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I[Hec...}.....'...f;22020 roz. B rp. o6puy, Ha ocxoranme wi. 112 u ¢, o 3akona 3a
OOLICCTBEHATE OPBYKH, CE CITHOYN HACTOSILIAST JOTOBOD MENAY:

"MHOT OITPODUITHA BOJIHULIA 3A AKTUBHO JIEYEHUE-JOBPUY" Al
rp. Jlo6puy, cve cenanume u alapec Ha ynpasinenue: rp. Jobpuy, yn. “Ilauaitor Xurop" 24,
ten; 058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,
peicrapisBano ot [[-p Cserosap Baituen [letpos — WamwmauTenen Hupexrop Ha
,r_{pyEKGCTBOTO, Hapuuana B'B3JIOXUTEJ]

U

»[AMUJIOP BBLITAPUI” OO/[l, cve cenammme u 4Apec Ha YIpPaBJICHHE Ip
Codus 1142, paiton Cpeger, yi1. ,,13-u Mapt” Ne 11, EVIK 831426123, npencrasnssano ot
Sko6 Odep, B kauecTBOTO My Ha yIpaBUTell, ONPEACNICHO 3a U3IIBIHUTE ¢ Petenie No 37 /
20.12.2019 roa. ua BB3JIOIKUTEIIA, CIIE/ NPOBE/eHa IPOLENypa 3a Bh3IaraHe Ha ofImecTreHa
nopbuka THI "OTKpuTa Inponeaypa" Ne 00083-2019-0013, ¢ rpenmer "MocraBka Ha
naboOpaTopHE  KOHCYMATUBH, PCaKTUBH W TeCTOBE 3a  oraenenus "Kiuuuuna

MuKpoOronorus”, "TpaHchy3HoHHA XeMaToqorus" n "Kinnuyea matonorus”, HapuvaH
U3ITBJIHUTE]L.

CTpanute ce copasymsxa 3a cleHoTO:
[IPEAMET HA IOTOBOPA 1 IIEHU

1.(1). WSIIBJIHUTEJIAT nocrass Ha BB3JIOXUTEJIS saboparopuu
KOHCYMATHBH, PCAKTUBH H T€CTOBE (HAPHYAHH TI0-I0JY MEIHIHHCKA/Te U3JICINS), 38 KOUTO €
Y4aciBal B OTKPUTA IPOLEAypa 3a Bh3jaraHe Ha OGIIECTBEHa [IOPBYKA 3a Bb3JaraHe Ha
obecTBeHa TopBYKa 10 060co6eHa nosurust Ne 3: JToctaBka Ha na6fdpaTop}1H I(OHC)’M&TI/IBI/I,
PCaKTHBH U TECTOBE 3a oTHeNneHue , Kitunn4na NATONOTUA ", HOMEHKIATYpu NoNe 61 1 67 wiy
omucany B Ilpuioxenue KbM J0roBopa

(2). Uenosure npeanioxenns Ha USITBITHUTEIS, nocouenu IIPUIIOKEHHUETO
110 IPENIXO1HATA ANIMHES, Ca HePa3/Ie)IHa YaCT OT HACTOSIIMS JIOTOBOD.

(3) Ilporrosuute KommuecTra, mocoueHd HOKyMEHTalaTa 3a oflecTBeda
[IopbHka He nopaxiat sansiukenne 3a Bb3JIOXKUTENS na ru 3aKyNIM B II0OCOYEHUS 06eM,

CPOKOBE 1 HAUMH HA IJIAILIAHE

2. CpoKsT Ha HaCTOSIUS ROroBop ¢ 12 Mecena oT marata Ha HOANUCBAHETO MY.
HOoroBopbT mpombmKaBa MEHCTBHETO cH A0 CKIIOMBAHETO HA JOrOBOP C JIPYT M3ITLIHUTEN
CIICA IPOBEXaHe Ha 00IIECTBEHA [10PbYKa,

3. IMocouenuTe B wi. 1 u3nenus me 6paar gocrassuu or U3IThJIHUTEILS Ha
BB3JIOXKUTEJIS B Cpox zio 14 (ueTupunanecer) KaJIeHApHH JHH, CJIC] 3adBABAHETO UM OT
BB3JIOXUTEJLS. %

4. Ibmxumara Ha U3ITBJIHUTEJLS Cyma IO BCSIKa OTHENTHA 0CTaBKa 11e Ohle
miatena o BB3JIOJXKUTEJLS no Gaukosara cmeTka Ha Ipoaasaya B cpok 1o 60 (mecTnecer)
KQJICRIAPHY NHU CIIeN U3JlaBaHEeTo Ha GakTypa oT U3ITBJIHUTEJIS.
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5. CpoKbT Ha FOMHOCT HA JOCTABEHUTE U3/CIHS TpsAOBa Ha € He MO-KpaThk oT 60

%0 (UIeCTAECET POLEHTA) OT OBLIUS CPOK HA FOLHOCT KM MOMEHTA HA MOCTABKATA.

Hoby

HacTi

MACTO HA U3ITBJIHEHUE U IIPEMUHABAHE HA COBCTBEHOCTTA

6. 3a MACTO Ha JOCTaBSHE Ha W3IE/IMATA Ce onpenenst “MBAJI-To6puy" AJl, rp.
a4, yi. “Ilanaiior Xuros" 24. :

7. CobcTBeHOCTTa BBPXY MOCTABSHUTE W3JIENHS W PHCKBT OT HBJHOTO WA
TIHOTO MM TIormBane ripemutasa BbpXy BB3JIOXKUTEILS ot Mmomenta Ha npuemaneto

HM Ha MACTOTO Ha JOCTaBSIHE C HHpueMo-IIpe1aBaTesicH HPOTOKOJ WA APYyTr PaBHO3HaYeH

JIOKY!

MCHT.
[IPABA W1 BAIBIDKEHVS HA UBITBJIHUTEJLS

Hnen 8. (1) USIIBJIHUTEJIAT e jurbien aa CKIFOYR JIOTOBOD 34 IIOJU3IIBIIHEHHE,

KOraro ¢ OOSBHII B 3asIBICHUETO CH 3a Y44CTHC MOJI3BAHETO HA IIOAU3IILIIHUTE). B CpOK oo 3

IHU
3a 3

T CKJIIOYBAHETO Ha AOTOBOD 3a NOMU3IIBJIHEHUE WU Ha TOIIBITHUTEIHO CIIOpasyMEHue
sSHa Ha IIOCOYCH B 3asBJICHUETO IIOTUBITBIIHUTEN H3IIBJIHATEIIAT usnpama KoIue Ha

AOTOBOpa MK Ha NOIBJIHUTEIHOTO CIIOPa3yMEHUE Ha BBH3JIOKUTENS 3ae/IHO ¢ JIOKa3aTelICTRA,
H€ Ca UBNBJIHCHHU YCIOBUATA IT0 Wi, 66, an. 2 u 11 ot 3077,

(2) lonmsmeiHWUTENMTE HAMAT NPaBO A4 IpEBB3NAraT eIHA MM TOBEYE OT

JEHH DCTUTE, KOUTO Ca BKJIIOYCHH B IpeaMeTa Ha JOroBOpa 3a MOOM3ITBIIHEHUE,

(3) HesaBucumo or BB3MOXHOCTTA 12 ce UBIIOJI3BAT  IOJIU3IIBJIHUTEIIH,

OTrOROPHOCTTA 33 U3IBJIHEHUE Ha IOr0BOpa 3a o0IecTBeHa mopruka ¢ Ha U3 HJIHUTEJLS.

(4) BB3JIOXKUTEIAT wusma na U3BBpIIBA JUPEKTHH DpasmialllaHdsl ¢

TIOHUBITBIIHUTEINTE

Unen 9. USITBJIHUTEJIAT e murbxen na 0cTaBs MCIULIMHCKYA U3ICITHS, KOUTO:
1. nmar nanecena "CE" MapkupoBKa B ChOTBETCTBYE C H3VCKBAHMSTA HA WL, 15 or

3axoia 3a meauIMHCKUTE M3nenus (3MU);

a. 2

2. ©MaT HaHECCH MACHTH(DHKALHOHEH HOMEp Ha HOTU(QUIUPaHUS Oprad 1o wi. 64,
o1 3MH, xorato npoueaypure, onpenesieHd B Hapeadute mo wi. 18 or 3MMU, usncksar

HaHaC¢AHETO MY,

3. UMaT HadmeceHU HauMCHOBAaHWE M aJpec Ha YHOPaBJIICHUE HA IIPOUZBOIMUTEIS

W/HITH YII'BTHOMOIICHUS IIPEACTABUTEN U BHOCHTEIIS,

e npeBusieHo B 3MIU;

4. umar HHCTPYKIHU 34 YHOTpe6a, C I/ISKJHO‘-IeHI/IQ Ha U3IE€INATAa, 38 KOUTO TORA He

5. ca UPW/IPYXEHH OT BAJIMJIEH CEpTHOUKAT, YZAOCTOBEPSBAL] ChOTBETCTBUETO ChC

ChIICCTBCHUTE H3HCKBAHUS, IPHUTIONKAMH 38 U3ACIIUETO, U3J1aJeH OT HOTI/I(I)I/IL[I/IpaLL[ OpTaH.

6. ca IIPOU3BEACHHA OT MPOU3BOAUTENI, KOMTO Ipuiiara H TIOOABpIKa CHUCTEMA 3a

ynpaBlneHHe Ha kadecTBoTO ISO 9001:2015 n/nm cucrema 3a ynpasicHre Ha KAYECTBOTO Ha
MeauimHCKUTE n3aeaust ISO 13485:2016 u/unv ekBuBaienTHA.,

Yner 10.(1) M3ITBJIHUTEJIAT B cpoxa Ha Aorosopa TpsbBa ma otrosaps Ha

CJIICAHHTE U3NCKBaHMS:

1. Jla mMa paspeirtenye HiIM yIoCTOBEPEHHE 33 ThProBUs Ha €IPO € MEUIMHCKA

M3NCITHS, U3NaNCHO oT Vsmbiuurennus upexrop Ha UAJT mo pexa na 3MU.

9001

2. Jla mpunmara ¥ HOJIBpKA CHCTEMA 3a YOPABICHHE HA KAYECTBOTO ISO
:2015 B obnacTTa Ha NPOU3BOACTBOTO W/HITH THPTOBUSITA ¢ MENULINHCKH H3IETUS H/WiIH

CuCTEMa 3a ynpasyeHue Ha kauecTBoTo [SO 13485/2016 u/uiu eKBUBAIICHTHA.,
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(2) UBIIBJIHUTEJIAT e anbvxen nesabasHo na ysemomu BH3IJIOKUTEIIS pu

OTHEMAHC Ha CbOTBECTHUTE Pa3spCIICHU N obe3cunBane Ha YAOCTOBEPCHUS.

Hren 11. Besxa otnenHa gocraBka Tpabsa fa € HPHAPYKeHa OT JOKYMEHTH,

YIOCTOBEPSBAIIN TPOM3BOAUTENS, HAPTUIHHAS HOMED, CEPUUHUS HOMEp, CPOKA HA FOJHOCT
OT JHAIM3HM CEPTH(QHKATH (OPUTMHAIHH, 3aBEPCHO KOIME WM HTyOIHYHO OIIOBECTEHH ),
JOKYMEHTHDALIH POH3XO0/1d, ChCTABA 1 TEKYIIMsT KOHTPOJI Ha KAYeCTBOTO HA U3/ICIIUTA,

Hnen 12. WUSITBJIHUTEJISAT e anexen pa wusgane B CpoK (akTypa 3a

JOCTABCHUTC MCIOWLIMHCKH HU3ACJIUA.

[IPABA N 3AQBIDKEHUS HA BB3JIOXKUTE]LA

G
it

YUnen 13.(1) BJIOXUTEJIAT uma mnpaso na HpbBepﬂBé KOJIMUYECTBOTO HA BCAKA

OT/C/IHA JOCTABKa, KATO IIPH YCTAHOBSBaHe HA HECBOTBETCTBHE € IUIHIKEH J[d YBEIOMH
U3ITBJIHUTEJIS B cpox oT 24 yaca.

(2) llpu ycranoBsBaHE Ha HECHOTBETCTBHE B KAYECTBOTO HA JOCTABEHHTE

meuurHeky usaenust Bb3JIOKUTEJAT e nuexen na ysenomy USITHJIHUTEJIS B CpoK
ot 24 Jaca.

ChCT

all. 1

(3) HechOTBETCTBUETO Ha KOJIMHYECTBOTO M KAYECTBOTO CE YCTAHOBSBA C IPOTOKOJI,
@BCH OT KOMHCHUS, CbCTaBCHA OT JUIBXHOCTHHTE ria Ha Bh3JIOKUTEJIST.

(4) B cnyuqait, we USITBJIHUTEJIAT B cpok 10 24 waca e YBEIOMSIBAHETO 110
OCIIOpH ITHCMEHO HECHOTBETCTBUETO Ha KAYCCTBOTO, TOH MOJXKE [a HCKa IIPOBEPKATA My

OT YI'BIIHOMOLIEH OpTaH WK JIaGOpaTopHs.

o H

Hnen 14. BB3JIOXXUTEJIST e mrexen aa saniaty YroBOpeHaTa IicHa B pa3Mepa,
44YHHA U B CPOKa, OLPE/ICNIEHU B HACTOSIIHUS JOTOBOP.

HEYCTOMKHU

Unen 15.(1) Ilpu 3a6aBa Ha nocTaBka OT cTpaHa Ha NpoJiaBaya ¢ foBeue oT 24

(mBaziecer u getupn) yaca, BB3JIOXKUTEJISAT uma IIPaBo JIa TIOJY4YH HEYCTOMKA B Pa3Mep Ha
0.1 (nyma nsno, enHa necera) HA CTO OT CTOWHOCTTAa Ha 3a6aBeHATA JIOCTaBKa 3a BCeKu 24

qaca

3abana.
(2) Ilpu ycranopsABaHe HA HECHOTBETCTBHE B KOMHuecTBoTo, M3ITHJIHUTEJIST e

AUTHIKCH 112 I0CTABH JIMICBAIIOTO KOJNMYECTBO [IPU CJle[BallaTa AOCTABKA, a TIPU IOHCKBAHE
ot ctpara Ha BB3JIOXKUTEJIA B cpok ot 24 gaca. [Ipy HeHM3UBIHEHNE HA TOBA 3a1b/DKCHYE
BB3JIOXKUTEJT nma mpaBo na nomyus Heycrtoifka B pasMep Ha 5 (reT) Ha CTO OT

CTOH

HOCTTa Ha JIMIICBAIIOTO KOJIMYECTBO.
(3) Ilpu ycranossBane Ha HechoTBETCTBHE B KauecTBoTo, MIITHIHUTEINT o

ATBIKEH Oa O0CTaBH MEOUIMHCKH M3ACIUS C YIrOBOPEHOTO KadeCTBO pu ciaeapauiarta

J0CT
HEu3
pasm

Joro
n3ie

BKa, a Tipn moucksane oT crpana Ha BB3JIOXKUTEJIA B .cpox or 24 waca. Ilpu
ﬂlT:HHCHI/Ie Ha ToBa sagbipkenue BB3JIOXKUTEJLT uma npaBo ma monyun Heycrolika B
¢p Ha 5 (IIeT) Ha CTO OT CTOMHOCTTA HAa HEKaYCCTBCHATA; IOCTABKA, |
(4) B cmysaure no ammmem 2 u 3, axo VBIIBJIHWUTEJIST me nocrasu
Boperoro, BB3JIOKUTEJIAT uma npaso ga 3akynu HeoGXOmTUMHTE MY MEUITMHCKH
/A OT JIpyr NOCTABYMK, KAaTO pasiMKaTa MEXIy IEHATa 110 JIOTOBOPA U ACHCTBUTENIHO

3anjaTeHara LeHa ¢ 3a cMetka Ha U3IThJIHUTEJIS.

Unen 16.(1) Ilpu orxas wa M3ITBJIHUTEIS na nocTaBy sasBeHmTe My

MEIMIMHCKH M3ICIUd WM IpH 3abaBa moreue oT 48 (uetupuiecer u oceM) uaca,




"MHOT'OIIPO®HAHA BOAHMIIA 3A AKTUBHO AEYEHUE - AOBPUY" ALl

JIOBPHMY 9300 DX yx "Tlanaitor Xuros" 24 B 058/600488 (axc 058/600414 H e-mail: oblb@bergon.net

13l
o
LMy

BBIJIOXKUTEJIAT uma npaBo fa 3aKynd HeoOXOMUMHTE My MEJMITMHCKK U3JENUs OT JIpyr
JIOCTABYHK.

(2) B cyuante 110 npejxoHaTa anuHes pa3MKaTa MENLy [eHaTa 110 JOroBOpa u

ACHCTBUTENIHO 3aIUIaTeHaTa IieHa ¢ 3a cmeTka Ha USITBJIHUTEJLS.

Hnen 17. BB3JIOXUTEJIAT nva npaso f1a ncka 06e3MeTeHUE B TBIEH pazMep

Ha BPCIHUTC, KOUTO € IIPCTHPIISI B pe3yiTaTr Ha 3a0aBenara u/mim HEeKa4YE€CTBCHATA OOCTAaBKA.

Unen 18. [1pu 3a6apa na nnamane ot crpana Ha BB3JIOXKUTEJIAT, nocnegrust

memwku Ha USITBJIHUTEJLS neyctolika, B pasMep Ha 3aKOHHATA JWXBA.

Ynern 19. Heycroiikure, o6eslueTeHusTa u NEHOBUTE PasiuKy 1o @i, 16, at. 2

MOTAT Ja OBJAT YABPXKAHH OT BCAKO AbmkuMo Ha MSITBJIHUTEIIS miamtane.

U3pEeHEHHE BTOPO;

IMPEKPATABAHE HA JTOI'OBOPA

Uiren 20. JloroBopsT ce pekparsasa;
l. ¢ ustnyane Ha cpoka, 3a KOMTO € CKIIOYEH, OCBEH B XUIIOTE3aTa Ha 4ileH 2,

2, or H3IIpaBHaTa CTpaHa NPH CHUCTCMHO HEUIIBIHCHHEC HA SaI[T:J'[)KCHI/IHTa 1o

A0roBsopa. HOI[ CUCTEMHO HEHU3IIBJIHEHHE CE pa36Hpa TaKOBa, U3BLPIICHO OBA WU IIOBEYEC

IIBTH

B PaMKHUTC Ha €UH KAJICHAApEeH Mecell, HJIH ITOBEUE OT TPpH I'bTH B PAMKHTC Ha CpOKa Ha

A0ToBOopa,

3. Py Cb31aBAHETO Ha YCJIOBHA 34 JOCTAaBKA HA MEIUIIUHCKU u3apcma clien

ITPOBLIKAGHETO Ha NECHTPAIIM3UPaHUA CJICKTPOHHH THPIOBE.

4. Ipu HEBB3MOXHOCT [a Ce OCHIYpH (UHAHCHpAHEe 34 W3IBIHEHHETO HA

noppKara 1o npuauer, kouto Bb3JIOXKUTEIJIAT He e Morsn aa mpeapusi.

JIPYTU YCIIOBUS

Wren 21. CrpanuTe 1o [OroBOpa HE MOTaT [a TO H3MEHST, OCBEH B CIIy4aure,

npeasuaeHu B wi. 116 ot 30I1.

criop
KOMIT

pasIc

HACT(

JUTBK

Clel

IIo 1

Unen 22. CrpanuTe 1o JOTOBOpa INE PelIapaT BE3HMKHAIKMTE II0 K3ITBHIHEHHETO

DBC II0 B3aMMHO CBhIJIACHE, a aKO TOBa € HeB'BSMO)KHO' JIO peﬂ.a Ha FHK, IIpea poaoBoO
=y <8

ETEHTHHUAT CBJL B Tp. Jlo6puy.
Qnen 23. 3a BCHYKY HEYPEACHHU I10 HACTOSIIHS JTOTOBOP BBIIPOCHU ILIE CE€ MPHJIarar
pendute va 3011, TIT130I1, 33/T u T3.

Qnen 24.(1) 3a BamuuHM ampecH 3a NpUEMaHe HA CHOOLICHHS, CBBbpP3aHH ¢
SIS JIOTOBOP C€ CMATAT a/[PECUTE, IOCOYEHH B HAYAJIOTO Ha JI0rOBOPA.

(2) Tlpu mpoMsiHa Ha JaHHHTE O IIPEXOJHATA ajlHHEs, CHOTBETHATA CTpaHa ¢
Ha J1a YBEIOMH JpyraTa B TPHAHEBEH CPOK OT IPOMIHATA.
Ilpu cbeTaBsHe Ha HACTOSIIMST JOTOBOP CE IIPEACTABMXA OT H3ITBIHHTENS
IATE IOKYMCHTH 3a JOKa3BaHe JIMIICAaTa Ha OCHOBAHUS 38 OTCTPAHSBAHC:

- 38 o6crosTenCcTRaTa 10 Wi. 54, ain. 1, T. 1 oT 30I1 - cBUIETENCTRO 32 CBOVMOCT;

- 38 00CTOATENCTBOTO 110 Wi. 54, ai1. 1, T. 3 o1 3011 - ynocToBepenue ot opraiuTe
MXOJIUTE U YIOCTOBEPEHHE OT OOMMHATA II0 CEJANUINCTO HA BB3JIOKUTENS M HA

KaHnunaTta uiig ydacTHHKA,

N3ns

- 33 O0OCTOATENCTBOTO 1O Wi 54, al. 1, T. 6 - ymocToBepeHHe OT OpraHuTe Ha
MHUTETHA arexiys "['aBHa nHCneKnus o tpyaa';
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- PaspeLICHAC 32 THProBASA Ha €IPO ¢ MEIMLMHCKM M3JEIHs, U3lafeno or UAJI
APYT' IOKyMEHT, yJIOCTOBEpsIBall IIPABOTO HA YYACTHHKA Ja TLpryBa C MCHUITUHCKH
JIA, M3/IAJICH OT KOMIICTCHTCH OPTaH Ha ChOTBETHATA JIbP)KABA;

- CEPTU(UKAT 3a LpHJArale W MOATBPKAHE HA CHCTEMA 3a YIPaBJICHUE Ha
crsoTo ISO 9001:2015 B 061acTTa HA IPOU3BOACTBOTO H/WiH TBPrOBUATA ¢ MEIUIIMHCKH

M3JIEMMs  W/MIM  CHCTEMa 3a YIOpaBICHHE Ha KaqectBoTo ISO: 13485:2016 w/uim
CKBHBAJICHTHA; 5 W ;

WSITBJIHUTEJIS u nBa 3a B’

BB3.

I'J1.C

Hacrosmmuar goros ,ﬁe}\ '@fbéyg?gu B TPH €/IHOOODAsHH eK3eMIUIApa, emuH 3a
( MVITEJ-’[EP’;F) :

(S \%

=

FHH Ay

USITBJIHUTEIL:,

LN
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Ilpunoxcenue No 5 — 3advnxcumenen obpasey
HEHOBO ITPELJIOXKEHWE 3A U3ITBJIHEHUE HA IIOPHBUKATA

or I'amumop Bearapus OO/] cbe cenanume B rp.Codus, obmuaa CToMYHA 1
azpec Ha ynpasienue: rp.Codus, paiton Tpuanwmna, yi.“13ta Mapr Nl 1%

ENK 831426123, npencrapnsaBano or SIko6 Enumesep il :
Ka4yeCTBOTO MM Ha YIIPaBHTEIL: < _

IlpaBa 1eHOBO IpemIOXKEHHE 3a M3ITHIHEHHE HWCH&

must Ne: 3, Homenxnatypu 61 u 67, kato mpuiaram moamucano Ilpumoxenue Ne 3

"Cnincmc Ha JIabOpaToOpHUTE KOHCYMAaTHBH, PEAKTHBH M TECTOBE 3a oraenenue "Kimpawuna
narojorus".

YKA3AHHA 3a nonvieane Ha npuiosfcenusma:
B npunooicenuemo Ne 1, Ne 2 wunu Ne 3, 3a womenxnamypama no xkoamo

npedcmass ogpepma, 6cexu YLACMHUK Cled8a Oa NONbIHY CeOHUmMe KONOHU U pedose:

B konona 6 yuacmuuxvm noco4sa npouzeoo0umens na npednazanomo uzdenye.
B xonona 7 ywacmuuxem nocouea 6mMecmumocmma Ha npeonazanama onaKoexkd 8

MepHU eOUNUYU (CL2NACHO NOCOYeHOMO 6 KonoHa 3 unu 3.1), xozamo e npunoscumo.

B xonona 8 yuacmHuruKkosm nocoued npedﬂazauama YeHna Ha onaxkoeka 8 Jjesa bes

M, kozamo e npunosicumo, kamo yeHama na onaxoeka mpabea Oa e 3aKkpvaiena 0o 6mopus

3HAK

cneo oecemuyHama 3anemas.
B xonona 9 yuacmuuxem noco4ea npeonazanama eOUHUYHAMA YeHA HA MepHa

eounuya & nesa bez JJIC. EOunuunama yena. Ha. Mepna eOunuya & xonona 9 ce nonyyaea,
Kamp YyeHama 3a ONAKOBKA HA 6CAKO U30eaue NOOMOENHO Ce PA30ent HAd 6MeCmuUMoOCmma
(6pos mephu eOunuyu) 6 eona onakoska (kon. 8 : kor. 7). EQunuunama yena na mepma
eounuYya cneosa 0a e 3aKpbaiend 00 YemabPmus 3HAK Clled decemuyHama 3anemasl.

Konona 10 ce nonvnséa camo no onesu HOMeHKIAMYpY, Koumo cvovpcam & cebe

cu nponomenrnamypu: 1, 6, 7, 15, 16, 18, 23, 26, 33, 34, 54, 60, 63, 67, 68, 70, 72, 75u 77. B

KoJt

na 10 yyacmHuKxem noco4ea npomsedeﬂuemo Meolcay NPOCHO3HOMO Koauyecmeso om

Kongna 4 u yenama 3a Mepra eOUHUYA, NOCOYEHA Om Y4acmuuka 6 xonona 9 (xon. 4 x xon. 9).
Ilo nomenxnamypa Ne 71 "Oyeemumennu cemoee'' ne ce nonwvnea xonowna 10.

Ha pedoseme "Obwo no nomenxnamypa MNo......" yvacmuuxvm nocovsa cbopa
om \cmounocmume Ha écexu ped om xonona 10. Céopvm ce 3aKpb2) Usl 3HAK CNed
decemuynama 3anemas.

ITommuc Ha IpeCTARIABAIOTO JIKIIE U IIE€YAT:

Axos - €I
(ume, 631:&117;{7)" aaru'l,;nfmmt', STHIKHOCT)
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"MHOT'OITPO®PUAHA BOAHUIIA 3A AKTUBHO AEYEHUE - AOBPUY" Al

‘ HMOBPHY 9300 <) yn. "Manaiior Xuros" 24 B (58/600488 taxc 058/600414 B e-majl: oblb@bergon.net

IIpunoorcenue No 4 — 3a0v1cumenen obpazey

TEXHHUHYECKO NPEAJOXEHUE

Hoanucanusr Slko6 Emeszep _ B Ka4ye€CTBOTO CH Ha
yopasuren (usnucea ce onvoicnocmma) ma I aMHIop Bear VOJI (usnucea ce umemo na
yHacmuuka), cuc cenamie: rp.Codus, anpec na ynpasnenue rp.Codus, paiion Tpuanuna,
yL“13tu mapr“Ne 11, EUK 831426123,

1. Ilpass cnegmoTo npeanoskenye 3a U3IBITHCHUE Ha IOPHYKATA B CHOTBETCTBHE ¢
TEXHMYECKUTE CeNU(DHKALMM M H3HCKBAHHMSTA Ha BB3JIOKUTE IS

IIpenmaram nocrapkara ua H3JIE]THS, KOUTO:

- Ca IIPOM3BENCHH OT NPOU3BOIUTEN, KOHTO IIpujiara u moAmepiKa CHCTEMA 3a
YIIpaBiicHUe Ha KadecTBOTO ISO 9001:2015 /v CHCTCMA 3a yIIpaBIIEHHE HA KAYeCTBOTO Ha
MeapuuHckuTe m3genus ISO 13485:2016 U/AIIM €KBUBAJICHTHA.,

- CBOTBETCTBAT Ha M3HMCKBAHWMATA Ha J[MpeKTHBa Ha EBponeiickus mapnament u
CoBera Ha Erpona 98/79 EC 3a MCIUIMHCKATE CPEACTBA 32 AUATHOCTHKA (IVD), koraro e
IIPUIIOKHUMO.

- OTrOBapAT HA H3UCKBAHUATA HA 4IIL. 82, ai. 1 ot 3MU;

~ OTTOBAapAT Ha JPYTHTE U3NCKBAHUS, IOCOUYEHH B TEXHUYECKHTE cnenudukanyy.
2. JlexnapupaM Chriiaciero cu ¢ K1ay3uTe Ha NPUIIOKCHHS IIPOEKT Ha JOTOBOP.

3. exnapupam cpox Ha BaIMHOCT Ha oeprara: 3 (Tpu) Mecenma or JlaTara,
KOATO € II0COYeHa 3a 1aTa Ha [T0jIaBaKe Ha oteprara.

4. IlpueMaM cpoka Ha M3MBIHEHHEe Ha nopbukata: 12 (mBanamecet) Mecena ot
CKITFOUBAHETO Ha JOrOBOpA.

5. Ilpuemam CpOKa 3a miamane: g0 60 (mectaecer) KaleHAapHH IHH OT
U3BBPIIBAHETO Ha JOCTABKATA M M3ABAHETO HA $axTypa oT 3NBIHETEIS.

6. Ilpuemam cpoka Ha mocraBka: mo 14 (wermpunanecer) KaJICHJapHH JHU OT
MOMCHTA Ha 3a5ABSBAHETO OT BB3JIOKUTEIS.

7. IlpueMam cpoka Ha TONHOCT: He mo-mManko ot 60 % (mectmecer MIPOIIEHTa) OT
0OLIHS CPOK Ha FOMHOCT KBM MOMEHTA Ha JIOCTaBKara.

8. ITpueMaM na M3MBIHABAM BCHYKH M3UCKBAHMA Ha BB3NOXHTENA, TOCOYECHH B
OOSIBIIEHHETO U JOKYMEHTAIHATA 34 yJacrtue.

9. B ciyyait, ye 651a ONpPEIENICH 3a M3IIBJIHUTEI HA [IOpBUKaTa, Cce 3abIDKaBaM,
UpH [IOINKCBAHETO Ha JOTOBOpa 3a ofINecTBeHa MOphHUKa, na IIPEACTaBA aKTyaaHH
AOKYMEHTH YIOCTOBEpSBAIIH JIMIICATA HA OCHOBAHUA 32 OTCTpaHsABaHE OT IIPOIEdypara,
KaKTO|H CBOTBETCTBHETO C [IOCTABEHHTE KPUTEPHH 3a onbop:

- 3a o6cTosTeNnCTRATA 110 W, 54,am 1, 1.1 or 3011 - CBHUJIETEJICTBO 32 CHAUMOCT;

- 32 06CTOATEICTBOTO IO WL, 54, an. 1, 1. 3 or 3011 - YAOCTOBEpEHHE OT OpraHuTe
[0 NPUXOANTE M YAOCTOBEPEHHE OT OBIOMHATA IO CCHANMINECTO HA BB3JIOXKHTSII H Ha
KaHIMIATa M YYaCTHHUKA,

- 32 00CTOATENCTBOTO MO Wi. 54, am. 1, T. 6 - YAOCTOBEpPEHHE OT OpPraHHTE Ha
WManenunrenna arennus " apmHa HHCHEKUMSA 110 TpyAa";

- Pa3peUICHUE 3a THProBMA Ha €pO ¢ MEIMIUHCKH H3JIeNAsA, u3fageHo or UAJT
HIIA JIpYT TOKYMEHT, YAOCTOBEpsBaIN [IPABOTO HAa YYacTHHKA Ja ThPryBa ¢ MEAMIMHCKH
M3/ICIIHA, H3MaNeH OT KOMIETEHTEH OpraH Ha CHOTBETHATA AbpkaBa. Pasperrenue wmm
yaocT /BEPEHHE HE Ce M3UCKBA OT MPOM3BOAMTENHTE HA METHIMHCKY H3JENHS, YCTAaHOBEHH
Ha TepuTopusTa Ha PerryGmuxa Brrapus;
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- CepTU(MKAT 3a NpHIaraHe M IOANBPIKAHE HA CHCTEMa 3a YIpaBlICHHE Ha
etBoTO ISO 9001:2015 B 0611aCTTa Ha MIPOM3BOACTBOTO H/HIIHA THPTOBIATA C MEAHIMHCKH

e W/WIM CHCTEMa 3a YOpaBjieHHe Ha KadecTBoto I1SO 1 2016 w/umm
€KBHBAJICHTHA,

HOI[III/IC Ha IIpEACTaBIBIBAIOTO JINIIC M IICYAT:.

SIko6 Emmesep ; /i
(ume, 6amnHQ AL, JUT 4 *‘/
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