPYTH JOKYMCHTH M aKcecoapH, M3HCKBalll ce CBITIACHO
Texuuueckara creupdukanus Ha Bo3iomuTeNs M TexHUYECKOTO IpeUIOJKeHUe Ha
V3 reHATEIS.

7. VsmenmErensT npemasa MepdnmHCKaTa anaparypa  Ha  yIbIHOMOLICH
npecTaBuTel]l Ha BB3IosKUTEA. 3a ¢HLOTBETCTBHETO HA JocTaBeHaTa MenunuHCKa arnapaTrypa
| TIPHEMAHETO H IO BWJL, KOJIHYECTBO, KOMIIOHCHTH, OKOMIIJIEKTOBKA C€ [TOANMCBA IIPUEMO-
npejaBaTeied IPOTOKON, BbB (opMara U CbC CHABLPKAHMCTO cprioacuo Ilpunoxkenue 1
(,,[IpuemMo-npeaaBaTeIcH nporokoi®) or CTpaHdTe WM TeXHH YITBTHOMOIIEHN
[IpeICTABUTENH, CNIeJl IpOBepKa 3a: OTCHCTBAC Ha ,HeeboTBeTcTBUA" (HEAOCTATHIIH,
ne(exTH, TOBPEIY, JIMICH /KM HECHOTBETCTBUA Ha nocraseHara MeJMIIMHCKA araparypa
W/HIM TPHApY)KaBallata s JOKYMCHTAIMI H aKcecoapn ¢ M3UCKBAHUATA HA HACTOANIMA
JIOrOBOp, KaKTO M € TEXHHYCCKHTE XapakTePUCTHKH H © H3UCKBAHUATA, NIPEJICTABCHU B
TexHUUECKOTO NpeUIOKeHHe Ha VI3IBIHATENA N Texuuueckara crenu@ukanus Ha
Bp3yiokuTels), HAIM4UE Ha OKOMIUIEKTOBKA Ha JOCTaBKaTa ¥ NPEICTABINS Ha JIOKYMEHTHTE,
M3MCKBALI C& CHIIIACHO Touka | Ha Hactosmara anuHes. [IpueMo-IpenaBaTeHusT MIPOTOKOII
CHABPHAKA OCHOBAHMETO 33 CBCTABAHCTO MY (HoMep Ha JIOTOBOPa), CepHeH HoMep/cepuitHU
HOMepa HIIH IPYTA HACHTHOUIMPALLH anapaTypara JaHHH, IPEAMCT Ha J0CTaBKa.

3. VBIreTHUTENAT YBeI0MABA BB3MOKUTENI B CPOK OT 3 (TpHu) AHU [IPENBAPUTEIHO
38 KOHKDETHHTE JaTd M yac, Ha KOMTO IIe CC WU3BBPIIM JI0CTABKata. Ilpu npenaBaHeToO Ha
MenuuuHcKaTa anaparypa, M3IbIHHTEIAT OCHIypsABa Ha BB3s10kuTENST HEOOXOAUMMOTO
cropel 06CTOSITENCTBATA BpEME a f MPerie/ia 3a sBii HECHLOTBETCTBHUS, KATO CHINOTO HE
MOJKe J1a HajBMIIapa 3 (TPH) JIHH.

4. Tlpu KOHCTAaTHpaHE Ha SBHU HECHOTBETCTBHS, Bo3aoKUTenIT UMa IpaBo Jia
OTKadKe Ia TMOAMHUIIE ITPUEeMO-TIPeaaBaTeIeH IPOTOKOI. B Te3u ciaydau, CTpaHuTe IOATUCBAT
KOHCTATHBEH MPOTOKOJ, B KOHTO Ce ONMCBAT KOHCTATMPAHHTE HECHOTBETCTBHA U ce
[I0COYBA CPOKBT, B KOHTO CBIIUTE IIE 6paat orcrpaHeHu. Crejl OTCTpaHABAHE Ha
HecpoTBeTcTRUATA, CTpaHUTE IIOAMHCBAT JBYCTPAaHCH [Tpremo-ripejaBaresied IPOTOKON 32
npHeMaHe Ha IOCTaBKaTa, B ciydadi ue HECHLOTBETCTBIATA Cd CBHIECTBEHH H HE OBIaT
OTCTPAHCHH B PAMKHTE Ha aJIeHHs OT BE3I0KHTeNs CPOK, WK IpH 3a0aBsHEe Ha JI0CTaBKaTa
na MemnuHcKaTa anaparypa ¢ mosede ot 30 (Tpumecet) THM, BB3IOKUTENAT HMa [PABO J1a
npekpary JloroBopa, KakTo M IpaBO ja IOTYHH neycroiika B pasmep Ha 10 % (mecer
[IPOLIEHTA) OT CTOHHOCTTA Ha JIOrOBOPA, KAKTO H 13 HOMYHH 00paTHO BCHYKHM I[UIATCHH
ABAHCOBO OT BB3I0KHUTEISA CYMHU.

5. IMommMcBaHETO HA IIPHEMO-TIPElaBaTeIHis IPOTOKOI Ilpunoxenne 1 0Oe3
zaberekKy MMa CHJIaTa Ha IpHEMaHe Ha JiocTaBKara OT CTpaHa Ha Bb3JI0KHATENd, OCBEH B
CllyyauTe Ha CKPHTH HECHOTBETCTBHS, KOWTO HE MOTar [a ObjlaT YCTAHOBCHHM IIPU
OBHKHOBCHHS Tperien Ha MeTunuHcKaTa anapaTypa. IIpuemaneTo Ha [TOCTABKaTa Ha
MemuuuucKara amaparypa ¢ IIpaemo-nipe/iaBaTetus IpoTOKOI 10 [punoxenue | HAMA
OTHOIIEHUE KbM YCTAHOBEHHTE BIIOCTIE/ICTBHE B TAPAHIIHOHHIS CPOK HECHOTBETCTBIA.

6. BL3OXKHTENST CE 3aIb/KaBa la yBEJOMH MHCMEHO VI3IBIHUTENS 33 BCHIKU
CKPHTH HECHOTBETCTBHSA, KOMTO HE € MOI'BII /Ia y3HAC IIpH NpUEMAHETO Ha J0CTaBKara B CpOK
A0 3 (lpI’I) JHH OT yBHaBaHGTO M, HO HC MO-KHCHO OT U3THYAHE Ha FapaHHHOHHHF{ CpOK.
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7. Ilpu HaTuuuMe Ha SBHH HECHOTBETCTBHS, IIOCOUEHH B KOHCTATUBHUA HPOTOKO]
o TOYKa 4 W/HIH IIpH HAIMYME Ha CKPUTH HECHOTBETCTBHS, KOHCTATHPAHA OT BB310KATENS
i CHoBmeHH Ha VI3MLIHUTENS 1O peia Ha Touka 0, VI3IBIHMTENAT 3aMEHs J0CTaBCHATa
MeMIHHCKA allapaTypa Wik ChOTBETHHA KOMIIOHEHT ChC CHOTBETCTBAIIM C H3HCKBAHMITA HA
pactosuss JloroBop B CpoKa, IIOCOYEH CHOTBETHO B KOHCTATHBHHA LPOTOKOI W/AIIH B
pasyMeH CPOK CII€Jl [I0JIy9aBaHe Ha yBCTOMICHHCTO IO TOUKa 6, KOMTO HE MOXKe Ja ObJie 1o-
IBIBC OT 14 (deTmpuHazeceT) AHH WM ueHaTa 1o Jloropopa ce Hamaliba CHOTBETHO €
[eHaTa Ha HEeChOTBETCTBALLMTE KOMIIOHEHTH MIM C PasXOAuTe 3a OTCTpaHsBaHe Ha
HechoTBETCTBUSTA, aKO TOBA HE BOJM IO IIPOMAHA B IpeJMETa Ha IOpBUKaTa W 3ala3BaHeTo
Ha Tesd KOMIOHEHTH, TO3B0JIsBA HOPMAIlHaTa eKxcIutoaralys Ha MenuiHcKara anaparypa.

8. B ciyuauTe Ha HECHOTBETCTBHSA, TOCOUCHH B KOHCTATHBHHUS IPOTOKOI IO TOHUKA
4  BpaloKHTEIST He JBDKA 3alUlallaHe HA lieHara Imo wi 3, al 2, T. 2 mpeau
OTCTPAHABAHETO MM M M3IBIHEHHATA HA OCTAHAIMTE YCJIOBMS 3a ILIAIMAHE, IPE/BHIACHH B
Horosopa.

(2) Mourax

1. VI3IBIHATEIAT € IThKeH 2 IPHKIIOUA M3IBITHEHMETO HA BCHUKHM JCHHOCTH
CBBP3aHH C MOHT@X@ (MHCTAlalusTa) ¥ BBBEXK/I@HC B CKCILIOATAlMA Ha MenunuHckaTa
amapaTypa B CpOK OT 7 (celieM) KaleHIAapHH JHH, CIMTAHO OT Jarara Ha MMOMUACBAHE Ha
npueMo-nipeasatenaus nmpotokon [punoxenne Ne 1,

2. 3a W3BLPIICHHS MOHT@X M BBBE&XIaHe Ha MejunuHCKara amaparypa B
excrimoataiss CTpaHWTe, WM YIBIHOMOIIEHH OT TAX JiMIa [MOAIHCBAT IBYCTPAHCH
IPOTOKOJI, BBB (pOpMaTa ¥ CHC ChABPIKAHMETO IIO ITpunoxenne No 2, HepasjejHa 4acT OT
gacrosus Jlorosop. Bb3ioKUTENAT MMa NPABO Ja OTKAXKE JHa IOMMMIIE NPOTOKOME IO
HACTOSIIHS TOYKA IO OKOHYATEJHOTO BbBEKIaHe Ha MemuuuHckata anaparypa B
CKCILIOATAIMS, B CTEIICH I03B0JIABAIa He3abapHaTa U Oe3NpersTCTBeHA yrortpeba.

(3) ObyueHue Ha mepcoHana

1. B cioyuaii uwe V3nbIHUTENAT HMa  ONPEACNEHM HM3HCKBAHMA  KbM
KBaTHUKAIMATa 1 00pa3OBAHMETO HA CHEIMATUCTATE, KOUTO IIC Obaar o0y4yaBaHH, TOH €
JUTHKEH J1a YBEIOMH 3a TOBAa BB3JI0NUTENs], THCMEHO, B CPOK OT 14 (ueTHpHHAIECET) OHH OT
[oamucBane Ha Hactosiwms JloroBop. BB3noXuTeNnaT MpeiocTasst Ha W3nbaHUTENs CIIHCHK
Ha THIATA, KOUTO clieBa fa Obxar 00ydenHd 3a pabora ¢ MeuupMHCKaTa araparypa B Cpok ot
7 (cemeM) JHE OT TIOJIyYaBaHEe HA M3UCKBAHMATA Ha VI3IBIHATEN UM H3THYAHEe Ha CPOKA 110
IPeIXOIHOTO H3PEUCHHE.

2. V3MBIHMTENST € JUIBXKEH Ja NPUKITIoYM 00Yy4eHHeTO Ha CHEHHAIHCTHTE Ha
Bp3joxkuTens B cpok oT 10 (fecer) KajeHJapHu J(HH, CIATaHO OT AaTaTa Ha MOANMCBAHC Ha
TIpHeMO-TIpe/IaBaTeHus MPOTOKOI Ipuinoxenne Ne 1. M3IBAHHUTENAT € [UTBKEH 10 OCHTYPH
JOCTaThueH Opoif oOydaBall, KaKTO W NPHCHCTBHETO MM Ha MSCTOTO HA J0CTaBKa H
MHCTANMpaHe Ha MeaunuHCKaTa arapaTypa, KaTo BPEMETO H rpa¢puKbT Ha 00ydeHHE Ce
CBIUIACYBAT MHCMEHO Mexy CTpaHHTe.

3. 3a m3BppmeHoro obydenue CTpaHuTe, WM YI'BJIHOMOIICHH OT TAX JIMIA
[IOIMACBAT JBYCTPAHEH IPOTOKOJ, BEB (hopMara u ¢hC ChABPKAHMETO TI0 [Tpunoxxenue Ne 3,
HepasJielHa 9acT OT HacToAmus JIorosop. M3IbIHATENAT HE HOCH OTFOBOPHOCT 34 3a0aBsiHe
Ha 06yYeHHEeTO OPajiu OTCHLCTBAE HA CIEIMAIMCTHTE Ha BB3NOKUTEIs [0 BPEME Ha IIEpUo/d
Ha 06yYeHHETO, TIPU YCIOBHE, Ye & yBEIOMUII THCMEHO BB3IoXKUTeIL 33 TaKOBa OTCHCTBHE.

4. 3aMsiHa HA CIEIMAIMCTH, O UIekKalH Ha 00ydeHHe e JIOIyCTHMa B CPOK IO 1
(enuH) U HE TIOBEYE OT BEAHBX.

Ynen 6. Koratro V3mbiHHTENAT € CKIIOYHJI  JIOTOBOD/IOTOBOPH 32
NOAM3MbIHEHKe, pa0oTaTa HA [OJMSIBIHMTENMTE C¢ Tpuema OT Beanoxurens B
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IPHCHCTBUETO Ha M3IIBIHUMTEN M HOAU3IBIHUTENS 10 PE/IA M IPH YCIOBAATA Ha HACTOALLAS
JToroBop, NPUIOKHMH KbM M3IBIHATEIS.

Ygen 7. [IpemunaBane Ha coOCTBEHOCTTA H PUCKA

CoBCTBEHOCTTA M pHCKA OT CJIyYaiiHO IOBPEXKJAHE WM IIOrMBAaHC HA
Menui@HCKaTa anaparypa, OpeaMeT Ha JOCTaBKa MpeMHHaBa OT W30bjHATENA BBPXY
BpaoskHTeas OT Iarara Ha IojmucBaHe Ha IIpoTokosna 3a MOHTaX M BBBEIIAHC Ha
Me/IMIHHCKATa alapaTypa B excroaraius [Ipuioxenne Ne 2.

IV. IIPABA U 3AJBJIKEHHWSI HA CTPAHUTE

Yjen 8. IpaBa u 3aab/aKkenns Ha U3nbaHuTe s

1. M3 IHUTENAT ¢ 38 1b/DKaBa Ja JIOCTaBH, HHCTAIUPa U BEBEE B €KCILIOATAIIHA
MeMIHICKaTa aapaTypa, IpeJMeT Ha HacTosus JloroBop, OTrosapiia Ha TeXHAICCKATe
apaMeTpH, MpeACTaBeHH B TeXHMYECKOTO MPEIIOXKCHHC Ha WManpiaautens H  Ha
Texumueckara crenuduKanus Ha BB3moxaTens, OKOMILIEKTOBAHA CHITACHO M3UCKBAHUATA
Ha @I 5, an. | ¥ TpugpykeHa CBC CHOTBETHHTE JOKYMEHTH, KaKkTo H Ja NPEXBBHPIH
COBCTBEHOCTTA BHPXY Hesd Ha BB3JIOKHTENS B JOTOBOPESHUTE CPOKOBE H CHITIACHO yCIOBHATA
Ha Hacrosmus Jlorosop.

2 V3IBIHUTENST € JUIBKEH [a H3IMBIHM 3a1bDKeHuara cu mo Jlorosopa v jia
YIIpaXKHsBa BCUYKATE CH MPABa, C OS]l 3allUTa HHTEPECUTC Ha Br3noxurens.

3. V3rBIHUTENAT Ce 3a1b/KaBa JIa H3RLPIIBA TEKYINA MOIPEKKA M rapaHiiioHHO
obcnyxBaHe Ha MenuiuMHCKaTa anaparypa B paMKuTe Ha TapaHIHOHHEHS  CPOK, IpH
yCIIOBHATA B CPOKOBETE Ha T03H JloroBop, ChOTBETHO IPH yCIOBHATA Ha rapaHnuaTa.

4. VI3IrbIHATEIAT ce 3a0b/DkaBa Ja OTCTPaHsaBa 33 CBOS CMETKAa H B TIOTOBOPCHHTE
CPOKOBE BCHUKHM HECLOTBETCTBHS, IOBPE/IH, nedexTH W/UIKM OTKIOHEHHs Ha A0CTaBEHATa
MeHOuHCKa amaparypa NpPOSBEHH H/HIM OTKPUTH B PaMKUTE Ha TapaHUMOHHHA CPOK,
KOHCTATHPaHH ¥ TIPEISBEHH 10 peja Ha HaCTOAIINSI JloroBop M CHIVIACHO IapaHIMOHHUTE
yCIOBHA. VI3MBIHUTENAT Ce 3aIbJDKAaBA IIPH OTCTpaHsiBaHE Ha MOBPE/IH, nedexTH HIH
HeIOCTaThIM, KAKTO W IIPM M3BBPINBAHE HA TapaHIMOHHOTO obcity)kBaHe Jla BJjlara camo
OPHIMHAIIHA PE3EPBHH YACTH U MaTCPHAIIH.

5. M3rbIHATENAT € 33 rb/IKaBa Jla clia3Ba [IpaBriaTa 3a BETPCIIHUA PEeJl, KaKTO 1
XUrMEeHHHUTE H3MCKBAHMUS M M3MCKBaHMs 3a O€301aCHOCT B IOMCIICHUATA HA WsnpnHuTens U
1@ H3MBIHABA 3a/1b/KeHusTa ci o Jlorosopa Oe3 1a mpeuy Ha HOPMAIHOTO MPOTHHAHC Ha
paboTaTa Ha BB310KATENIS.

6. Ilpy TOUHO W HABPEMEHHO HM3IIBIHCHHE HA 3a/IBJDKCHUATA CH 110 HACTOAIIMA
Jlorosop, V3mbIHATEIAT MMa IPaBO J1a IOJIy'4H [eHaTa 110 Jlorosopa, CBIIIACHO ONPEICICHUsA
HAYWH Ha IIalaHe.

7. V3IrbIHETENST ce 3aIb/DKaBa 1a CKJIIOYH JOrOBOP/T0rOBOPH 3a IOIU3IBIHCHAC
¢ TIOCOYEHHTE B oepraTa My MOAH3IBIHATENH B CPOK OT 7 (cemeM) OHHM OT CKJIIOYBaHE Ha
pactosums Jloroeop. B cpok 10 3 JHH OT CKJIFOYBAHETO HA JIOTOBOP 3d NOAH3IBIHCHUE HITH
HA ITOMBJHHTENHO CIIOpPa3yMEHHE 3a 3aMsHa Ha I0COHUCH B opepTaTa NOAU3IBIHUTEI
M3MBIHATESIT M3Ipalla KOHe Ha JIOrOBOpa WIM Ha JONBIHATEIHOTO CIIOpasyMCIne Ha
RB3UIOIKUATENS 3aeQHO C J0Ka3aTeJICTBa, Ue ca M3IIBJIHEHH YCIOBUATA II0 1. 66, an. 2 u 11
3011

8. M3mBIHATENST HMMa IpaBo Ja HCKa OT BB3noxuTensd HEOOXOIIMOTO
Ch/ICHCTBHE 3a OchIlecTBABane Ha paborara mo JloroBopa, BKIIOUMTEIHO HPEIOCTABAHC Ha
HyxHaTa HHGOPMAH U JOKYMECHTH 33 U3ILIHCHAC Ha Jlorosopa 1 Ha HEOOXOIHUMHUS JIOCTBIL
J10 IIOMEIICHHATA Ha B’I:SHO}KI/ITGJ'IFI, B KOMTO 1€ C& MOHTHPA Me,ﬂﬂHHHCKaTa anaparypd.
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9. V3meiHATENST C€ 3aibjDkaBa Ja M3BbPHIA oOyueHre Ha MEHMIMHCKUA
nepcoHall, Ha BB3ioiuTeNs B yrOBOPEHATE cpokoBe U rpauK, 1 CHITIACHO AOrOBOPEHHTC
yCIIOBUA.

10. VI3IBIHWTENST © JTBKEH Ja OTCTPaHH 33 CBOX CMETKA BCMHKM IIOBpEIH
HAHECCHM HA MMYIIECTBOTO Ha BBH3TOMKMTENA, KAKTO 1 /g 00e3IeTH BCAKO TPETO JIMIE, Ha
KOETO ©a HAHECEHM BpeJM 10 BpeMe Ha W BBB Bpb3ka © MOHTaKa/MHCTANIAIUATa H
REBEXIAHETO HA MeMIHHCKaTa anapaTypa B eKcIuIoaTanus.

Ysren 9. [paBa 1 3apb/uxenns Ha Bu3aomures

1. Ilpu nOOPOCHBECTHO M TOYHO M3MBIHCHHUC ga Jlorosopa, Be3moxuTenaT ce
3a/bIDKABA /1A 3aIUTaTH 001aTa IeHa 1Mo Hil. 2, an. 1 or To3u JloroBop, ChIIacHo yCHIOBHATA U
10 Ha4YKHa, TOCOYEH B HErO.

7 Bo3loHTEIAT Ce 3a[biDkaBa fla MpHeMe JocTaBkara Ha MenuuuHCKaTa
amaparypa, mpenMer Ha Jlorosopa mo peia Ha yp. 5, ako OTroBaps Ha JOTOBOPEHHTC
W3UCKBAHMS, B CPOK 110 3 (TpH) AHH CIE/l MUCMEHOTO MYy yBeIOMSIBaHE, KaKTo M Ja OCHIypH
JIOCTBII [0 IOMEIICHHSTa CH H HeoGXOMMMHUTE YCIOBHs 3a MOHTaXa M BBHBCIK/IAMCTO B
EKCILTOATAIIHA.

3. BB3JI0sKHTE AT HMA TIPABO Ja McKa 0T M3IbIHATEIA 114 M3IIBIIHH Jl0CcTaBKarTa Ha
MequIMECKaTa anaparypa Ha IOoCOYeHHA B AIl. 4, an. 7 ot JloroBopa ajpec, B CpOK H be3
OTKJIOHEHHS OT JOTOBOPEHHUTE U3HCKBAHMAL.

4 Bo3osKUTEIAT ce 3aIbIKaBa Ia ChJeHcTBa TpH MPOBEIIAHE Ha 00y4JeHneTo
Ha CBOMTE CHEIHATACTH, KATO OCUIYpsBa IPUCHCTBAETO HM B IOrOBOPEHOTO BpeMeE.

5. B310KUTEIAT UMa IIPaBo /1a 1moirydasa HHPOPMALKA TI0 BCAKO BPEME OTHOCHO
[OArOTOBKATA, XOJA W OPTaHM3ALUATa N0 H3IBIHEHHETO HA JlocTaBKara U JICHHOCTHTE,
npejmer Ha Jlorosopa.

6. BLaToKHTEIAT HMa TIpaBo Ha PekiaMalis Mo OTHOLICHAC Ha JOCTaBeHaTa 1o
Jloropopa MeIHIMHCKA alaparypa, KakTo o OTHOLIEHHE HA MOHTAQ)Ka M MHCTAIALMATA, TIPH
YCIOBHATA HOCOUEHH B HACTOSIIHA J[OroBop U CHITACHO TAPAHIIMOHHHTE yCTOBMSL.

7. BB3NoKMTENST HWMa IpaBo Oa H3MCKBa OT Mambiauurens 3amsgHara Ha
HechOTBETCTRAIIA ¢ TeXHIUECKUTE ClCIHpHKaliA w/umn nedexTHa MeIMIHHCKa anapaTypa
Vi/¥TH HellHA KOMIIOHEHTH, KaKTO M OTCTPaHsIBAHE Ha HeOCTATBIMTE, 10 pe/ia U B CPOKOBETE,
oIpe/eNieHH HacTosAMs JLoroBop.

8. Bp3I0yKHTEN AT HMa IPaBO 1 OTKaKe IPHEMAHCTO Ha N0cTaBkard, KaKTo U Jia
3arIaTH M3IBUI0 MJIH YacTHYHO IieHara IIo IToropopa, Korato M3IBIHMTENAT HE ClA3Ba
msuckBapuaTa Ha JloroBopa M TexHHYecKara crierduKaiys, 10KaTo M3IBIHUTEIAT HE
JAIIBITHE H3LEII0 CBOHTE 3a(BIDKEHMS ChITIACHO YCIOBHATA Ha Jlorosopa.

9. Bp3/IoKUTENAT MMa TIpaBo Jia U3MCKBa OT M3nbaguTend Aa CKIYH U J1a MY
IpejICTaBd  KOMHs OT JIOrOBOpH 32 [IOJIM3IBJIHCHUE C IIOCOUEHHTC B oteprata My
OIM3IIBIIHATEIIH.

10. B3jIoKATENAT € JUIBGKEH ia He PasipoCcTpansBa Mo KaKBato i 1a © hopma
Beska TpefocTaBeHa My 0T Msmbimarend pE(OpMALHs, MMalla XapakTep Ha ThproBeka
TaifHa 1 H3PHYHO yIoMeHaTa OT M3mBIHMTENA KaTO TaKasa B IIpe/ICTaBeHaTa OT Hero ogepra.

V. TAPAHIIMOHHA OTTOBOPHOCT u TAPAHLIMOHHO
OBCJIYKBAHE

Yen 10,
(1) T'apaHIHOHHA OTTOBOPHOCT
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1. VI3rbIHETENST FapaHTHpa WhiHara QyHKIHOHANHA roaHoCT Ha MeunuHekaTa
anapaTypa CHIIACHO JOTOBOPEHOTO NpEJHA3HAYCHHE, KaKTO M CBHIVIACHO TexHU4ECKOTO
npeuioxenue, TexHudueckata crenyv(ukalus 1 TEXHUYCCKUTE CTAHAAPTH 33 KA9CCTBO H
De30macHoCT,

2. B paMkuTe Ha rapaHLHOHHMs CPOK M3IIBIHUTEIAT OTCTPAHABA CHC CBOM CUJIA 1
cpeficTBa BCHUKH HeChOTBETCTBHS HAa MEIMIMHCKATa amnapatypa, CLOTBETHO 10 IMCHs
fetheKTHpaTi 4acTH H/WIM KOMIOHGHTH C HOBH, CBIUIACHO TapatUHMOHHMTE YCIIOBHS H
TeXHHUYECKOTO IPeIoKeHre Ha V3 IBIHUTEN.

3. PexJIaMalMOHHOTO CHOOIIeHHe Ha Bp3noxuTens Modxke 1a Objie H3IPaTeHo 10
dakc, TenedoH, eNEKTPOHHA TOMa HIH OOMKHOBEHA [OLIA. W30BIHATENAT € JTBKEH Ja
W3NpaTH CBOM  KBIM(HIMPAHH NPEICTABHTENM HA MICTO 33  KOHCTATHPaHe n
paeHTAE(HUIEpaHe Ha IIOBPEIaTa B CPOK OT 3 (TpH) IHHM OT TIOJIy4YaBaHe HA PEKIaMallHOHHOTO
cboGIIeHHe Ha Branoxurens. [[pu Bu3NTaTa Ha CEPBU3HUS CKUII Ha 3MBIHATENS CC CHCTABA
KOHCTATMBEH NPOTOKOT 32 M3BLPUISHOTO TEXHHYECKO 00CIYXBaHe, BHAA Ha IOBPCAATA,
paboTHTE ¥ CPOKBT HEOOXOIMMH 3a OTCTPAISBAHETO, B 1BA enH000pa3Hy eK3eMIUIIpa.

4. VI3IrbIHUTENST Ce 3aIb/KABA Ja OTCTPAHH HAaCTBIMIA IOBPEla B CPOK OT 7
(cereM) JHH WM TIO-KPaThK, CYMTAHO OT JaraTa Ha KOHCTATHPAHETO Ha IToBpeata. [Ipu
HEBHL3MOMKHOCT 33 OTCTPAaHABAaHE Ha HACTBIMIA IMOBpena B CPOK OT 30 (Tpuaecer) IHH,
3IrbIHATENST OCHIYpsABa Ha Bobanoikurens o00pOTHA amaparypa, KOSTO ¢C 3alb/bkasa la
MOHTHpA ¥ BHBEIE B €KCIIIOATAIMS, OT ChLIHS UK noobeH Kiaac A0 IIbJIHOTO OTCTpaHsIBaHe
Ha ye(exTa/IoBpenaTa, KATo rapaHIHOHHMAT CPOK Ha MenuiuHcKaTa anaparypara, s IpoLec
Ha TIOTIpaBsIHe, CE YIbJDKaBa ChC CPOKA TIPe3 KOUTO € TPACTIO OTCTPAHABAHETO Ha IIOBPE/IATa.

(2) TapanuuoHHO (cepBH3HO) 00CILy KBAHE

V3OBIHUTEIIT CE 3aIb/DKaBa Ja OCHIYpH Ha DBB3jmokuTens rapaHldOHHO
(cepBH3HO) OOCIyXBaHEe Ha Me/MIHHCKaTa anapaTypa B rapaHinOHHIS CPOK. W30 IHUTEAT
ce 3abIDKABA JIa U3BBPIIBA C NPEJHMCTBO TAPAHIMOHHOTO 00CHyKBaHE HA MenmuiuHeKara
amaparypa Ha Bh3ioxkuTens [0 Bpeme Ha Ie/ys FapaHlHOHeH Hepro/l, B CpOK HE MO-KBCHO
or 3 (TpH) JHM OT IOCTBIIBAHE Ha 3asBKa 33 OOCIyKBaHE OT CTpaHa Ha Bo3noxuTens.
['apaHIHOHHOTO OGCITY/KBAHE CE OCHIIECTBABA HA MACTO, B TIOMCIICHHUATA Ha Beanoxurens,
OT OTOPM3HMPAHH TIPEJCTABHTENH Ha VI3NBIHUTENd, @ NPA HEBB3MOXKHOCT — B CCPBHSHA
CTPYKTypa Ha M3IbIHUTEN .

VI HEYCTOWNKH

Yen 11. (1) Ilpu 3abaBeHO H3IIBIHCHME Ha 3ab/DKCHH IO Jloroeopa oT ¢Tpana
Ha VI3MbIHATENS B HApyIIEHHE Ha [PeIBHIEHUTE B T031 JJorOBOp CPOKOBE, CHINUAT 3aIlalla
Ha BwaoxkuTeNs HeycTodika B pasmep Ha 0.05 % or cymara 1o 4L 2, an. 1 3a BcekH
[IPOCPOUCH AEH, HO HE MOBEUE OT 20 % ot obara meHa 1o 4i. 2, ai. 1.

(2) Tlpu 3abaBa Ha DBB3MOKMTENs 3a H3IBJIHEHHE HA 3a/(BIDKCHHUATA MY 38
miamane o Jlorosopa, CHIIKAT 3amnama Ha M3nbiHuTerns Heycroiika B pasmep Ha 0.05 % ot
IB/DKUMATA CyMa 32 BCEKH IIPOCPOYCH JIEH, HO HE MOBEYE OT 20 % oT pasMepa Ha 3a0aBEHOTO
IIaIase.

(3) llpn HeumsmbIIHEHWE OT CTpaHa Ha ManpiHuTeNs Ha 3alb/DKEeHHATa MY 3a
oOyuenue Ha lepcoHaa Ha BB3IoXHTEN, M3nB/IHATENST IBDKA HEyCToMKa B pasMep Ha 3
% oT obImaTa 1eHa mo wi. 2, ain. 1.

(4) TIpu cucremuo (TpH ¥ IOBEIE I'5TH) HEW3I'BIIHEHHE HA 3aJBIDKCHHATA 34
rapaHIoHHO OOCIy’KBaHe HW/WIH TapaHIMOHHA PEMOHTH B CpoKa Ha rapaHnuaTa,
V3B IHATEIST IhKH Ha Bh3noxkutens, Heycroiika B pasmep Ha 10 % ot oburara 1eHa I10
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gy, 2, ai. 1.

(5) Tlpu BIHO HEH3IBIHCHUC HA 3aIbJOKCHHATA 33 TAPAHIMOHHO 00CIyKBAHe
p/VMTH TApaHIMOHHM PEMOHTH B CpOKa IO TapaHIsTd, V3o iHaTenaT Ob/DKH  Ha
BpsmoxuTens HEycTOHKa B pasMep Ha 20 % (nBameceT NPOIEHTa) OT CTOMHOCTTA Ha
Jlorosopa.

(6) BB3TOXKHTENAT MOXKE [d MPeTCHAHpA obe3leTeHne 3a HAHECEHH BpPEH H
[IPOTTYCHATH [OJI34 110 OOIIHsA PEA, HE3ABHCHMO OT HAYHCICHUTE HEYCTOMKH K HE3aBUCHMO OT
YCBOSIBAHETO HA FAPAHIIHSTA 32 N3IIBIHOHHC.

(7) HeycrolikuTe ce 3arjamar He3a0aBHO, TPU IMOMCKBAHE OT Bo3noxuTensd, 1o
cnennara 6ankosa cmerka B [IMB AJL: BG 81 FINV 9150 1016 8843 94.

VII. TTOJA3NBJIHUTEJIN

Yjen 12, O0mu ye/10BHsl NPHIOKHMH KbM Toan3nbJIHHUTEIUTE

(1) 3a m3BbpIIBAHE HA JEHHOCTHTE IO Jlorosopa, VI3MBIHUTEIT UMa TPaBo 12
[IOJI3BA CAMO IIOIM3ITIHUTENNTE, OCOUYEHH OT HCro B oeprara, Bb3 OCHOBA Ha KOATO €
u36pan 3a M3mbIHATEN.

(2) TIpOLEHTHOTO y4acTHe Ha IO/WBIBIHATEINTE B rieHaTa 3a W3IbIHEeHWe Ha
JloroBopa He MO3Ke Ja Ob/ie pasiM4io OT [IOCOTEHOTO B o(eprata Ha VI3IIbIHUTEIS.

(3) M3meIHATENST MOXE [a M3BbpLIBA 3aMsAHa Ha [MOCOYEHHUTE TOIU3IBIHATEIH
sa M3IBIHeHKe Ha JloroBopa, KaKTo M Jia BKJIF0UBA HOBH MOAM3IIBLIHUTCIM B HPEe/IBHJICHATE B
30I1 ciyuan ¥ [pH IPSIBHJICHATE B 30II ycrioBus.

(4) HesaBUCHMO OT H3NON3BAHETO HA MOJM3IBLIHATEIN, OTrOBOpPHOCTTA 34
J3IIbITHEHME Ha HacTosmus Jloropop 1 Ha VI3IbIHATENL.

(5) CKImoYBaHeTo Ha JIOTOBOP € TO/UIBIHUTENL, KoiiTo He ¢ o0ABeH B oeprara
Ha V3BTHATENS W He € BKJIIOYEH 10 BpeMe Ha U3IBJIHCHHE Ha Jloroeopa 110 IpeBU/ICHUS B
30I1 pej MM M3OBIHEHMETO Ha JNEHHOCTHTC IO J0TOBOpA OT JIHIE, KOETO HE ¢©
Hom3IBIHUTe, 06sBeHo B odeprara Ha M3mbimpTend, C& CHHTA 33 HEH3IIBJIIHEHHE Ha
JloroBopa M € OCHOBAHME 3a €JHOCTPAHHO MPEeKpaTABaHe Ha JOroBopa OT CTpaHa Ha
Bh310KUTes U 33 yCBOSBAHE Ha ITBIHKS pasMep Ha rapaHiusiTa 3a M3IBITHEHHE.

Yren 13, JlorogopH ¢ NOAH3NBIAHATEIH

[Ipy cKmoYBaHeTo Ha JOTOBOPHTE C MOAU3IBIHMTETHTC, oepupanu B ofeprara
12 V3ITbIHATENS, TOCIE/HAAT € [UIBXKEH 1a Ch3/a/1e yCIOBH H Tapatiilii, He.

1. mpmnoxuMuTe Krnaysu Ha Jlorosopa ca 3aIb/DKATEIHA 33 H3IBJIHEHUE OT
O AM3ITBITHUTENIUTE;

2 mefictsusTa Ha TTOJM3IBIHETENNTE HAMA /4 NOBSAAT MPAKO HIIM KOCBEHO [0
HeusIIbIHeHHe Ha JloroBopa;

3. IpH OCBIIECTBABAHE HA KOHTPOJIHUTE CH dynkumn mo moroeopa B3IoKuTeN AT
e Moke Ge3MpersSTCTBEHO Jia M3BBPIIBA NMPOBEPKA Ha NeHHOCTTa W JIOKYMEHTAIHITa Ha
IO JM3ITbITHUTENHTE.

Yen 14. Pasniamane ¢ DOAH3NbIHATEIH

(1) Koraro 4actTa OT MOPBHYKATa, KOATO CE H3IBJIHABA OT MIOIM3IIBIHUTEI, MOMXE
aa Obae OpefageHa Karo OTHEICH oBekT Ha VI3MBIHATENS WIH Ha BB3I0OKHATENS,
BB3/10KHTeIAT 3aIUIalia Bh3Harpax/IeHue 3a Ta3d 4acT AMPEKTHO Ha [IOAM3ITBIHUTENIS.

(2) PasmiamaHusara IO aIHHCs 1 ce OCBIINECTBIBAT BBH3 OCHOBA Ha HCKaHC,
OTIIPABEHO OT IIOJM3IIBIHATEINS 0 BB3I0KUTENs 1pes W3mLaHATes, KOWTO € JBKEH J1a 0
npeoCTaBy Ha BB3TOKUTENS B 15-aHEeBEH CPOK OT HOJTyJaBaHETO MY.
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(3) KbM MCKAHETO 110 anuHes 2 M3IBTHATENAT IPEIOCTaBs CTAHOBUIIE, OT KOCTO
714 € BHIHO JJAM OCIOPBa IUIAIAHKsATa K HacT OT TAX KaTO HEbDKUMIU.

(4) BB3I0KKUTEIIT MM TIPABO 1A OTKAKE IUIAMAHE 110 aTHHEA 1, KOraro UCKaHeTo
32 TUIAIIAHE € OCTIOPEHO, I0 MOMEHTA Ha OTCTPaHABAHE Ha MPHIMHATA 34 OTKA3A.

VIIL. YCJIOBHS 3A IIPEKPATSIBAHE M PASBAJISIHE HA
JTOTOBOPA

Yen 15. (1) HacrosiuusaT Jlorosop ce MpeKparABa B CICTHATE CJIyHal.

1. 1o B3aUMHO chryiache Ha CTpaHMTe, H3Pa3eHO B IUCMEHA (popma;

2. ¢ M3THYaHe Ha YTOBOPEHHUA CPOK;

3 Koraro ca HACTBIMJIM CHIIECTBEHH INPOMEHHM BbB (HHAHCHPAHETO HA
obImecTReHaTa ophuka — npeamMer Ha Jlorosopa, W3BBH NPAaBOMOIIMATA Ha Be3nokurens,
KOMTO TOH He € MOI'BI /M HE € OMII JUTHKEH J1a TIPEIBUH WM [ia IPEJOTBPATH — € MHCMCHO
yBEOMJIEHHE OT BB3moKuTeIs], Be/IHara cie)i HacThIBAHE Ha o0CTOsTENICTBATA;

4. Ilpy HACTBIIBAHE HA HEBMHOBHA HEBR3MOXKHOCT 32 H3IHJIHCHHC HEInpeaBH/ICHO
W HENPEJOTBPATHMO CHOHTHE OT H3BBHPEICH XapakTep, Bh3HUKHAIO CIC CKJTIFOYBAHETO HA
JloroBopa (,,HENpeoIoIIMa CHITa’) 3a CPOK IO-ABIBL OT 30 nHM.

(2) BB3moXHTENAT MOXE Oa [PeKpaTH JloroBopa ©e3 mpeaM3BECTHE, C
yBeOMIICHHE, H3MIPaTeHo 10 M3nbIHuTes:

1. UpH CHCTEMHO (TpH M TOBEYC LHTH) HEM3IBIHCHHMC HA Manenuurensd Ha
3abKEHMSTA 3a TAPAHIMOHHO 00CITYKBaHe M/HJIM TAapaHLMOHHE PEMOHTH B CPOKa Ha
rapaHiuaTa; Wil

2. IIpH IIBJIHO HEU3IIBIIHCHUE HA 3aIbIKCHISATA Ha W3mrpiiHuTeNs 32 TapaHHOHHO
oGCTy)KBaHE H/UIM H3BBPIIBAHE HA rapaHIMOHHA PEMOHTH B CPOKA 110 rapaHiyaTa; uin

3. mpu 3abaBa IPOAB/UKHIA IIOBEYE OT 30 (TpujeceT) OHHM MM [PH IIBJIHO
HeH3IBIHEHAe Ha 3abIDKCHHET0 Ha VI3IBIHATENA 32 BBBEXKIAHETO B CKCIOATalus Ha
MeIuIMHCKATA allapaTypa, H/uiH 3a 00y4eHHE Ha [IepcoHala Ha BB3noxuTes; LIl

4 p3HoN3Ba IOJM3IILIHHTEN, 03 [da € JeKiapupajl ToBa B NOKYMCHTHTE 3a
yuacTHe, MK M3II0J13Ba IIOU3IIBIHUTEN, KOHMTO € pasiii4yeH OT TO3H, KOUTO € IMOCOUCH, OCBCH
B CIydauTe, B KOMTO 3aMsHATA, ChOTBETHO BKJIIOUBAHCTO HA TOMSIILIHHIIC € H3BBPILIEHO
ChC CHITIACHETO Ha BB3I0KMTeN U B choTBeTCTBHE Che 3011 i HACTOSIIIMA Jlorosop;

(3) BranoxurensT npekparssa Jlorosopa B Clydante no L. 118, an. 1 ot 3011,
6e3 na MBIKA oOeslieTeHHe Ha V3mBIHHTENs 32 HPETHPIEHH OT MPEKpaTsABAHCTO HA
JloroBopa Bpe/iu, OCBEH KO MPEKPATABAHETO € Ha OCHOBAHME HIL. 118, @ 1or: 10oe30IL

(4) IIpexpaTsBaHETO CTaBa ClIel ypeiKIaHe Ha (MHAHCOBUTE B3aUMOOTHOIIECHHA
mesxny CTpaHuTe 3a U3BBPINCHUTE OT CTPaHa Ha MsmenauTtens u ogo0peHn oT Br3noxuTes
JIeHHOCTH 110 M3IIbIHEeHHe Ha JloroBopa.

(5) BB3noxuTENAT MOXE Jia pasBaid JloroBopa IO pefa M IMPH YCIOBHATA
TIpEIBU/ICHH B HETO MJIKM B IIPUIIOKHMOTO 38KOHOATCIICTEO.

Yren 16. Hacrosmmst Jlorosop Moxke na Objile M3MEHAH HWIH JONBIBAH OT
CrpaHuTe TIpH yCIOBHATA Ha WI. 116 0T 30I1

IX. HENPEOJOJHUMA CHIJIA

Ygen 17. (1) Crpanure ce ocBOGOMAABAT OT OTIOBOPHOCT 33 HCH3IIBIHCHHE Ha
3a1bIDKEHUATA CH, KOraTo HEeBbL3MOXXHOCTTa 3a M3ObIHEHHE C€ OBIDKW Ha HellpeomoiIruma
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crta. Huxost or CTpaHuTe HE MOXE JIa ce [1030BaBa Ha HETPEOLO/IMA CHIIA, ako ¢ Owia B
safapa 1 He € HaopMupaia apyrara CrpaHa 3a Bh3HHKBAHCTO Ha HenpeoIonxuMa CHa.

(2) CTpamara, 3acernara OT HENpeoJoIMa CHIA, © JUIBXKHA Jla [penpueMe
BCHYUKH PasyMHH YCHJIHSI M MEPKH, 32 J1a HAMaiy 10 MUHUMYM TIOHECEHHUTE Bpe | 3aryoH,
KaKTO M Ja YBEIOMH [HCMEHO Hpyrata Crpana HesaGaBHO TIpM HACThIBAHE Ha
HETIPeOoI0IMMaTa CHIIa.

(3) Jlokato Tpae HempeojoJuMmara CHIa, M3IIBIHCHHETO Ha 3a/IbIKEHHCTO Cce
compa. '

(4) He moxe Ja ce MO30BaBa Ha HENPEOAOTMMA cmma oHasu CTpaHa, YHITO
HEOPEKHOCT WIIH YMHILICHH JCHCTBHS WA GeaneiicTBUS ca IOBETH J0 HEBB3MOXKHOCT 3a
n3biaHeHre Ha JloroBopa.

X. JTOILJIHUTEJIHU PA3IIOPE/ILA

Yyen 18. 3a BCHUKH HeypeleHd B HacTosuuus Jloroop BBIPOCH Ce TpHJara
JeficTBAOTO OBArapeKo 3aKOHOAATEIICTRO.

Wren 19. (1) YrbJIHOMOLICHH TNPEACTABHTEIM Ha Crpanute, KOHTO MOrar Ja
[IPHEMAT U [PABAT U3SBJICHMUA I10 U3I'BIHCHNETO Ha nacTosms Jlorosop ca:

3A BB3JIOKUTEJIA:

(2) Beuuky CHOOIICHHST B YBEJIOMICHHA, CBHP3aHi C M3IIBJIHCHHETO Ha TO3HU
TloroBop, clejiBa Ia CHAbPIKAT HaHMCHOBAHHETO H HOMCPA na Jlorosopa, ja Obmar B
rcMena popma 3a ZeHCTBHTENHOCT,

(3) CrpamuTe ce 3aJbKkaBaT 1a ce pH(MOpPMEpAT B3aHIMHO 38 BCAKa IIPOMSAHA Ha
IpaBHHS CH CTATyT, @JPECHTEe CH Ha YNpPaBJICHHE, tenedoHUTe W IHMIETA, KOMTO TH
NpeICTaBIABAT.

(4) Odunpanza KOPECIOHASHIMA MEXTY Crpanute ce pasMEHs Ha II0COUCHHTE B
gacTosums JIOroBop ajpecd Ha YIPaBICHHE, OCBEH akKo Ctpanute He ce HHGOpMHpAT
THCMEHO 3a JIPyTH CBOH anpecu. I1pi HEYBEIOMsBAHE MK HECBOEBPEMEHHO YBEIOMABAHE 32
[pOMSIHA HA aJIPeC, KOPECTIOHICHIMATA U3IPATeHa Ha a/peCHTe [0 HACTOAIIHUS JOrOBOP ce
CUMTAT 33 BAJIMIHO U3IIPATEHM U MMOJTYIECHH OT Apyrara Crpana.

(5) Benuxu ChoOIIEHHS U YBEIOMIICHHS C€ M3NPAIIaT [0 IOIIaTa ¢ IpernopbuaHa
[paTKa Wik 1o Kypuep. [[HCMEeHHTE YBEAOMICHUS MEMKILY Crpanute 10 HacTosmus Jl0roBop
ce CUMTAT 33 BAIMIHO H3IparTeHd 1o (axke ¢ aBTOMATM4HO TECHEPUPAHO chOoOIEeHHEe 38
[OJlyUaBaHE OT A/IpecaTa MM [0 CIeKTPOHHATA I0IIA Ha CTPAHHTE, TIOJTIMCAHH C ENEKTPOHEH
TIOJUTHC.

Yyen 20. M3OpIHMTEAT HSIMA [PaBo Ja TMPEXBbpid CBOMTE IpaBa HIH
38 BJIKEHHS 110 HacTosuIHs1 JIoroBop Ha TPETH JIHIIA, OCBEH B CIIY1anTe npeasuaesn B 3011

Yuren 21. (1) Bewmuku copose, IOPOJCHH OT TO3H JloroBop HIIM OTHACSIIH C€ 10
gero, mme OBIAT paspellaBaHH II'BPBO 10 M3BBHCHIEOEH pell upe3 IPEroBOPH MEKAY NBETE
Crpanu, Kato B cllyyail Ha CIop, BCsAKa CrpaHa MOXKE Jla M3Tpary Ha Ipyrara Ha [0COYCHUTE
a[Pecyl 3@ KOPECIIOHIEHITHs [0-T0JTy MIOKaHa 3a IPErOBOPH € MocOYBAHE HA J1aTa, Yac ¥ MiCTO
38 IIPErOBOPH.

(2) B ciyuaii Ha HETOCTHTaHe Ha JJOTOBOPEHOCT II0 PE/ia Ha PEeIX0/IHATA AJIMHEs,
BCUYKH CIIOPOBC, IMopoacHH OT TO3H ILOT‘OBOp WM OTHAaCAILM c€ 0 HETO, BKJTIOYHTEITHO
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CIIOpOBETE, OTHACAIIM CE JO HCTOBOTO TBHIKYBAHE, HeIeHCTBUTETHOCT, HEH3IIBIHCHUE HITH
npekpatsBase Ie ObIaT OTHACAHU 38 PA3TICHKIIAHC 1 pemasate 1o peaa Ha ['TIK ot ponoso
KOMIIETEHTHHS ChA B TP. JoOpu.

Yen 22. Humo)kHocTTa Ha HAKOS OT KIAy3uTe TIO JloroRopa HIM Ha
MOIBIHATEIHO YIOBODEHH YCIOBAS HE BOIM [0 HHIMOMKHOCT Ha Apyra Kiay3a WiM Ha
JloroBopa Karo 1s10.

[Ipy NO/IHCBAHETO HA HACTOSMIIMA Jloroop ce MpeJCTaBHXa CIEAHUTE
JIOKYMEHTH:

- 3a oGcTosTENCTBATa TIo Wi, 54, an. 1, T. 1 0T 30I1 - cBUAETEICTBO 34 CHAUMOCT;

- 33 oBcToATENCTBOTO 10 Wi 54, an. 1, T. 3 o1 3011 - yaocToBepeHUEe OT OPratiTe
[0 MPUXOAHUTE M YHOCTOBEPEHHE OT obLMHATa TI0 CENAIHINETO Ha BB3JIOKHTEIS M Ha
KaHIU1aTa I y4aCTHHKA;

- 33 OGCTOSTENCTROTO HO Wi 54, al. 1, T. 6 - yHOCTOBEPEHME OT OPraHuTe Ha
ManpapuTenHa arennus "1 maBHa HHCIEKIHS 110 Tpyna';

- cepTH(UKAT 3a IpPHIAraHe W HOMIbPIKAHE HA CHCTEMA 34 yIpaBjieHue Ha
xauectBoTo EN ISO 9001 B ofnactTa Ha IMPOU3BOACTBOTO W/MIIA THPrOBHATA ¢ MEJMIIMHCKA
p3lenns W/HIM CcUcTeMa 3a YIpaBJIeHHC Ha KaueCcTBOTO EN ISO 13485/13488 wu/unm
eKBHBAJICHTHA.

Hepasﬂenﬂa yacT OT HaCTOAIIHA HOFOBOp ca CIHENHUTE IIPHIIOKCHHS CJICH
ITOOIHUCBAHECTO HM!

1. Ipunoxenye Ne 1 kbM WL 3, ai. 4, . 1 — ITpuemo-npeaaparesIcH IpOTOKOI;

2. Ipunosxenre Ne 1 KM 9L 3, air. 4, 7. 2 — TIpOTOKOJI 32 MOHTX H BBBCIK/IAHC B
eKCIIIOATAIIMS Ha MEIUIMICKaTa anaparypa;

3. [punoxenue No 1 keM wi. 3, ai. 4, T, 3 — IIpoTOKOJ 3a H3BBPIIEHO 0OYUCHHUE
Ha [1epCOHANA Ha BH3JIOMUTEIIS.

K'bM HACTOSIIHS JOTOBOP ¢a IPHIIOKCHH!
1. Texuuuecka crenM(puKalis Ha Bp3noKATEN;
2. TexHu4uecKo NpeiIOKCHHE Ha 3 1reTHATEI;

3. IleHoBO TIPEMIOKCHUE HA M3 1rbTHATEIIS;

Hacrosumsr JloroBop ce Toamuca B 3 eaHooOpasHu exsemmiipa — JBa 34
Bo3jiokuTe s | e¢H 3a M3IbIHHTe.

BB3JIOXKUTEI: W3ITBJIHUTEJL:
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[TPUJIOXEHUWE Ne 1
KoM wr. 3, an. 4, 1. 1 ot Jloroop 3a JIOCTaBKa Ha CIeHHaM3HpaHa MeAMLIHHCKa
amaparypa No ............ O TOJL.

NPUEMO-IIPEJABATEJIEH IPOTOKOJI

11 (o —— rof. B "Muorompoduia GoTHAIA 338 aKTHBHO JieueHue-Jloopuy”
AJ] rp. JloGpud ce NOANKCa HACTOSIIMAT IPHEMO-IPEIABATATICH IPOTOKOJL MELY:

.............................................................................. , TIpeJICTAaBUTE] Ha
HATRTEHTEN wos 0 suims gowvs swwsans ,

"

......... e o s b ST M e sy R TR

Ha BB3NONKHTEN "MuoronpoduiaHa O0JHHIA 38 aKTHBHO nevenue-Jloopuy" ALl

CTPAHUTE ypmocToBepsBaT ocTaBKara Ha CIeJHATA MCIUIMHCKA amaparypa
............................................. JLE51 1% SO —— MOJIeL
................... , TIPOMBBOMHTEN. ......eurrvrnennsseresssesy TOMHHA HA IIPOM3BOJICTBO (uu roguHA
HA PELMKITIPAHE) «vovvnrvreeeniinennnae:

CepueH HOMep/CepUitHM HOMepa HMIIM JpyrH HaHHH, AIeHTH QUL ALy
MeUIIHHCKATa anaparypa:

....................................................................................................

....................................................................................................
....................................................................................................

CrpanuTe yCTAHOBHXA CIIEJHHMTE HECHOTBETCTBHS (nemocTarbily, Ie(eKTH,
[OBPE/IH, JMICH W/WIH HECHOTBETCTBHA HA JOCTABEHATA MCMIMHCKA anaparypa H/WIH
IpUApYyIKaBaIaTa S JOKYMEHTALHs 1 aKCecoapH ¢ H3UCKBAHUATA):
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[TPEJTAJL [TPHUEJI
M3IIBJIHUTEL BB3JIOXKUTEL:
[IPAJIOKEHHE Ne 2
KoM i 3, an. 4, T. 2 ot [lorosop 3a JOCTABKa HA CHICIMAM3ApaHa MEIHIIMHCKA
amapatypa Ne ... F ennoni NS A To/jI.
NDPOTOKO.I

324 MOHTAX H BbBCHIAHC B eKCILIOATAIHNSA HA METHIHHCKA anapartypa

P21 SEmm——— rom. B "Muoronpoduiana OoNHANA 33 AKTHBHO nevyenue-Jloopuy"
AJT rp. Jlo6pwd ce IOIHca HACTOAIHAT IPOTOKOJ 38 MOHTANK H BBBEXJIAHE B EKCILIOATAIH
Ha MeIMIHHCKA arnaparypa, MexKay:

.............................................................................. , TIpe/IcTaBuTeN Ha

MEIHIIMHCKA ATAPATYPA  eeeseeeeseeeeeeeees s ,
MAEE s wnsowmsam wumsamsn sanns . MONEIL spiwssmengaesmasny , TIPOHZBOIHTEM. ceuvvrrarurrareransrnnnnes :
FOJIMHA Ha IPOU3BOJCTBO (MJIH OJiMHa HA PEITEKITAPAHE) «vveevnviarinrnninnnens

CepueH HOMep/cepHiHH HOMEpa WIM  JIPyrH NMaHHH, WIeHTHQUIMPALH
MeIULMHCKATa anaparypa.

....................................................................................................

....................................................................................................

....................................................................................................
....................................................................................................
....................................................................................................
....................................................................................................

M3 BJIHUTEIL BB3JIOXKUTEL
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[MTPUIIOKEHUE Ne 3
KoM a3, an. 4, 1. 3 or JIoroBop 3a J0CTaBKa Ha CIeNMaIM3MpaHa MEIHIHHCKA
amaparypa Ne ............ R TOJL.

NPOTOKO.I
32 H3BBPIIEHO 00y"eHNe HA MEHIHHCKHS Nepconan
TR wevsmimised rog. B "Muoronpodunsaa OoIHHIA 33 aKTHBHO negenue-Toopuy”
AJl rp. Jlobpuu ce moAmMca HACTOSUIMAT IIPOTOKON 34 H3BBPIICHO o0yueHHe Ha

MENHUIIHHCKHAS TISPCOHaA, MCIKIY.
.............................................................................. , [IPEACTAaBUTCII HA

.............................................................................. , TIpeACTaBHTEI
Ha BB3sIokHTes "MuoronpodunHa 60JHMIIA 33 AKTHBHO neuenue-loopuy" AJl

CTPAHUTE ynocToBepsiBaT H3BBPHICHOTO 00YYCHHE HA MEUIUHCKUS [EPCOHAIl

Ha BB3JIOKHUTEIA 3a pabota CBC clenHara MEAUIUHCKA araparypa
................................................... , MEAPKR 55 ssiwsn verwwsvams cones cxnmog MO
................... , TIPOMBBOMHTE. ...vvvnvvervnensenniesssss, TONMHA HA IPOUBOICTEO (wmm rojiuHa
HA PEITHKIIAPAHE) ovvnnenrereennansnes

CepveH HOMEp/CepHHHM HOMEpa HIH JpyrH IaHHH, uaeHTHQUIMpaIN
MeUIIHHCKATa arapaTypa:

CPOK HA OOYUEHIETO! .« cevurrennseeressrrnssiaranssrisssesisstissinnsisiisttsssstanee e

O6y4enu HLA:

....................................................................................................

....................................................................................................
....................................................................................................

....................................................................................................
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W3ITBJTHUTEJL BB3JTOXKUTEJT:



