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»MEJIMKIIMM” EOO/, cwe cenanuile U ajapec Ha ynpasyienue rp Codus, palion
Ilonysue, yn. ,,becapabus™ Ne 108B, et. 1, EMK 204844550, npencrasnssano 6T Anaa Hyne
1 Mupua Uyne, 3aeqHo, B KaYeCTBOTO MM Ha YIPaBUTEINM, ONPENCICHO 38 M3MBIHUTEN C
Pemenne Ne 37 / 20.12.2019 rox. ma B’BSJ‘IO)KI/ITCJI}I, ClleZl TMPOBEIEHA IIPOLenypa 3a
BBb3jlaraHe Ha OOIIeCTBEHa IOpBYKA THI '"OTKpUTa npouenypa" Ne, 00083-2019-0013, ¢
npeamer "JlocraBka Ha JaOOpaTOpPHH KOHCYMATHBY, peaKTI/IBI/I M TECTOBE 3a OTL[GJIGHI/IH
"Kimangna muxpobuosnorus”, "Tparcdysnonsa xemaTonorJ/m H; TKJ‘H/IHI/I'{Ha nartosuorus"
Hapudad U3TTBJIHUTEJL. .

CtpaHuTe ce criopasymsxa 3a CJIeJHOTO:
IMPEAMET HA JIOT'OBOPA 1 IIEHU

1.(1). WUSII'BJIHUTEJIAT pocraBs na BDB3JIOXKUTEJISA naGoparopru
KOHCYMATHBH, PEAKTUBH U TECTOBE (HApHUYaHH T0-/I0JIy MEMIMHCKH/TE U3JIENHS), 32 KOUTO €
y4yacTBaJl B OTKpHTa IpoLEedypa 3a Bb3jlaraHe Ha OOILecTBEHa INOpbYka 3a Bh3jIaraHe Ha
of1ecTBeHa MOpEUKa 1o obocobeHa rozuuust Ne 1: Jlocrapka Ha naGopaTopHy KOHCYMATHBH,
PCaKTUBH M TECTOBE 3a OoTAeNeHHE , JIIMHUYHa MUKpoOHonorua”’, HoMeHknatypu NeNe 16 u
18 wru onmcanu B ITpunoxenne KbM JOroBopa

(2). Lenosure npemnoxenust ga V3ITBJIHUTEJIS, nocouenn B npnnomeHHew
II0 IIPENXOJHATA aJIMHES, Ca HEpa3/AeHa YacT OT HaCTOAIHUS A0TOBOP.

(3) IlporHo3HuTE KONWYECTBA, MMOCOYEHH B ﬂloxymeluaumna 3a: o0IIecTBeHA
IOpEYKa He nopaxaar 3aabiokesne 3a Bh3JIOXKUTEILA ,ua, Iu sazcynh B nocoyenus oGem.

CPOKOBE U HAUNMH HA IIJIAIIJAHE !

2. CpoKBT Ha HACTOSIIHMA JJOTOBOp € 12 Mecella OT Jiarata Ha IIOANKMCBAHETO MY.
JIoroBOpBsT NPOABIKABA ASHCTBHETO CH O CKIIIOYBAHETO Ha JOTOBOP C APYL U3MBJAHHUTE]
ClIe[ IPOBEXKAaHEe Ha 00LIEeCTBEHa [TOPhUKa,

3. Ilocoyenute B wi, 1 uzgenus me 6baar pocrasuu ot UIITBJIHUTEILS na
BB3JIOXKUTEJIA B cpok 10 14 (deTupuHageceT) KalCHIAPHN AHHU, CJIE 3adBIBAHETO UM OT
B'B3JIOXUTEJIA.

4, Ienxumara Ha VISITBITHUTEILI CyMa IIO BesiKa OTJIeJIHA JOCTEBKa e Obae
wiateda ot Bb3JIOXXUTEJIA o GankosaTa cMerka Ha ripoaasada B Cpok a0 60 (mectaecer)
KaJICHIAapHU JHU clie] u3gasaneTo Ha ¢aktypa oT M3ITHJIHWUTEJLA.
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5. CpoKbT Ha TOJHOCT HAa JIOCTABEHUTE I/ISIL@HI/IH Tp;{6Ba 1la € He TI0- ;KpaT’bK ot 60

% (ImecTaeceT MPOIEeHTa) OT OO CPOK Ha TOJHOCT KBM MOMEHTA Ha JOCTABKATA.
|

MSCTO HA U3ITBJIHEHUE U TIPEMUHABAHE HA COBCTBEHOCTTA

6. 3a MACTO Ha JoCTapsiHe Ha wu3jenusra ce oupenels “MDbAJI-[obpua" AJl, rp.
HoGpuy, yn. “Ilanaiior Xurtos" 24.

7. CoOCTBEHOCTTa BBPXY [JOCTAaBSHUTE M3NCIUA M PUCKBT OT IIBIHOTO WUIH
YaCTUYHOTO UM moruBaHe npeMuHasa BpXy BDB3JIOKUTEJIA or MOMEHTa Ha IPHEMAHETO
UM Ha MACTOTO Ha JIOCTABSIHE C IIPHEMO-IIpe/laBaTeiIeH npomxon \FUIA JIDYT paBHO3HAYEH
JOKYMEHT.

ITPABA U 3AABJDKEHWA HA U3ITBJIHUTEILA

Unen 8. (1) USITBJIHUTEJIAT e nnbxen na CKJ;[&@T{I/I no éfB‘ p 34 noﬁH3HLnHeHHe
KOTaTo ¢ OBSBIUI B 3asBJICHUETO CH 33 YYACTHE IOJI3BAHETO’ HA IOAM3IBIHUTENT; B cpok 10 3
JIHA OT CKJIIOYBAHETO Ha JIOTOBOP 3 LOJM3IBIHEHHE MM Ha JOIBJIHATEIHO ClIOpasyMeHne
3a 3aMsHa Ha II0COYEH B 3asBICHHETO [OJU3IIBIHUTC H3IBIHUTEIST W3Ipama KOIHe Ha
JIOTOBOpPA WK Ha AON'BJIHUTEIIHOTO CIIOPa3yMEHHE Ha BB3IIOXKUTENS 3aS/THO ¢ JI0Ka3aTelICTBa,
Ye ca U3IMBJIHEHN yCeJoBUATa 1o Wi, 66, ai. 2 u 11 ot 3011

(2) llomu3mbAHUATENUTE HIMAT I[IPaBO 14 npeBbznaraT €OHa MU TI0BEYE OT
JIeHOCTUTE, KOUTO ¢a BKIFOYCHH B [IPEAMETa Ha JOrOBOPA 3a I10U3IIBIHEHHE.

(3) HeszaBucuMoO OT BB3MOXKHOCTTA Ja C€ U3NOJ3BAT MOJU3MBIHUTENH,
OTTOBOPHOCTTA 32 U3ITBIHEHUE Ha JJOTOBOPa 3a obmecTseHa noppuka € Ha U3IIbJIHUTEJLA.

(4) BDB3JIOXKUTEJUT mama Jna I/ISB’prlBa JWIPEKTHE  pasiialliaius ¢
NOJU3ITBIHUTEIUTE

Unen 9. USITBJIHUTEIJIAT e nnbxked Ja 1ocTaBg MEOUIUHCKH H3JelIs, KOUTO:

1. umaT HaneceHa "CE" MapKHpoBKa B ChOTBETCTBHE C M3MCKBAHMATA Ha WI. 15 oT
3axoHa 3a MeAUIUHCKUTE n3enus (3MU);

2. UMaT HaHeceH UACHTU(PUKAIIMOHEH HOMED Ha | HQTH(])HILH paHus Opraf mo i, 64,
an. 2 ot 3MU, xorato npouenypure, OIpencieHn B Hapenﬁme no 4. 18 or 3MMU, usucksat
HAHACSHETO MY; |

3. UMaT HaHeCEeHW HAMMCEHOBAaHUE W ajpec Ha praBJIeHI/Ie HA IIPOU3BOAMTEINS
W/AIHA YIIBIHOMOIICHUS TTPEJICTAaBUTEN U BHOCUTETIS; |

4, MaT MHCTPYKIMSI 3a yrioTpeba, ¢ U3KIIOYEHHE Ha U3JENIMATa, 32 KOUTO TOBA HE
e npeasuaeHo B 3MU;

5. ca IpUJIPYKEHH OT BAJIMJICH CEPTH(UKAT, YIOCTOBepsBalll CbOTBETCTBUETO ChC
CBIIECTBCHUTE U3UCKBAHUS, TIPHJIOKHMH 3@ M3JICITHETO, U3/IaZIeH 0T HOTU(ULMpPAII] OpraH.

6. ca IPOU3BEACHHW OT MPOU3BOJUTEN, KOUTO Ipmiiara ¥ IOJIbpXKa CHUCTeMa 3a
ympasjienue Ha kauectBoto ISO 9001:2015 u/mnum cucrema 3a ynpaBJleHHe Ha Ka4eCTBOTO Ha
MeaunuHckute usnenus [ISO 13485:2016 u/nnn exBuBaseHTHA. %

Urern 10.(1) USITBJIHUTEJIAT B cpoka Ha ,[[OFOBOpa Tpﬂ6Ba na’ OTFOBapiI Ha
CJICHUTE U3UCKBAHMUS:

1. a uMa paspelleHHe WIH YO0CTOBEPEHUE 3a TT)pFOBI/IH HA eIpO C! MC,Z[I/ILII/IHCKI/I
H3JIENIHS, U3JIafieHo OT VI3IBIHUTeHYS aupekTop Ha MAJI 1o pejia Ha 3SMU.

2. Jla mpujgara M IOAABPXKA CHCTEMa 3a YIpaBlieHUe Ha kauecTBOTO ISO
9001:2015 B 061aCTTa HA IPOU3BOACTBOTO M/UIIM ThPIOBUSATA C MEAMIIMHCKH M3AENUS /UK
cucTeMa 3a ynpasiieHne Ha kadectBoro ISO 13485/2016 n/uim exsupanenTHa, |
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(2) UBITBJIHUTEJIAT e nabxeH HezabaBHO Ja yBe)JOA/iI:I BB3JIOXKUTEJIS npu
OTHEMAHE Ha CHOTRETHUTE Pa3perieHus Ui 00€3CUIIBaHE Ha YIOCTOBEPEHHUS.

Unen 11. Besika oTaenHa jocraBka TpAOBa Ja € UPHUAPYXKEHA OT NOKYMEHTH,
YIOCTOBEPABAIIN TIPOM3BOAUTENSA, NAPTHAHAA HOMCD, CCPUHHUSL HOMEP, CPOKa ] Ha TOHOCT 1
OT aHamu3HU cepTUduKaTé (OPUTUHAIHH, 3aBEPCHO KOMHE HJIM | ﬂyG‘IH‘IHO OHOBeCTeHH)
JTOKYMEHTUPAIIH IIPOU3X0/1a, CHCTaBa ¥ TEKYLIU KOHTPOJI Ha KaueCTBOTO Ha H3JCInsTA.

Unen 12. MBIIBJHUTEJIAT e pnwxen na #3gaae B CPOK (paKTypa 3a
JOCTaBEHUTE MEIUIIMHCKH U3JIETIHs,

[IPABA U 3AJIBJDKEHN S HA BB3JIOXKHUTEJLA

Ynen 13.(1) BB3JIOXKUTEJIAT uma npaso ga nposepsiBa KOJIUYECTBOTO Ha BCAKA
OTHENHA JOCTaBKa, KATO IIPH YCTAHOBSBAHE HA HECHOTBETCTBHE ¢ JUIBXKEH Ja YBEJOMHU
U3IIBJIHUTEIL B cpok oT 24 yaca.

(2) Tlpu ycraHoBsBane Ha HECHOTBETCTBME B KauyeCTBOTO Ha JOCTaBEHUTE
meaunmucku usaeius BB3JIOKUTEILIT e nnbxed na ysenomu HSHBHHI/ITEHH B CpPOK
oT 24 4aca.

(3) HecboTBETCTBHETO Ha KOIMIECTBOTO M KAYECTBOTO CE YCTAHOBSBA C IIPOTOKOJ,
CHCTABCH OT KOMIMCHS, ChCTaBeHa OT IuIhxuoctauTe auua Ha Bh3JIOXUTEJLAT.

(4) B ciyuait, ue USITHIIHUTEJIAT B cpox 1o, 24 uaca cyell yBEeIOMSIBAHETO 110
ajt. 1 OCIIOpH ITHCMEHO HECBHOTBETCTBUETO HA KA4ECTBOTO, 1;01/1 Moo ‘_'z[a HCKa nposepKaTa My
OT YI'BJIHOMOIIEH OpraH HIIH Ja0opaTopusl. i

Usnen 14. BB3JIOXKUTEJAT e mrbxked Aa 3amiari yroBopeHara ueHa B paszMepa,
110 HAUWHA ¥ B CPOKa, OIPEAEICHU B HACTOSIIHS JOTOBOP.

HEYCTOVKU

Unen 15.(1) Ilpu 3a6asa Ha jocraBKka OT CTpaHa Ha IpojaBada C IOBede OT 24
(nBamecet u uetupu) yaca, BB3JIOXKUTEJIAT uma npaso pa noiy4u HeyCcToHka B pasMep Ha
0.1 (Eyma 10, eQHa JeceTa) Ha CTO OT CTOWHOCTTa Ha 3a0aBeHaTa JOCTABKa 3a BCEKH 24
yaca 3a0aBa.

(2) Ilpu ycTaHOBSIBAHE HA HECHLOTBETCTBHC B KOJII/I‘{CCTBOTO I/I3HT>HHI/ITEJUIT e
JUI'BKEH 214 HOCTABM JIMIICBALIIOTO KOJMYECTBO IIPU CIIEABAIlaTa JOCTaBKa, a IIPU IIOMCKBaHE
ot crpana Ha BB3JIOXUTEJLI B cpok oT 24 gaca. [Ipn HeM3IbIHEHUE HA TOBE 3abIDKCHUE
BB3JIOXKUTEJIST uma mpaso ja mojdydd HEYCTOHKa B pasMep Ha S (HeT) Ha CTO OT
CTOMHOCTTA Ha JIMIICBAIOTO KOJIMYECTBO.

(3) Ilpu ycraHoBsBaHe Ha HECHOTBETCTBHE B KAYCCTBOTO, I/I3HT>HHI/ITEHHT e
JUTBXEH Ja JIOCTABU MEJMUMHCKH H3JENHs C YIOBOPEHOTO KaueCTBO IpH: Clle/BallaTa
IocTaBKa, a npu moucksane or crpaHa Ha BB3JIOXKUTEIIA B, ,CPOK 0T 24 uyaca. Ilpu
HewsIIbIIHEHHe Ha ToBa 3aabmkenre BB3JIOXKUTEIT uMa npaso) ia MOJyYd HeycTolKa B
pasMmep Ha 5 (TI€T) Ha CTO OT CTOMHOCTTA Ha HCKa4eCTBeHaTa JJOCTaBKa.

(4) B cnyuaure mo anmmen 2 u 3, ako MSIIBJIHMTEJIST me nocrasu
norosopenoto, BB3JIOXXUTEJIAT uma mpaso Aa 3akynud HEOOXOAMMHUTE My MEIUIUMHCKH
U3JeNUs OT APYr JIOCTABUYMK, KATO pas3IuKaTa MEXKIy lleHaTa 110 JOTOBOpa W ACHCTBHTEIHO
3amareHaTa 1esa e 3a cmerka na U3ITbJIHUTEJLA.

Uren 16.(1) Ipm orkaz Ha WSITBJIHWUTEJISL ma mocrasu sasBeHute My
MEJWMIIMHCKA W3Jenud wid Ipu 3abaBa moBede oT 48 (dYeTupupecerT u oceM) waca,
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BB3JIOXKUTEJLIT nma npaBo fa 3aKylii HEOOXOAUMUTE MY MEAUUMHCKH U3EIUA OT IPYr
JOCTABYHK.

(2) B ciayudaute 1o mpeaxoHaTa aJiHes pa3inKara MeKIy IeHaTa [0 A0TroBOpa 1
JICACTBUTENIHO 3amiaTeHata ueHa e 3a cmerka na U3IIbJIHUTEJIS.

Unen 17. BB3JIOXKUTEJIAT nuMa npaBo na ncka o0€3LIETEHUE B IBJEH pa3Mep
Ha BPEUTE, KOUTO € IPETHPILAUT B PE3yNTaT Ha 3a0aBeHaTa 1/UiM HEKa9eCcTBeHATa JI0CTaBKa.

Usnen 18. Ipu 3a6asa Ha miamare ot crpana Ha BB3JIOXXUTEJISIT, noceauusT
neiokd Ha U3ITBJIHUTEJIS Heycroiika, B pasMep Ha 3aKOHHATA JINXBA.

Yien 19. Heycrolikute, oOe3IeTeHHATa U I[CHOBUTE PA3NMKHA 1O ui. 16, an. 2
Morar aa 6baaT yabpKaHu oT Besiko JibiikuMo Ha U3ITBJIHUTEJIS nnamare.

ITPEKPATABAHE HA JIOT'OBOPA

Uiten 20. JloroBophT ce mpeKparsBa:

1. ¢ u3THUAHE Ha CPOKa, 33 KOMTO € CKJIIOYEH, OCBEH Bl XUIIOTE3aTa Ha WICH 2
U3pEYEHHE BTOPO;

2. OT W3NpaBHATA CTpaHa IPH CUCTEMHO HEH3IIBIIHECHWC Ha 3a[bLIDKCHUATA IO
norosopa. Iloj cucTeMHO HeM3IBIHEHHE ce pazdupa TaKoBa, W3BLPIICHO J(BA WM IIOBEYE
I'bTH B PAMKHUTE Ha €AMH KAJICHAAPEH MECEIl, MIIU ITOBeUe OT TPU ITHTH B PAaMKHTE Ha CPOKa Ha
JI0TOBODA;

3. IpH CB3/IABAHETO HA YCJIOBHS 3a JIOCTABKA HA MEMIMHCKH H3JCIHA CIIe]I
IIPOBEKAAHETO HA LIEHTPAJIM3UPAHU €IEKTPOHHU THProBe. | - o

4. mpu HEBB3MOXHOCT J/ia C€ OCUTYpU (bHHchnpaHe 3a H3IBIHEHHETO Ha
nopbukata mo npuynHu, kouto Bb3JIOJKUTEJIAT ne € moren fa npensuy.

JAPYI'N YCIJIOBUA

Unen 21. Crpanute mo [OoroBopa HE MOTAT /1a I'o M3MEHSIT, OCBeH B CIy4auTe,
npeauaeHu B wi. 116 ot 3011, ,

Ynen 22. Crpanurte Mo JOroBopa e pellaBaT BL3HHKHAIUTE 10 M3IBIHEHHUCTO
CIOpOBE IO B3AUMHO CHITIACHE, 4 AKO TOBA € HEBB3MOXKHO, 0 pexa Ha I'TIK, mpex posoBo
KOMIETEHTHHAT ChJ B rp. JoOpud.

Unen 23. 3a BCUYKU HEYPEAEHU 110 HACTOSIIMS JIOTOBOP BBIIPOCH IIIe Ce Mpujiaratr
pasnopenoure na 3OI1, ITI130I1, 33/ u T3.

Ynen 24.(1) 3a BaJuAHM ajgpecH 3a NpUEMaHe Ha CHOOIICHHS, CBBP3aHH C
HACTOSIIIHSL JIOTOBOP C€ CMATAT aJPECUTE, IOCOYEHH B HAYAJIOTO Ha JIOTOBOpA.

(2) Ilpr mpoMsHA Ha JaHHMTE MO MPEIXOAHATA ANMHES], CHOTBETHATA CTpAHa €
JUTBXKHA J1a YBEJIOMH APYyTraTa B TPUJIHEBEH CPOK OT MPOMSIHATA., :

Ilpy cberaBsHE Ha HACTOSIIUSAT JOTOBOP C€: NPEJCTABUXa OT H3IIBIHUATENS
CITeIHATE JOKYMEHTH 3a JIOKA3BaHe JIUICATA Ha OCHOBAHKSA 34 OTCTpAHABAHE:

- 3a oOcTogrencrBara no @wi. 54, an. 1, 1. 1 ot 3011 - CBHJCTEJICTBO 38 CHIHMOCT;

- 32 00CTOSATEIICTBOTO O 4WI. 54, a. 1 T.3 oT SOH YL[QFTG)BepeHI/Ie OT OpraHuTe
IO IIPUXOJUTE U YIAOCTOBEpPEHUE OT 06H.[I/IHaTa M0 CENANMINETO -HA BB3TONKHTENS U Ha
KaHJU/1aTa WK yYacTHHKA, ;

- 3a ofOcrosTencTeoro mo wi. 54, an. 1, T. 6 - y,ZLOCTOBCpeHI/Ie OT' OpFaHI/ITe Ha
WsnenauTenHa areHius "I 1aBHa MHCIEKITHS O TpyAa"; - .
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- paspelleHde 3a ThPrOBUA Ha €po C Meanunqpm H31§cmm H maneHo ot MAJI
WIX JPYr JOKYMEHT, YIOCTOBEpsBAall MPABOTO Ha yqaCTgﬁKa ity lpryBa c. MGI[I/IHI/IHCKI/I
U3JIeNHs, U3/1aJICH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA IbPIKaBa; - |

- ceprH(HKaT 3a IpwiaraHe W MOANBPXKAHE Ha cucTeMa 3a ynpaBneHHe Ha
kagectBoTo ISO 9001:2015 B 061acTTa HA IPOU3BOICTBOTO W/UIH TgpFOBI/IﬂTa C! MEJMIIUHCKU

M3NeNUs W/WIM CHCTEMA 3a YIpaBlieHWe Ha KadecTBoTo ISO  13485:2016 w/wmm
CKBUBAJICHTHA,;

Hacrosusar JOrOBOp C€ CBCTaBd B TpH eI[HOO6pa3HI/I CK3eMILIsIpa, €IHUH 3a
VBITBJIHUTEILS u nga 3a B \h@@%

II'bJIHUTE
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Ipunosceriue Ne 4 — 3advancumenen obpazey

TEXHHYECKO NPEJJOXEHHUE

HNonnucanust/anara Pagvui. B <ooccsomo
cu Ha M3neiHuteneH aupextop u ITBaHOMOM I usrmcsu ce ureschocmmd) Ha MeTukinM
EOOX (usnucea ce umemo na yuacmuuxa), cbe cenamune: rp. Cobus, aJpec Ha yIpaBlieHHE
rp. Cous 1517, yn. »becapabus” Ne 108B, er. 1, EUK 204844550,

1. Ilpass cnenHOTO mpennoxKeHue 3a H3MBIHEHME Ha IIOPBYKATA B CLOTBETCTBHE C
TCXHHYECKHUTE CIICUUPUKAINY i U3UCKBAHUATA Ha BB3TOKATENS:
ﬁ IIpeanaram nocraskara Ha H3meNHs, KOUTO:

- €2 IPOM3BEACHH OT NpPOU3BOAMTEN, KOMTO NHpHiara u NOJABpPXKA CHCTEMA 3a
yupasicHue Ha kagecTBoTo ISO 9001:2015 u/umu cucrema 3a YIPaBJIEHHUE Ha KAYECTBOTO HA
MEAuIuHCKUTe u3nenus ISO 13485:2016 u/unu exsuBaenTHa,

- CHOTBETCTBAT HA W3UCKBaHMATa Ha JlupekTusa Ha EBpomeitcxis IapiIaMeHT U
CoBera na Epona 98/79 EC 3a MemuuuuckuTe CPELCTBA 3a QHArHOCTHKA (IVD), xoraro e
IIPUIIOKUMO. :

- OTTOBapST HA M3UCKBAHUATA Ha UL 82, an. | oT 3MU;

- OTFOBAPAT Ha NPYTUTE U3UCKBAHUS, IOCOYCHH B TEXHHUECKUTE crienudukanuy,

2. Jlexnapupam chIIacHeTo cH ¢ KIay3HTe Ha IPUIIOXKESHHUS [IPOEKT Ha JOTOBOP.

3. IlexnmapupaM CpoK Ha BaIHAHOCT Ha odeprata: 3 (Tpm) Mmecema oOT Jiarara,
KOATO € TOCO4CHA 3a ]aTa Ha TIofaBaHe Ha odeprara.

4. IlpuemMaM CpoKa Ha H3ITBIHEHHE Ha nopsukara: 12 (mBamamecer) Mecema or
CKIIFOYBAHETO Ha JOrOBOPA.

5. Tlpuemam cpoka 3a mnamame: g0 60 (LUecTheceT) KaleHAapHH IHHM OT
H3BBPIIBAHCTO Ha 0CTABKATA U H3[aBAHETO Ha (AKTypa OT M3IBIHHTENL.

6. Ilpuemam cpoka Ha nocraska: mo 14 (YeTHpUHATECeT) KANeHIapHU OHU OT
MOMCHTA Ha 3354BABAHETO OT BB3JIOKUTENS.

7. IlpueMam cpoka Ha TOJHOCT: HE NO-Maixd oT 60 % (wectaecer npouenTa) ot
o0 CPOK Ha FONHOCT KbM MOMEHTA Ha JOCTABKATA.

8. IlpueMaM Nla M3NBAHABAM BCHYKM M3UCKBAHMS Ha BB3JIOXKUTENS, TIOCOYEHH B
OOSBIICHUETO U JOKYMEHTAIIMATA 38 YYacTHe.

9. B cnyuait, ye 6baa onpeneneH 3a U3MBIHUTEN Ha TIOPBHKATa, Ce 3aBIIKaBaM,
IpM TOANHMCBAHETO Ha JOrOBOpa 3a OOIIECTBEHA MHOPHUKA, 1a NIPEACTaBs aKTyalHH
AOKYMCHTH yNOCTOBEDSBAIM NHIICATa HA OCHOBAHHS 32 OTCTPAHABAHE OT Ipoueaypara,
KaKTO M CHOTBETCTBHETO C IOCTABEHHUTE KPUTEPHH 38 I1060p:

- 3a ofcTosATeNCTBATA 110 UiI, 54, an. 1, T. 1 ot 3011 - CBHICTEJICTBO 33 CHAMMOCT;

- 32 00CTOATENCTBOTO 10 WL 54, an. 1, 1. 3 ot 3011 - YIOCTOBEPEHHE OT OPraHuTe
TI0 HMPUXOMUTE U YHOCTOBEPEHHE OT OOIIMHATA II0 CENATHIIETO HA BBIIONHTENS M HA
KaHIuaTa Wi YYaCTHHKA,

- 32 OBCTOATENCTBOTO 16 i 54, ai. 1, T. 6 - ynoctosepenue ot OpPraHUTE Ha
WanbnauTensa arenuums "I apHa HHCIEKINA IO Tpyza"; -

- Pa3peLICHUE 3a THPTOBUS HA AP0 C MEAMLMHCKY U3NENNs, U3AaleHo oT UA
W NpYT JOKYMEHT, yNOCTOBEpSBALL, NPABOTO HA YYACTHHKA AA THPLYBA C METHIH
M3NENAd, M3NANeH OT KOMIETEHTEH OpraH Ha ChOTBETHATA AbpiaBa., Paspemenug/Giin
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| EINCTEECDCHNE HE CC U3KCKBA OT IIPOU3BOAUTEIUTE HA MEOUIIMHCKU H3CNHA, YCTaHOBEHU

| @ mpmropsEaTa Ha PeryGiuka Brarapus;
- cepruduKaT 3a NpUNAraHe M MOATBPKAHE HA CHCTEMA 33 ylpaBlieHue Ha

- mermero ISO 9001:2015 B o6nactra Ha IPOU3BOACTBOTO W/ TBPTOBUTA ¢ MEAUITHHCKHI
 @mpemEs B/EIM CHCTEMd 3a&  yIpaBICHME Ha KauecTBoTo ISO  13485:2016 u/unm

a;
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Ipunosicenue No 5 - 3a0vnstcumenen obpaszey
HEHOBO NPEJUVIOKEHUE 3A U3ITbJIHEHUE HA TIOPHYKATA

oT Memuxkmum EOO/T

e cepamuine B rp. Codust obmuna CTonudna u aapec Ha
ynupasierne rp. Codpus 1517, yn. ,,Becapabus™ Ne 108B, er. 1
EVIK / BYJICTAT 204844550

npeacrartaran oT Pagmmia @uinesa - Toresa

E: 1 <aueCTBOTO My Ha V3OBIHHTENeH [uUpEKTOp U
IT'emHOMOIIHAR .

IlpaBsi weHOBO HpeINoKeHHe 3a HM3NLIHEHHE Ha INOPHYKATd, 1o 060cOOeHa
mo3unus Ne: 16
Ne 16, xaro mnpumaram nommucano Ilpwioxenne Ne 1 "Comcbk Ha
nabopaToOpHUTE KOHCYMATHBH, PpEakTUBM M TECTOBE 3a oTaeleHHe "KimHWdHa
MUKpoOHojorHs",

(mons, ombenediceme 060cobenama nO3UYUs 3 KOAMO NPedCMassme ohepma)

YKA3AHHA 3a nonvisane na npunosxcenusma:

B npunoocenuemo Ne 1, Ne 2 w/unu Ne 3, sa HOMEHKNAMypama no Kosmo
npeocmass oghepma, 6Cexu YHACMHUK cnedsa 0a NONbANY CLeOHUme KONOHY U peoose.

B xonona 6 yuacmnuxvm nocousa npouseodumens na npediazanomo uzdene.

B konona 7 yuacmuuxem nocousa emecmumocmma na npednazanama onaxosxa 6
MePHY OUHUYU (CB2RACHO ROCOYEHOMO 6 Koaona 3 unu 3.1), kozamo e NPUNOANCUMO.

B konona 8 yuacmuuxvm nocousa npednazanama yena na onaxosxa 6 neea 6es
HC, kozamo e npunodicumo, kamo yenama na onaxoexa mpabea 0a e 3axpvanena 0o 6mopus.
3HAK CNe0 Oecemuynama 3anemas.

B konona 9 yuacmuuxvm nocousa npednazanama edunuunama YeHa Ha MepHa
eounuya 6 nesa 6e3 JJC. Eounuynama yena na MepHa eOunuya 6 KoIoOHA 9 ce nonyyaea,
Kamo yeHama 3a OnaxkoeKa HA 6CAKO usdeiue NOOMOeIHO ce PazOenu HA 6MeCMuUMOCmma
(bpos. mepuu eounuyu) 6 eona onaxoska (kon. 8 : Kon. 7). Eounuunama yena na mepna
eOUHUYA C1e06a 0a € 3aKPLNEHA 00 YeMEbPMUs 3HAK CLed DecemuyHama 3anemas.

Konona 10 ce nonvasa camo no onesu nomenxnamypuy, koumo cvovpoicam 6 cebe
cu noonomenxnamypu: 1, 6, 7, 15, 16, 18, 23, 26, 33, 34, 54, 60, 63, 67, 68, 70, 72, 75 u 77, B
Konona 10 ywacmnukem nocoysa npouseedenuemo mesicdy MpocHOSHOMO KONUYeCmeo om
KONOHA 4 U yenama 3a MepHa eOUHUYQ, NOCOYEHA OM YUACIHUKA 6 KONOHA 9 (xon. 4 x kon. 9).
Ilo nomenxnamypa Ne 71 "Ousemumennu cemose" ne ce nonvisa kongna 10.

Ha peooseme "Obwo no nomenknamypa M......" y \’fﬁﬁ@}imocoqsa cbopa
om cmouHocmume na 6cexu ped om korona 10. Céopom ce 3aippens 0o BIROPUS 3HAK Clle)
oecemuynama 3anemas.

[Moaruc Ha MpencTaBASBALIOTO THIIE U [TEYaT:. . ..... | ;
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"MHOT'OTIPO®HAHA BOAHMUIIA 3A AKTUBHO AEYEHUE — JOBPUY" AIT
/ L JOEPWY 9300 {41 yn,"TTanatior Xuros" 24 R 058/600488 daxc 058/600414 B e-mail: oblb@bergon.net

IIpunosicerue Ne 4 - 3a0vaxncumenen obpaszey
TEXHUYECKO NPEJAJOXEHWUE
[oanucanust/anara Pamvuna Oumera ~. I - - ccrsoo
cH Ha Msnbmmutenen nupexrop u [TsnHOMOIIHEYK (M) Ha Memuxnum

EOO[ (usnucea ce umemo na YHACMHUKG), Cbe Ceaume; rp. Codus, anpec na yIIpaBJIeHHE
rp. Codus 1517, yn. ,,Becapabus” Ne 108B, et. 1, EIK 204844550,

1. Ilpaes cneasoTo mpenoxenue 3a H3I'BJIHCHUE HA IIOPBYKATA B CHOTBETCTBHE C
TEXHUHECKUTE CIENNDUKALNY i H3UCKBAHUATA HA BB3IIOKHTE/TS:

ITpennaram mocraskara ua U3JIEHNS, KOUTO:

~ Ca NIPOM3BCACHH OT IPOM3BOAMTEN, KOMTO NpHiara u [IOIABPIKA CHCTEMA 33
YIpaBjieHue Ha kaqecTsoTo ISO 9001:2015 w/mnu cucrema 33 YNPaBJICHUE Ha KaYeCTBOTO Ha
MepunuHCcKuTe H3gemus ISO 13485:2016 u/unu expupanenTHa,

- CROTBETCTBAT HA M3UCKBAHMATA Ha J[MpexTHBA Ha EBponefickus mapnament u
Csaeta Ha Espona 98/79 EC sa MEIUIWHCKUTE CPENCTBA 3a JHATHOCTHKA (IVD), koraro e
OPHIIOXKHMO.

- OTTOBApAT Ha U3UCKBAHHUATA Ha Wil 82, aiL. 1 oT 3MU;

- OTFOBAPAT Ha NPYTUTE U3UCKBAHMUS, [IOCOUEHH B TEXHUUECKHTE cnenubukanumy,

2. Jlexnapupam chIIacHeTo cu ¢ KXJ1ay3uTe Ha IIPUNOKEHUS IPOSKT Ha IOTOBOP.

3. Jlexnapupam cpox Ha BaTHIHOCT Ha odeprara: 3 (Tpu) mecema or Jarara,
KOATO € IOCOICHA 32 NlaTa Ha TIoJlaBaHe Ha odeprara.

4. IlpueMaM cpoka Ha W3IEIHEHHE Ha nopbukara: 12 (nBanamecer) meceua ot
CKIIOYBAHETO Ha JOTOBODA.

5. IlpuemMam cpoka 3a miamane: o 60 (mectmecer) KaJleHOapHy JOHH OT
H3BBPIIBAHETO Ha I0CTABKATA ¥ M3aBAHETO Ha DAKTypa OT M3IbIHUTENS.

: 6. Ilpuemam cpoxa Ha gocTaBka: mo 14 (vetmpuHagecer) KaleHaapHy OHH OT
& MOMEHTA Ha 3a9BSBAHETO OT BB3JIOKUTEIS,

7. Ilpruemam cpoka Ha TOHOCT: HE TO-MaTKO oT 60 % (mectaecer IIPOLIEHTA) OT
OOIIHS CPOK HA FOTHOCT KbM MOMEHTA Ha OCTABKATA,

8. IlpuemMaM 1a M3NBIHABAM BCHYKM M3HCKBAHMS Ha BB3JIOXUTENS, IOCOYESHH B
OOSBIIEHHETO U NOKYMEHTALHATA 38 ydacThe. ,
v 9. B cnyuait, ue 6naa OTPEIe]CH 32 M3NBIHUTEN Ha OPBUKATa, ce 3albKaBaM,
UpH HOINNHCBAHETO Ha JOTOBOpa 3a OOILIECTREHA NOpbYKa, 1A MPENCTaBA aKTyalHu
AOKYMEHTH yNOCTOBEPSBALIM JIMIICAT2 HA OCHOBAHMS 34 OTCTpaHABaHEe OT MPOLeIypara,
KaxTO ¥ CROTBETCTBHETO € IOCTABEHHTE KPHTEPUH 34 nondop:

- 32 06CTOATENCTBATA 110 UL 54, al. 1, 1. 1 ot 3011 - cBunmeTencTRO 34 CBAUMOCT;

- 38 06CTOATENCTRBOTO 110 W, 54, an. 1, . 3 or 30I] - YIOCTOBEpEHHE OT OpraHuTe
10 IIPUXOAMTE M YNOCTOBEPEHHME OT OOIIMHATA IO CCHANMUINECTO Ha BE3IOXKUTEIL U Ha
KaHAuaTa WM y4acTHHUKA,

- 33 00CTOATENCTBOTO MO Wi, 54, am. 1, . 6 - ynocroeepenue or OpraHuTe Ha
VsnpnanTenna arernus "I naBua HHCIIEKIUA IO Tpyna"; =

~ Pa3peIICHHUE 32 THPIOBUA Ha €APO € MENUIMHCKY M3LENHA, M3naneHo or MAJ]

uIy apyr JOKYMCHT, YZOCTOBCPSIBAII] IpaBOTO Ha y4YacTHHKa Oa TBhPryBa ¢ MEIMIIUH
U3LOCIINSA, HU3JAACH OT KOMIISTECHTEH Oopram Ha CBHOTBETHaATa AbpiKaBa. PazpemeHHe
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"MHOT'OITPOPUAHA BOAHUIIA 3A AKTUBHO AEYEHUE - IOBPUY" A/l

JOBPHY 9300 D« yn."TTanatior Xuroe" 24 & 058/600488 daxc 058/600414 & e-mail: obib@bergon.net

YIOCTOBEPEHHE HE CE W3MCKBA OT IPOM3BOAWTENNTC HA MEOULMHCKY U3IENHSA, YCTAHOBEHH
Ha TepHTOpHUsTa Ha Peny6imika brirapus;

- ceptuduKaT 3a mpumaraHe M INOAABpXKAHE Ha CHCTEMa 3a YIpaBleHWe Ha
xagectBoTo [SO 9001:2015 B 0611acTTa HA IPOU3BOACTBOTO H/UITH THPTOBUAITA C MEIHIHMHCKH
H3Zle/Ms WM CHCTeMa 3a yhopasieHme Ha KagectBoto ISO  13485:2016 wu/mnu
€KBHBAJICHTHA,

¥
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IIpunoscenue No 5 — 3a0vancumenen obpaszey
IEHOBO TIPEAJIOKEHUE 3A M3ITbJIHEHNE HA MTIOPBLYKATA

oT Menuxmum EOO]]

ChC cenanmuie B rp. Codus obmuna CTonmuga u aJpec Ha
yupasnenne rp. Codust 1517, yi. ,,becapabus’ Ne 108B, er. 1
ENK /BYJICTAT 204844550

TpeNcTaBigBan ot Pagmuia ®umiesa - Tonena

EI" R cvccroro My ma Msomommmrenen JIUPEKTOP 1|
ITbnHOMOIIHR,.

lpapst meHOBO mpeToKCHHE 33 W3TBIHEHHE Ha IIopbYKara, 1mo ob6ocobeHa
nosuuust Ne: 18
Ne 18, xato mpumnaram nonmmcano Ipunoxerne Ne 1 "Comcek Ha
nabopaTOpHATE  KOHCYMATHBH, PCaKTUBM ®  TecroBe 3a oTaelenne "KiumHWuHAa
MHKpOOHOI0THS".

(mons, ombenesceme 0b6ocobenama rl103uuu}z 3a kosmo npeocmasame ogepmay)

YKA3AHHA 3a nonvasane na NPUROJCCHUAMA.:

B npunoocenvemo Ne I, Ne 2 wiunu No 3, 3a Homemxnamypama no rosmo
npedcmaes oghepma, 6cexu yuacmuux credea dOa NONIHU CLEOHUME KONOHU U pedose.

B konona 6 yuacmuuxwem nocovsa npou3e00uUmens Ha npednazanomo uzdenue.

B konona 7 yuacmuuxem nocousa emecmumocmma na NPeONazanama onakoexkd 6
MePHU eOUHUYL (Cb2NACHO NOCOYEHOMO 6 KONoHA 3 win 3. ] ), K02amo e npunoscumo.

B konona 8 yuacmuuxvm nocouea Npeodnazanama yena na onaxosxa € neea 6e3
HC, kocamo e npunoscumo, xamo Henama na onaxoska mps0ea 0a e sakpvenena 0o emopus
3HAK Cled decemuynama 3anemas.

B konona 9 yuacmnuxvm nocousa npeondzanama eOunuNHama yena na MepHa
eounuya 6 neea bes JJIC. Edunuynama yena Ha mepna eouHuya 6 xoaona 9 ce nonyuaesa,
KAmo yenama 3a OnaKkoeka Ha 6CAKO U30EAUE NOOMOEAHO ce pasoenu Ha emecmumocmma
(6posi mepru edunuyu) ¢ edna onaroera (kon. 8 : kon. 7). Edunuunama yena Ha MmepHa
eounuya credsa 0d e 3axpveinend 0o HeMBBPMUAL 3HAK Ce0 0ecemuyHama 3anemas.

Konona 10 ce nonvnsa camo no onesu HOMENKNAMYPU, KOUMO CvOvposcam 6 cebe
cu noonomenxnamypu. 1, 6, 7, 15,16, 18, 23, 26, 33, 34, 34, 60, 63, 67, 68, 70, 72, 75u 77. B
Konona 10 yuacmuuxem nocousa NPOU3EEOCHUEMO MeNCIY NPOHOSHOMO KONUYECHEO Om
KONOHG 4 U yenama 3a Mepra eOunuya, nocovenda om yuacmnuxa 6 xonoua 9 (kon. 4 x xon. 9).
ITo nomenxnamypa Ne 71 "Oyeemumennu cemoge” He ce nonvaea korona 10.

Ha peooseme "O6uwo no nomenxknamypa Mo...... mf‘ m nocousa cbopa

om  cmounocmume Ha écexu ped om xonoua 10. Coopvm cr}z/g’; Poans 00, emonna 2uqx cred
Oecemuunama 3anemas. f[=
Homme na npeacrapnsgpamoro numne u nevar: . .. f‘;.};\;ﬁ_ )
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