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Huec ,/f ‘. ﬂé 2018 rom., B p. Nobpuy mexcy:
"MHOT'OIIPO®UITHA BOJIHUIIA 3A AKTUBHO JIEYEHME-OBPUY" AT

rp. Hobpuy, che cepanume u aypec Ha ynpasnerue: rp. Jo6puy, yiu. “Tlanaiior Xurtos" 24,
Ten. 058/600160, dake: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,

tipencrapissano ot J-p Cserosap baiiues Iletpos — WambanuTelen Hupextop Ha
APYIKECTBOTO, HapuuaHa Hapuyad/a/o 3a kparkoct BB3JIOXKUTEJL ot exua CTpaHa,
"

"EJITA 90M" OO/, cbe cenammme B rp. Codus 1000, paiton Oopure, azpec
Ha ynpasienue: yi. "yunas" 19, Bx. A, er. 1, am. 2, EUK 130469816, npencrasnssano or
Teonop Msanos 3ampupos, Hapuyan/a/o 3a kpatkoct MIBITBJIHUTEJ, ot apyra crpana,

BB3JIOXKHUTEJSAT u U3 BJIHUTEJLST Hapu4ianu 3acnHo ,,CrpanuTe®, a BCeku
OT TAX mooraenHo ,,CtpaHa“, ma ocHOBamme wi, 112 ® ci1. oT 3aKoHa 3a 0OILIeCTBEHHUTE
nopwukH (,,3011°) u Pernenne Ne 13 / 18.05.2018 rox. Ha BB3JIOXKUTEIIS 3a onpenensse
Ha W3ITBJIHUTEJl na o6mecrsena noppuka ¢ npeamer: JloctaBka Ha MeaMLMHCKA
anapatrypa sa nyxure Ha "MBAJI-JTo6pay" AJl

C€ CKIIIOYUH TO3K N01roBOP (,,[loroBopa/[orosopsr) 3a Bh3garaHe Ha ofb1ecTBeHa
1OpBYKa 38 OCTaBKa Ha MEAHIMHCKATA allapaTypa [IpH CIIeAHUTE YCJIOBHSA:

I. IPEAMET HA JIOI'OBOPA

Yaen 1. llpeamer

(1) Besnoxurenst snanara, a Usmbigurenst NpHUeMa 11a JOCTABM H IPEXBBPIH .

()

COOCTBEHOCTTd Ha  BL3NokuTeNs Ha CIENHUAM3Hpata  MEIMLMHCKA — arnaparypa | )

(-Menmumnncka/ra anaparypa®) [onyasromarmyes Koarynarop: Mapka: Start® Max, Mojen:
Start® Max, ITpousBoauren: Diagnostica Stago — @pannust, loguna Ha ponssoacTso: 2018
rofl., cbriacHo Texnuuyeckara crmenuduxamus Ha BbRJIOKHTENSN W JEeTalIHO OnucaHa B
Texnuueckoro u Ilenoso Ipe/noKeHue Ha M3mbaHuTeNs, HepasnenHa 4Jact ot Jlorosopa
CpeIly 3aJIBJDKCHMETO Ha Bb3mokurens ma s mpueMe W 1a samnaru JOTOBOPEHATA LieHa
CBIIIACHO YCIOBHATA, IIOCOYEHH TT0-/10J1Y.

HocTaBsHaTa MeuIMHCKA anaparypa uMa C/IEJHHTE TeXHUYECKH HapaMeTpH:

Ilokaza IMapamerpu Texunyeckn napamerpu
Tea Ne
1 2 3
1 OcHoBHH nTapameTpn APTT, Fibrinogen, Thrombin
2 JombnauTeHE NapamMeTpy Perrrunasuo speme; ®axrop V; Dakrop

VII; ®akrop VIII; ®akrop IX; aKTUBHpaH
nporens C (APC); ITpoteun C; [Tporens
S, JIynycen anTukoaryanr.

3 OteopeHa cucrema BB3MOKHOCT 3a Iporpamupate Ha Apyru

TECTOBE OT NOTpeSuTens / ]



4 Temnepupane Ha peakTHBHTE Temnepupane na peaktusute npu 37°C ¢
Tonepanc +/- 0.5°C ¢ 16 mo3uuuu 3a
HHKyOalus Ha KIOBETH, 4 M3MePBATE/HHU
KaHana M 2 IO3ULHH 32 PEaKTHRH,
KOHTPOJI Ha UHKyOalusTa.

9 Enexrponna cebpsaHa mUIeTa 3a Hajn4ne

HaKaIlBaHE Ha PCaKTHUBUTE U
CTAPTHPaHE HA U3MEPBAHETO

6 TedunokpHcTaNeH CeH30pEH eKpaH Hannune
7 Bu3MoxHOCT 3a CBBp3BaHE C Hanuuue
Oapkof yererl
8 [IpenBapuTenHO MPOTpaMHApPaHH Hanuuue
TECTOBE
9 [TorpebuTencKky HHBA HA JOCTHII He no-manko ot §
10 Pesynratu sec, %, INR, g/l, mg/dl, IU/ml
11 IToproBe Bp®3ka ¢ LIS, Be no-manko ot 2 mopra

USB, nopt RS-232

(2) Ocpen pgocraBkata mo amdees 1, npeaMerTsT Ha Jlorosopa BKIIOUBA H
U3IIEJIHEHHETO Ha CIeIHHUTE JeHHOCTH:

1. moctaBka Ha MenHIMHCKaTa anapaTypa IO MICTOTO HA JOCTABKA, OCOYCHO B
Hactosus Jlorosop;

2. MOHT@K/MHCTaNaIMs ¥ BBBEXIAHE B EKCIUIOATAllMs HA JIOCTABEHATa
MenuuuHCKa anaparypa;

3. oOyuyenme Ha mepcoHata Ha DBe3nokurens 3a paboTa ¢ JocraBeHara
MenunuHcKa anaparypa,

4. rapaHiMoHHO o0ciry)kBaHe Ha JocTaBeHara MeMIIHHCKa amaparypa 1 JI0CTaBKa
Ha HEOOXOJMMHTE YacTH M MaTepHalld, B PaMKHUTe HA TapaHUMOHHHS CPOK, CUHMTAHO OT
jarara Ha nopmucaHe Ha [IpoToxoia 3a MOHTaX M BbBEXKIaHe! B exciuoaTanus [Ipunoxenue
No 2. Marepuanure, KOHCYMATHBUTE, OCHHOCTHTE U YCJOBHMATA Ha TapaHLMOHHOTO
o0cyxBane ca onucaHy B TeXHUYeCKOTO mpeutoxkenne Ha Mamniaurens.

(3) M3nobaHMTendT ce 3aIb/DKaBa Jla M3IBJIHM AEHHOCTHTE 110 anuHes | u 2 B
CHOTBETCTBME C M3MCKBaHMATa Ha TexHumueckaTa creuubukanus Ha Beinoxurens,
Texuuueckoro u nenosoro Ilpemmoxenne na M3mepiHuTens, KOHTO ca Hepasz[eilHa 4acT OT
HacToA1MA JJoroBop, B CpoKOBETe 110 HACTOATHS JlOTOBOD.,

II. HIEHHW 1 HAYMH HA IIVIAIIAHE

Ygen 2. lena

(1) 3a m3mbpnHEeHHeTO Ha IpeaMeTa Ha J[oroBopa, BB3moiKuTenaT ce 3a0bIKana aa
samnaty Ha Mianenaurens ofma nexa B pasmep Ha 7000.00 (cenem xmmsimn) nesa 6ez JIJIC, u
8400.00 (oceM xmisAju W ueTMpUCTOTHH) neBa ¢ BkmodeH JIJIC, cerimacuo IleHoBoTo My
IpeIIoKEHHE, Hepas/iesiHa JacT OT HacTosmus Jlorosop.

(2) [locouenure 1eHM ca KpalHH U BKIIOUBAT BCHUKH Pa3sXOIM M BL3HATPAKISHHA
Ha V3SIBIHUTENS 3a M30BIHEHHE HA IIpeAMeTa Ha HacTosus JIoroBop, KaTo HO He Camo:
pasxo[HTe 3a TPAHCIOPTHPAHEe M N0CTaBKa Ha MeIULIMHCKA amapaTypa J0 MACTOTO 3a
AOCTaBKa, BKIIOYHTETHO OIIAKOBAHE, TPAHCIOPT, Pa3sOlaKkoBaHe, TOBApPEHE, pa3TOBAPBAHE,
HHCTAIMPaHe, MOHTaX, BBBEKIAHE B €KCIUTOATAIHs H NPHUBEXIAHE B paGOTHO CLCTOSHUE,
rOTOBO 3a NpHEMaHE M eKCIoaTalus, oOyueHHe Ha CIEIlHAlIMCTH, JOCTaBKAa Ha LIIaTa
TEXHHYCCKA M CCPBH3HA NOKYMEHTAaIlWs, BCUUKH pa3xou 3a HU3BBPHIIBAHE HAa rapaHuHopwa r / //7
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obcmyskBane B cpoxa Ha rapaHuusTa (3a TPYH, Pe3CPBHH 4YacTH M KOHCYMATHBH), KAKTO H
PasXOIH 3a OTCTpaNABaHC 3a CMCTKA HAa M OT VISIBIHHTEIss HAa BCHYKH TeXHHYECKH
HCH3IPABHOCTH, BB3HUKHAIM HE 110 BHHA Ha BBamoxurens u noxputu ot rapaHlMOHHHTE
YCJI0BHA M rapaHllMOHHATA OTI'OBOPHOCT Ha V3mBIHUTE S,

(3) Tlocodenure B HACTOAIIHSA HOroBop 1eHu ca KpalfHu M OCTaBar HEIIPOMEHCHHU
3a CpOKa Ha NEHCTBUETO MYy,

Yaen 3. Hauun Ha nuamane

(1) IlnawannaTa ce H3BBPIIBAT B OBATApCKH JIEBa, ¢ IIATENKHO Hapexnaue o
cienuara Ga}blcoaa CMETKd, IoCoUeHa oT Wsnnaaures:

DG OIUNCR D06 0103 T 02304

L R R T A R A S I S S A S e

VISIBIHUTENAT € OTBKeH 1a YBEeJOMABA IMCMEHO DBB3NOMUTENS 38 BCHUKH
TOC/IC/ABAIIM IPOMEHH Ha 0aHKOBATa MY CMETKa B CPOK /10 3 (TpH) JHH CUMTAHO OT MOMEHTA
Ha IIpoMsHaTa. B cnydait ue V3IsnHATENAT He yBe0ME BB3N0XHTEd B TO3M CPOK, CunTa ce,
U IUIAIAHUATE, 10 II0COYCHATa B HACTOAINMS wieH OaHKOBa CMeTKa ¢a HA/UISKHO
H3BBPIICHH,

(2) IlnamaneTo Ha LeHaTa IO anuHes | MO HACTOSI Horosop ce M3BHpLIBA,
KaKTO CJICABA:

1. Besnoxwurenar samnama asaxcoso 30 % ( Tpuuecer IIPOLEHT) OT I[E€HATa II0
amiHes 1, B pasmep Ha 2520.00 neBa (JBe XUITAMM, TETCTOTHH U IBATECET JIEBa), B CPOK OT 3
(TpH) AHH OT NMOAMHMCBAHe Ha HAcTOsMA JIOTOBOp M IpenocTassHe oT Mambimutens Ha
Beanoxurens Ha daxtypa.

2. BB3I0XHUTENAT 3a11aI0a OCTATHYHATA CyMa OT LEHATA 10 aMHHes | B pazmep Ha
5880.00 neBa (et XWIAMH, OCEMCTOTHH H 0CEMIECET JieBa) eBa B ¢pok 1o 60 (mectiecer) u
ClIe/l MOATINCBAHE HA JOKYMEHTHTE II0 aluHes 4 oT HacTosaumus Jorosop.

(3) 3a maTa Ha IUTAIUAHETO, C& CUMTA NATATA Ha 3aBepsBaHe Ha OaHKOBaTa CMeTKa
Ha M3OBIHATENS ChC CHOTBETHATA JIBIDKAMA CYMA.,

(4) OxOHYATENHOTO INIALIAHE 110 ANHHES 2 IIOFTOPE C€ WU3BBPIIBA  ClIE]]
NPEICTaBSHE Ha CICAHUTE MOMIIACAHN TOKYMEHTH KYMYJIATHBHO:

1. Ilpuemo-mpenaBarenes IpOTOKOI 3a OCTABKA Ha MemumuEcKaTa ariaparypara
C BCHYKH OKOMILIEKTOBKH, CECDTH(MKATH, PaspelIeHHs W UHCTPYKLHH 3a ChXpaHEHHE MU
CKCIIIOATALMs, IOAMKCAH OT ABeTe CTpaHu WIH YIBJIHOMOLIEHH OT TAX JIMIlA HA [aTaTa Ha
nocraska Ha Menuiunckara anaparypa (Ipunosxenne Ne 1);

2. ITlporoxon 3a MOHT@X M BBBEXKJAHe B eKcrmoartamms ma MemmmuHckata
anapatrypa, HoAamucan oT jABere CTpaHW MM YI'BIHOMOIIEHH OT TSX JIMIA HA JaraTa Ha
MOHT&)X 1 BHBEIKIAHE B eKCILIOaTanus Ha Menuuunckara anaparypa (Ipuioxenne Ne 2);

3. Ilporokon 3a M3BBPLIEHO 0OYYEHHE HA MEJIMIHHCKIS IIEPCOHAJI, [TOCOYEH OT
Besnoxurens 3a pabota ¢ Meauuunckara anapaTypa (ITpunosxenne Ne 3);

4. Qaxrtypa, m3maneHa oT M3NBIHMTENS M IOANHACAHA OT Bb3lOKATENS MM
YI'BITHOMOIICHO OT HETO JIULE, ChABPIKAIE BCHUKH 3aKOHOBH PEKBH3HTH

II1. CPOKOBE. MJCTO M VYCJHOBUA HA JOCTABKA.
IIPEMUHABAHE HA COBCTBEHOCTTA U PUCKA

Ynen 4. CpoxoBe u MsCTO Ha ZOCTABKA

(1) Hacrosmusr Torosop BiM3a B cAa OT JaTaTa HA NOAIHCBAHETO MY U H3THYa
CIICA H3TMHAHCTO Ha CPOKA HA rapaHlMOHHOTO 06CnyxBaHe Ha MeauuuHCKaTa amaparypa,
mpeaMer Ha JJorosopa.

(2) CpoxeT 3a mocraBkara Ha MeauumHcKara amapatypa e 60 (mecrnecer)
KaJCHAapHH JHH, CYHTAHO OT JaTara Ha IOAMHCBAHETO MY.
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(3) CpokbT 3a MOHT&X H BBBEXKAAHC B €KCIUIOATANMd Ha MeaHIMHCcKaTa
anaparypa e 7 (ceaemM) KaJeHJapHM JHM, CYHTAHO OT JaTaTa Ha NOCTaBKa Ha MenuuuHcKkaTa
anapaTypa, orGenssana B Ilpuemo-npenasarennus nporokoun [Ipunoxerne Ne 1.

(4) Cpoxer 3a 00yuecHne Ha CHEHATNCTH, II0COYCHH 0T Bhanoxurens 3a paGora ¢
Menumunckata anaparypa ¢ 10 (AeceT) kaneHaapHy IHK, CIMTAHO OT 4aTaTa Ha JO0CTABKA Ha
MenunuHcKara anaparypa, orbenssana s IIpuemo-TipeasaTeisrs npoTokoa IIpwiIoKeHne
Ne 1,

(5) TapamimonnmAT cpox Ha MeauumHcKaTa anaparypa e 12 (aBaHajecer)
KaJleHJapHu Mecella, CUYMTaHO OT IOJIHCBaHeTo Ha [IpoTokonma 3a MOHTaX H BBBEXKIAHE B
excIutoatalia Ha MeauiuHckata anaparypa [punoxerue No 2,

(6) M3obnuuTenAT € IUTBKEH Ja H3BBPINBA TIapaHIMOHHO O0OCHY)KBaHe Ha
JocraBeHata Menuuuicka anaparypa, B paMKHTE Ha TapaHIHOHHHA CPOK MO NpeaxoiHaTa
anuHes 5.

(7) Mscroro Ha noctaBka Ha Menuuuuckara anaparypa € B rp. Jobpuu, yi.
"[lanaitor Xurtos" 24, "MBAJI-/{o6pua" AL

Yiien 5. YcnoBus 4a 10CTABKA

(1) Mocraska

l. M3nennuTenat ce 3agb/bkaBa ja MOCTABH O MACTOTO HA JIOCTABKA U B
CBOTBETHHSI CPOK Ha JIOCTABKE, CHOTBETHO Ja IIPEXBBPIM COOCTBEHOCTTA M Tpenaze Ha
Besnoxutens Menuuueckara amapaTypa, NPeIMET Ha JlOCTaBKa, OTropapsa Ha
TEXHUYECKUTE CTAHIAPTH H M3WCKBAHUA M OKOMIIJICKTOBAHA C MHCTPYKLHS 3a €KCIUIOATALIHS
Ha OBJIrapCKH €3HK, CEPTH(HKATH, Pa3pelICHHsS ¥ HHCTPYKIIHH ¥ PEMOPBKH 3a ChXPAHEHHE
M eKCIUIOATalMsd, Kakro ¥ ¢ APYrH JOKYMEHTH M akcecoapH, M3WCKBAIH C€ CLIJIACHO
Texumyeckara crenupukanus Ha Besnoxkwnrens u  TeXHHYECKOTO NpEmIOKEHHE HA
Wsnbanuress.

2. Vsobianurenar mpenaBa MepHIMHCKAaTd amaparypa Ha  YITBITHOMOIIEH
npejcTaBuTeN Ha Bb3noxkuTesns, 3a chOTBETCTBHETO Ha JJOCTaBeHaTa MenuiuHcKa anapaTypa
M NPHEMAHETO ¥ IO BHJ, KOJMHYECTBO, KOMIOHEHTH, OKOMILIEKTOBKA CE MOANMCBA IIPHEMO-
npefaBaTeaeH MPOTOKOJ, BBB (OpMaTa M ChC CBABLPKAHUETO CHIIACHO IIpuioxkeHue |
(,]IpueMo-tipesiaBatenen  mpotokon™) or CrpaHHTe WM TEXHM  YIIBIHOMOLICHH
NPEACTABUTENH, CJIeJl [POBEpKa 3a: OTcheTBHE Ha ,HechorsercrBms® (HemocTtaThuy,
AchEKTH, [OBPEAHU, JIHICH M/MIM HECHOTBETCTBHS Ha JOCTABGHATa MeuUuMHCKa amapaTypa
M/MIH TpHOpYKaBaliara s JOKYMEHTAalMs M aKcecoapd ¢ H3MCKBAHHMATA Ha HACTOSIIHS
HoroBop, KaKTO M ¢ TEeXHHYEGCKHTE XapaKTePHCTHKH M C WBHCKBAHWMATA, MPEICTABCHH B
TexuuueckoTo mnpemioxkenwe Ha Msmenmurens u  Texuuueckara crnenuduranus Ha
BhanoxuTens), HauYHe Ha OKOMIUIEKTOBKA HA JOCTABKATA U IPE/JCTABIHE HA JOKYMEHTHTE,
H3UCKBAIIY Ce CHIIACHO TOUKA | HA HACTOAIIATa ajiMHes. IIpHeMo-TpeiaBaTeHusT IPOTOKONI
ChABPIKA OCHOBAHHETO 33 CHCTABAHETO MYy (HOMEp Ha JIOTOBOPA), CEPHEH HOMep/cepuilHu
HOMEpa HITH IPYTH HACHTHQUIHpAIY anapaTypara JaHHH, IpeiMeT Ha JOCTaBKa.

3. VI3BIBJIHUTENAT yBEIOMABA BB3noxuTeNs B cpoK oT 3 (TPH) JHU IpeaBapUTEITHO
3a KOHKPeTHHTE JaTH M 4Yac, Ha KOHTO Ile Ce M3BBPUIM J0CTaBKara. [IpH mpenaBaHeToO Ha
Menmununckara anmaparypa, VI3menHHTENST OCHrypsiBa Ha BB3TOXKHTENS HEOOXOAMMOTO
criopen 00CTOATENCTBATa BPEME Ja 5 Mperjiea 3a sBHH HECHOTBETCTBHS, KATO CBHINOTO He
MOJKE Ja HaaBuIiasa 3 (TpH) OEH.

4. Tlpn KoHCTATHpane Ha SBHM HECHOTBETCTBMS, BB3I0XKHTENAT MMa IpaBo Oa
OTK&Xe [la IOAIHIIe IPHEeMO-TIPe/1aBaTelIeH MPOoTOKoIL. B Te3un ¢iayuan, CTpanure moamnucear
KOHCTATHBEH IPOTOKOJ, B KOHTO CE€ ONHCBAT KOHCTATHPAHWTE HECHOTBETCTBHS, M CE
IocoyBa CPOKBT, B KOHTO «¢buuTe e Objgar orcrpaHeHH. Ciex OTCTpaHsBaHe Ha
HeChOTBETCTBUATA, CTpaHWTe [OANMCBAT AByCTpaHeH IIpueMo-lpenaBaTeneH MPOTOKOI 3a

IIpHeMaHE Ha OocTaBKara. B !iﬂy‘{aﬁ Y€ HECHOTBCTCTBHATA Ca CBINSCTBEHH H He OBas™ .
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OTCTPaHCHH B PAMKHTE Ha JalleHHs OT BB3/I0KUTeNs CPOK, MM npu 3a6aBsHe Ha MOCTABKATA
na Menuuunckara anaparypa ¢ noseue ot 30 (tpunecer) AHM, BB3N0KHTENIT HiMa IIpaBo Ja
npexparn [lorosopa, KaxTo ¥ NpaBo Ja NONYdYd HEYCTOWKA B pasmep Ha 10 % (mecer
MPOLICHTa) OT CTOMHOCTTA HA J0roBOpa, KAaKTO M ja nonyus 00paTHO BCHYKH IUIATEHU
aBaHCOBO OT BB3noxurens cymu,

5. IlopnmesameTo Ha HpPHEMO-IpeJaBATC/IHIA nporoxoa Ilpuioxkenue 1 Qes
3abeneKKH MMa cuilaTa Ha IIppEMate Ha AoCTaBKaTa OT CTpaHa Ha BT:SJIO)KPIT@'H}I, OCBCH B
CIydauTe Ha CKPHTH HECBOTBCTCIBMA, KOMTO HE Morar fa ObIaT YCTAHOBEHH IIpH
OOMKHOBeHHS TIpervienl Ha MennuuHckara amaparypa. [IpHEMAHETO Ha JIOCTABKATA Ha
MenununcKata anaparypa ¢ Ilpuemo-npenaBatelinyus IPOTOKOI MO IIpunoxenne 1 mama
OTHOLICHHE KbM yCTAHOBEHHTE BIIOCIIC/ICTBHE B FAPAHIIMOHHUS CPOK HECHOTBETCTBHS,

6. BB3JIOKUTENAT ¢e 381bJDKABA /1d YBEAOMH MHCMEHO V3IIBIHUTEIS 33 BCHUKH
CKPUTH HECHOTBETCTBHS, KOUTO HE € MOT'BNI /Id Y3HAE IIPH NIPHEMAHETO Ha J0CTABKATa B CPOK
110 3 (Tpu) THM OT y3HABAHETO MM, HO HE IT0-KBCHO OT H3THYaHe HA rapaHlHOHHUS CPOK.

7. Ilpu Haauyue Ha SBHU HECHOTBETCTBHSA, OCOUEHH B KOHCTATHBHHUS IIPOTOKOJT
MO TOYKA 4 H/HMIIH [IPH HATHYKE HA CKPUTH HECHOTBETCTBUS, KOHCTATHPAHA OT Bh3osKuTels
H cpobmienn Ha Msnbiamwrens mo pena Ha Touka 6, M3IBAHHTEIST 3aMeHs JocTaBseHara
MeuuuHcKa anaparypa i ChOTBETHHS KOMIIOHEHT ChC CHOTBETCTRALIN C H3UCKBAHMATA Ha
HacTosAMA JIOroBop B CpPOKA, MOCOYEH CHLOTBETHO B KOHCTATHBHMS IPOTOKON W/HIH B
pasyMeH CPOK CJIel IIoTyYaBaHe Ha YBEIOMIIEHHETO 110 TOUKa 6, KOWTO He MoXe 1a 6b1e mo-
ABIBr OT 14 (deTHpMHazeceT) MHHM WIM LeHara 110 JloroBopa ce HAMAIABA CHOTBETHO ©
IeHaTa Ha HECHOTBETCTBALIMTE KOMIIOHCHTM MJIM C pa3XOJMTe 3a OTCTpaHsBaHe Ha
HecpoTBeTcTBrATa, aKO TOBA He BOLH JO NPOMSHA B IPEAMETa HA IOPHUKATA M 3aNa3BaHeTo
Ha TE3H KOMIIOHEHTH, II03BO/IABA HOPMAlIHATa eKCIoaTalns Ha MeuinHcKaTa anaparypa.

8. B ciryyauTe Ha HECHLOTBETCTBHS, IOCOYCHN B KOHCTATHBHHS IIPOTOKOJ 110 TOYKA
4 BB3noXHTeNAT He AB/DKH 3alUlalllaHe Ha Iedara oo il 3, an. 2, 1. 2 mpemu
OTCTPAHSIBAHETO MM M M3IIBIHECHHATA Ha OCTAHAIMTE YCJIOBHA 3a IUIAllaHe, NpeJBHICHH B
Horosopa.

(2) MonTax

1. MU3nejHATENIT € MIBXKEeH [a NPUKIIOYH H3ITBIHEHHETO Ha BCHYKH JelHOCTH
CBbP3aHH C MOHTaXa (MHCTAIALHATA) M BBBEXKIAHE B €KCINIOATAIMS HAa MemuumuHcKaTa
anaparypa B CpoK OT 7 (ceiem) KaleHIApHM AHH, CYHTAHO OT IATaTa HA MOINUCBAHE Ha
pHeMOo-TIpejlaBaTeTHus NpoTokoa [Tpumoxkenne Ne 1.

2. 3a M3BBLPIIEHHS MOHTAX M BBbBEXIaHe HA MeXHIMHCKATA arlapatypa B
excrmoaranys CTpaHUTe, WM YIBIHOMOIIEHH OT TSX JIHIA IIOJIHCBAT NBYCTpaHeH
MPOTOKOJI, BB (hopMaTa M CbC ChABPXKaHHETO 1O [Ipuioxenne Ne 2, HepaszenHa uacT oT
Hacrosmua JloroBop. Be3noxkurensT mma mpaBo Ja OTKEXKE Ja MOAMMIIE [POTOKOIA 11O
HaCTOAIMA TOYKA [0 OKOHYATENHOTO BhBEXKIaHe HA MeauMuunckara amaparypa B
CKCIUIOATALM, B CTEIIEH IT03BOJIABAINA He3a0aBHaTa M Ge3NpersTCcTBeRa yIoTpeba.

(3) Obyuenue Ha mepconana

1. B cioywalt 4e VI3UBJHHTENAT WMa ONPEJCICHH W3MCKBAHUS  KbM
KBanU(UKanuaTa ¥ 06pa30BaHHETO HA CIIELHATHCTHTE, KOHTO INE OhIAT oOyuaBanu, ToiH e
AUTEIKEH /@ yBENOMH 32 ToBa BB3moxuTens, MHcMeHo, B cpok 0T 14 (YeTmpumagecer) AHH OT
noanucBane Ha Hacrosimua Jlorosop. Branoskurenst npegoctass Ha V3ObIHUTENS CIHCHK
Ha JIHmara, KouTo crnensa na Osj1aT o0y4yeny 3a pabora ¢ MenunuuHeKkaTa anaparypa B ¢poK 0T
7 (cemem) IHM OT NMONyYaBaHe HA M3UCKBAHMATA HA VI3IBIHHTENS MM H3THYAHE HA CpOKa 110
IPEAXOAHOTO H3PEUCHHE,

2. V3UBJHHTENAT ¢ MIBKEH [a NMPUKIIOYH 00y4eHHETO Ha CHelHaTHCTHIE Ha
Brsnoxurens B cpok or 10 (necer) KaqeHIapHu IHH, CUATAHO OT [JATATA HA MOMIHCBAHE Ha
IpHEMO-IIpeaBaTeIHuA npoTokos [Ipmnoxenne Ne 1, MSIBIHUTENAT € [UIBKEH 710 OCH
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AocTaThueH Opod oOyuaBaiiu, K4KTO M IPHCHCTBHETO MM Ha MSCTOTO Ha JIOCTABKA W
MHCTa/Mpane Ha Menununckara amaparypa, KaTo BPEMETO H TpadMKbT Ha obyuenue ce
CBLIVIaCyBaT NMHCMEHO Mex 1y CtpaHuTe.

3. 3a msBbpmienoro oOyuenme CrpaHHTe, WIH YIHJIHOMOIIGHH OT TSX JHLA
TOAMACEAT ABYCTPAHCH NPOTOKOM, BLB GopMara U ¢bC ChADPIKAHHETO 110 Ilpunoxenue Ne 3,
HEpasAeiia 9acT OT HACToAIMA [JoroBop. V3IbIHATENAT HE HOCH OTTOBOPHOCT 3a 3a6aBsiHe
Ha 00y4eHHETO MOpajil OTChCTBHE Ha CIICIHANTHCTHTE Ha BB3nokuTens mo Bpeme Ha nepuona
Ha 00y4eHHETO, IIPH YCIIOBHE, ¢ ¢ YBEJOMHUI IIMCMEH0 BB3JI0KHTEN S 32 TAKOBA OTCHCTRHE,

4. 3amsiHA Ha CHELHMATHCTH, NO/UISXKAIIE HA 00yUeHHe € JONMYCTHMA B CpoK 10 1
(euH) ¥ HE IIOBEYE OT BEAHBIK,

Ynen 6. Koraro M3neaauTensat e  CKITIOYHII JOOTOBOP/OOTOBOPH 34
NOAMSIBIHEHUE, padoTarta Ha NOAM3NLIHUTENHTE CE TNpHeMa OT Bb3noxurens B
IPHCBCTBHETO Ha V3IIbiHUTENA M MOAM3IIBIHATEIS IO PE/Ia U [IPH YCJIOBHUATA HA HACTOSIIHS
Jlorosop, npunoxxumu ksM Hamsmaurens.

Yien 7. IlpeMunaBane Ha coGCTBEHOCTTA H PHCKA

CoGcTBeHOCTTA M pHCKa OT CIy4aliHO TOBpeXKIAHE MIM [OTMBAHE Ha
Menuuunckara anaparypa, IpeAMET Ha [OCTAaBKA NpeMHHABA OT W3mbaHmTelNs BBPXY
Bb3noxkuTens Or jaraTa Ha IOANKMCBaHE Ha [IPOTOKONA 38 MOHT@K M BBBEXJIAHE HA
MenuuunckaTa anaparypa B excruroarauus Ipunoskerne Ne 2,

IV. IIPABA U 3AIBJIDKEHUSI HA CTPAHUMTE

Yanen 8, IlpaBa u 3aab/ikenus: Ha M3nbanurens

1. I3IBIHATETSIT c¢ 3aabikaBa 1a J0CTaBH, HHCTAJIMPA M BbBEJIE B €KCILTOATAIINS
MenuuuHckaTa anapatypa, IpejMeT Ha HacToswus Jlorosop, oTroBapsiia Ha TeXHHYeCKHTE
apamMeTpH, MNpeACTaBeHH B TeXHHYECKOTO Mpe/yioKeHHe Ha V3ObaouTens M Ha
Texunyeckara cnenupukanys Ha Bb3moxkuTens, OKOMIIEKTOBAHA CBHIVIACHO HM3HCKBAHMSITA
Ha Wi 5, al. 1 M IpujpyXeHa CbC CBOTBETHHTE IOKYMEHTH, K4KTO M Ji@ IPEXBHpIM
coOCTBEHOCTTA BBPXY Hesl Ha Bh3oikuTe)s B JOrOBOPEHHTE CPOKOBE H CHITIACHO YCIOBHSATA
Ha HacTosusa Jlorosop.

2. VI3SIBIHHTENAT € UThKEH Ja H3IBIHH 3aIbDKEHHsTa ci mo JloroBopa  Ja
YIPaXXHABa BCHYKUTE CH IPaBa, ¢ OIJe)( 3alliTa HHTepecuTe Ha Branoxurens.

3. VIBObiHUTENAT Ce 3aABIKABA 14 M3BBPIIBA TEKYIIA NOAAPEKKA 1 rapasiuoHHO
obcmyxsare Ha MeOMIMHCKATA alapaTypa B DaMKHTE HA TapaHIHOHHHS CPOK, IIpH
YCIOBHATA H CPOKOBETE Ha TO3M JIOTOBOP, CHOTBETHO IIPH YCIOBHATA HA FAPaHIIHATA.

4. V3I'eJIHUTEIAT ce 38/bJDKaBa Ja OTCTPAHABA 33 CBOSI CMETKA U B JIOTOBOPEHHTE
CPOKOBE BCHYKH HECBOTBETCTBMSA, IOBPEIH, Ae(EKTH W/HIIM OTKIIOHEHMS HA IOCTABEHATA
MenuuuHeKka amapatypa INpPOSBEHH H/HIH OTKPHTH B DaMKHTE Ha TapaHIHOHHHS CpOK,
KOHCTaTHPaHH H NPEJABEHH 0 peAa Ha HacToAmusa J[oroBOp M CBINIACHO rapaHIIMOHHHTE
yCnoBus. VISTBIHHTENST ce 3aQbkaBa NpH OTCTPAHSBAHE HA NOBPeAM, Ae(EKTH MM
HEJIOCTaThLH, KaKTO WM NPH M3BBPIIBAHE HA apaHIMOHHOTO 0GC/Iy)XBaHe f[a BJATA CAMO
OPUTHHAIIHH PE3EPBHHU YaCTH H MaTEpHAIIH.

5. VI3UbHETEAT Ce 3a)(h/DKaBa Ja Clia3Ba MPAaBHJIATA 32 BBTPELIHIS pen, KakTo H
XUIMEHHHUTE M3MCKBAHUA U M3UCKBAaHUA 3a OC30IaCHOCT B IMOMEILCHUATA Ha V3mbaurens
Ala M3IBJIHABA 3a0bIDKCHHATA cu 110 J[oroBopa 6e3 jia mpevyn Ha HOPMATHOTO NMPOTHYAHE HA
paborara Ha Be3mosxures.

6. llpx TOYHO M HABPEMCHHO M3IBIHEHHE HA 3aJ[bIDKSHHUATA CH 110 HACTOSLIHS

HOFOBOp, W3IBIHATETAT HMa npaBo Ja IIOJIyuH 11eHaTa I1o ,HOFOBOI)&, ChITIACHO OIIpEAeIeHuA

Ha4HH Ha IJIalraHe., )
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7. IBBITHUTENAT ¢e 3aMbiKaBa a CKITIOUM AOTOBOD/IOTOBOPH 3a MOJU3IIbIHEHYE
C IOCOHYeHHTE B opepTaTa My HOAMIIBIHUTEIN B CPOK OT 7 (cemem) THH OT CKIFOYBaHe Ha
HacTosuws [lorosop. B CPOK 710 3 AHH OT CKJIIOUBAHETO HA [OroBOp 3a MOAU3IILIHCHHE WK
Ha NONUBIIHHTEIHO CIIOpa3yMEHHE 3a 3aMsiHA HA ITI0COYEH B odepraTa NOAM3IBIHATET
MSIBJIHATCIAT H3Mpalla KOIME Ha JOToBOpa MM HA JOMBIHUTETHOTO CIIOpa3yMeHHe Ha
BBEIIOKATEIIA 3aCIHO € NOKA3aTENICTBA, Ye Ca M3IBJIHEHH YCIOBHATA II0 Wl 66, aim. 2 u 11
30I1L

8. MsmbiHWTENST MMa [0paBO Aa HcKa oT BbaowuTens Heo0X0auMOTO
CBACHCTBHE 3a OCBIICCTBABAHE Ha paboTara 1o Hlorosopa, BKIMOYHTENHO HpenocTapaHe Ha
HYXHaTa HHQOPMAIUsl ¥ TOKYMEHTH 34 U3IThJIHEHHE HA JloroBopa u Ha HeO6XOMUMHS TOCTHII
70 IIOMCLIECHUATA Ha BB30KuTENS, B KOMTO 1ie ce MOHTHpa MeiuHcKara anaparypa.

9. V3noenHHTENAT e 3ambikaBa da H3BBPINH OODy4YeHHE HA MEIUIHHCKUS
NCPCOHAI, HA BB3/IONHUTEN B YTOBOPEHHTE CPOKOBE M IPadMK, 4 CHIVIACHO JIOTOBOPEHHTE
YCIIOBHS,

10. VsmbaHuTeNIT © JUIBKEH Ja OTCTPAHM 34 CBOSL CMETKA BCHYKH IIOBPEM
HAaHECCHN Ha UMYIIECTBOTO Ha BB3noykuTens, KakTo M fa o6e3MIETH BCIKO TPETO JIMIlE, Ha
KOCTO Ca HANGCCeHH BpelM MO BpeMe HA M BHB BPb3KA C MOHTAKA/MHCTAIAIMATA U
BBBEIKIAHETO HAa MeIMIMHCKATa anapaTypa B eKCIUI0aTallHs.

Yaen 9. IlpaBa u 3aab/okenus Ha Boinoxkareas

1. IIpu no6pockBecTHO M TOYHO W3NBLAHEHHE Ha JHorosopa, Brsnoxurensr ce
3a1BJKaBa /1a 3aliiaTy obIara IeHa 10 wi. 2, al. 1 oT To3H Horosop, ceriacHo YCIIOBHATA U
10 HAYHHA, TIOCOYEH B HETO,

2. BB3IOKHTENAT ce 3a1bKaBa Ja IOpHEME JOCTaBKaTta Ha MejuuuHCKaTa
anaparypa, npeaMer Ha Jlorosopa mo pema Ha wi 5, ako OTroBapsi Ha JIOTOBOPEHHTE
M3UCKBAHUS, B CPOK JIO 3 (TpW) IHH CITe)( ITHCMEHOTO MY YBEIOMSIBAHE, KaKTo W 1a OCHT'YpH
AOCTRIL N0 IOMCINCHMATA CH M HEOOXOJMMMHTE YCIOBHS 338 MOHTAXKA U BBBEKIANCTO B
eKCIUIOaTaIHs.

3. BB3mosxuTensT uMa npaBo 1a ueka oT M3mbiIHuTe s Jla M3NIBJIHU JJOCTaBKAaTa Ha
Mennuunckara anaparypa Ha nocodenus B wi. 4, am 7 ot Horosopa aznpec, B cpok u 6e3
OTKJIOHEHHS OT JJOTOBOPEHHTE H3UCKBAHHUS.

4. BB3JIOXKUTENAT Ce 3aABIDKABa 4 ChieHCTRA IIpH IPOBEXKAaHe Ha 06ydyeHHeTo
Ha CBOUTE CICLHAIINCTH, KATO OCHIYPsIBA IPHCHCTBHETO UM B JIOTOBOPEHOTO BpEMe.

5. Bp3noxuTenar umMa npapo 1a moiyyasa HH(POPMAIHs 10 BCAKO BpeMe OTHOCHO
[IOArOTOBKATA, XOJa H OPraHM3alMATa 110 H3NBJIHEHHETO HA HOCTABKATA M JEeHHOCTHTE,
npeamer Ha [lorosopa.

6. BbanoxkurensT uMa 1papo Ha pekIaManis 1o OTHONICHHE Ha IOCTABEHATA 110
Horosopa MenuiuHcKa anaparypa, KakTo [0 OTHOIIEHHME HA MOHTAKA 1 HHCTAJIALUATA, [IPH
YCJIOBHATA IIOCOYCHH B HACTOAILMS JIOrOBOP U CBIIACHO rapaHMOHHKUTE YCIOBUSL,

7. Bw3noxurensr wMa IpaBO /12 H3HCKBA OT M3meaHuTens samMsHaTta na
HECLOTBETCTBAIA ¢ TexHHYecknTe ciennbukaiy u/umm nedexrna MeTHinncka arnapatypa
/MM HEHHU KOMIIOHEHTH, KaKTO H OTCTpaHABaHe Ha HEIOCTATBIATE, 110 PEJia U B CPOKOBETE,
ONIPEIEICHH HACTOAIHS [loroBop.

8. BB3IOXKUTENAT HMA [PaBo 12 OTKaXE IPHEMAHETO Ha TIOCTaBKaTa, KakTo U Ja
SAIUIaTH M3LAT0 MM 4YaCTHYHO: LeHara mo JloroBopa, xorate M3IbiHUTEnsT He cnaspa
H3HCKBaHuATa Ha Jlorosopa u Texmmyeckara crelmbHKAIms, N0KaTO M3biIHUTENST He
HM3IIBIIHH M3IIATIO CBOMTE 3aB/DKECHHS ChIJIACHO YCII0BHATA Ha JloroBopa.

9. BB3JI0XKHTEIAT MMa MPaBO 14 H3MCKBA OT M3MbIHETENS Jla CKIIIOYM M JIa My
[IpEACTAaBH KOIHMA OT JOrOBOPH 34 MOOU3NBIHEHHE C MOCOYUEHHTE B oteprara My
OAM3ITBJIHHTEIH.
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10. BB310XKHTEIAT ¢ JIBKEH Ja HE PasNpoCTpansBa 101 KakBaTo U fAa ¢ Gopma
BCAKA IpenocraBeHa My oT Vanwianurens HH(I)OpMauI/IH, HMallla XapakTep Ha TbProBcKa
TaliHa 1 U3PHYHO yIIOMEeHaTa OT V3IrbIHATENS KAaTo TAKaRa B [peacraBenara ot Hero odepra.

V. TAPAHITMOHHA OTTrOBOPHOCT H I'APAHITUOHHO
OBCJIYXBAHE

Yren 10,

(1) I'apaHIlOHHa OTTOBOPHOCT

1. M3nb/HMTENAT rapanTHpa [IbIHATA (ynxupoHanua rogHoct Ha Meaununckata
armaparypd CBIVIACHO IOTOBOPEHOTO MpeJHAa3HAYEHHE, KAKTO M CBIIACHO TeXHHYECKOTO
npepnokenue, TexHudeckara CrelU(UKALMS M TEXHHYECKUTE CTaHZApTH 3a KayecTBO U
Oe301acHoCT,

2. B pamKkuTe Ha rapaHimonnus cpok V3biIHuTensT OTCTpaHsIBa CbC CBOM CHIIM U
cpeactBa Bewuxn HechborBercTBHS Ha MenHUMHCKATA amapaTypa, CHOTBETHO MOAMEHS
AcheKTHPAM YacTH W/HIM KOMIIOHEHTH ¢ HOBH, CBHIVIACHO TapaHIHOHHUTE YCIIOBHS H
TexuuueckoTo npemiokerne Ha M3meiHaTes.

3. PexnaManiHoHHOTO choOIEHHE HA Bh3losKHTENS MOKe Ha OpZe M3npaTeHo 1o
(axe, TenedoH, eNeKTPOHHA MO MIHM OGHKHOBEHa MOINA, V3MBIHHTENST o JUIBXKEH [1a
M3MpaTH CBOM KBaMU(QHUMPAHU [pPEACTAaBHTENH Ha MACTO 3a KOHCTaTHpaHe U
WICHTHULNPaAHE Ha TIOBPeaaTa B CPOK OT 3 (TpH) AHH OT [I0JIy4aBaHe Ha peKIaMaliioHHOTO
cpobiieHne Ha Branoxurens. [Ipu BusnTata Ha cepBH3HHS €KUM Ha M3IrbIHATENS ce CBCTaBA
KOHCTATHBEH IPOTOKOJ 38 M3BBPUICHOTO TEXHHYECKO OOCIyXBaHe, BHIA HA TOBpPeIATa,
paboTHTe U CPOKET HEOOXOUMH 38 OTCTPAHABAHETO, B 1BA €IHO00pa3Hu eK3eMInIsIpa.

4. UsupHMTENAT Ce 3aIbIDKaBa 4 OTCTPAHHM HACTBIIMIA IOBpPeJia B CPOK 0T 7
(ceileM) IHM MM NO-KPAThK, CUMTAHO OT JaTara Ha KOHCTAaTHPAHETO Ha noepenara. [Ipu
HEBB3MOXKHOCT 34 OTCTpaHABaHE Ha HACTBIMJIA IIOBpema B cpok oT 30 (Tpuzecer) mHu,
Msnpinautenst ocurypsisa Ha Bwanosurens o6opoTHa anaparypa, KoATo ce 3aibJkaBa Ja
MOHTHPA W BBBEIIC B CKCILIOATAUHNS, OT CHIIMS MM 0K00EH Kiac 0 IIbIIHOTO OTCTpaHsBaHe
Ha fed)exTa/moBpe/aTa, KaTo TAPaHIMOHHEAT CPOK Ha MeuluHcKaTa anaparypara, B IIporiec
Ha LIONPaBAHE, CC Y/IbJDKABA CBC CPOKA IPe3 KOHTO € TPAEJIo OTCTPAHABAHETO Ha IIOBPEIATA.

(2) T'apannmonuo (cepusno) o6emyKBare

VBIBIHATENAT ce 3aIbikaBa Ja OCHTYPH Ha DBE30NHTeNs rapasiioHHO
(cepBu3HO) O6C/Ty:)XBaHe Ha MeZMUHHCKaTa anapaTypa B rapaHOHOHHHA CPOK. M3nmimuuTenst
C€ 3alpilXkaBa 1a H3BHPIIBA C IPEIMMCTBO TapaHIIMOHHOTO 00C/yKBaHe Ha MeauuuucKkara
anaparypa Ha Bb3noxuTens mo Bpeme Ha Henus rapaHIHOHEH NIEPHOJI, B CPOK HE IO-KLCHO
or 3 (IpH) OHH OT NOCTBIIBAHE HA 3asBKA 33 OOCIYXBaHE OT CTpaHa Ha Bw3nmoskurerns.
l'apaHIiOHHOTO 06CITYIKBaHE C& OCHIIECTBABA HA MSCTO, B IOMEIIEHHATA Ha Br3noxuress,
OT OTOPH3HPaHH MPEJCTABUTCIM Ha VISIBAHMTENS, & NPH HEBBL3MOXHOCT — B CEPBH3HA
CTPYKTYpa Ha V3mblHUTEIS.

VI. HEYCTOUKH

Yaen 11. (1) ITpu 3a6aBeHO M3MBIHEHHE HA 33TBDKEHMS TI0 Horosopa ot crpana
Ha V3UbIHATeN B HApYIIEHHE HA IPEABALACHHUTE B TO3H Jorosop cpokose, CBIIMAT 3amTana
Ha Bpanoxurens meycrolika B pasmep Ha 0.05 % or cyMara mo wi. 2, an. 1 3a Bceku
IPOCPOYCH NIeH, HO He noseve 01 20 % oT obiara nesa mo wi. 2, am. 1.

(2) llpn 3abaBa Ha Bb3moxkuTens 3a H3IBIAHEHHE HA 3aXbIKEHHSTA My 3a
mtamane 1o Jlorosopa, ChUIMAT 3ariama Ha M3 mbIauTeNs Heycrolika B pasmep Ha 0.05 % oy
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ABIDKHMATA CyMa 38 BCEKM IPOCPOUCH JICH, HO He moBeue ot 20 % OT pasMepa Ha 3a6aBeHOTO
IUlalane,

(3) Ilpu meusnwiHenue or CTpaHa Ha M3UBJIHHTENA HA 3aIBIDKeHUSTA My 3a
o0ydenne Ha nepcoHaia Ha Brsnoxmnrens, Mansaaurenst 1oimu HEYCTOHKa B pasmep Ha 5
% oT obmaTa 1ena no i, 2, an 1.

(4) Ilpu cueremuo (TPM M II0BeYe MBTH) HEW3MBIHeHHe Ha 38IbJKEHHATA 32
FApaHIHOHHO  OOCTYXKBAHE H/WIM TapaHIHOHHH PCMOHTH B CpoKa Ha rapasuusra,
Manenaurenar nemxu Ha Bwesioxurens, neycroiika B pasmep Ha 10 % ot obmara uena mo
. 2, an. 1,

(5) MNpu mbiHO HeM3MBIHEHUE Ha 3albIDKCHUATA 38 rapaHLUHOHHO 06CyKBane
WM TapaHLMOHHH DPEMOHTH B CPOKa 110 rapaHumara, Msmbamutenst memxu na
Bosnoxurens weycroiika s pasmep Ha 20 % (nBagecer NPOIEHTA) OT CTOHHOCTTA Ha
Horogopa.

(6) Branoxurenar moxe ma IpeTeHAupa 00E3lIeTEHHE 3a HaHecenu BpEIH M
TIPOITyCHATH TIOJI3H 110 OOLINS Pefl, HE3aBHCHMO OT HAYHCITEHUTE HEYCTOMKH M HE3ABUCHMO OT
YCBOSIBAHETO Ha rapaHIUsTA 38 H3TbIHEHHeE,

(7) Heycroiikute ce samnammar He3a0aBHO, IIPH IIOMCKBAHE OT Branoskurens, o
crenHara 0ankoBsa cMmeTka B 1B AJl: BG 81 FINV 9150 1016 8843 94,

VIL INOJM3ITBJIHUTEJU

Ynen 12. O6mu yenoBnn IpUI0KHMH KbM Ilommsnwiaurenure

(1) 3a usBBpuIBaHE Ha geHHOCTHTE O Horosopa, VansinuauTenst uma IpaBo Jia
I0JI3Ba CaMO IOOU3NBIHMUTENIHTE, HOCOYCHH OT HEro B otepraTa, BB3 OCHOBA Ha KOATO e
u30paH 3a M3nbiaruTe,

(2) IlpouentHoto yuactue Ha NOAH3I'BIHATEITE B 1IEHATA 3@ M3MBJIHEHHE HA
Horosopa He Moxxe 1a Gbe Pa3/IA9HO OT MOCOYCHOTO B oeprara Ha M3meIHUTe IS,

(3) Usnenuutenar moxe na H3BBPIIBA 3aMAHA HA MOCOYCHHUTE IIOAM3IIBIHHTEIN
3a n3nbHenne Ha Jorosopa, KakTo ¥ Ja BKIIOYBA HOBH [OJU3IIBIHUTEIIN B IIPEABUICHUTE B
3011 ciiywan u npu npeasunenure 8 3011 YCIIOBHS.

(4) HesaBHCHMO OT H3mOM3BaHETo Ha TOMU3IBIHUTENH, OTTOBOPHOCTTA 33
M3IIBIIHEHIE Ha HacToswuMs JloroBop v Ha M3nsinurens,

(5) Cxnrousanero na AOTOBOD C IMOAM3IIBJIHHTEN, KOHTO He € 06IBeH B odeprara
Ha M3snbnuuTens u He e BKIIOUEH Mo BpEME Ha U3IbIHERHe Ha [loroBopa 1o mpexsumenns
30IT pex WM H3MBIHEHHETO Ha AGHHOCTHTE IO JOroBOpa OT JHIE, KOEeTO He e
NIOMH3NBIHKTEN, 00SBEHO B odlepraTa Ha VI3mbIHUTENSA, ce CYMTA 3a HemsmbiHenue Ha
HoroBopa u e ocHoBamme 3a CAHOCTPAHHO IPEKPATSABAHE Ha HOroBOpa OT CTpaHa Ha
BB310xuTeNst ¥ 3 yCBOSBAHE HA TBITHUS PasMEp Ha rapaHuyiTa 38 W3ITEIHEHHE,

Yuren 13, Torosopn ¢ moam3nbiaunTe u

IIpu cxmrousanero na Horosopute ¢ NOIM3IBITHUTENNTE, Odepupany B odeprara
Ha VI3IbIHATE S, TOCeIHISIT € JuIbXKeH 1a Ch3MaIC YCIOBHS U apaHIHH, Ye:

1. npunoxumuTe Knaysu ma JloroBopa ca sagbiKUTENHH 33 W3IBIHeHME 0T
IOIH3IbIHHTEIHTE;

2 peficrBuaTa Ha [0 M3IBIHUTETHTE HIMA Aa IOBeHaT IPAKO MK KOCBEHO 110
HEH3I'bIHEHHE Ha JloroBopa;

3. pH OCHIIECTBABAHE HA KOHTPONHUTE CH (yHKITMH IO JI0TOBOpa BB3IoKuTesT
e MOXE OE3IPEeNATCTREHO Jia H3BBpIIBA IIpOBEPKA Ha NEHHOCTTA M NOKYMEHTALHATA HA
NOJU3IIBIIHUTEINTE.

Yaen 14. Pasnnamase ¢ OOAH3INLJIAHHATETH
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(1) KoraTo wacTTa 0T nopbukara, KOATO CE H3IIBJIHABA OT IIOJU3IIBIIHUATEN, MOXKE
na Owje npenazgeHa karo orgeieH 00eKT Ha M3UBIHATEII HIM Ha Branoxurens,
BesioxkuTenat samala Bh3HarpaIeHie 3a Tasy YacT JUPEKTHO Ha MOJM3IIbIHUTEIS.

(2) Pasmnamanusra mo anmHess | ce OCBINECTBSIBAT BBH3 OCHOBA Ha HCKaHe,
OTHIPaBeHO OT MOAHIIIBJIHUTEIA 10 BB3noixures qpe3 HBH’I:IIHI/ITCJ‘IH, KOHTO € JUIBXKEH 4 I'o
npenocTasy Ha Besnosxurens B 15-1HeBeH CPOK OT IIOJIy49aBaHET) MY.

(3) KoM uckanero no ammues 2 V3mbiHATENAT NPEI0CTaBst CTaHOBHIIIE, OT KOETO
Jia € BUAHO JIaIk OCIIOPBA NJIAIAHUATA HIIH YacT OT TAX KATO HEIBJDKHMHU.

(4) Bp3moskuTenaT MMa paBo Ja 0TKaXe IUIAIIAHE 110 aJHHes |, KOraTo HCKaHeTo
3a [UTalaHe € OCIMOPEHo, 10 MOMEHTA Ha OTCTPaHsIBAHE HA IPUUMHATA 32 0TKA3a.

VIII.  YCJOBUISI 3A MPEKPATSIBAHE W PA3BAJISIHE 1A
TOTOBOPA

YWiren 15. (1) HactosimusaT Jorosop ce IpeKpaTsBa B CIEIHUTE CIIYYaH:

1. mo B3aumuo ceriacue Ha CTpaHuTe, H3PA3EHO B MUCMEHA (GopMa;

2. ¢ M3THYAHE Ha YI'OBOPEHHS CPOK;

3. Korato ca HACTBIMIM CBINECTBEHH NPOMEHH BHB (UHAHCHPAHETO Ha
obmecTBeHaTa MOPBYKA — IpeaAMeT Ha JloroBopa, U3BBH NPaBOMOIIMATA Ha Brinoxurens,
KOHMTO TOM HE € MOI'BJI WK He & OMJI JUTBKEH Ja IPCABHIN WIH 4 IPEIOTBPATH — C IIHCMEHO
yBeOMIICHHE OT BB3ojkuTens, BeiHara ciiesi HaCThIIBaHe Ha 06CTOSTENICTRATA,

4. Tlpy HacThIBaHe Ha HEBMHOBHA HEBB3MOXKHOCT 38 H3IIBJIHEHHE HENPE/BHACHO
WJTH HENPEeIOTBPATHMO CEOMTHE OT H3BLHpE/IEH XapaKTep, Bb3HUKHAIIO CIICA CKIIIOYBAHETO Ha
Horosopa (,,HenpeogouMa CHITa*) 38 CPOK MO-ABJIET 0T 30 THH.

(2) Bwsnoxurenar Moxe Jja npexpatd JloroBopa 6€3 IIpepu3BecTHE, C
YBEIOMIIEHHE, H3IIpaTeHo 10 Usabanurens:

l. npu cucTeMHO (TpM M IOBEYe IILTH) HEU3NBJHEHHE HA V3NLIHHTENS Ha
3aB/DKEHUATA 33 TapaHlIHOHHO OOCIyXBaHe W/WIM TapaHIHONHE DPEMOHTH B CpoOKa Ha
rapaHIuaTa; WIn

2. TIpU IBJIHO HEM3IIHIHEHHE HA 3a/IbIDKeHHsITa Ha VBIILIHMTeNS 32 rapaHIHOHHO
obciyKBaHe H/UIM M3BBPIIBAHE HA TAPAHIMOHHN PEMOHTH B CPOKA 110 TAPaHIHSTA; WK

3. mpu 3aGasa npoxw/kuna mosede ot 30 (TPHUIECET) OHM MM IIPH IIBJIHO
HEU3IBIHECHHE Ha 3aIb/DKCHHETO Ha M3NBIHUTENS 3a BBBEXKIAHETO B €KCIUIOATAIMA Ha
Mepunurckara anaparypa, H/HIH 3a o0yueHne Ha [epcoHana Ha Be3moxurens; umm

4. u3mON3Ba TOAM3NBIHUTEN, 0€3 Ja € JeKJapupal ToBa B NOKYMEHTHTE 3a
Y4acTHe, WK H3II0NI3BA [IOAM3IIBIHUTEI, KOHTO € pasiiuyeH OT TO3H, KOUTO € IOCOYEeH, OCBEH
B CITy4anTe, B KOMTO 3aMAHATA, CHOTBETHO BKIIFOYBAHETO HA IOAM3IIBIHHTEN € H3BBPIIEHO
ChC CBIVIACHETO Ha Be3noxutens u B chotercTare cbe 3011 u Hacrosuuus Jorosop;

(3) Branoxurenar npexparssa lororopa B ciydante 1o wi. 118, an. 1 or 3011,
6es ma memKku obeslieTeHue Ha M3UBAHMTENS 3a NPETBPIEHH OT NPEKPATABAHETO Ha
Horosopa Bpe/iM, 0OCBEH aKo IpeKpaTsBaHeTo € Ha ocHoBanue wi. 118, am. 1, 1. 1 ot 3011

(4) TlpexpaTsaBaHETO craBa Clie[l ypeskaaHe Ha (DMHAHCOBHTE B3AMMOOTHOIICHHS
Mexy CTpaHuTe 3a M3BBPLICHHTE OT cTpana Ha M3nbiuuTens u omobpenn ot Branoxurens
OCHHOCTH I10 M3II'BJIHEHHE Ha J[oroBOpa.

(5) Bosnoxurenar moxe Aa passamu JloroBopa [0 peda M IpH YCIOBHSATA
IPEABUICHH B HETO HIIM B IPHICOKHAMOTO 3aKOHOATE/ICTBO.

Yien 16. Hacrosmmsr [Jorosop moxe ga OBAe H3MEHSH WIH HOMBJIBAH OT
Crpanute npu ycnosusTa Ha wi, 116 ot 3011

o //



IX. HEIIPEOOJIUMA CHJIA

Yuen 17. (1) Crpanure ce 0cBOOOMIABAT OT OTTOBOPHOCT 3a HEH3I'BIHEHHE HA
SaNbIDKCHUATA CH, KOTATO HEBB3MOXKHOCTTA 33 W3MBIHEHHE CE ABIDKM Ha HEMpPeosoiuMa
cuna, Hukos ot Crpanure He MOXe 13 ce lI030BaBa Ha HENPEONONHMMA CHIIA, ako e Guia B
sabasa u He e undOpMupana Apyrara CrpaHa 3a BE3HHKBAHETO Ha HEpeo10IuMa CUJla.

(2) Ctpanara, 3acermara or HETIPCONOMMMA CHJIA, € JUIBIKHA [a HpeinpHeMe
BCHHKH Pa3syMHM YCHIUS M MEDKH, 3 Jia HAMAJIH 10 MHHUMYM [1OHECEHHTE BpeIH U 3aryowu,
KaKTo M Nia yBe/loMM mMcMeHo Jpyrara CrpaHa HezaGarHO IIPM  HACTBIIBAHE Ha
HEIPEOJ0IIMATA CHIIA.

(3) Mloxato Tpae HempPeoNOIMMATA CHIIA, M3IbIHEHHUETO H& 3aJBJKCHHETO Ce
CITHpa.

(4) He moxe aa ce mososaBa Ha HETIpeo/omuMa cuia oHasw Ctpada, 4HsTO
HEOPEIKHOCT MM YMUIUIEHU JIHCTBHS WIH Ge3neiicTsus ca JOBENH 10 HEBB3MOMKHOCT 3a
H3IIbJIHEHHE Ha JJororopa.

X. TOII'bJIHUTEJHU PA3IIOPEABH

Ynen 18. 3a Bcuykn Heypemenu B Hacrosuusg Jlorosop BbIpocu ce mpunara
AEHCTBAOTO GBIrapcKo 3aKOHOMATENICTRO.

Ynen 19. (1) YueiaoMomienu npezcrTaBuTeny Ha (CTpaHMTE, KOMTO MOraT ja
IIPHEMAT M TIPABAT M3ABJICHHUS 110 M3II'BIHEHHETO HA HACTOMIIHS Horosop ca:

3A BB3JIOKUTEJIS:

....... s TeIEGOH Ly W Emadls L

3A M3IIbJIHUTEJIS: y v T

Ldotatas: . VopGapmet ... Tenepon: (/9939699 Email: © oy Cf@é({ X, o1

(2) Bemuku crobmenns u YBCJIOMIICHHA, CBBP3aHM C H3IIBIHEHHETO HA TO3M
Hlorosop, crmemBa na CHLIBPKAT HAMMEHOBAHHETO U HOMepa Ha Jlorosopa, na Gwaar B
nucMeHa (popMa 3a JefCTBUTENHOCT.

(3) CrpanuTe ce 3ambKaBat 1a ce MH(OPMHUpAT B3AHMHO 3a BCAKA IPOMSIHA HA
TMpaBHU CH CTATYT, aIPECHTE CH HA yIpaBicHHe, TelehOHHTE u NM1aTa, KOHTO TIH
IIPEJICTaBIIABAT.

(4) Oduupmanna KopecrioH IeHIus Mexny CTpaHHUTe ce pasMeHs Ha IIOCOYCHHTE B
HacToAMA JIoroBop anpecH Ha YIpaBleHHe, OCBEH aKo Crpanute He ce mmbopmupar
ITHCMEHO 3a JIpyryt CBOM ajipecy. IIpu HeyBemoMsBaHE WM HECROEBPEMEHHO YBEIOMSBAHE 3a
NMpOMAHA Ha anpec, KOPECIOHIEHIMATA H3NPAaTeHA Ha aIpEcHTe 110 HACTOSIIHUSA JIOTOBOD Ce
CHHTAT 34 BAIMIHO M3IIPATEHH 1 [I0JTy4eHn oT Apyrata Crpana.

(5) Bewuku chobliuenns M yBegoMIIeHHS ce M3TIPAINAT 110 T0IlaTa ¢ Ipenopbyana
1IpaTka MM 110 Kypuep. IIuemerute ysenomnernus mesxty Crpanure mo HacTOsAWMs JloroBop
CE€ CUHTAT 3a BalMAHO H3NPATEHH 10 (akc ¢ ABTOMATHYHO TCHEPHPAHO ChOOILEHHE 3a
NOJIyHaBane OT afpecaTa MIIH 0 eJIEKTPOHHATA II01Id Ha CTPAHHTE, TOATTHCAHH C EIIEKTPOHEH
OJIITHC,

Yaen 20. Msnemuurenst wama npaso na OPCXBBPIIL  CBOMTE TMIpaBa MM
38IBJDKCHHUA 110 HacTosAIHs JJoroBop Ha TPeTH JHIA, OCBEH B cirydanTe npeasuyieHu B 3011,

Yuren 21. (1) Benuku cropose, IOPOZIeHH 0T To3H JloroBop wim orTHacamy ce 10
HETO, Ine OBAAT paspelaBany EPBO [0 H3BHHCHICHEH PEX Ype3 MPeroBOpH Mex/ly IBeTe
Crpanu, kato B ciy4ait Ha cIop, Beska Crpana mosKe Jla H3IIPaTH Ha APYraTa Ha MOCOYeHUTe
4IpCCH 32 KOPECIIONIEHIIHS I10-/(0JTy TTOKAHA 38 [IPETOBOPH C IIOCOYBAHE HA JlaTa, 4ac ¥ MscTo /
3a IPErOBOPH. rr
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(2) B ciyuait Ha HemocTHraHe Ha JIOIOBOPEHOCT 110 Pelia Ha MPEeaXOoHaTa ajluHesl,
BCHUKH CIIOPOBE, MOPOAEHH OT To3H JlOrOBOp WM OTHACAINM C€ H0 HEro, BKIIOYHUTEIHO
CIIOPOBETE, OTHACALIM C€ 1O HErOBOTO TBIKYBaHe, HEACHCTBHUTEIIHOCT, HEH3IIb/IHEHUE HITH
npexparAsane ue ObAaT OTHACAHM 3a pasriexaane u pemasade no peaa Ha I'TIK ot ponoso
KOMIIETEHTHHUA ¢bJ B I'p. Jobpuu.

Ynen 22. HumIOKHOCTTa Ha HAKOA OT Kiaysure mno Jlorosopa wumM Ha
JOTMBJIHUTENIHO YTOBOPEHM YCIIOBHS HE BOJM JI0 HHINOXKHOCT Ha APyra Kiaysa WM Ha
JloroBopa Karto mso.

HpH MOAIMMCBAHCTO Ha HACTOAIIHUA I[OI‘OBOp Ce TIIpencraBuxa CJICIHHUTE
JOKYMEHTH;

- 3a obcrosTencTBara no ui. 54, an. 1, 1. 1 ot 3011 - cBUeTeNCTBO 38 CHOMMOCT;

- 33 00CTOATENCTBOTO MO Wi 54, an. 1, T. 3 ot 3011 - ynocToBepenue ot opranure
0 MPUXOJHMTE M YJIOCTOBEpeHHe OT OOLIMHATa [0 CEeJANMIUETO Ha BB3JOKUTENS H Ha
KaH/IMJlaTa HJIH Y4aCTHHKA,

- 3a oOcTosATencTBoTo 1Mo wi. 54, an. 1, T. 6 - yIOCTOBEpeHHE OT OpraHWTe Ha
Vznenaurenna arednus "l TapHa HHCIEKIMA O Tpyaa',

- cepruUKaT 3a NpHIaraHe M [O/JLPXKAHE Ha CHCTEMa 3a YIpPaBlEHME Ha
kauecTBoTOo EN ISO 9001 B 00nactra Ha NpoOM3BOJICTBOTO M/MJIM THPrOBHUITA C MEIULUHCKU
U3ZeNus H/MIN cHcTeMa 3a yipaBieHue Ha kadectBoro EN ISO 13485/13488 wu/unm
eKBHUBAJICHTHA.

- Jexnapanys 1o ui. 6, ajl. 2 oT 3aKoHa 3a MEPKHUTE Cpellly U3MMpaHe Ha Mapy I1o
3anb/DKUTENHES 06pasen Ilpmnoxenne No 3 0T JOKyMEHTALIHATA 34 Y4acTHE,

HepaB,uenHa JaCcT OT HACTOALIHA ﬂOFOBOp ca CJIENHHUTE IMPHIOXKECHHS Cle)
MOAIMHACBAHCTO UM:

1. Ilpunoxenue Ne 1 xpM 4. 3, an. 4, T. | — IIpueMo-npenaBaTenes npoTOKOI;

2. llpunoxenne No 1 koM 4. 3, an. 4, T. 2 — [IpoTOKOI 38 MOHTaX U BHBEKIAHE B
EKCIUIOATALlMS Ha MEIUIIMHCKATA araparypa;

3. IIpunoxenne No | xem um. 3, an. 4, T. 3 — IlpoToxon 3a H3BBpILEHO 00yueHHE
Ha [epcoHalla Ha BB3JIOKUTE,

KM HacTOSLIHS HOTOBOP Ca MPHIIOKESHH:

1. Texuuyecka crienudukaug Ha Bo3noxurens;
2, Texuuuecko npeiokerue Ha M3mbaauTes;
3. IleHOBO npeIoXKEHME Ha M3mbinHuTens,

Hacrosmuar oromop ce moamuca B 3 eqHOOOpPasHM eK3eMILIApa — JiBa 3a
Br3noxuTens u COHH 3a HWs3neninTens.

VBTTHITHUTE s 2 4
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Hpunoscenue N 1.3 — 3a0vrscumenen obpazey
Ilpedcmasn ce no obocobena nozuyua Ne 3

TEXHHAYECKO HNPEJJOXEHMUE

IIo obGocoGena mozmuma Ne 3: HocTaBka, BbBemKAAHE B eKCIIOATALMS H

FApaHUIHOHHO IOAdbP/KAHE HA moJIiyaBToMaTH4yeH Koaryjgarop

[Honmucanuar Teonop WUsanos 3ampupos, ETH "1~
Ha Yrpasuren (usnucea ce Onvocnocmma) Ha “EJITA 90 M” 00[ (usnucea ce umemo na
yuacmuuxa), cbe cepanume: Codust 1000, anpec Ha yrnpasmenue yi. »AlyHaB” 19, Bx, A, eT. 1,

am. 2, EMK 130469816,

MIPEIIAT AM CJIE/THUTE Y CJIOBHST:

. B Ka4eCTBOTO CH

1. ZIOCTaBKa, BBBEXIAHE B CKCIIOATAIIHI M TapaHIuOHHO [IOOOBPXKAHS Ha
[OJIyaBTOMAaTHHYEH KOoaryJiarop.

Mapxka: Start® Max;
Mogen: Start® Max;
IIpoussoauren: Diagnostica Stago, ®panmus;
I'oguna Ha npoussoacTso: 2018;

2. CooTBETCTBHE HA IpejUlaraHaTa MEJUIMHCKA AIapaTypa ¢

TEXHHYECKAaTa CH@HH@)HK&HHH:

H3UCKBaHUATA Ha

IToka | ITapamerpu

TexHUYEeCKH H3IHCKBAHMS
KbM JoCTaBsiHaATAa

CLOTBETCTBHE ¢ HA
npegaaradaTa

Crpanuua ot
KaTasor, NpocrexT,

34T

aNfJI % MeIMIHHCK anapaTypa MeIHUMHCKA NpOaYKTOB JIMCT
= amaparypa c WK IPYT AOKYMEHT
= H3HCKBAHUATA, Ha NMpoU3BOOHTE/IS,

NOCOYEHH B KOJIOHH KbIeTo € NoCoYeHOo

2un3 CBOTBETCTBHETO HA

ITPEaJIOMKEHHETO C

HM3IWCKBAHUATA 10O

KOM. 213
2 3 4 o)
1 OcHOBHHI PT, APTT, Fibrinogen, PT, APTT, Crp. 1, 7. 1.1, o1
napaMeTpu Thrombin Fibrinogen, Hexnapanus 3a

Thrombin CHOTBETCTBHE Ha

_ ITponspomurens

2 Jonsnaurens | PenrtmwiazHo Bpeme; Penrrunasuo Crope 1, 2. 2.1 ot

U apaMeTpH

®axrop V; Daxrop VI,
®axrop VIII; Dakrop IX;
aKTuBMpaH nporeus C
(APC); Tlporenn C;
[Iporeun S; Jlymycen
AHTUKOATYJIaHT.

Bpeme; QaxrTop
V; ®axrop VI,
Daxrop VIII;
Qaxrop IX;
AKTHBUpPaH
nporenH C
(APC); Ilporenn
C; Ilpoteun S;
JIynycen
AHTHKQAIyJIAHT

Hexmaparus 3a
CHOTBETCTBHE HA
ITpoussopuTens




OtBOpeHa

BesmoxHOCT 32

Bb3MoxBOCT 32

Crp. 1,m 3, 73.1,

cucremMa IIpoTpaMUpaHe Ha APYIU nporpamupane Ha | ot Jleknapanus 3a
TECTOBE OT IOTpeduTens IOPYTH TECTOBE OT | CHOTBETCTBUE HA
NOTpeOnTENA [poussoaurens
Temnepupane | TemmepupaHe Ha Temnepupane na | Crp. 1 or
Ha peaxtusute npu 37°C ¢ PCaKTHBUTC IIPH | IMPUIQKCHA
PEaKTHBHTE toJsiepanc +/- 0.5°C ¢ 16 37°C ¢ Tonepanc | Opoinypa Ha
ro3unuy 3a nHKyOanus Ha | +/- 0.5°Cc 16 Ipeaaragara
KIOBETH, 4 U3MEPBATECIHN | [O3HIMH 34 araparypa.
KaHaa | 2 [MO3MINH 3a HHKYOauusa Ha
PeaKTHBH, KOHTPOJI Ha KIOBeTH, 4 Crp. 15 1:4.1;: ot
MHKyOalusTa. H3MEPBATEITHI Hexnapanus 3a
KaHaa 1 2 CHLOTBETCTBHE HA
TIO3UIINH 38 [IpousBoauTens
PeaKTHBH,
KOHTPOJI Ha
nHKyOauusTa
Enextponna | Hanuume Hamune Cap. 1,1, 361
CBBP3aHa Hexnapanus 3a
IHIIeTa 38 CHOTBETCTBHE Ha
HAaKaIBaHe Ha [Tpoussonurens
PEaKTHBHUTE U
cTapTUpaHe
Ha
HM3MEPBAHETO
Teunoxpucra | Hamnure Hanmuune Crp. 1, ctp. 2 oT
JIEH CEeH30peH IPUTIOMKEHA
eKpan Opourypa Ha
Ipelaranara
arraparypa.
> Crp. 1, T. 6 oT
Hexmapanus 3a
CHOTBETCTBUE Ha
IIponssopurens
Br3moxkunocer | Hanuune Hanuuue G Lo 7 et
3a CBBbp3Bae Jexnapanns 3a
¢ Gapxon CHOTBETCTBUE Ha
YyeTels [TpouzBonuTens
IpenBapuren | Hanuuue Hamnune Crp.1,T. 801
HO Jexnapanus 3a
IIpoTpamMHpaH CHOTBETCTBHE Ha
W TECTOBE [IpouzBourTens
TlotpebuTenc | He no-manko ot 5 He mo-manko ot 5 | Crp. 1, T. 9 o~ ,,\ '1 ;
K¥l HIHBA Ha He Knapaupfﬂ‘s\gf
JOCTBI CI.OTBGT(;‘FBP\;

e




ITpouzroauTens

10 | Pesynraru

sec, %, INR, g/, mg/dl,
IU/ml

sec, %, INR, g/l,
mg/dl, IU/ml

Crp. 1, 1. 10 0T
Hexnapanus 3a
CHLOTBETCTBHE Ha

[IpouzBoauTens
11 | Iloprose Bpwn3ka ¢ LIS, He mo- Bpwakac LIS, me | Crp. 1, 1. 11.1,
Manko ot 2 nopra USB, I10-MaJIKO OT 2 11.2,11.3 ot

mopt R5-232

nopra USB, nopr

Hexnapauus 3a

RS-232 CLOTBETCTBHE HA

IIpousBoguTens

YYacTHHKELT 3ILJOKMTENHO MOLABA KOJIOHH 4 ¥ 5 Ha Tadamuara.

3. Cpok Ha mocraBka, HO He mO-uLiel oT 60 (lnectiecer) KaleHAApHH IHU OT
CKJIIOYBAHETO Ha JOroBOpa 3a 00UlecTBeHA [TOPBYKa:

60 ( mecTaeceT ) KaneHOAPHH THU.

4. Cpox Ha MOHTa)X M BBBEKIAHE B €KCIUIOATALMSA, HO HE MMO-ALNET 0T 7 (cenem)
KaJIeHJapHH JHHU OT AOCTAaBKaTa:

7 ( cemeM ) KaJleHIApPHH JIHH.

5. Cpok 3a o0y4eHHE Ha CIIELMATMCTHTE Ha BB3JIOKUTENS, HO HE MO-IBIBr 0T 10
(meceT) KaANEHAAPHH IHHU OT JOCTABKaTa:

10 (meceT) KaneHIAPEY IHH.

6. Cpox 3a rapaHIMOHHO IOLABpIKaHe (rapaHLHOHEH CPOK), HO HE IMO-KPaThK OT
12 (nBaHaeceT) KaJIEHJapHH MECEIa:

12 ( nBaHameceT ) KaneHIapHH Mecela.

7. TlpueMaM B rapaHiMOHHUS CPOK Ja OTCTPaHsBaM HACTBIIMIIA IIOBPEIA B CPOK OT
7 (cemeM) OHHM MY MO-KpaThK, CYMTAHO OT AaTara HAa KOHCTAaTHPAHETO Ha jIoBpexpara. [lpu
HEBB3MOIKHOCT 34 OTCTPAHsABAaHe HA HACTBIMIA MOBPena B cpok mosede or 30 (rpupecer)
J(HY, H3MBIHATENAT OCHTYPSIBA Ha BBINOKUTENd 000pOTHA anaparypa, KOsSTo ce 3aIbiKaBa
IJa MOHTHpa H BbBele B EKCIUIOATallMd, OT CBHIIUS WM N0N0o0eH KIAC [0 IIBIHOTO
oTcTpaHsBaHe Ha nedexTa/oBpeaara.

8. Iexiapupam CpoK Ha BaAJIMIHOCT Ha odeprara: 3 (TpH) Mecela OT JaTara, KOsTo
e IocoYeHa 3a JaTa Ha [10JaBaHe Ha ojepraTa.

9. [IpuemaM CPOKOBETE 3a IUIAILAHE:

9.1. IIvpra BHOCKA B pasmep Ha 30 % OT npojakHaTa L(eHa — B 3-IHEBEH CPOK OT
CKJIFOUBAHETO Ha JI0r0BOPa;

9.2. Bropa Brocka B pazMep Ha 70 % oT mpopaxHara LeHa — B 00-IHeBeH Cpox
cliel TOJIMCBaHe Ha IIpPUEeMO-TIpelaBaTeleH IIPOTOKOJN 38 [J0CTaBKaTa, MOHTaXKa W
BBBEKIAHETO B €KCITJIOATAIMS.

10. IEKJIAPHUPAM, 4e nocrapsHaTa MEIUIIMHCKA TEXHUKA!

10.1. OrroBops Ha M3MCKBaHMATA Ha Wi 82, aj. 1 0T 3aKoHa 3a MEIUIMHCKHTE
uznenus (3MIU).

10.2. Vima wHeTpyKUMs 3a yroTpeba Ha OBArapcKu e3HK.

10.3. E dpabpuyno HoBa, HeynoTpeOsBaHa, HEPEUUKINPAHA, HEASMOHCTPALOHHA
U IpoH3BeeHa He no-paso ot 2017 rox.

11. Hexnapupam CBITIACHETO CH ¢ KJIay3UTe Ha NPUIIOKEHHUS IIPOSKT Ha J]

12, B cinyuaii, gye 6b1a ompeneNieH 3a H3BIHUTEN Ha TOPhYKATa, Ce 3
OpH IIOAIIHCBAHETO Ha Joropopa 3a OﬁU.ICCTBBHEL nopb4YKa, MOa npezxc*raB'




NOKYMEHTH YAOCTOBEPsBAIM JIHIICATA HA OCHOBAHMs 32 OTCTIpaHsBaHe OT IPOLEAyPaTa,
KaKTO ¥ CHOTBETCTBHETO C IOCTABEHUTE KpUTepuy 3a moadop:

- 32 obcTogrencrara mo wi, 54, am. 1, 1. 1 or 3011 - CBHOETENICTEO 38 ChAUMOCT;

- 33 00CTOATENCTBOTO 10 WiI. 54, an. 1, T. 3 ot 3011 - ymocroBepeHue 0T opranuTe
M0 TPHXOJMTE W YIOCTOBEPEHHE OT OOLIMHATA 1O CENATMNIETO HA BBITOXKHUTENL ¥ Ha
KaHIu1aTa Uik yYaCTHHKA,

- 3a obcrogTencToTo o uwi. 54, am. 1, T. 6 - yIOCTOBEpPEHHE OT OpPraHUTe Ha
V3nbiaauTenHa areduus "I iaBna HHCTIeKIHS 110 Tpyaa';

- cepTuHKAT 34 IpWwiarage M MOAABPIKAHE Ha CHCTEMA 3d YIPABICHHE Ha
kavectBoT0 EN ISO 9001 B 0GacTTa Ha IPOM3BOACTBOTO H/HJIM THPrOBUATA ¢ MEIUIMHCKH
M3lenMs H/MIH CcHcTeMa 3a yipasieHwe Ha kagecTtBoTo EN ISO 13485/13488 wu/mmm
€KBHBAJICHTHA.

- Hexnapauws 1mo 91, 6, ajl. 2 oT 3aKoHa 3a MEPKUTE CPelly M3IUPAaHe HA Iapu —

1o saxemkuTenes obpasen [Ipunoxenue Ne 3 oT oOpasuuTe JOKYMEHTH OT JOKYMEHTALUATa
3a YJacTHE,

i . R,
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Ilpunoscenue N 2.3 — 3advancumenen oépazey
IIpedcmasn ce no oéocobena nozuyua Ne 3

HOEHOBO IIPEAJIOJKEHUE 3A M3ITBJHEHUE HA IIOPHYKATA

Ilo oGocoGena mosmmusa Ne 3: JlocTaBka, BbBEKIaHE B EKCIIOATAUUA M
FapaHnHOHHO NOJObPIKAHE HA IOJMYyaBTOMATHYE¢H K'.oary.naTop

ot ,,EJITA 90M* OO/T

cee cepanuuie B Copus obmuna OGopuiue u aapec Ha

yopasienue yi. ,,Jlygas“ 19, Bx. A, er. 1, ar1. 2 et
ENK/BYJICTAT130469816 npexcrasnssan ot Teomop Msanos 3amdupos
EI'B -~ 3 KAYeCTBOTO MY Ha YIIpaBUTEI

IlpencTaBaM LeHOBO mmpeiokenue mo obocobena moszurms Ne 3 Hocrasxka,
BBBEK/AHE B EKCILIOATAIHS ¥ PAPAHIIMOHHO TIOIBPIKAHE HA MOIyaBTOMATHYEH KOATYJIaTop.

7°000 (cemem xmmsaau) neea Ge3 J1JIC.
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