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PAMKOBO CIIOPA3YMEHHUE

38 U3I'bJIHEHHE Ha 0bulecTBeHa NOPBYKA C IPeIMeT :
»/10CTaBKa Ha HOB XMPYPTHYeCKH HHCTPYMEHTAPHYM / HHCTPYMEHTH/ 3a HYKAUTEe Ha

YMBAJICM ,H. W. lTuporos” EAJ" - 06oco6ena no3unusa Ne 1, Oproneaus u
TpaBmaromorus”

HHEE eaiin et e r, B rp. Codus, mexay:
p

1. ,YMBAJICM ,H.H. TIHPOT'OB" EA/l, cbc Cejjayikine W ajJipec Ha yrnpaBJieHue: rp.
Codusa 1606, 6y.. ,Torne6en” Ne 21, EMK 130345786, npeacTas/saBaHo ot [pod. JI-p Acen
Banros, A.M. - U3M'bIHHTE/IEH JUPEKTOP, HAPHYAHO 33 KpaTkoct no-gosy "BbB3JIOKHUTE" ot

€Ha CTpaHa,
H

2. ,B. BPAYH MEJIMKAJI” EOOJ, cbc cenanuiie u ajgpec Ha ynpasaeHue: rp. Codpus
1592 , 6yn. ,Xpucrodop Koaym6“ Ne 64, Te: 02/8076744 , dakc 02/9753999, EHK
175016820, npeacTaBassano oT XopcT XaiHi [lrwep - ynpaButen u MeTbp LiBeTaHOB ACEHOB -
MPOKYPHCT,

3. ,MEJHIHUHCKA TEXHUKA HHXKEHEPHHI” 00J, cbc cemanmie H agpec Ha
ynpasnenue: rp. Codusi, m.k. 1750, x.k. Miuagocr 1, 61.28B [y »AUMHTBLD Mosos”/, Ten:
02/462 71 24, daxc: 02/462 71 28, EMK 831641528, NPEJCTABAABAHO OT WHX. MoHka
Xpucrosa 'eTosa - XpxcTaHoBa - YipaBuTes,

4. ,EKOC MEJHUKA” 00/, cbe cepanuie W azpec Ha ynpasJsieHue: rp. Codus, Ks.
laBnioBo, yn. ,Tonam Bparan® Ne 8, ten: 02/ 491 40 88, daxc 02/ 491 40 87, EUK 831029075,
npeAcTaB/iABaHo OT Enka Anexcuesa HiwmeBa - Yupasuren, geiicTeauia Ype3 MbJIHOMOUIHHKA
cu leprana Hukonaesa IllefikoBa, chraacHo [TbiHOMOWHO ¢ per. Ne 608/02.02.2017 r. Ha
HoTapuyc c per. Ne 400,

HapH4aHH 3a KpatkocT "[IOTEHIUAJIHY W3NBJHUTEJAN" oT Apyra cTpaHa,

Ha OCHOBaHHe 4. 81, an. 1 oT 3akoHa 3a 061eCTBEHUTE NOPBUKH (3011), Pemenue Ne PJI-26-
1028/07.06.2018r. Ha M3I'bJAHUTENHUS AupekTop Ha ,YMBAJICM H. H. Muporos” EA/| 3a
K/acupaHe y4aCcTHHLHTE H ONpeje/siHe Ha M3MBIHUTENM Ha PaMKOBO clopasyMeHnHe c
npeaMeT: ,/lOCTaBKa Ha HOB XHPYPrudeck HHCTPYMEHTapuyM /MHCTpYMeHTH/ 3a
HyAuTe Ha YMBAJICM ,H. U. luporos” EAJl“ - O60oco6Gena no3unus Ne 1 »Oproneansa u
TpaBMaTOJIOI_'HH", Cé CKJI0YH HacToseTo CiopadyMeHHe 3a CIeJHOTO:

L IIPEAMET HA CIIOPA3YMEHHETO

. 1. (1) BB3JIOKHUTENAT Bb3nara, a MOTEHLHAJHU U3ITbJAHUTEIN npyemar
Cpeljy BB3HArpakIeHWe Jia M3BbPIIM [0CTaBKA HA XHPYPTHYECKH MHCTPYMEeHTapHyM
, /uHdTpyMeHTH/, 3a HyauTe Ha YMBAJICM ,H.1.Muporos” EAL
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(2) LenTa Ha HaCTOAUOTO PaMKOBO COpa3yMeHHe Ce W3pa3aBa B YCTAHOBABAaHE Ha
pe/a, 10 KOMTO 1ie 6bAaT CKI0YBaHH JOrOBOPHTE 3a OBILECTBEHA NOPbYKA, 38 H3BBPIUBAHE HA
AOCTaBKa Ha HOB XHPYPTUYECKU HHCTPYMEHTAPHUYM /UHCTPYMEHTH/ 3a Hy»AuTe Ha YMBAJICM
»H. W. [Tnporos” EAJ], 3a cpoka Ha JeHCTBHe Ha CrIopasyMeHHeTo.

(3) IlpeameT Ha HACTOAWIOTO CHOPa3yMeEHHE € MpeABaPHUTENHOTO ONpejessiHe Ha
OCHOBHUTE, OOLIM YC/IOBHSl Ha JIOTOBOPHTE 3a Bb3/NaraHe Ha OOLIECTBEHM TIOPBHYKH 3a
H3BbplUBaHe Ha JlOCTaBKH,

(4) JorosopuTe 3a KOHKpeTHHTe, HeoGxoAUMH 3a Bb3/I0XKUTE/IA gocraBku Lie 6bAaT
CK/I0YBaHM C/1e/] OTNpaBsiHe Ha nokana Ao scudku [IOTEHIMAJIHU U3IIBJAHUTEIN - crpana
M0 HAaCTOALOTO PAMKOBO ClOpa3yMeHHe, NIpH ycnoBHATA Ha 4i, 82, and, T. 1 or 301, B
CBOTBETCTBHE C ONpeAe/IeHHTE B HACTOALLOTO CIIOPa3yMeHHe 061IH U3HCKBAHUA, KOUTO Lle ce
KOHKPETH3HPAT C JOMOBOPHUTE 3a Bb3JaraHe Ha KOHKPETHH 06LieCTBeHH NMophYKH. [TokaHaTa
ce ornpaesA uype3 nybaukyeaHe B Ilpodusia Ha kynyBada Ha BB3JIOKHUTEJA u/uau upes
uznpauade no nouata go [NOTEHUHMAJIHUTE U3ITBJIHUTEIH.

(5) Bceku KOHKPETEH XHPYPrHiecKH HHCTPYMEHTApHyM /HHCTPYMEHT/, KOJUYecTBO U
TeXHHYECKH XapaKTepHUCTHKH, e 6bgaT onpefensHu oT BB3JIOXKUTEJS B KoHxpeTHHTe
noxkaH. PeqsT ¥ yc/noBHATa 3a HM3BBPIIBAHE HA AOCTABKHTE, KOHKPETHHTE MM MapaMeTpH,
YCNIOBHATA M CPOKBT 32 HM3ITBJHEHHE, [leHa M AD. Lie ce ypexJaT NoApo6HO ¢ JOrOBOPHTE 3a
Bh3/araHe Ha 0B1LecTBeHH MTOPHLYKH, ChIVIACHO 0QepTHTE HAa ChOTBETHUTE H3MMBJHHUTE/IH,

(6) CpoxbT Ha KOHKDETHHTE JOTOBOPH HAMa Jld HAAXBbpJAT KpalHWA CPOK Ha
HacTOALOTO CIOpasyMeHWe, OCBeH B c/y4aH 4Ye MMa CKJAIOYEHH KOHKDETHHM [OTOBOPH (B
paMKHUTE Ha CPOKa Ha HACTOANIETO CIIOPA3yMEHHMe), YHeTO U3IT'bJIHEHHE He e MPUKITIYHJIO,

(7) [Mocraskure me O6bAAT Bb3JaraHd no npeneHxka Ha BDB3JIOXUTEJA, npwu
Heo6xoAuMOCT H GMHAaHCOBA 06e3Me4eHOCT.

II. HEHA H HAYHH HA NJIAIINAHE

Yn. 2. (1) O6wara nporHo3Ha CTOHHOCT Ha JOTOBOPHUTE 3a 0BIECTBEHA NOPBYKA,
CKI0YEHH B3 OCHOBA Ha HACTOALOTO PaMKOBO CNOpasyMeHWe, 3a UeJWsd NepHoj Ha
M3MbJHeHHeTo My, e Ao 700 000,00 1B. (ceAeMcToTHH XWisAau JjeBa) Ge3a Bkiwuen JJC
uau 840 000,00 nB. (0CEMCTOTHH U YeTHPHAECET XHJIALH JieBa) ¢ BKaIw4YeH //IC.

(2) Bb3JIOXKHUTEJIAT He ce 3ajb/xaBa Jja Bb3n0kKH JOCTAaBKH 3a JOCTHIAHe Ha I'BAHUA
06eM Ha MPOTHO3HaTa CTOMHOCT Ha NMOPbYKaTa, @ B 3aBHCHMOCT OT CBOMTE HY¥AW H GHUHAHCOBA
06e3neyeHOoCT.

(3) LenuTe no AoroBopHTe, CKIYEHH Ha ocHoBaHue wi. 82 ot 3001 Bb3 ocHOBa Ha

HacTOAIOTO PAaMKOBO CNOpasyMeHue, e ce OnpefensaT CHopej ILeHOBaTa odepra Ha
CLOTBETHMA KOHKpeTHMA H36paH M3nbaHWTen or NOTEHIHHUAJNIHUTE U3NB/JIHHUTE/NH 3a
KOHKpeTHaTa MopkYKa Ha 0a3a odepHpaHHTe eAMHHYHM LEHW 33 BCEKH XHUPYPrHYecKH
MHCTPYMEHTapHyM /MHCTPYMEeHT/ ¥ CbOTBETHO ,06ma CTOHHOCT", MOCOYeHH B LiEHOBATa My
odepra.
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(4) 3an/auaHeTo Ha Bb3HArPaKAEHHETO 38 KOHKPETHHUS [I0rOBOD 4acT OT PaMKOBOTO
CropasyMeHHe Ce H3BDbPIIBA INIPH KYMYJTAaTHBHOTO HaJHYHe Ha CAeJHHTEe JOKYMEHTH:

a) MOANMMCaH OT  CTPAHHTE  NpHEMaTeNHO-NpeJaBaTesieH  INpPOTOKon  6es
BL3paXceHHs/peraMalu;

6) nmnpejocTaBeHa OT KOHKpeTHHs u36paH wusnwianutes ot [NOTEHIIMA/IHHUTE
HU3MMBJHHUTEIH daktypa 3a choTBeTHaTa JocTagka, npuera ot Bh3J0XKHUTEA.

(5) Awmxumoto ot B'B3/JIOMHUTENA sb3HarpaxjeHue no aa. 1 3a choTBeTHaTa
[octaBka ce 3amialla Ha KOHKPETHUA M36paH wusnbiaHuTen oT [OTEHIUMAJIHUTE
H3IMBJHHUTEJIH no 6ankoB 0'bT B cpok fo 60 (lwecTaeceT) AHH, CHUTAHO OT U3N'BIHEHUETO i,

III. CPOK U MACTO HA U3ITbJIHEHHE

Y. 3 (1) CpoksT Ha HacTOsAIMETO PaMKOBO criopasyMenue e 2 /ABe/ TOAMHH, CHUTAHO
OT [aTaTa Ha MOAMMCBAHETO MY HJIH JI0 H3YepIIBaHe HAa TPOrHO3HATA CTOHHOCT NMOCoYeHa B 4.2
(1) Ha HacToAIeTO ciopa3yMeHHe, B pAMKHTE Ha TO3H CPOK.

(2) 3a Norenyuanen uanwvauurten 6. BPAYH MEJWUKAI” EOOQ/: Cpok 3a gocraeka 30
/TpujeceT/ KaleHAApHH JJHH, CHMTAHO OT AaTaTa Ha NoANHCcBaHeTo My. CpPOK 3a pexiaMalius
30 /TpujeceT/ KaNeHJaPHH JHH, CHHTAHO OT JaTaTa Ha OJINHCBAaHe HA ChCTABEHUS TIPOTOKOJ
3a HeKavecTBeHaTa/Hen'bJiHa JocTaBKa.

(3) 3a Norennuanen usnwauuren ,MEJUIIHHCKA TEXHUKA UHXKEHEPHHI” OO/;
Cpok 3a gocraBka 30 /Tpujecer/ KaleHAapHU JHH, CUMTAHO OT AaTaTa Ha MOANHCBAHETO MY,
Cpok 3a pexnamauus 7 /cegem/ kaleHJapHH AHM, CUHTAHO OT JaTara Ha NOANMCBAaHe Ha
CchCTaBeHMA MPOTOKOJ 32 HeKauecTBeHaTa/Hel'bjiHa JJocTaBKa.

(4) 3a Morenuyuaned manwanuten ,EKOC MEJHUKA” 00[: Cpox 3a gocraska 30
/TpHAeceT,/ KajleHAAapHU JHH, CYHUTAHC OT AaTaTa Ha noAnucBaHeTo My. Cpok 3a pekJamanus
30 /TpujeceT/ KasieHJAPHH JHH, CHHTAHO OT JaTaTa Ha MOANHCBAHE HA CbCTaBEHMsI IPOTOKOJI
3a HeKadecTBeHaTa/HembHa JocTaBKa.

(5) PexnaMaluu Mo KOJMYeCTBOTO HA JOCTAaBeHATa CTOKA Ce NPAaBAT B CPOK A0 3 /Tpu/
JHM CJIe/i TOATIHCBaHe Ha IPpHeMOo-TIpefiaBaTeieH MPOTOKOI,

(6) Pexnamanu OTHOCHO Ka4ecTBOTO M CKPUTH AedeKTH ce npasaT B 7 /cemem/
JIHEBEH CPOK OT OTKPHUBAHETO MM,

(7) MsacToTo Ha U3M'BJHEHHME Ha JOCTaBKUTE € afipeca Ha Bb3noxuTes .

IV. [IPABA U 3AAB/IKEHHUA HA CTPAHUTE

Ya. 4. BB3JIOKHUTEIAT umMa npaso:

(1) ma u3uCcKBa OT KOHKpPeTHHA u36paH wuanbaHuTen oT MMOTEHIUAJAHUTE
HU3MMBJHHUTEJHM ja u3nbaHABA B CPOK M 0e3 OTKJOHEHMs BCAKa e/[Ha OT [OCTaBKHTe,
CBIJIACHO YCIOBHATA HAa KOHKpeTHUA Jorosop, KOHKpeTHaTa TexHH4YeckaTa cneudbuKalus 1
O6pazer; Ne16.1 ot odepraTa My.
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(2) na u3BbpIIBa MpOBEepKa BBE BCEKH MOMEHT OT W3II'bJIHEHHETO Ha JlocTaBka o
ﬂ.omBopa, OTHOCHO Ka4eCTBOTO, KOJIMYeCTBaTa 1 TEXHHYECKHUTE napaMeTpH, 6e3 ToBa Aa npe4yu
Ha aeHHocTTa Ha USITBJAHUTENSA;

(3) Za sagbpxH/ycBOM CLOTBETHA YacT OT lapaHuusTa 3a u3MbAHeHMe mnpu
HEM3ITb/IHEHWE OT CTpaHa Ha KOHKPeTHHs M36paH H3MBAHUTEN OT INNOTEHIIUATTHHUTE
HU3II'B/IHUTEJIH Ha [JloroBopa 1 ja nonyuu HEeyCTOHKa B pa3Mepa, olipejiefieH B KOHKpPEeTHHUA
JOroBoOp;

(4) Aa nperneja JocTaBeHATa CTOKA M /ja HATIPABH pex/laMalliH NpH yCTAHOBABAaHE Ha
HeKayecTBeHa/Hen'b/Ha JOCTAaBKa HJIM TaKaBa, KOSITO HE € B ChOTBETCTBHE C O6pazey Nel6.1
OT odepTaTa Ha KOHKPETHHA H36PaH USI'BJAHUTEN OT MNOTEHUHAJTHUTE USITBJAHUTEU;

(5) ma nony+wm JocraBkaTa B Cpoka M NpH yCJI0BHSATA, AOroBOpeHH Mexcay CTpaHWTe
OMMCAHH B 4J1.3 OT HACTOSLIETO ClIOPasyMeHHe;

(6) Aa He npueme JlocTaBKaTa M Ja OTpasH YCTaHOBEHHTE HEAOCTATBIH//IHIICH B
npveMo-npejaBaresHus 6e3 Bb3paxeHus/peknaMalny, B cydait ye JlocTaBkaTa He OTroBaps
Ha U3WCKBaHHsTa 10 O6paser N°16.1  ycioBHATA HAa KOHKPETHHS [OTOBOD;

(7) Aa pasBanu JOroBOpa M OTCTPAaHM CHOTBETHHSA KOHKpeTeH U30paH M3ITLJHHTEN OT
[IOTEHIIHAJTHUTE M3IbJHHUTENU npu He#oNycTHMO 3aKbCHEHMe MWJIH MPONYCKH B
Ka4ecTBOTO, 6€3 TOBa /ja 0CBO6 0K AaBa MOC/EeAHHs OT NI0-HATATBIIHA OTTOBOPHOCT.

Yn.5. Bb3/IOKUTENAT ce 3aabmxaga;

(1) ma ornpaesa nokana fo Bcuuku MOTEHIHMANHH M3MBJAHHUTENU - CTpaHa Io
PamMKoBOTO criopasymeHHe, 3a BCEKH JJOTOBOP//{0CTaBKa, KOHTO NpeACTOH 4a 6'b/le CKIIHUEH;

(2) na 3annaT BH3/I0MKEHUTE H U3ITLIHEHH JlOCTABKH B JIOTOBOPEHHUTE CPOKOBE;

(3) Aa He pasmpocTpaHsBa 104 KakBaTo M Ja e popMa BcAka npejocTaBeHa My OT
KOHKPeTHO M36panusa usnbaHuTel oT IOTEHIHAJIHUTE HU3M'BJAHUTEIU HHopMar v,
MMallla XapaKTep Ha TbProBCKa TaHHa ¥ U3PUYHO yniomeHnarta oT U3MBJIHUTEA kaTo Takasa

B Ipe/icTaBeHaTa OT Hero odepra.

(4) tpu pocrasHe Ha CTOKata Ja A TNperneaa, Aa TOMbIHU npHeMaTe Ho-
Npe/iaBaTe/IHATEe MPOTOKO/IM M NPH JCTAHOBSABaHE Ha SIBHH HEOCTATBHUM WM JIMIICH Aa TH
0Tpa3sH B IPOTOKO.J1A 10 6e3 Bb3paXKeH s /peKJaMaliiH;

(5) #a ocurypu nomeljenHe 3a-CbXpaHeHHe CIIOPE/ ChOTBETHHTE HU3UCKBaHHA, ako uma
TaKHBa, HA JOCTABEHOTO KOJHYECTBO CTOKH,

4. 6. Beexku IOTEHUHUAJIEH H3ITbJAHUTEJI uma npagso:

(1) Aa noayuu HeobGxoAuMmara MHOOPMALMS M ChbAedcTBHE OT CTpaHa Ha
Bb3/IOKHTEJ/IA npu noAroToBKaTa M B Npolieca Ha U3MbJHEHHe Ha AOTOBOPHTE, CKAKYEHH
Bfb3 OCHOBA HA HACTOANIETO CIIOPa3yMeHHe;
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(2) Aa nonyuu yroBopeHoTo Bh3HArpaXKAEHHE IIpH YC/IOBHATA M B CPOKOBETE, MOCOYEHH
B HacToAwMA Jlorosop.

Y. 7. (1) Bcexkn MOTEHIIHAJIEH U3MTBJIHUTE e OJTBIKEH:

1. npu noslyyaBaHe Ha MUCMeHa MOKaHa 3a MPEAOCTABAHE Ha odepra, fa npeAcTaByU B
yKasaHHs  (pOK  TIOCOME@H B [M0KaHATa, JOKYMEHTH, CBIJIACHO W3UCKBAHWATA Ha
B'b3/I0OMUTENA.

2. ako e onpegenex 3a U3MMbJAHUTEJ no KOHKpeTeH JOroBOD, /la BHeCe rapaHius 3a
USIM'BIHEHHE Ha JOTOBOPA, Aa CK/IHYH JOTOBOP H H3MB/IHH BL3/NOXKEHHUTE JOCTABKH CbOOpasHo
YCIOBHATA Ha [JOrOBOPA M HACTOALETO CNOpasyMeHHe, KakKTO M YCTAHOBEHHTe OT
Bb3/IOMKUTEJIA napamerpy;

(2) U3IIBLJTHUTENAT 1o KoHKpeTHHs JOrOBOD Ce 3afbJKaBA:

1. ma opranM3Mpa H3BBPLUIBAHETO HA JOCTABKHTE B CPOK, KQ4eCTEO, B 00XBAT ONpe/lesieH
C KOHKpPEeTHMA [OTOBOD, TeXHUYecKaTa cnenqudrkannsa Ha Bbh3JIOMHUTES, npejcTaBeHarTa
o¢epra, Bka4Balwa O6pazey 16.1.

2. la M3BBPIIH JOCTABKA B ONPEJENEHMTe B 4.3 OT HACTOAIIETO CriopasyMmeHuHe
CPOKOBE;

3. /1a M3BBLPIIH 3aMsiHA HA XUPYPrHYecKUs MHCTPYMEHTApHUYM /HHCTPYMEHT/ B CpOK
OTipe/ie/ieH B 4.3 OT HACTOSILIETO CIIOPa3yMeHHe, B C/IyYauTe Ha PeK/IaMal st

4. Aa 3aMeHH 3a CBOA CMETKa XMPYPTUYecKHs MHCTPYMEHTapHyM /HHCTPYMEHT/, 3a
KOHTO € YCTAHOBEHO HEChOTBETCTBUE H/uam ledeKT W/Mau HerbIHA W /UK HeChOTBETCTBRAlla
Ha H3uckBaHuATa Ha BB3JIOXKUTE/A

5. Zla cbXpaHsBa M TpaHcnoprupa JlocTaBKara A0 MACTOTO HA M3MbJHEHHe npu
CNasBaHe Ha MOCOYEHHWs OT NPOM3BOAMTE/Isl TEMIePaTypeH DPeXHUM M JPYTH VCAOBHA 3a
ChbXpPaHEHUE;

6. ia He U3N0/I3Ba MJ/IM PA3NpPOCTPaHsiBa MHPOPMALHS 3a B'b3JIOKHUTE/IA, cranana my
M3BECTHA MPH U3M'BJIHEHHE HA 38 B/DKEHHATA MY 110 HACTOAIIUA KOHKPETHHTE JI0TOBODH.

4. 8. KonkpeTHo n3bpanusa msnbanutesn ot NOTEHIUAJIHUTE U3 BAHUTEIN ce
SaA’b/oKaBa Ja MPOAB/IKH U3Mb/IHEHHMETO Ha KOHKpeTHUTe JOCTaBKH M B ciyvail Ha 3abaBsHe
Ha niamjaHe oT crpada Ha Bb3/JIOMKHTENA nopaju 06eKTHEHU TIPUYHHH.

V.TAPAHIIHAA 3A U3MTBJIHEHHUE

4n.9. (1) lpu cxa04BaHe Ha BCEKH KOHKpPETEH AOToBOpP 3a 06llecTBeHa NOPBLYKa, BLB
BPB3Ka ¢ HacToAleTo cnopasymenne, M3ITBIHUTENAT npefcrassa MapaHnus 33 U3 bAHeHHe
Ha JloroBopa (,[apanums 3a W3nbIHeHKe") npeAcTaBasBamy 2 % (1Ba npoueHT) OT HerosaTa
obwa croHdHocT, 6e3 JI/IC. TapaHuHsTa 33 U3NbAHEHHe Ce NpeacTaBsa B €/Ha OT CAeJHHTe

bopmu:

aj napuuna Cyma, BHeceHa o nocodeHa ot Bb3JIOMKHUTEJA 6aHkoBa cMeTKa;
cTp. 5 /10
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6) 6e3ycnoBHA HEOTMeHsieMa GaHKOBA rapaHLHs; HIIH

B) 3aCTPax0BKa, KOSITO 06e3neyaBa H3mbJHEHHETO 4pe3 NMOKPUTHE Ha OTTOBOPHOCTTA
Ha U3ITBJIHUTENS.

(2) TapaHyMsATa 32 M3NDbAHEHUE ClefiBa ia € CbC CPOK Ha BaJMJHOCT OT jJaTarta Ha
NOANHUCBAHE Ha KOHKPETHHA JOTroBOp, Hai-Manko 30 /TpujeceT/ AHW Clell M3THYAHETO Ha
CpoOKa 1no 4. 3.

VI. NIPOBEX/JAHE HA KOHKYPEHTHA ITPOUEAYPA

Yn. 10. (1) 3a ckn09BaHETO Ha BCEKH nocjieABall KOHKpPeTEH JOTOBOP 33 B'h3/IaraHe Ha
obuiecTBeHa nopb4ka, Bb3JIOKUTENAT OTKpPHBAa KOHKYPEHTHa NpoleAypa, IPH yCI0BUATA
Ha 4. 82, an. 4 or 30I1, kaTo:

1. OTnpass nucMeHa NokaHa 1o NOTEHUHWAJIHUTE U3M'BbJIHUTE/MHU no PamkoBoTo
CnopasyMeHHe, 3a BCAKA JOCTaBKa Ha HOB XUPYPrUYeCKH MHCTPYMEHTapUyM /MHCTPYMEHTH/
3a nyxauTe Ha YMBAJICM ,H. U. [luporos” EAJL;

2. Onpejens moaxo/siy cpok 3a npejcraBsiHe Ha ogepra. CPOKLT wie 6'bae He To-
KpaThK 0T 10 KaneHAapHH AHH, CbIJIACHO 41,78 OT [TIT3011;

3. B nucMeHuTe MOKaHW 3a NpeAcTaBsAHe Ha odepra, BB3JIOXHUTEAAT onpejeJis
KOHKpETHATA NOCTaBKa - TEXHMYECKH XapaKTEPUCTHKH, BHZA H KOJHYECTBO, KOWTO ca
sapbmxuTenuy 3a IIOTEHUHAJIHUTE U3ITBJAHUTENU, kaTo Te TpsibBa Ja ce chobpasAT
HaM'bJIHO C TAX;

4. Bcuukn MOTEHUUAJTHUTE U3NBAHHUTEAU ca OABXHH B ONpefesieHds B
KOHKpeTHATAa NoKaHa CPOK Aa NPeZCTABAT 0pepTa 3a U3N'bJHEHHE Ha KOHKpPETHATA JOCTaBKa,
CBIIACHO CHOTBETHHTE 06Pa3LH NPHIOKHMH K'bM JOKYMEHTALHATA 3a y4acTHe KaKTo ciejBa;

4.1.06pasen Ne10 Onuc Ha JOKYMEeHTHTe, CbABpXaLM ce B odepTara

4.2.06pasey Nell Cranpapren ofpazen 3a eJMHHHS eBPONeHCKH JOKYMEeHT 3a
obiectBeny nopbukyd (EEJ0I)

4.3.00pasen N°12 no 4. 3, 7. 8 ¥ 4. 4 oT 3aKOHa 32 MKOHOMHYECKHUTE U ¢HHaHCOBHTE
OTHOLIEHHA C APYXHECTBATA, DETHCTPUPAHU B IOPUCAHMKIIHH C npedepeHHanen
AAHBYEH DEXUM, CBBP3AHUTE € TAX JIMLA U TEXHUTE AeHCTBUTENHH COGCTBEHHUIH
/3UOOAPIOIAPCTAC/

4.4.06paszer Ne13 Odepra

4.5.06pasen; Nel14 [leksapanus 3a Chriacue c KJlay3UTe Ha NPUNIOKEHUS MPOEKT Ha
AOTOBOP 32 H3M'bJIHEHYE Ha KOHKPETHA JOCTaRKa

4.6.06pazern Ne15 /leknapayus 3a CpOKa Ha BaJIM/IHOCTTA Ha odepTaTa

4.7.3aBepeHo OT Y4YacTHHKA KOOHe Ha YAoCTOBEpABaHE HAa OTOPH3IALMATA My OT
/ ~ TIpOM3BOAMTE/IA Ha MEJAHLUWHCKHTE MW3/e/usi MAU  OT YI'BJAHOMOILEHHSA
NPeACTaBUTEN M0 CMHCLAA Ha wi. 10, an. 2 ot 3MH pga ro NpeacTaBfgBa U jia

NpeA/ara NIpoH3BeXJaHHTe 0T Hero MeAMLMHCKH U318/,
cTp. 6 /10
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4.8. [lexnapanmsa B cBOGOZEH TekcT 3a HaHeceHa “CE" mapkuposxa BBPXY
MEAMIHHCKOTO H3/le/IHe, B ChOTBETCTBHE C M3HCKBAHMATA Ha 41, 8 M4 15 ot 3MH.
B cayyai, ye 3a KOHKPETHOTO H3[e/iMe He Ce H3HCKBA 1o 3aKOH/AMpeKTUBRa
ceptidukat 3a ,CE” mapka u/unu A€K/apalts 3a CbOTBETCTBHE C HaHeceHa ,CE”
MapKHPOBKA, y4aCTHHKBT NpUJAra KbM JOKYMEHTHTE AeKnapanma B cBo6o/leH
TEKCT 3a TOBA 4e He Ce H3UCKBa,

4.9. Katanosu, npocrnekty, Gpowypy, Aexnapanuu 3a ChOTBETCTBHE MM APYT BHJ
AOKYMEHT, OT Cb/'bPXAHHETO, Ha KOMTO Ja ca BUJHH TeXHHYeCcKUTe
XApAKTePHCTHKH  Ha  odepupaHMsi  XUPYpruyeckus HHCTPYMEHTapHyM
/HHCTpYMeHT /

4.10. O6pazew Ne16 [leHoro npejsoMeHue

4.11. O6pasen Ne16.1 KosimuecTseHo CTOMHOCTHA CMeTKa

5. Bb3JIOXUTEAAT nazuauasa KOMHCHA, KOATO pasriexm/ia W KJacHpa MOoNyYeHHTe
odepTH, KaTo ¢ KJacHpaHHsl Ha mepeo msAcTo NOTEHUHANAEH U3IIBJIHUTEN ce cxiiousa

AOTOBOP c'brutacHo 4i.112 ot 3011,

6. Kpurepuar 3a oneHxa, Bb3 OCHOBA, Ha KOHTO ule ©bje OTIpeieIsTHU
M3IMbJIHUTE/IMTE 3a Bcska KOHKpETHa J0CTaBKa € Bb3 OCHOBA Ha KPUTEPHH 3a Bb3jarane
«HaH-HMCKa LeHa» 1o 4. 70, an. 2, T. 1 ot 3011 B C/IyYaH 4e KOMIIEKCHHTE OLleHKH Ha JABE HJIH
rnosede opepTH ca paBHH, ce NpHIAraT pasnopexn6ure Ha 458, an.3 or MI301] - KpeOHi,

(2) UsnbaHEeHHETO Ha JOCTABKHTE OT NpeAMeTa Ha NOPBYKATA Ce U3B'BPIUBAT ChIMIACHO
npeacrasenata ot [OTEHIIHANHUAT U3NBJAHUTEN odepra, Ha 6asa M3IUCKBAHMATA
NOCOYEHH B TOKAHATA HA Bb3/IOKHUTEJA, kakTo M CbriaacHo ycnoBuaTa Ha PaMKoOBOTO

CNIOpasyMeHHE U BCEKH OT/Ie/IeH AO0rosop.

(3) CpokbT 3a gocTaBka u CPOKBT 3a pexknaMalMa ca OlIpedeNeHM B 4. 3 oT
HacTroauero CnopasyMeHHe, 3a KOHKPETHO M36paHUA M3NBAHHTEN OT NNOTEHIHMAJTHUTE

H3IIBbJIHUTEIH
VII. HENIPEABUAEHHU OBCTOATEJ/ICTBA

Hn. 11. (1) CrpanuTe mo Crnopasymenuero He AB/KAT O6e3lieTeHHe 32 NpeThbPHeHH
BPeAH 1 3ary6H, B c/ly4al Ye NOCAeAHUTE Ca IPUIHHEHH OT HeNpeoJoJHMa CHJIA N0 CMHCBJA
Ha 4. 306 oT T'LProeckMa 3aKoH,

(2) B cayuait 4ye Crtpanara, KosTo e Ce/1Bajio Ja M3MBJAHM CBOE 3ab/IKEHHE 110
CriopasymenueTo, e 61/1a B 3a6aBa KbM MOMEHTA Ha HACT'bIBAaHe Ha HEeNpeoJo/IMMaTa CHJIa, Ts
HE MOXe /Ia ce IT030BaBa Ha Helpeoa0/iMMa CHIa.

(3) Crpanara, 3acernara oT HenpeogoJHMa cuia, e ABAHHA [1a NpeAnpHeMe BCHYKH
AEHCTBHS C TPHXKATa Ha 4OBPHA T'HProBel, 3a A3 HaMajy A0 MMHHMYM TNOHECEHHTE BPeAH M
3arybu, KakTo M [a yBeOMH TMCMEeHO ApyraTa CTpaHa B TPH/IHEBEH CPOK OT HACTBLNBAHETO Ha
Heneogonnma'ra cuna. [lpy HeyBeAOMsiBaHe Ce Ab/IKM 06e3eTeHMe 32 HACTBIHJINTE OT TOBa

crp. 7./10
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(4) Mokaro Tpae HempeogoiMMaTa CHJia, M3MBAHEHHETO Ha 33 bMKEeHUATa M Ha
CBBP3aHHTE C TAX HACPEIIHH 3a/Ib/DKEHHs Ce CHpa.

Cotura 1606, p-n Kpacio ceao™ Gy Toraeben” No 21 Tea 02/9154 211 : bakeA02/ 95| 6268, E-mail: pirogov{@pirogov.bg

VIIL IPEKPATABAHE HA IOTOBOPA
Yn. 12, (1) PaMmKoROTO CIOpasyMeHHe Ce MPeKpaTsBa B CIeAHUTE CIyYau:
1. c u3THYaHe Ha CpOKa Ha PAMKOBOTO CIopasyMeHHe
2.C lOCTHTaHe Ha NpeIBU/IeHATa B Ul 2,an.l ot HacToALeTO crnopasyMeHHe CTOHHOCT;
3.110 B3aHMHO CbI/IacHe Mexay CTpaHnuTe, H3paseHo B MUCcMeHa dopma;
4. 0T BbanoxuTess IpH ycoByaTa Ha 4. 118 oT 3akoHa 33 061LIEeCTBEHHTE MOPBYKH.

5. B cayqait ve MOTEHUHATHUAT U3NBAHUTEN 1o KaKBaTO M Ja e NpHYKHA Obje
JIMIIEH OT Npago Ja yIpaxKHsaBa AeHHOCTTa CH

6. MPH BHHOBHO HEW3MBAHEHMe HAa PaMKOBOTO cnopasymenue ot [IOTEHUHAJIHHUA
H3MMBJIHUTEN

7. OPH CHCTEMHO HEU3MbAHEHHE Ha 3a/Ib/DKEHUATA Ha eJlHa OT CTpaHuTe - ¢ 10
/HeceT/ JHEeBHO NHCMEHO NpeJH3BECTHe OT M3NpaBHaTa A0 HeW3NpaBHAaTa cTpaHa. [lpu
OCBILECTBABAHE HA Ta3¥ XMIOTe3a, CNOPasyMeHHETO Ce MpeKparsiBa caMo ¢ TO3M
NOTEHIHAEH U3ITBJHUTEJ, yueTo BUHOBHO NoBeJieHHe € [10BeJI0 10 HEOBXOAUMOCT OT
PpEXpaTABaHe Ha NMPaBOOTHOIIEHHETO MM CIPSMO, KOHTO e HalHle Takosa MoBeJleHHEe OT
crpaHa Ha Bb3JIOXKHUTEJIA.

8. NpH CHCTEMHO HeWsII'bJIHEHHe /TOBeYe OT jBa CIy4asi/Ha CKMYeHH [JOrOBOPH OT
NOTEHLHAJIHUA U3ITBJIHUTE

IX. Bb3MOXHOCTH 3A UBMEHEHME HA JOTOBOPA

HYn. 13. (1) INpeABuAEHHTE BBIMONKHOCTH 3a M3MeHEHHe Ha HacTOALMA JOTOBOD,
CbryacHo Wi 116, an.1, 7. 1, 1.3, 1.5 o1 3011, ca CleHHTe:

1. [lpu 21nIIca Ha HOBO PaMKOBO CnopasyMeHHe CbC ChLMA NPeAMeT, CKIIYEH 110 peja Ha
30Il, cnopasyMeHHeTO NpogbIXKaBa CBOETO AEeHCTBUE [0 CKANUYBAHETO HA HOBO PaMKOBO
CMopasyMeHHe, HO He MoBeye OT 6 Mecena W He HaJBHUILIABANKY CTOMHOCTTA MO 4.2, anl ot
HACTOALIETO CIIOPa3yMeHUE;

(2) HactosimusaT gorosop moxe Aa 6'bie IPOMEHSH U B JIpyTH Cllyqau, HO caMo 10 peJla v
OCHOBaHMATA Ha 4. 116 0T 3aKoHa 3a 061eCTBEHHUTE OPBYKH.

X. 3AK/TOYUTE/THA PASNOPE/IBH

Yn. 14. (1) BcuukM cboBlienus, NPEeAN3BECTHA M HAPEX/IaHMUA, CBbP3aHH C
MSI'BJIHEHMETO  Ha  Toea PaMKkoBO  crmopasymeHHe Mexay BB3JOKHTEAS u
[MOTEHIIHAJIHUTE U3II'LJAHUTENHU ca BaJIMJHH, KOTATO Ca M3MpaTeHH No nollaTa ¢ o6paTHA

cTp. 8 /10
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Pasnucka, Mo ¢akc, eleKTPOHHA MOWA HAH Mpe/a/iecHu 4pes KypHuep cpeuly NOANUC Ha
npueMallaTa CTpaHa u/uiu NHCMeHO NOTBbKAaBaHe. h

(2) 3a paTaTa Ha cbOBIIEHHETO Ce CMATA:
1. marara Ha npejgaBaHeTo - TIpH [IpeJiaBaHe Ha pbKa Ha ChOGIUIEHUETO!
2. laTaTa Ha IpHeMaHeTo - NIpH M2Npaaze 1o gakc;

3. AaTata Ha NMOTBBPKAABAHETO 3a MOCTBIBAHETO B €JIEKTPOHHATA Mmouwa - npu
M3MpallaHe no HMe.

4. laTa Ha JlocTaBKa - NpPH KypHep

(3) 3a BanujHu agpecu 3a UpHEMAHEe Ha CBOOLIEHHA, CBBP3AHU € M3N'BIHEHHETO Ha
AOTOBOpA H NIpe/laBaHe Ha JOKYMEHTH, Cé CMATAT:

1.3a Bb3JIOXKHUTE/IA:

rp. Codus - 6yn. ,TorneGen” No2 1, Ten: 02/9154507, 02/9154433

e-mail: op@pirogov.bg

2.3a IOTEHIMAJTHUTE U3 bJAHUTE/IH:

¢ .B. BPAYH MEJMKA" EQOJ,
anpec: rp. Codus 1592, 6yn. Xpucrodop Konym6 Ne 64, crpaga A2, opuc 111
Ten. 02/8076744, dakc. 02/9753999,
e-mail: desislava.elenkovska@bbraun.com
e ,MEJAMIIMHCKA TEXHUKA WHKEHEPUUT” 00[,
anpec: rp. Codus, mx. 1750, x.x. Maagocr 1, 61.286 /ya..,lumMuTsp Monnos”/
Ten 02/462 71 24, paxc: 02/462 71 28,
e-mail: info@mte-bg.com u/umu tender@mte-bg.com
¢ ,EKOC MEAHMKA” 00/,
anpec: rp. Codus, k8. [lasaoso, yr. ,['oaam Bparau” Ne 8
TenepoH 02/ 491 40 88, paxc 02/ 491 40 87
e-mail: ecosmedica@ecosmedica.com

Yn. 15. (1) Hurto epua ot CTPaHUTE HsiMa TIpaBO Ja NpeXBbP/Is npasaTta U
3aAB/DKEHHATA, POUITHYALHM OT TO3HM JOTOBOP, Ha TPeTa CTpaHa, OCBEH B CIY4auTe, MOCOYeHH

B 3011
(2) B caydait Ha npeo6pasysane, BAuBaHe Wy cnvBaHe Ha BB3JIOXKUTENA wnu

NNOTEHIITHAJIHHUTE HU3ITLJIHUTENY, opuandeckure JIMLE, TEeXHM NPaBONPHEMHUIH, ca
06BBP3aHH ChC 3aAB/KEHHUATA 110 TOIU ACTOBOD NPHU Cia3BaHe U3HCKBaHUATa Ha 3011

Yz, 16. BCHYKH criopoBe 1o TO3u HAorosop me ce ypexzar UpPe3 MpPeroBopH Mexay
CrpaHuTe, a MPH HENOCTHraHe Ha ChriacHe — Lle Ce OTHACAT 3a peulaBaHe OT KOMIETEHTHUY

ch4 B Peny6amika Boarapus.
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Yn 17. 3a BCHYKM HeypeJeHM B TOBa PaMKOBO crnopasyMeHMe BBIDPOCH Ce [puiaraT
pasnope6uTe Ha ZefcTBal0TO 6'bATapcKO 3aKOHOAATEICTBO.

Yn. 18. Hepa3paenHa 4acT oT HacTosius /lorosop ca:

1. O6pasey Ne6 ,Texuudecko npeanoxenue” Ha I[OTEHIHAJTHHAT
U3IMIBJAHUTE B. BPAYH MEAUKA” EQOOJ - O6ocobena no3unus Ne 1

2. 0O6pazery Ne6  ,Texnuvecko npejgnoxenue’ nHa [NOTEHUHAJAHUAT
U3IM'BJHUTEN ,MEJUIIMHCKA TEXHHUKA HHXKEHEPHHI™ 00/ - O60cobena
no3unus Ne 1

3. O6pazey Ne6 |, Texnuvecko npemnoxenwe” Ha HNOTEHUMAJTHHAT
U3NMBJHUTE ,EKOCMEJAUKA” OO/ - 06ocobeHa no3uynsa Ne 1

4, TexHudeckarta cnenuoukanus Ha Bb3JTOMUTEJIA.

JloroBop ce CKJIKW0YH B YeTHPH efHO06pa3Hu ek3eMispa — efxH 3a Bb3JIOMHUTEA u
eauy 3a Bcexu MOTEHIHMAJEH U3 BAHUTEN.

sanonaren. 4. 2 OT 33/1[] BbB BPD3IKA
tmoo o acens C 44D, 20,0 0T 3001

HanwauuTeseH Ak

Hersp LJ‘BETFEI??\}EL C U pu
. O

L@t
Na o
| ﬂ\n un. 2 ot 33/1[] BbE Bpb3IKA

cun.45, an.> ot 30I1 y

P
%t g <o
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TEXHUYHECKO ﬂPEAﬂO}KEHME
3A

y4acTue B OTKpUTa Npoueaypa 3a CkNlo4BaHe Ha PamMKOBO COPasyMeH1e Mo peaa Ha 3aKkoHa
3a obulecTBeHUTE NOPBYKK, C NpeaMeT: “flocTasKa Ha HOB XAPYPrudecKm
MHCTPYMEHTaPUYM /UHCTPpYMeHTH/ 3a HymauTe Ha YMBAJICM ,H. W, MNMuporos” EAQ"
O6GocoGena nosuymna Ne 1

Or ,b.bpayH Megukan“EQOL

EWK 175016820, npeacrasnasaHo or XopeT XaiiHy, Loep u Metop Lseraros Acence

Ysamaemu gamu u rocnoaa,

Cnep Kato ce 3ano3Haxme ¢ U3UCKBAHMATA Ha Bb3NONMTENR 33 “U3NbAHEHKe Ha
obuiecTtseHa NOPbLYKa - OTKPUTA Npouesypa 3a CKAKYBaHe Ha PamKoso cricpasymesve no
peAa Ha 3aKoHa 3a obuiecTBeHUTe NOPBYKM, C NpeamerT: “/locTaBKa Ha HOB XUPYprudecks
MHCTPYMEHTapuyM /uHcTpymenTh/ 3a Hymaute Ha YMBAJICM H. W. Muporos” EAL"
O6ocobeHa nosuuwa Ne 1 npegnarame Aa M3NBLAHUM nNopbYKaTa, B CbOTBETCTBHE C
0A06peHNTE TexHWYeCKH crneuuduKauma M YCAOBUATE M M3NCKBAHWATA Ha Bb3nomutens,:
CbAbPXKALWMK Ce B AOKYMEHTALMATA 33 yYacTHe, KaKTo CieaBa:

NoTBBLPXKAABaME, Ye CME 3aM03HATH C TEXHUUYECKUTE M3UCKBAHUA Ha Bvanoxurtensa or
Paspen "TexHuuecka cneyuduraums” u s cnyyaid, Ye 6bvaem u3bpanu 3a U3NMbAHUTEN, Lie
U3MBAHAM  A0CTAaBKUTE, Bb3NAFAHM B U3MbAHEHME HA pPaMKOBUTE CnopasymeHus, B

CbOTBETCTBME C T@31 M3UCKBAHUA.
HaweTo npeanoxeHune e, KakTo cnegea:

1. Cpok 3a aocraska / Cfi/ uie 6bae 8 pamkute Ha 30/ Tpugecer/ KaneHJapHu auu,
3abenexcka: [pednomam cpok Ha docmaska He Mmoxce da e [0-20a8M om onucaHun 6 pasden

- » TEXHUYECKO. Ceyuphukayua” 3a. coomeemuama nosuyua. ...

2. Cpok 3a peknamauma /CP/ we 6bae 8 pamkute Ha 30/ Tpupecet/ KaneHAapHu aHu.
3abenencka: [Ipednoxcam cpox Ha docmaska He Moxce da e No-20A9M OM OMUCAHUS 8 pasden

»TexHu4ecka cneyugukayua” 3a cvomeemsama nosuyus.

3. CvrnacHu cme ¢ onpegesieHuna ot Bvanoxurensa CPOK ¥ Ha4yuH Ha naawade.

4, KOHTPO/1 Ha Ka4yecTso




6. Bpayn Eckynan e nuoHep B Npon3BQACIBETO Ha XMPYPrUYECKU WHCTPYMEHTH 1 npeanara
Haa, 24000 pasnuyHM apTUKyna B noseye oT 50 AbPKaBK, KOETO € rapaHLMa 33 KOMMAEKCHOCT,

CHBMECTHUMOCT M eProHOMMUYHOCT.

B npoayKTroBaTta rama Ha ECKynan ce BKAIOYBAT XMPYPrUYECKU WHCTPYMEHTU 33 BCMUKM
ANCUUNIMHKA, OPTONEANYHU U HEBPOXMPYPIUYHIA UMNAAHTY, CTEPUAUSALUOHHU KOHTEHHEPH,
MOTOPHU CUCTEMM, EHAOCKOTCKA anapatypa M MHCTPYMEHTApMYM, XUPYPriYeH wWeseH
maTepuan, KOHCYMaTMBH 3a UHBA3WBHA KAPANOIOTUA, KAPANO- W CbA0BA XUPYPFUA, NPOLYKTH

33 XemMocCTasa.

MpoussexaaHute oT EcCKynan Xupypruvyecku WHCTPYMEHTW MPUCHCTBAT Ha HaluWs
MEeAULUMHCKM N33ap OT Ha4YanoTo Ha MMHaNWA BeK. Te Ca B NOCTOAHHA ynoTpe6a OT NoyTH
BCUYKM 3APaBHW 33BEAEHWA, OTAMYHO NO3HATH Ca OT NOKONEHUA BBArapCKM CNEeuManucTu u
NPUTEXABAT U3KNICYUTENHO NONOKUTENHA penyTauus. [PAKO cheacTeue OT TOBa e U NbAHaTa
CbBMECTUMOCT Ha HOBUTE MPOAYKTU C Jocera U3N0/3BaHUA UHCTPYMEHTAPUYM 1 anapaTypa

OT CblMA NpOU3BOOAUTEN.

MWHKUMANTHWAT CPOK Ha EKCM/I0ATaUWsA Ha MHCTPYMEHTapuyma, Npu npasuaHa ynotpeba u
CbXpaHeHuWe no Hawwute npeanuMcanus e 10 rogunHu. EAHO OT U3UCKBAHWATA 33 TOBa o
eKCNepTHOTO U3N0A3BaHe, NOArOTOBKA, NOAAPBLKKA U CTEPUAU3ELMUA HA UHCTPYMEHTUTE.

XapaKkTepHO 3a XUpYPruyeckus UHCTPYMEHTapUYM, NPOU3BOACTBO Ha Eckynan, e ye ronama
4acT oT Hero ce u3paborTsa PBLYHO, AETaliN No AeTaiN, OT BUCOKOKBAAUDKLMPAHU MaliCTOPU.
ToBa NpPKUAABA U3KNIOYMTENHO BUCOKM MAPAMETPH B UHAMBKAYANHOTO K3YECTBO Ha BCEKM

UHCTPYMEHT.

Mapxara Eckynan e augep B npoaax6ute B BbArapus u B cBeToBeH Mawab B noyTn BcuuKK
OCHOBHM XUPYPIrUYeCKH AUCUMNAUHKA. KOMNaHuATa MoXe fa ce NoXBanau u ¢ Haii — WHPOKo
nopt$oaMO  CNPAMO KOHKYPEHTHM ¢upmu. CbYyeTaHMeTo C€ BUCOKOTO KauecTBO Ha
MHCTPYMEHTUTE U CbNBLTCTBAWMTE YCAYIM A NPaBu NPeANOYMTaH NapTHLOP Ha BOAELWMTE
neyebHU 3aBegeHun.

Bb3MOMKHOCTTa 33 NOAAPBKKA HA UHCTPYMEHTapUyma B 3aBoAckaTa 6asa 8 TyTuHreH Aasa
Hai — ao6paTta onuuA 3a ALATOTPaHA U NbAHOLEHHa ynoTpeba Ha MHCTPYMEeHTUTe.

BcuukK Hal K U34eNun U MaTepuani ce NPoeKTUPaT, NPOU3BENAAT U U3NUTBAT 8
CbOTBETCTBUE C onpegeneHy U LOKYMeHTUPAHU cneyuduKaumm U NpoLeaypu

CnucbK Ha crnasBuTe, KOMTO Ce M3NON3BAT 3a npon3BoOACTBO Ha HaLUKMTe HHCprMEHTMI

81 Ha MHCTPYMEHTA CromarieHa cruias MsnonssaHa ot Eckynan ceriacHo
DIN 58 298

Petpakropu X20Cr13

Hoxuum X20Cr13 (3a Hoxumuy ¢ Bondpam-kapbua)
X50CrMoV15 (3a Hoxuum 6e3 Bondppam-kapbua)

Oneto, abnbay, octeoTom X46Cr13, X50CrMoV15
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S




KocTHu knewy, WA TIK M

| x20cr13, X15¢r13
X20Cr13

Oucekunonen dpopuenc

Knamnu, popuenc (Kpobraa
pbKoXeaTKa)

CeoiicTea Ha MaTepranure, oT KOMTO ca M3paboresm HHCTPYMEHTUTE Ha Ecxynan:

TekcTtypa - Mnactuuna, xomorenno MapTeH3uTHa, 6e3 NOBbPXHOCTHU Kap6u gHu 0bpasysanus,
NPUYMHABALLM KOPO3UBHU Hanpeerus uiu TPOLWAKBOCT, PrHO3bPHECT] ¢ HepasHomepHo
ANCNEPTUPAHYU MBPBIUYHK Kap6biau.

osbpxHocT - Uanara NOBBPXHOCT e 6e3 prbose (»mycTaumn”), WYNAM, NYKHATUHK, #nebose,
Harap, nNoBBPXHOCTHY AeKkapbopusaumu (oﬁea%mepo,qnaar—mn), MaCTHU  KiucenwHu

OCTaTbi OT a6pasmBHU 1 NOAMPALLM areHTy,

YcroliussocT Ha KCpo3us - B cbotseTcTame ¢ DIN EN IS0 13402

b. BpayH Eckynan e CePTUPUUNPAH NO BCHYKYM HALUOHANHY ¥ MEMAYHAPOLAHMU U3MCKBAHUS
M CTaHZapPTH.
@ TENT1SO9001:2008 e < ==

EN iSO 13485:2003
® 150 7153-1 (Xupypruuecku UHCTPYMEHTH — MeTanuu marepuanu. Yacr 1 -

Koposuonuoycroiiumea CTOMaHa)

® [llpeanucanue Ha AMTS: A380-06 CrangaprHa NPaKTUKa 33 nouncTeane,
OTCTPAHABAHE Ha OKaNMHA M Racuenpanre Ha yactu, o6opyasane u
CUCTEMU OT HepBLIKAAaeMa CToMaHa

¢ DIN 58298 MeauumHcku MHCTPYMEHTH ~ maTepuanu, MOBbPXHOCTHA 06paboTka u
M3NUTBaHe '

®
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U3NbAHEHMETO Ha BCHYKY NPOLECH M NPoUeaypH, Kacaeliyu YnpaXHABAHETO Ha
ebTpewHOGUPMEH KOHTPON Ha KaYecTBOTO Ce KOHTPOIMPA OT CNeAHUTE CePTUPULUPaHU

OOUTOPU:

qualityaustria

SYSTEM CERTIFIED
IS0 9001:2008 Mo.16699/5
150 13485:2003 No.00200/5

T iNet

B.GpayH Eckynan caefBa CTPUKTHO PasnucaHi NPOLECH, Kacaely BCUYKIW CTBIKK no
YNPaHABAHETO HA BLTPEWHO PUPMEH KOHTPOA HA KAUECTBOTO NO OTHOLIEHWE Ha
AOCTaBKM, CKAAAWPaHe, PeKAaMaLUW U BPbLAHE Ha CTOKA, 3amaAHa, CepBus U Ap:

Touka 1 - YnpasHeH1e Ha BbTPeLHO GUpPMeH KOHTPOA Ha Ka4ecTBoTo:

b. Bpayn Meapukan EOO[ e ceptudguumpana cvraacHo craHgaprute EN ISO 9001 u EN ISO
13485. OpraHu3saumata, koato ceptuduumpa b. bpayn Meaukan EOOA e Quality Austria
GMbH y BbHWHKWTE OAKTH Ce U3BBLPLIBAT OT CNELUUANUCTH OT BUCOK PAHr OT ABCTpUA.
BuTpelHo GpUpMeHUA KOHTPOA U KOHTPO/Ia Ha KayecTsoTo 8 b. bpayH Meaukan EOC/ ce
rapaHTMpar Ha 6asara Ha U3BBLPLWIBAHETO Ha 0AUTH/ NPOBEPKK OT PA3/IMUHO HUBO:
BurpelwHu oauTH (OAMT Ha NbpBa cTpaHa):

e BbTpeiuHUTE OAUTH OCUTYPABAT CbOTBETCTBUE C U3UCKBAHUATA 33 Ka4eCTso Ypes
MOHUTOPMHF _ '

Ha CLOTBETCTBMETO Ha MPOLECUTE C NpaBHUTe pasnopeabu (Hanpumep 440N, AupexkTuBuTe
OTHOCHO hapMaLEBTUUHUTE U MEAULMHCKY U3ZeNUA U CneuMPUIHKNTE TbPFOBCKM HacoKM),
KaKkTo :

W Ha cboTeeTcTaueTo ¢ ISO cTaHAapTUTe U BbTPELHUTE HACOKK/yKa3aHuA Ha B. Braun.

¢ W3sbpluBaHe Ha camonpoeepku cnopea A4

OpguTH Ha rpynara (0AWT Ha NbpPBa CTpaHa):

EEOauTHTe OT rpynara (Group Audit) Tpabsea Aa ce “3BbLPLIBAT EXKETOAHO OT OAKUTOPA Ha B.
Braun Austria

Group v / unn ppyr obuy ogMTOp (= BBTPELIeH 0AMTOP Ha APYr 06eKT Ha B. Braun Austria
Group). OaWTHTE OT rpynaTa ca OAUTH Ha CUCTEMUTE, KOWTO rapaHTUPaT, Ye U3UCKBAHUATA
3a HauMHa Ha cepTuduuMpaHre ca cnaseHu. Beaka ctpaHa ot b. BpayH AscTpua I'pyn, KoaTo €

yacr oT
mogfena Ha cepmduumpare, Tpabsa ga 6bae ogutupana 1x / roguwto.

- DEOautMTe Ha rpynata.(Group Audit) morar aa 6bAaT.3a4€ACTBAHN OT BLTPEWHNA .. .. .

0ANTOpPCKM oTaen Ha B.Braun Melsungen AG (BBMAG). OcHoBHaTa e/ Ha To3u oTAen e
MOHMTOPUHIBT Ha

BCMYKM BHi3HEC NPOLECH B APYKECTBOTO MO UCKaHe Ha M3NbAHWUTENHKA CbBeT.

OAUTH Ha AOCTaBYMK (0AMT Ha BTOpaA CTpaHa):

EEOAMTUTE Ha AOCTABYMK ca HeobXOoAuMM 33 U3BLPLUBAHE HA MOHWUTOPUHT U Npernea Ha
U3MBAHEHUNETO HA BL3NOMKEHUTE AHHOCTH, KAKTO Y ONpeaensiHeTo U U3NbAHEHWeTOo Ha
BCMUKKM HeobXxoaumn noAobpeHUA Ha perynapHa ocHoBa (0cobeHo No OTHOWeHWe Ha
AAN).

BbHWHW 04UTH (0AUT OT TPETa CTPaHa): ‘\\#

Ny

N



EEM3MbAHABAT Ce OT TPeTU ML 33 NpasHy, perynatopHu u gpyru noacbHu uenu
PEmogen Ha cepruduumrpane: ceprupuLMpaHe s cboteetcTeme ¢ ISO 9001, ISO 13485 i
15O 14001 Ha HuBo B. bpayH AscTpua Mpyn (ceptrduum paHe Ha MHOXecTBo 0BbekTy Ha
Oasara Ha
138aaKa). BbHIWHK 0AKTH Ha MOAENV Ha cepTUduruMpaHe ce naaHupar emeroaHo ot MK
Ha lpynata v cbraacysaHo ¢ MecTHus MK. AKO Kb Moaena ce no6asu Hos IMS paiion i
obekT, e Heobxoaumo ga ce M3BBPLUK NpeaBapuTenHa oueHka ot MK Ha IpynaTa npeau
ACNYCKaHETO KbM Mojena.
Oawrtk ot Lienwrpanara (6. Gpayw MenzyHrex)
= 0anTyh BbB BPb3Ka ¢ GaPMaKONOrMuyHaTa 6aurennocr {Pharmacovigilance Audit)
- OauTy BBB Bpb3Ka ¢ BepuraTa no NOpbYKa ¥ AOCTABKA Ha CTOKK 40 KPAeH KAueHT

(Order to Cash Audit)

b. bpayH Meapkan EOQ/ e OTroBOpPHA 32 BLBEXKAAHETO Ha NOAX0, 33 OLOMT, OCHOBaH Ha
pucKa 1 ga

ONpeaenu NHTEpBannTe, B KOUTO KPUTUYHUTE NPOLLECH e Heobxoaumo aa 6vaar OAUTHPAHM.
© KputnunuTe npouecy Tpabsa aa 6vaar OAUTUPAHKM BCAKA roauHa

© ManoBaxHuTe KPUTUYHK NPOLLECH TpAbBa aa 6bAaT oauTUpaHK 2x / uMkba Ha
peceptuduKauua

® HekputuuyHuTe npouecn Tpabsea aa 6vaaT oguTupann 1x / LMK Ha pecepTudukaums

33 3 ce rapaHTMPa HaMbAHO KauecTBeHUs KOHTPOA B AeliHoCTUTe Ha B, Bpayw Megukan
EOOA, kBanudukauuaTa Ha OJUTOPHTE € OT NbPBOCTENEeHHO 3HaYeHHe. B, BpayH Megukan
¥iMa BbBEAEHU CTPOMM KPUTEPUM M0 OTHOLIEHUE Ha TAXHAT] kBanubukayms:
KBanudurauma va oguropure

BwTpewHurte oguropu Tpabea aa 6baar ageksatHO o6pazosaHm U HenpekbcHaTo
obyyaBanu. |

CneunduunoTo obyyeHue Ha oguTopHTe, NPEAOCTABEHO OT KOMMETEHTHa OpraHusaLms,
NPeACTaBNABALLa TPETA CTPAHA, € 33/b/KUTENHO 33 BCHYKU BBTPEWHM 04UTOPU B cnyyaii Ha
CHUECTBEHW NPOMEHU Ha CTaHARPTUTE. [lOMbAHUTENHY W3UCKBAHKA

Ca ONpefeNeHH B UTbHOCTHUTE XaPaKTeEPUCTIKW.

Ekcnepty ot apyrv otaenu, pasnuunm oT OAWTOPCKKA, MOTaT [a Ce BKAIOMAT BbB
BbTPELIKMTe

OfMTH 32 NOAKPena u KOHCyATauuu.

O6xBaTa Ha BCUYKM OMTIA BKAIOYBA He Camo M3KMCKBaAHKATA Ha agaTa iSO CTaHAapTa, Ho U
LANOTO BaNMAHO 6bArapcko 3aKOHOAATENCTBO, KaKTO 1 MeXAYHaPOAHA 1 eBponelicky

- p,upeu—mBw(e-ronﬁm-a-xueHr—eb-pxyr;,ﬂeﬁ-para-ﬂwc‘rpw6yf0peua—npaumr<-af’—(Goedf'Distributon- e

Practice — GDP).

b. bpayn Megukan EOO/] NOAABPXE BCHYKK S06PKM NPaKkTHUKU U ce CTpeMun KbM NOCTOAHHO
yCbBbPIIEHCTBaHE 1 NOZ06PpeHre Ha npeanaraHuTe NPOAYKTH 1 ycnyru. Bbs Tasu epbaka
“ma BHeApeH npouec 3a ,Kopexkrushy u npesanTusHu gelicraus” (Corrective and
preventative actions —CAPA). :

Tasu npoueaypa onKucea cMCTEMaTUYHOTO onpepenaxe, nog60p U U3NbAHEHWE Ha BCUYKK

[AeNCTBUA, CBbP3aHM C: ~
+ Bb3aMOXHOCTH 32 nogobpeHue (KaTo yacr ot HEeMNpeKbLGHaTOTo nopobpexue)




- HecvoTBETCTBUA
UenTa e:

- MopobpAasaHe Ha NPOAYKTUTE U YCAYIUTE 33 YA0BNETBOPABAHE HA W3UCKBAHUATA, KAKTO U
3a nocpelaHe Ha 6bAelmUTe HYXAU U O4aKBaHMA

- KopuripaHe, npeaoTBpaTABaHe U HAMafiABaHe Ha NPUYMHUTE 33 CbLUECTBYBAWM UK
noTeHUyaH1u HECbOTBETCTBUA

- Moao6pasaHe Ha epeKTUBHOCTTA U edeKTUBHOCTTE Ha IMS

. bpayH Meaukan EOO[ u3nonssa uHctpymenTy (BHeapen coptyep Risk to Chance
Database R2C) 3a ananu3 Ha pucka {Risk analysis) v aHanus Ha npuumMHKTe 3a Noasuam ce

HecboTBeTcTBUA (Root cause analysis).

B sonbaHeHue KbmM Tasu npoueaypa b. bpayd Meaukan vMa BHEAPEH NPOLEC 3a oueHKa Ha
KAOYOBW WHAMKATOPK 3a nanvaHeHue (KPI - Key Performance Indicators), 3a aa rapantupa
K3auecTBO BbB BCHUYKK HUBA HA AeWHOCTHTe cu. To3u Npouec uenu HaspeMeHHOTOo cbbupaHe
Ha JaHHW, 33 42 Ce W3BbPLINX aHaNU3, Aa ce uHaeduumpar npobnemu W fa ce KOMyHUKUpaT
noteHuManHu NogobpeHnn CBbP3aHKU C KaYecTBOTo. [NaBHWTe Lenwu ca:

ER3BbpiLBaHE Ha aHa/W3 Ha TEHAEHUMKTE

FEU3sbpLIBaHE HA CpaBHUTeNeH aHamu3 (benchmark)

EEMaeHTUdUKALMA HA OTKACHEHUA/ HEPEAHOCTH

ERViHMUMMpPaHe Ha nogobpenun

Mo oTHOWEeHWe Ha NOAUTUKUTE CU Ha KavecTBo b. Bpayn Meaukan EOO/L ce ocHoBa Ha 5
cTbnba: ‘
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CTpykTypaTa Ha AOKyMeHTHTe (npoLecy, CTaHAapTHYTe onepaTuBHU npoueaypu SOP’s) e
cnegHara:
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Hap Ta3u ctpyktypa ceam Hapwumuka no kauecrso (IMS Handboak).

HapbuHuka 3aegHo ¢ Bcuuku NPUNEXaLW NOKYMEHTUPAHU NPOLECH U CTaHOapTHUTe
onepatueHu npoueaypu (SOP’s) ca KOHTPOAUPAHU AOKYMEHTU, KOUTO noAsexaT Ha
NOCTOAHHO aKTyasusnpaHe u ogobpeHie ot MeHuaRMBHTa Ha KOMNaHuATa Ha NPUHLUUNa
Ha ,YeTupurte oun” (Four eyes principle).

Chep opobpenue upes enektpoHen NOAAUC Ha JOKYMeHTHTE OT MeHUDKMBHTA Te ca
[OCTBbAHY B Cneunanusmpanx codryep (BDocs) 3a Beuuku cnyxutenu. Cnymurenrte, Kouto ca
NPAKO 3acerHaTii oT AaAeHUA AOKYMEHT NONYYaBAT U-Meiin M3BECTABAHE 38 NpomMeHurTe No
HEro ! B 3aBUCKHMOCT OT cneunduKara u noaxoaAawo obyyerue,

HAeitHocTute no CkNagupaHe, cobXpaHeHve u TPaHCNOPTHPaHe Ha NPoAYKTUTE Ha b. bpayH
Meavkan EOO/] 0TroBapAaT Ha M3MCKBaHUAT] Ha ,flo6para Luctpubytopcka npaktuka”
(Good Distribution Practice).

b. bpayn Meaukan EOO/] uma BHEAPEH Npouec 3a ynpasieHue Ha AOCTaBKUTe 40 KNUEeHTH

N

~

To3u npouec ocurypsisa TouHa A0CTaBKa Ha nopbyaHure npo,qyk?u.;\

i




s mem e e e = e - CACTEMATA 38 T T

- rapaHTMpa NbaHa YACBIETBOPEHOCT HA KAMEHTHYE ~

- npesoTBpaTABa rPeilHr AOCTaBKK

- CbAeicTsa 33 epexKTUBHO YNPaBAEHUE Ha NOpPBUYKUTE
B. bpayH Meaukan uma ycTaHOBEHA NpoLenypa 3a ekcneanpaHe Ha CTOKK KbM KAKeHTa,
KOATO CbOM0AaBaE BaXKHU KPUTEPUM, 38 UMEHHO:!

KpuTepuu 3a TpaHCNOPTUPAHE:
- MpaBo 33 YNpaXHABaHE HA TPAHCNOPTHa AEHHOCT Ha onpefesieHn CTOKU 1 TOBapy

cbbniogasaHe Ha npeanucaHuaTta Ha XEW

- ¢bbnopaBaHe Ha NpeanUMCaHUATa 33 TEMNEP3TYPEH KOHTPOA, CbrAacHo
WM3UCKBAHWATA HA NPOM3BOSUTENSA

- cobniopgasate Ha npegnuUcaHUATa OTHOCHO 3abpaHuTe 3a ToBapeHe

- 3abpaHaBsa ce ToBapeHeTo Ha ambanax 3a nosTopHa ynoTpeba, KakTo U BbPHaTa

nparka

Bpay+# Megwukan EOOM vuma NnUCMeH  Npoueaypy Mo oTHOWEHWe Ha:
- CKNaAupaHe Ha CTOKM (TemnepaTypeH KCHTPON Ha NPOAYKTUTE W XUTWEHa B CKNaga)

- NIOMMCTHKa (TP2HCNOPTUPAHE HA NPOAYKTUTE CbINACHO TEMIMEPaTYPHUTE W3UCKBAHKS
Ha NpPoW3soaUTENR) '

- YHULLLOXaBaHe Ha CTOKW C HeCbOoTBeTCTBUE

- WHBEHTapW3aUuA U NPOCAEAMMOCT Ha MAPTUAUTE

Touka 2 - fleiicTsun U NOAX0A NPK YCTAHOBABAHE HA HECHLOTBETCTBMA M PEKAAMALMUA HE
U3MbAHEHUTE BOCTaBKK:

B. BpayH Mepyikan EOO[] oTrosapa Ha M3MCKBAHKWATA Ha Ob/IrapCKOTO 3aKOHOAATENCTBO U
npoueAypuTE Ha MECTHUTE OPraHu U MHCTUTYLUMK (KaTo Hanpumep U3nbanuTenHa AreHuun
no nekapcraara, MUHUCTEPCTBO Ha 3/,paBeona3BaHeTo v T.H) N0 OTHOWEHHUE Ha CbXpaHeHue
M TPAHCNOPT Ha NPOAYKTHUTE, peaKkuKk Npu onnakeaHe OT Ka4eCTBOTO Ha NPoAYKTUTe,
C'boﬁu.\aaa He 33 HeXeNlaHW NeKapCTBeHn peakunu U M3TernaHe Ha MpoAYKTHA OT nazapa.

b. bpays Megukan ECO[, uma BHeApeHa cHCTeMa 3a ynpas/ieHWe Ha onnakeaHuaTa. Llenta
Ha CMCTeMaTa e, KAMEHTCKM OPUEHTUPAHO YNpaBAEHUE Ha PeKNamMaLUUTe Ha NPOAYKTH, CbC

cneHvTe Uenu:
- OTKPUBaHe K NPeaO0TBPATABAHE HA PUCKOBE 3a NPOAYKTH

- ocuiypAsaHe Ha XapMOHUW3MPaHKU ¥ Nb/HK AaHHK (CbAbpPXKaHWe, YMeCcTHOCT) 3a

- aKtuseH ¢papmaKkonorudeH MoHKWTopuHr Ha BBMAG

rapaHTupaHe 6e30nacHOCTTa Ha NauneHTTe U noTpeburenuTe
yBeAcMABaHe Ha NOMOLHUTE OpraHu

npeaocragaHe Ha cobcreeH NpUHOC 3a noaobpsasaHeTo
CBOEBpeMeHHO NpeaocTaBaHe Ha KBanudULLMpaH OTFOBOP Ha KIMEHTa
nosuilaBaHe Ha KOHKypeHTocnocobHocTTa

B. BpayH Mepgukan EOQ[ pa3nonara ¢ npouenypu CBbp3aHu c:




- cbobuasaHe U foknageaHe Ha HEXENAHU NeKapCTBeHu peakummy — T
- ONNIAKBAHMA OT KaYECTBOTO Ha NpoAyKTa h

- UCKaHWA 33 BpbLUIaHe Ha CTOKM (crpeweHo ROJIMYeCTBO, CrpeLieH KaTanomen HOMep # T.H)
Beuyku cayxurenu Ha b. bpays Meaukan EOCA muuasar exeroaHo obyyeHue no
bapmakosoruyHa 644 TenHOCT OT OtrosopHua Marucrsp dapmauesrt. Uenta e Aa ce
fapaHT1pa makcumanHa uHOPMUpPaHOCT Ha Cnymutenure Ha b. bpayn Megukan EQOCAH 3a
NpeAnpuemane Ha HeobxoaumuTe AelicTeus B CAyYai Ha MoAYYeH CUrHan 3a HAP wau
OMN13KBaHe OTHOCHO K3YecTBOTO OT

KNUEHTa, CBbP3aHo ¢ ynoTpebaTta Ha npogykTy, PasnpocTpaHABaHK ot b.BpayH 8 Bwrrapus.

Mpwu Taka npeanoXeHuTe ot Hac ycnosusa, noTBbpMOAaBame, Ye cve B CbCToAHKE aa
U3MB/IHAM NOPDBYUKATE B NBAHO CbOTBETCTBYME C HanpaseHaTa OT Hac O(i)epTa.

MNpepnoxenuara Hu ca 06BbP3BaLUYM 33 HAC 1 OCTaBaT HenpomeHaeMU Ao UaThyaHe
CPOKa Ha BanuAHOCT Ha. odeprata, KakTo U npu €BeHTYaIHO CKMloYBaHe Ha AOroBsop 3a
PamroBo cropasymenue — 3a uenus cpok Ha HeroBsoTo felicTeue.

3a Uuenute 3a OLEHABAHETO NpUnarame ChepHuTe AOKYMEHTY fOKa3Baly ChbOTBETCTRMETO Ha
nocouenure B Pasgen V! ,TexHuveckara cneundurauma” Ha AOKYMEHTAUMATE UIMCKBAHUA Ha
Bv3nomutens, 3a npumephus XUPYPIUYECKK UHCTPYMEHTaPUYM /i HCTpymeHT/:

© [leknapauus 3a chOTseTcTBUe OT npoussoautens AECKYAAM AT,
Tytmnren/Tepmanus | CbINacHO usuCKBaHuATa [upeKkTusa OTHOCHO
MeAUUMHCKRUTE u3aenun 93/42/EMO Npunoxenne |

® EO Ceprudukar - Cucrema 3a nvaxo CCUTypABa2HE Ha KauyecTROTO
Avipextviea 93/42/EU0 oTHoCHO MeauLMHCKUTE u3nenus

© Katanoau 3a odpepupanute MeaUUMWHCKKU n3nenus

3abenexcka: YuacmHukvm moxce dqg npedcmasu, no caon fipeyenKa: kamanosu, npocnexm u,
bpowypu, dexnapayuu 3a cvomeemcmeue unu opyz eud dokymerm, om cvOvpHaHuemo, Ha
Koumo 6a ca 8udHU mexHuYeckume Xapakmepucmuku Ha ogepuparus Xupypauvecku
uHcmpymenmapuym /uHcrmpymenmy.

[fara 26/03/2018r.
HavmeHOBaHUWe Ha yuyacTHMKa b.bpayH Meayikan EOOAa

Mme u pamunma Ha NPeACTaBIABaYMA YHACTHYIKa Xopct Wioep u Metwp Acenos
]

o

AavkHoCT

Moanuc v nevar







= __ YHUBEPCUTETCKA MHOTOIIPO®HITHA BEOJI A 3A AKTH
%;WM T JIEYEHWE U CIIEIIHA ME HA “H.H.ITNPOI'OB” E
Codpus, 6yn. “Torne6en” Ne 21, Ten. 02/9154433
OBPA3EI| Ne g

TEXHHYECKO IIPEAJIOYXEHMUE
3A

yHacThe B OTKpHUTa NpoLieJlypa 3a CK/l04YBaHe Ha PaMKoBo CliopasyMeHHe 1o peja Ha
3aKoHa 3a 061eCTBEHNTE OPBYKH, C npeaMeT: ,/locTaBKa Ha HOB XHPYPruYeckn
UWHCTPYMEHTapHyM /MHCTPYMeHTH / 3a HyxauTe Ha YMBAJICM ,H. K. IInporos”
EAZN" OGoco6ena noammus Ne 1 »OpToneaus u TpaBMaToROrUag”

Ot ,MegunuHcka Texuuka Huxenepunr” 001
/Haumenosanue Ha ywacmruka no cedebua peaucmpayus/ :

EWK: 831641528, npescTaBasBaHo ot Aunaua YaBsaposa BbuBapora - lI'biHoM

YBaxkaeMHu faMu u rocmoja,

Crep KaTo ce 3an03HaxMe C H3HCKBAHUATA Ha BB3/10XMTeNs 3a M3NbAHeH e Ha
061eCTBEHA MOPBYKA - OTKPUTA nponiefypa 3a ckiaro4YBaHe Ha Pamkoso CrIopasyMeHHe
0 pefia Ha 3aKOoHa 3a OGIUECTBEHHTE NOPBYKH, C npeaMet: ,JlocTaBka Ha HoB
XHPYPruvecki HHCTPYMEHTapHyM /MMcTpyMenTH/ 3a Hy»AuTe Ha YMBAJICM ,H.
H. Nuporos” EAJ" O6oco6ena nosuuua Ne 1 ,Opromeaus u Tpaemaronorusa”,
fpeANarame a M3N'bJHUM NOPBYKATA, B ChOTBETCTBHE C 0/100peHHTe TexHHYecKH
CneUMQUKALKA ¥ YCIOBUATA M HSHCKBAHHATA Ha Bmanoxurens, ChbABDXKaIK Ce B
AOKYMEHTaLHATA 32 y4acTHe, KaKTO C/Ie/iBa:

lloTBbpXKAaBaMe, 4e cMe 3anosHaTu c TEXHHYECKHTe M3UCKBaHHA Ha
Branoxurens ot Pasgen "Texuuyecka CnenupuKanHsa" U B cayyaii, ye 6blieM n3bpanu
32 H3I'B/IHATEJI, lie H3N'BJIHHM JOCTABKHUTE, Bb3JIaraly B H3N'b/IHEHHE Ha paMKOBHUTe
CNOPasyMEHH s, B CbOTBETCTBHE C TE3H U3HCKBAHMSL :

HameTro npegnoxenue e, kakto cnepBa:

1.Cpoxk 3a gocraska / C/1/ me 654¢ B pamkuTe Ha - 30 /Tpugecer/ KaJleHJapHH gHuK.

#yq: [Ipednoxcam cpok Ha docmaska e Mosice 0a e no-zoasim om onuf,
eHUMecka cneyudukayua” sa coomeemuama no3uyus.




Ty ——y JIEYEHWE W CITEINTHA METAIIT 414
EMNPrPoros Codus, 6yn. “Totneben” Ne 21, Ten. 02/9154433

E . YHHUBEPCHTETCKA MHOI OMNPODUITHA BOJIHH LA 3A AKTUBHO
= (HA “H.U.ITAPOTOB” EAJ|

3abenexcka: Ipedaoxcam cpok Ha docmaeska He MOXce 0a e No-204%M O onucaHus g
pazden , Texnuuecka cneyuguxayuasa ceomeemuama nosuyus.

3. CbriacHHM cMe C ompe/ie/ieHus oT Bb3aioxuTesis CPOK M HaYHH Ha IIJIalaHe,

4. KonTpo./1 Ha Ka4ecTBo

B HacTosamoTo TexHnYecko npesioxeHue 3a M3N'b/IHEHHE HA NOPBYKATa 33 JOCTaBKa
Ha XHpypruveH WHCTPYMEHTapHyM 3a HYXJAuTe Ha YMBAJICM ,H. U [uporos” EAJ] ca
NOCOYeHH BCHYKH €TalM OT NpOIeca Ha U3MbJHEeHHe Ha MOpbYKaTa NpH HEHHOTO B'b3JlaraHe
3a U3N'b/IHEHHUE, & TAKA CBILO €A ACHO U MO/IPOGHO ONHCAHH BCHYKH CT'BIIKK [0 yNnpaxHABaHeTo
Ha BbTPEUIHO QHPMEHHs KOHTPOJI Ha Ka4YeCTBOTO OT CTpaHa Ha ¢pupMa MeaunuHCKa Texuuka
Hmxenepuur 00/1.

®upmuTte npouseoauTtesd Rudolf Medical GmbH & Co. KG, l'epmanus - XUPYpPrudeH
uHCTpyMeHTapuyM, Richard Wolf GmbH, lepmanus - JIAIIapOCKONCKH WHCTPYMEeHTH H Erbe
Elektromedizin GmbH, T'epManus - 6HNONAPHM KOArynaqHOHHH MHHCETH, YHHTO IIPOgy
odepHpamMe, ca BHEAPHJIM M NpPHAaraT CUCTEMaTa 3a yupasieHHe Ha Ka4eCTBOTO CBIJICHO
cranjapture EN ISO 9001:2008 u EN IS0 13485:2012 + AC:2012.

Hue, ¢upma Mepununcka Texnuka Huxenepunr 00J] ysacTHHK B HacTosmahg
npouejypa v noTeHIMa/leH HeHH H3I'BJIHHTEl HMaMe pa3pa6oTeHa u BHE/IDEHA CHCTEeMa 32\
ynpap/ieHHe Ha KayecTBOTO No craHjapT BJIC EN ISO 9001:2008, koaTo rapaHTupa, ye
¢upMara e cnocobHa 2ja 10CTaBsA H POAABa NPOAYKTH, KOHTO OTTOBapPAT B MAKCUMaJIHa CTeNeH
Ha HM3HCKBAaHHATA HA KJIMEHTHUTE. [IpOJMKTYBaHO OT TO3M CTaHAApT, abCOMIOTHO BCHYKH
CTBIIKH ¥ €TaNH NPH H3'b/IHEHHE Ha IOP'bYKATa Ce PeaM3UPAT C YIPAKHABAHE Ha BBTPEIHO
¢HpMeH KOHTPOJI Ha KaYeCTBOTO, a TaKa ChLIO H C B3eMake Ha MEPKH 3a ynpaBJiiBaHe Ha PHUCKa.
C usnonspanaTa ot Hac ERP cucrema Impero ce TapaHTHpa 3anMc, Npocie/iaBaHe U KOHTPOJ
Ha BCHYKHM PabOTHM IIPOLECH N0 BpeMe Ha peafHsanus Ha NIOpBYKaTa. YNpaBleHUETO Ha
PHCKOBETE € HEMPEeKbCHAT MPOLIEC 10 ONpe/ieisiHe, OLeHsABaHe U HaGJII0jeHHe Ha pa3jvyHUTe
BH/JOBE PHCKOBE, KOMTO MOraT A2 MOBJHMAAT BbPXY NOCTHIAHETO HA CTPATETHYECKHTe u
OnepaTUBHHTE WE/H NPH peajiM3HPaHETO Ha MOPBYKATA M ChLOTBETHO BBBEX/aHEeTo Ha
HEOGX0AHMHTE KOHTPO/IHHM JEeHHOCTH 3a OrpaHHMYaBaHe Ha TAXHOTO BB3/IeHCTBHE 0 efHO
HOpMAJ/IHO PaBHHILE H /2 Ce MHHMMH3HPAT TeXHHUTE He61aronpUATHH NOC/AeAMIIH.

IIpu onpepensiHe Ha MegunuHcka Texuuka Huxenepunr 00/ 3a M3nbauuTen Ha
oblljecTBeHaTa NOPBYKA, Clel] CKIIOYBaHE Ha AOTOBOp 3a JOCTaBKa Ha IIOCOYEHMS OT
BB3M0XHTENA YMBAJICM ,H. H. IMuporos” EA/J] XHPYypru4eH HHCTPYMEHTAPHYM, llje H3BBPINHM
C/leiHATE KOHKPETHH AEHCTBUA B NPOLIeca Ha pea/in3anys Ha opbyKaTa:

1. TlonyyaBaHe Ha oQHIHaJHA NHMCMEHA 33aMBKA OT BbIJIONKHTES. OTroBopuusT

NpOAYKTOB MEHH/DK'BD NPOBEPABA KOPEKTHOCTTA HA O/Ia/IEHUTE OT Bb3NOKHUTE/A KATANONKHH
HOMepa Ha MHCIPDYMEHTUTE W CBOTBETCTBHETO MM C TAXHOTO ONMcaHue. B caydad Ha
KOHCTaTHTaHH /HECHOTBETCTBHSA, KaTO HANPUMED HENPAaBHU/IEH HJIH HEmbJeH KaTaiosm
HOMEp UM ONyicaHye, KOeTo He OTrOBaps Ha CLOTBETHHA KaTaJIoXKeH HOMEp, Ce U3BbY
BB3/IOXHTE/IANOBTPPHO yTOYHEHHE Ha 3asBKaTa C 1jeJl OTCTPaHABAHE HAa HEChOTBETC g
2. lloargTdBka M Cchb3/jaBaHe Ha 3aABKaTa 3a JIOCTABKA HA 3a9BEHUS OT BB3JIOK
yMEHTapHyM. Bcaka efjHa NosHIMs OT cnenudHKauUaTa KbM
AO0CTaBKa, CK/loYeH MeXAy Bb3aokuTens YMBAJICM H. U. Mu 6B—EA/l 1 nzin
MTH OO0/ ce dyucpa nocpeAcTBOM YHHKaNEH dupmen karano & 2 apoudp
¢upma Rudolf Medidal GmbH & Co. KG - I'epmanusn, crorecy %
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Ennegros

6pOMKH 3a nocTaBKa. 3asBKaTa ce TIOATOTBA OT OTIOBOPHHA NPOAYKTOB MEHW/DKBD 3a Ppupmal
Rudolf -~ T'epmanus. llpean na 6mBpe usnparena IOpBYKATA KbM NPOU3BOAMTENs, T ce
IpOBepABa H NOAINKCEA Ha N'bPBH eTall 0T PBKOBOJMTENIA Ha HaNpaBJ/ieHHe »XUpyprus” B MTH
OO0/l ¥ Ha BTOpH eTan ce MOANMKCEA OT ynpasureaa Ha MTU 00/.

3. Msnpamjane Ha 3aBKaTa KbM dupMHuTe NpoM3BOgUTEMH Rudolf Medical GmbH & Co.
KG - I'epmanus, Richard Wolf GmbH - Fepmanus u Erbe Elektromedizin GmbH - FepManus.

(xaTanoxeH HoMep, C/I0BECHO OmHcaHHMe Ha HHCTpyMeHTa, 6poiikH, e AMHHYHA 1 o6ma ieHa) ce
CbAbPX¥A HHPOPMaNHs 3a BpeMeTo Ha AOCTaBKa, yC/IOBHATA HAa IOCTABKA M Ha njauaHe H
cTokata. [loTBbpXKAeHHeTo Ha 3asBKaTa ce POBEpAEA OT OTTOBOPHHSA NPOAYKTOB MEHHU/KBP,
KOHTO fl € Ch3/jaJl ¥ H3MPATHIL. IIpu eBenTyanHo HechoTBeTCTBHE MEX/Iy 3afBKaTa U HeliHOTO
INOTEBPXK/AEHHE, Ce Ch3/laBa POTOKOJ 3a HECbOTBETCTBHE, KaTO B HEro noApo6Ho ce on
passinkuTe. llapanenno c Tosa ce yBegomssa He3a6aBHO NPOU3BOAUTENS MO eJIeKTpoHNaTa
fToMa 33 yCTaHOBEHHTE Pa3/IMKH M Ce NpPaBM aHA/IM3 OT K'b/l€ Ca NIPOU3NASIK K Ha KaKBO\ce
ABJIKAT, 32 1a MOXe [a Ce B3eMaT HYXXKHHUTe KOPHTHpallH MepKH 3a TAXHOTG OTCTpaHABaHe.

5. Cuen nofo6psBase Ha Ka9eCTBOTO Ha 06C/IyXBaHe Ha KJIHEeHTHTe (B'bsnomnrenm'e),
KOraTo B NOTBBPXKAEHHETO Ha 3asaBKarta (Order Confirmation) ce nocoysa, ye 3asBKaTa 3a
AOCTaBKa Ha BCHYKH NO3MLHMH HHCTPYMEHTH He Moxe Aa ce M3BBPINM C elHA ZjOCTaBKa ce
IpHCTBIBA KBbM TaKa Hape4YeHaTa YacTHYHa AOCTaBKa - NOETANHO H3NpamaHe Ha
HHCTPYMEHTHTE NIDH CNa3BaHE Ha KpalHMA CPOK Ha focTaBKa 3a Iasarta NopbYKa.
Bb3uukHanuTe B TO3M cayyaii AOCIBIHUTENHH PasX0JH 1o 06CAyKBaHe Ha IIOPBYKaTa ca 33
CMeTKa Ha MegunuHcka Texuuka Hnxenepunr 004, a xnuenTa (B'bBJIO}KHTe.I]HJ HMa
BB3MOXHOCT N0-PaHO Aa U3MI0/I3Ba HHCTPYMEHTHTe.

6. [IlonyyasaHe Ha XMPYPrHYHMAT HHCTPYMEHTapHyM B CKlafa Ha MTH 00].
IlpoBepkaTa ce ocwbuecTsaBa oT OTTOBOPHHUSI HPOJAYKTOB MEHHIUKED H OT egHO oOT
MaTE€pHa/lHHTEe OTrOBOPHM JiMIja BLB QHpMaTa. OcBeq maTesHaTa QH3KMYecKa IpoBepKa
TIOSHIIMA 110 NOSULUS OT U3NpaTeHaTa 3asBKa, ce TIpOEepsBa Ja/y € 3ana3eHa W LUsA0CTa Ha

NIPpOHU3BOOHTENA. an Ha/IHYHe Ha YaCcTHYHa AOCTaBKa Ce oIMCBaT HHCTPYMEHTHTE, KOHTO Mje
,zgoﬁ,qa'r Ha cieiBall eTall ¥ Ce NoCoYBa TAXHOTO BpeMe 3a AOCTaBKa.

OTTOBOPHHTe 34 3agK/Ia/ifiBaHe Ha CTOKAaTa LA BLB ¢upmMara. OcBen B €JIEKTPOHeH FapHaHT
[#/laTa AOKYMEHTALHA, CBbpP3aHa C JOCTABKATAa Ha CTOKaTa, Ce CbXpaHsABa U Ha XapTHeH




£ YHUBEPCHTETCKA MHOTOIIPO®HIHA BOJHMIIA 3A AKTHBHO

——- JEYEHHWE W CIEWHA METULWHA “H.AIIAPOT OB
Ennroros Cous, 6yn. “Torneben” Ne 21, Ten. 02/9154433

Mepgunuvncka TexnHuka Wrxenepunr 00/l na onpejeseHuTe 3a PUpMHTE NPOU3BOAHTENH
MecTa.

10. Cp3naBaHe Ha OKYMEHTHTE, ¢ KOWTO CTOKATa Lie 6bje npeAajieHa Ha KJIMEHTa, a
HMEHHO: (aKTypa, npejaBaTe/IHO-NIPHEMATe/IEH POTOKO/ H HHCTPYKUMSA 33 ynmoTpe6a Ha
6bArapcku e3uk. [IoAroTBAT ce 0T JMIAaTa OTOPU3MpPaHH A3 H3JaBaT dakTypu BBB $pupMara,
3a€AHO C OTTOBOPHHS IPOAYKTOB MEHHAXBP. [IpOBEpKaTa Ha JOKYMEHTUTE Ce H3BBLPIBA OT
OTTOBOPHHA N0 CAEIKATa ThPTOBel| ¥ OT JIHLIeTO, KOETO Ilje H3BbPIUH NPeJaBaHeTO HA CTOKATA

Ha KJIHeHTa.
11. M3nuceaHe Ha CTOKaTa OT cK/Jafa Ha MTH 00/, H3Bbpmea ce ot nuieTo, koero e

dakTypupano cToxkara.

12. Cb3jaBaHe ¥ H3MpaljaHe Ha 3asBKa 3a TpaHCHOpPT KbM oTAes Jloructuxa 8 MTH 00/,
HsnpaianeTo Ha 3aABKaTa e He IO-MAJIKO OT 24 Yaca npefu NpefiaBaHe Ha CTOKaTa Ha KJIKEHTa
H Ce NIPaBH OT OTTOBOPHMS NPOJYKTOB MEHHXKBP.

13. M3npaiaHe Ha yBeJoOMJIeHHE KbM KJIMEHTa (Bb3/10XKMTENA) 32 TOTOBHOCT 32 AOCTaBKa
Ha CTOKaTa. M3mpaujaneTo ce npaBu He IM0-Maako oT 24 4aca npeau npejfaBaHe Ha CTOKaTa.
IlenTa e ocBeH K/IHEHTA /la HMa FOTOBHOCT /la OJIYYM CTOKATa, Aa Ce ONpe/easAT W JHIATA OT
AABETE CTPaHH IO AOrOBOPA 3a [JOCTAaBKa, KOMTO i€ M3BbPIIAT AeHCTBHATA MO npejiaBaHe H
IpHEeMaHe Ha HHCTPYMEHTHTe.

14. llpepaBaHe U NpueMaHe Ha CTOKaTa. [lpeasapuTento onpesenenure 3a LeJsTa Ja
H3BBPIIBAT (QHU3UYECKOTO NpefaBaHe M NpHEMaHe Mo NpHEMO-IIPe/laBaTesieH MpOoTo
MO3UIHA N0 no3uLMA. [IpoTokosa ce nognucea or OTOPH3HPaHHUTE 3a LeaTa JuIa Ha MTH 00
u YMBAJICM ,H. W. Iluporos“ EA/Jl. TIpH ycTaHOoBsiBaHE Ha HECHOTBETCTBME MM BHJIHMH
HeAOCTaTBUH Ce Cb3ZJaBa NPOTOKOJ, B KOHTO Te NMOAPOGHO Ce ONMCBAT M NpOTOKO/A ce
NOANKCEA OT ABETE CTPaHu. B 7 (cefemM) anereH cpok ce sagbixaBaMe ga OTCTPaHUM 3a Hala
CMeTKa yCTaHOBEHHTE HEJOCTaTbIIU.

15. Ilpu ycraHOBsiBaHe Ha CKPHTH He/loCTaTBH H TNOJABaHE Ha apryMeHTHpaHa
pexyaMaliys OT CTPaHa Ha BB3JI0XKHTEIS, Ce IPaBH NOJMsAHA Ha JlebeKTHpaiuTe XHPYPrudHu
HHCTPYMEHTH C HOBH 3a cMeTKa Ha MTH 00/}, IlpueTHTe 3a mogMsana HHCTPYMEHTH Ce OMHCBaT
C KaTaloXeH HOMep H GpOHKH B NPOTOKOJ, KOHTO Ce MOANHCBA OT He [10-MaJIKO OT €QHO
OTOPH3HPaHO JimLe CbOTBETHO 0T MTU 00/l 1 YMBAJICM ,H. H. luporoe* EAJ,

IlocoueHuTe 10-rope AEHHOCTH ¥ YNPAXKHABAHMSA NPH TAXHOTO U3MbIHECHUE KOHTPOJ Ha
Ka4eCTBOTO, C€ OTHACAT M BaXaT 3a BCAKAa efHA NEPHOJMYHA 3asBKa 3a JOCTABKA Ha
XMPYPTHIEH MHCTPYMEHTApHYM, I0Ja/leHa OT B3/ioxkuTeNs YMBAJICM H. W. liuporos” EAJ]
¥ pea/iu3upaHa oT goctaBynka MTH 00/.

3abenescka: Yvacmuukem onucea KOHmMpoaa HAa Ka1ecmeomo npu docmasku, kotimo 6u
npuaaza/ no epeme Ha pamMKo8omo CnopasyMeHue.

Tlpx TaKa Npej/IOKeHHTE OT HaC YC/IOBHS, IOTBBPXK/AABAME, Ye CME B ChCT ofiHlie
Aia MSIB/IHMM HOPBYKATA B I'BJ/IHO CLOTBETCTBHE C HANPABEHaTa OT Hac odepra, /




—

(nopasyMeHHe. 3a ueauTe 3a OLleHABAHETO NpHJIarame CIeAHNTEe [OKyMeHTH
AOKazBalldK CbOTBETCTBHETO Ha llocoienHTe B Pasgen VI » 1 EXHHYecKaTa
cnenudukKanua” Ha AOKYMEHTaLHATA U3HCKBAaHHS Ha Bbanoxurens, 3a NPHMepPHHUs

XHUPYPry4€CKH HHCTPYMEHTapHyM /vHCTpyMenT/:

Aexnapanus sa chriacue ¢ KJIay3HTe Ha IPUJIOKEHUS IPOEKT Ha AOTOBOpD
32 PaMKOBO CNOpa3yMeHHe M NMpOeKT Ha AOrOBOpP 3a HM3MbJHEHHe Ha
KOHKpeTHa AocTaeka (no o6paser Ne7] - opurunan;

Hexnapanus 3a cpok ua BalIMAHOCT Ha odepTara (mo o6pasery Ne§) -
OpHruMaii;

OTopusanuonuo TIHCMO, yI0CTOBEPSABaIL[0 IPaBa Ha ydacTHuka MTH 001
32 DNpencTaBifBa M npepiara NPOH3BEXAaHHTe OT ¢upMara -
TIPOH3BOAUTE/I MEAMIMHCKY H3E/THS ~ 33B@PEHO OT y4aCTHHKa KOIHe;
Aexnapauus 3a namecena CE - MapKHpOBKa, B CLOTBeTCTBHE) ¢
H3NCKBaHUATA Ha 41.8 1 41.15 ot 3MY - OPHI'HHAJI;
Hexnapaums 3a crorBercTBHE Ha  odepupanuTe MEQUIMHCKH
HHCTPYMEHTH - 3aBePEHO OT yYaCcTHHKA KOIHE;

EOQ - ceprudmukar 3a OCHTypsiBaHE Ha Ka4ecTBOTO Ha MeAULUMHCKUTE
MHCTPYMEHTH - 3aBEPEHO OT y4aCTHHKA KOITHE;

H3Bagxu ot xatanor ma odepupanuTte MEAHLHHCKY HHCTPYMEHTH, C
NIpeBoJ Ha 6BATaAPCKH e3UK — 33BEPEHH OT YYAaCTHHKA KONHSI

/uncmpymenmy/.
HAara 23/03 / 2018r.
HanMenoBanue Ha yyactauka +Meaunuucka Texnuxa WHxenepuur” 00

Hme u pamuus na npe/iCTaB/IABAINHsA
y4acTHHKa

DobxHOCT

Mopmuc u eyar

Aunsana Bvysaposa
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OBPA3EI[ Ne 6

TEXHHUYECKO IIPEJAJIOXEHHUE
3A

yHacTHe B OTKpHTa IPOLeAypa 3a CK/Il04BaHe Ha PAMKOBO copa3yMenwue 1o peJa Ha
3aKO0HA 32 OBLIECTBEHHTE IOPBYKH, C IPE/MET: “locTaBKa Ha HOB XHPYPIrHYECKH
HHCTPYMEHTapHyM /MHCTPYMeHTH/ 3a HyKaATe Ha YMBAJICM ,H. H. Huporos” EAJ"
' ' O6oco6ena mozunus Ne 1 '

Ot EKOC Meguka 00/
/HaumeHo8aHue Ha yuacmHuKa no cade6Ha pezucmpayus/

EWK 831029075, npescraBnsBano ot Enka AnexcueBa Unuera

YBa)kaeMH JaMH M rocriosa,

Cren xaTo ce 3amosHaxMe ¢ M3MCKBAaHMATA Ha BbalomuTens 3a M3II'bJHEHHE Ha
06UIeCTBEHA NOPBYKA - OTKPHTA npoueaypa 3a ck/4Bane Ha PaMkoBo cnopasymenue mo
peljla Ha 3aKOHA 3a - OBGIIECTBEHUTE [OPBYUKH, C npegMet: “/locTaBka Ha HOB
XHPYyPrUdeCKH HHCTPYMEHTapHUyM /MHCTPYMeHTH,/ 3a HyXXJauTe Ha YMBAJICM ,H. H.
Maporoe” EA/l“ O6oco6ena mozmmusa Ne 1 npefiiaraMe Ja U3OBJIHHM NOPBHYKATA, B
CLOTBETCTBUE C 0J06PEHHTE TEXHUYECKH CTIeHDHKAHUA U YCIOBHUATA H H3HCKBAHKATA Ha
BB3JIOKHTEIs1, ChABPKALLM Ce B JOKYMEHTaLMATA 33 y4acTHe, KaKTo C/Ie/iBa; '

[loTBbpKAaBaMe, Ye CMe 3aN03HATH C TEXHUYECKUTE H3UCKBaHHUA Ha Be3nokurens
oT Pasnen "TexHuyecka cnenubuxanus” U B C/ly4aH, ye 6b/eM H36paHu 3a HU3IIBJHUTE,
¢ H3OBJIHMM JOCTABKHTE, BB3JIaTaHH B M3II'BJIHEHHE Ha PaMKOBHTE ClIOpa3yMeHHH, B
CBOTBETCTBHE C TE3H U3UCKBaHHS.

HameTto NNPpENIOKEHUE €, KAKTO ceiBa:

1. Cpox 3a gocraBka / C// me 6bxe B pamkuTe Ha 30 /Tpujecet/ ¢ nymu/ kanesgapuu
JHH.
3abenexcka: llpedaoxam cpok Ha docmaska He Moxce da e N0-20/1.M 0M onucaHus e pasden

» TexHuYvecka cneyugukayus“ 3a coomsemuama NO3uUYUsL. '

2. Cpok 3a peksIaManus /G‘?\/\,;ue 6b4e B paMKHTe Ha 30 /Tpugecetr/ ¢ pymu/ KaJIeHAapHU
\ :

JIHH.




3abenexcka: llpedaoxcam cpok Ha docmaska He Moxce 9a e No-20459M 0mM ONUCAHUS & pazden
» TexrHuvecka cneyugukayua” 3a csomeemHama no3uyus.

3. CpryiacHu CMe C onpefie/ieEHs OT Bb3JIOXKHTe s CPOK H Ha4YMH Ha [JIaljaHe.

4. KoHTpOJI Ha Ka4yeCTBO
4.1. YupaXHaBaHe Ha BbTpeTHO QUPMeH KOHTPOJI Ha Ka4eCTBOTO:

dupma EKOC Meauka e ceprudunupana mo ISO 9001:2000 ot Havanoto Ha 2007 T.
oT Bureau Veritas Certifications u e peceptudunupana ot Certification International o ISO
9001:2008 u ot PUHA Besrapua no ISO 9001:2015 ot centeMspu 2017 r. Bueapenata u
NOALBPIKAaHA B JPYXECTBOTO CHCTEMa 3a YIpaBJeHUe Ha KadecTBOTO Ce e A0Ka3asa KaTo
npelMsHo paboTella, KOETO e MOTBBPAEHO N0 BPeMe Ha OJAWTHTE OT CepTHQMIMpPaHH
OZUTOPH OT CbOTBETHHTE KOMMAHHH.

OYHKIHOHMPAHETO Ha MPOLECHTe B ADPYKECTBOTO € pasmucaHo B HapbuHHK IO
KayecTBOTO (Bepcus 7/18.09.2017), B IIpoueaypure M0 KayecTBO M paboTHHUTE
MHCTPYKUMH. Ilpu ompejensiHe KOHTEKCTA HAa OPraHM3alHsATa ca B3eTH OpeaBuj
BBHIIHUAT KOHTEKCT - la3apHa KOHIOHKTYPa, TEXHOJIOTMYHH IPOMEHH, HKOHOMHYECKU
YCTOBHSA, 3aKOHO/JaTe/JICTBO U 06LIECTBEeHA IIeHHOCTHA CHCTEMA, H BbTPEIIHHAT KOHTEKCT
— pecypcH, KOMIETEHTHOCT Ha [IepCoHa/a, MOTHBAlMs U OpraHM3alHOHHA cpeja. SIcHo ca
onpe/ie/ieHH 3aMHTePecOBaHHTe CTPaHU — Ha M'BPBO MACTO KIHEHTHTE 3a IOCTHUTaHe Ha
I'bJIHA YA O0BJIETBOPEHOCT Ha TEXHHTE H3HCKBAHHMS 110 OTHOLIEHHE KAavyeCTBO, CPOK H L eHa;
BBHIIHUTE AOCTABYHIM; NAPTHBOPUTE; AbP)KaBHHTE MHCTHTYLUHH H KOHTPOJIHH OPTaHM;
0611ecTBOTO U NepcoHasa.

B HapbyHHKka 1o Ka4ecTBO 3a BCEKH IIPOIIEC ca ONpe/e/ieHH He06X0[UMUTE BXOJHHU
M OYaKBaHHTE M3XOJHH eJleMeHTH, KPHTEDHHTE H MeToguTe (BKIKYHTENHO 3a
Hab/IofieHHe, H3MepBaHe M CBBbp3aHHTe C TIX HHIMKATODH 3a pe3y/TaTHOCT),
HEOOXOUMH 3a OCUTypsiBaHe Ha ePHMKACHOTO (QYHKUHOHHpaHE H YIpaBJeHHMe HA Te3H
MpOoIeCH, OTTOBOPHOCTHTE ¥ IPAaBOMOIIHATA.

Ha ¢upmenus caiit - ecosmedica.com e oGsiBeHa MOJUTHKATA [0 KA4€CTBO, ChABPIKAIIA
KOHKPETHO H3MEPHMHMTE LIeJIH, KbM KOHTO JPYKECTBOTO CE CTPEMH.
3a MoCTUraHe M3I'bJIHEHHEeTO HAa M3MCKBAHMATA HAa KJIHEHTHTE Ca H3BDBPIUIEHH CJAeJHHUTe
JeHHOCTH:
- OnpejesieHH ca poJIMTe, OTTOBOPHOCTHUTE M NTPaBOMOIIHATA
- IlnanupaH# ca eHCTBHA 32 OBJaJABaHe HAa PUCKOBETE U Bh3MOXXHOCTHTE
- OnpepfesieHd ca roJHIIHK LEJH N0 Ka4eCcTBOTO M Ca IJIAHMpPaHH JeHHOoCTHTe 3a
TAXHOTO IIOCTUTAHE
- IlpeaBHjeHH ca IIaHHpaHe M KOHTPOJ BbPXY H3MEHeHUATa
- OcurypeHH ca HeOoOXOJHMMHTE pECypcH 3a OChIECTBABaHe Ha I[eJHTe 0
KauecTBOTO - 4YOBEINKH, WHQPPACTPYKTYPHH, 3a06WKajisAlla Cpeja, CpeicTBa 3a
HabJI0JeHHe U U3MepBaHe, 3HaHUA H OITHT.

[Ipouec Ha aaxvné’%e B EKOC Mesguka - ¢upmara paboTe ¢ yTBBpPAEeHH GH3Hec-
NapTHBOPH - JOCTaBHUIY, C KOWTO € B ABJTOTOAHUIHM TbPrOBCKM OTHOMmEHHs. [Ipenu
CTapTHpaHe Ha B3a




OLIEHKA 10 4 KPUTEPHUSA, Ha BCEKH OT KOMTO Ca IIPHCBOEHH OnpeZe/ieH 6Poi TOYKY - BUA Ha
TPOAYKTHTE KaTO T0JIe Ha NpHJIOKEHHe, NPEAJIaraHk yCIOBHS 32 BHOC M TBProBUA C
NPOAYKTHTE, CepTHOUKAT 3a KAaYeCTBO Ha KOHCYMaTHBHTE H allapaTypaTa, HaJexX IHOCT Ha
GHpMaTa U MACTOTO U Ha nasapa. Cbr/iacHo nmprertata MeToaMKa AOCTaBYHKBT TpAb6Ba Ja
¢ OpMHpa MHHMMAaJIEH 6po# TOYKH M aKo TOH He 6bJe JOCTHTHAT, He ce NDHCTBIBA KbM
CKIIYBaHe Ha JZOroBOP 3a JOCTaBKa. HocTaBuuksT, ynuTo NPOAYKTH odepupaMe B
HacTosAmaTa npouenypa - Rolan Instruments GmbH, T'epmanus, e YTBBPAEH M OIeHEeH
npeau noeewe ot 10 rogman. ToH nokpHBa BCHYKH KPHTEPHH 33 U360D W HaJXBBLPJIA
MHHHMAa/IHHSA 6pOH TOYKH MpH H3BbPIIBaHe Ha oneHKaTa. KayecTBoTo Ha NIPOAYKTHTE H
YTBBPJAEHHUAT HAYMH Ha paboTa ca ce gokasanu Ipe3 ABJIrOrOAMIIHMUA [IepHOJ Ha
CbBMECTHATA HU JAEHHOCT, KaTO He CMe UMaJIy npobsieM ¢ KayecTBOTO Ha MeJMIMHCKHTE
U3Jle/IHs, CPOKOBETE 33 [I0CTABKa M CPOKa 3a peKIaManus.

Iporiec TIpoBepka mpu npuemane g EKOC Menuka - OrrosopxoTo ATBXXHOCTHO JIHIE H
MOJI cknag ussbpmBar MOAPOGHHSA mper/es Ha NIPHCTHTAIUTE CTOKH M CBI'bTCTBAIATA
AOKyMeHTalus. [Ipuemane u sanpuxoxnasane Ha MENHUNHCKH H3JIe/IHsl Ce H3BBPIIBA B'b3
OCHOBa Ha BBHIIEH OrJleJ HAa CTOKHTE - OIdKOBKA, MapKHpPOBKa; NpoBepKa Ha
CBOBTCTBALlATA INpaTKaTa JOKYMEHTausa - PaKTypa, TPaHCIOPTEH [JOKYMEHT,
cepTHQHKAT 3a KadecTso, CepTHQUKAT 3a 0cBOGOXKJaBaHe Ha napTyaaTta ot
[IPOH3BOAMTEJIA, HOMED Ha aHAJMHTHYHHG [IPOTOKOJI, KOJIUYECTBO CIPAMO NIOCOYEHOTO B
AOKYMEHTHTE H CHOPSAMO 3asgBKAaTa KbM AOCTaBYMKa; CpaBHABAaHE Ha JaHHHTE [0
KOJIM9eCTBO H KavecTBo, B LOT Ne u 6poii oT Besika naprujaa. Honyyenure u MpOBepeHH
NPOJAYKTH Ce 3aBeKaT B CKJIaZloBaTa mporpamMa M B/IH3aT B ckiaja. B caydal Ha
OTKJIOHEHHMST HJIM CbMHEHHMA 33 KaYecTBOTO ce HOpeAnpHeMaT ChbOTBETHH [qeHCTBHUA
Cbr1acHo HapbyHHKa mo xagecTro u YTBBPAECHHTE NpPOLELYDPH H ce nmonwaBa O 00—22
Curnan 3a HeChOTBeTCTBHE U pexnamanus. Ilipu noeTopHa nosisa na HeChbOTBETCTBHE OT
€AHH Y CBINK NocTaBYMK, MK npaeu npegsoxenne NpeJ ynpaBuTeJis 3a IpepasraexiaHe
Oll€HKaTa Ha JocraByMka. HecworsercrBamurte IPOAYKTH, YCTaHOBEHH NOPH BXOJAAL]
KOHTPOJI, Cé MapKHpaT ¢ HOMepa Ha CHrHaja 33 HECBOTBETCTBHME U CE NOCTaBAT Ha
ClelHaIHO 0603HAYeHH 32 Le/ITa MecTa, 3a IIPOAYKTH, KOUTO C€ U3TErIAT OT ynorpe6a 1o
PasJIMYHU NPHUYHHH, HMa CHCTeMa 3a BJIOKMpaHe - OTHesNAT ce Ha 0603Ha4YeHO B CKIaja
MACTO M Ceé YHHIOXKaBaT BB3 OCHOBA Ha MPOTOKO/I 3a 6paK H/IM Ce BPBLIAT Ha

IPOHU3BOIUTEIS.

Ilponec Boeexknane na ganuuTe B CKJaaoBaTa nporpamMa 8 EKOC Menuka - PenosuuTe
TNIPOAYKTH C€ 3aBEX/aT B CK/Ia0BaTa NPOrpaMa H ce IIOAPEX AT 110 BUOBE ¥ NapTHAH B
CknagoBeTe. U3TersisHeTo Ha CTOKU oT CKJIafjoBeTe CTaBa IT10 HAa4MH, 0 KOHTO II'BPBO ce
H3TEIJIAT CTOKHTE C HaH-KPaThK, HO JOCTATbYeH CIIPAMO H3KCKBAHETO Ha K/IMEHTa, CPOK
Ha TOAHOCT. /[BKXKEHUETO Ha NMPOAYKTHTE OT CKIaJlOBETE KBM KJIMEHTA Ce OTpa3siBa B
CK/IajjoBaTa nporpama. Ck/1aji0BaTa MporpaMa cieau 3a OCTaTBYHHUS CPOK Ha IOZHOCT Ha
NPOAYKTHTE H CUTHANUM3Upa HPU HAJH4YHEe Ha CPOK Ha rojHOCT moj 6 Meceua. 3a
obesneyaBaHe CUTYpHOCTTA Ha c:c%'{_aaOBaTa TIporpamMa CbXpaHeHHETO Ha MHGOpPManHATa e
H3HEeCEHO B JeHTa LEeHT®D, J0 '1;@13:1" A0 Hes e mocpeactsom usrpazgeHa VPN Bpbaka,
3alllMTHA C NapoH. JombJaHHuTeN d-=_?ta\ CHI'YPHOCTTA Ha HHOOpMalnHaTa B APYHECTBOTO
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BHeZpeHa M noaabpxaHa Cucrema 3a MHQOPMAIMOHHA CUTYPHOCT B ChOTBeTCTBHE ¢ IS0
27001:2013.

[Iponec Ha chxpaHenre B EKOC Menuka - ¢upMaTa pasnosiara cbC cobCTBeHa CK/Iaf0Ba
6asa c mrom 240 kB. M. c agpec: Codus 1836, xx “Jlescku - [, 6y ,Bnagumup Bazos” Ne
65. TloMmelleHMATa ca NPOEKTHPAaHH M INpHCIocobeHM ¢ uesa Ja Cce rapaHTHpa
TOAABPKAHETO HAa HYMXHHTe YCJIOBUSA 32 CbXpaHeHHe Ha JIEKapCTBEHHW MPOAYKTH H
MeIUIMHCKH u3fenuda. Tesd nmoMelleHHsA ca NOAXOAAIN0 06e30maceHH, KOHCTDYKTHBHO
CTabUJHHM H C JOCTaTbyYeH KamalMTeT, 3a Ja II03B0JIABAT 0e30MacHO CbXpaHeHHe H
GopaBeHe C 1eKapCTBeHH NPOAYKTH H MeJIMLIMHCKH U3Jenus. Ha MecraTta 3a cbXpaHeHHe e
OCHMTYpPEHO MOAXOJSALI0 M JOCTAaTBYHO OCBET/EHHEe C OrJieJ Ha TOYHOTO M Oe30IacHO
H3BBPIIBAHE Ha BCHYKH CKJIAZ0BH OlIEPAIlHH.

B nmoMenleHHsITa 3a IpHeMaHe M eKClieIMLiUs ca B3eTH HEe0OX0JMMHUTe MEPKH 3a OllasBaHe
Ha NpOJAYKTHTe OT IIpeo6sajaBaliuTe KAMMAaTHYHU ycaosus. OCHTYypeHO e pasjielsHe
MeXJy 30HMTE 3a MpHeMaHe M eKCIeMIMd M 30HHTEe 3a CbhXpaHeHHe Ha JIEKapCTBeHU
NPOAYKTH U MEJHIIHHCKH H3/le/H .

OcHrypeH e CBII0 TaKa KOHTPOJI BbPXY BXOJAIMTE/U3X0AAIMTE apTHKYIH. B 30HHTe 32
npueMaHe Ca ONpejeseHd ¥ 060pyABaHM MOAXOAAMO MOMENIEHHs 3a M3BBPIIBAHE HA
NPOBEPKH Ha JOCTaBeHHTE IPOAYKTH C1e] IPUeMaHeTO UM.

BseTu ca HEO6XOAMMHTE MEPKHM 33 peJOTBPATsABaHe Ha HepaspelleH AOCTBI J0 BCHYKH
30HM Ha IOMENIEHHUATA, 32 KOUTO Ce H3UCKBA paspelleHHe.

WMa usrpajieHa cucTeMa 3a BHAeOHab/I0JeHHe M CHTHalM3alMs NPOTHB HelpaBoMepHO
MPOHMKBaHE H CBOTBETEH KOHTPOA BBPXy JocTbha. I[loceTUTeaWTe BHHArH ce
npHapy»kaBaTt. IloMemeHHsATa M CHOPBKEHHATA 3a ChXpaHeHHe ce NOoAABPHKAT C
Hep6X0oZMMaTa YMCTOTa, KAaTO Ce H3IIBJHABAT H3MCKBAHMATA Ha paboTHa HHCTPYKIHA
JlouncTBaHe H CAHUTApHU3aIHsa Ha CK/I3J0BY noMeleHus”. 060opy BaHeTo H IpenapaTuTe
3a [IOYMCTBAHE Ca MoZ6paHH, TaKa 4e NPy H3I0/JI3BaHe /ia He NIPe/ICTaB/IABaT H3TOYHHK Ha
saMbpcaBaHe. [loMenjeHuATa ca 060pPyABaHH 110 TAKbB HaYHH, Y€ Ja OCUIYPABAT 3aLIMTa
cpelly NPOHMKBAHETO Ha HAaCEKOMH, TPH3aYH MJIM APYTH KHBOTHH. IIpuer e rpadux sa
e)eMecedyeH KOHTPOJI Ha cpejcTBaTa 3a 6opba c BpeguTeauTe. B moMemjeHuaTa 3a
chXpaHeHHe ca B3eTH npelBMj GaKTOpHTe Ha 3aobuKaidllaTa CpeAa - TeMIepaTypa,
CBeTJIMHA, BADKHOCT M YMCTOTA Ha noMmeileHusiTa. OCHIypeHo e NoAXoAAIIo o6opyaBaHe
3a KOHTPOJI Ha TeMIepaTypaTa M 3ao0HKajdllaTa cpeja, B KOATO Cé CbhXpaHABAT
npoayktuTe. Ha ckiajoBaTa mioul e HanpaBeHa HadyajHa KapTa Ha TeMIepaTyparta IpH
npejCTaBHTeJNHH ycnoeus. 060py[BaHeTO 3a MOHHTOPMHI Ha TeMIepaTypara e
pa3noJ/ioXkKeHO B CbOTBETCTBHE C PE3YJITATHTE OT H3TOTBEHHUTE KAPTH, KATO Ce TapaHTHPa,
ye ycTpoHCTBaTa 32 KOHTPOJ ca IIOCTaBeHH B 30HHUTE C HaH-TOJEMHTE YCTaHOBEHH
KoJie6aHus. [IOBTOpHO KapTHpaHe Iie Ce M3BBPIIBA B 3aBHCHMOCT OT pe3yaATaTUTe OT
oleHKaTa Ha PHCKa MJIM KOraTo Ca HalpaBeHHW 3HaAYHMTE/IHH IPOMEHH B ChOPBKEHHETO
WM B 06OPYZBaHETO 3a KOHTPOJ Ha TeMmepaTypaTta. llanoTo obopy/nBaHe OKasBallo
Bb3/eliCTBHEe BBPXY CbXpaHeHHeTO, MaHMIY/JIUpPaHeTO ¥ TpaHCIopTa Ha MPOAYKTHUTE, €
M36HMPaHO, MOHTHPAHO/PasMopKEHO H NOLJbPIKAHO 110 M3HCKBAHHSA, KOMTO OTIOBApPAT
Ha HEeroBOTO TIpeJHasHadeHUe! §;EHHOCTI/ITE Mo NpoQHuIaKTHKA, PeMOHT, NOAAPBKKA 1
KaJub6pHpaHe Ha o6opy,aBaHe1"o cemsm:meaT TaKa, 1e [1e/10CTTa Ha HpO}lYI{TPITE Hen e
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BB3NPOM3BOAHMO. Usnanenu ca TIPOTOKOJIH OT TecToBeTe M CHcTeMaTa e NpoBepeHa u
0Zlo6peHa 3a BhRexaHe B eKCILI0aTanms,

IIporec 3asIBABAHE OT KJIHEHT M NPHIOTBAHE Ha CTOKa 34 eKCIIeUNHY - IIpH IIoayvdaBaHe
Ha 3adBKa 332 JoCTaBKa Ha CTOKH CYETOBOJAMTE CKJIajmg IIpoBepABa CbOTBETCTBHETO Ha

AOCTaBKa e TIIpejBapUTENHO dukcupan - 30 KaJleHJapHH [HH, H e Cbobpazen ¢
H3HCKYeMHsI OT Bb3noxurteng CPOK 3a pgocraBka. [lpu II0Ty9aBaHe Ha cToKaTa ce
H3BBPIIBAT I10C/IE0BATE/IHO IpOBEpKa npu mnpHemane, BBBEXJAHE Ha JaHHUTe B

IPHEMO-ITpelaBaTe/IeH NPOTOKO, CHABDKANM  KOPEKTHH pPeKBH3HTH Ha CTpaHuTe,
AaTaTa Ha [OCTaBKaTa, BHAA M 6post Ha gocraBsiHmTe XHUDYPTUYECKH HHCTPYMeHTH,
KO/IHYeCTBO, eAMHHYHA IIeHa Ge3 dJC, LOT HOMEp, CpoK Ha rogHocT u obma croiinocr.
HMoctaBkata me . ce cuuta 38 TIpHeTa clef MoAmMCcBaHe Ha aBycTpanHusg
[IpHeMaTeJIHO-IpejaBaTe /e TPOTOKOJI 6e3 BB3paxeHHs oT CTpaHa Ha BobanoxuTens.

[Iponec Ha TpancmopTHpame g EKOC Meauka - dupMaTa FapaHTHPa, 4Ye mpero3HuTe
CPEACTBA U 06OPYABAHETO, H3NOI3BAHY 338 TPaHCIIOPTHpPaHe Ha IPOAYKTHTE 0 KiMeHTa,

KaKTO M Ha OJHTH OT BTOpa CTpaHa (mocraBymnm) u or TpeTa cTpaHa (oauTHpama
Komnanus). Ilpu npoeexaane ma CAMOHHCIIEKIHS Ce W3BBPIIBA [IpoOBepKa 1o
G/NEMEHTHTEe/TEeMHUTe, ompeeeHn s Hek-muCT oT npomegena CaMOHHCIEKLHS, KaTo ce
OL€HABA CHOTBETCTBHETO Ha JAef{HOCTHTe X HSTOTBEHHTeE 3aMHCH C perjaMeHTa 33 R06pHu
AMCTPUOYTOPCKH NPaKTHKE. C OeT 1a ce npeampuemar CBOEBPEMEHHO KOpeKIHH,

KOPUTMpDAINH W [peBaHTHBHM JeifcTBUS 33 OTCTpaHABaHe Ha KOHCTaTHPIHATE
A X i [
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HeCbOTBETCTBHSA, MPOBEPABAUIMAT  pPErucTpHpa IOCJAeJHUTE B IIPOTOKOJ 32
HeChOTBETCTBHE. MEHHIKBPHT 0 Ka4eCTBOTO 3aN03HaBa YIPaBUTE/IA C pe3yaTaTUTE OT
M3BBbpIIEHATA CAMOHHCIIEKIIH, C/Ie[, KOeTO Habe/lg3Ba MePKH ChC CPOK 34 U3NbJIHEHHETO
MM, a I[IOCJIe M3BBPIIBA IpOBepKa 3a edHUKACHOCTTA Ha OChUIECTBEHHUTE JeHCTBHA I10
KOHCTaTHPAHUTe HeCbOTBETCTBHA. PesyiaTaTuTe OT TasH MpOBepKa Ce 0TpasdaBaT B
IpOTOKO.JIA 3@ HechoTBeTCcTBHE. [Ipu HeedHKacHO AeHCTBHE Ce [OI'bJIBA HOB IPOTOKOJ 3
HechOTBETCTBHe. BbTpemnuTe oauTH Ha CYK ce npoBexzJaT MHHMMYM eJUH OBT B
roguHaTa cbrylacHo usucksanuaTa Ha IS0 9001:2015 u ykasanuara Ha ISO 19011:2011 ot
BRBHIIHH M/UJM BBTPENIHH OJAUTOPH I10 NIpefiBapHTENHO HM3TOTBEHHSA 0T MeHHKbpa 110
KayecTs0TO ['padHUK 3a BETPEUIHH OJUTH, H3TOTBEH Cb06Pa3HO ChCTOSHUETO M BaXKHOCTTA |
Ha OZMTHUPAHUTE 3BEHA M IPOLeCHTe, KOMTO C& M3BDBbPWIBAT B TAX [IpH H3TrOoTBsHE Ha
rpabura ce B3eMaT NpPeABHJ PpEesyNTaTHTEe OT NpPEJUIIHH OUTH M H3BbPIIEHU
CaMOMHCITEKIHH.

4.2 KoBXpeTHH JelCTBHUA [IPH YCTAHOBABAaHe HA HeChOTBETCTBHA M PEK/JIaMalliH HAa
M3NbJHEHHTE JOCTABKH: '

[Ipy HecbOTBETCTBHE IO BpeMe Ha /O0CTaBKa C ONHCAaHOTO B 3aABKaTa IO
OTHOILIeHHE Ha KOJHMYECTBOTO, BUJA, TeXHUUECKHTe napaMmeTpH, neHaTta, LOT HoMepa Ha
pocrapeHutTe wHcTpyMeHTH EKOC Meguka npeanpHema HesabaBHO KODEKIHH H
KOpUTHpAIlH JeHcTBUA. H3sbpiuBa ce HezabaBHa IOAMAHA HA NpPHApPYXKaBallUTe
JOKYMEHTH HM/HMJIU CTOKHTe, 06EKT Ha HEeCbOTBETCTBHE, B PaMKHTE Ha ChIIHA [AeH.
KoHcTaTHpaHuTe NIpPH HECBOTBETCTBHUSA Ce NPOBEpsABaT M OLEHABAT 3aJb/ib0oYeHO H
OpeIM3HO C IleJ OleHsABaHe Ha TAXHaTa 3HAaYHWMOCT H NpeJOTBpaTsABaHe OBTOPHATA MM
NosiBa.

Ilpr pexnamanua ot YMBAJICM H.M.Iluporos, cebp3aHa ¢ KayecTBOTO Ha
poctaseHuTe npoayktd, EKOC Mejauka ce aHraxupa Ja 3aMeHH HEKa4yeCTBEHHTE
HHCTPYMEHTH C TAKHMBa C HeO6XOHMOTO KauecTso, B cpok A0 30 /Tpupecer/ kaneH japHU
JHY cJleJ] JaTaTa Ha peksaManusaTa. MHCTpyMeHTHTe, 32 KOMTO € HallpaBeHa peKJiaMalus,
ce BpBIIAT HA NMPOM3BOAMUTENA 32 YCTAHOBSABAHE Ha NPHYMHHTE, JOBEJH [0 [0ABaTa Ha
pexaamanus. [IpouseouTenaT Bb3cTaHoBABa Ha EKOC Meanka BbpHaTHTE HHCTPYMEHTH
10 BHJ ¥ KOJIHYECTBO.

[Ipy mocThIBaHe Ha pekJaMalliy 0T KJIMeHTH, IIpH MoJiydyaBaHe Ha pasmnopexjaHe
ot UAJI, npu nJaHHUpaHH NPOBepKH I10 YTBBPJEH OT U3IBbJIHHUTeNHUA AupexkTop Ha MAJ
roAMieH IJIaH 3a HA/[30p Ha nasapa, IIpy BHe3allHH IPOBEPKH, IPH IPOBEPKH 10 CUTHAJIH
OT ApPYrd KOHTPOJIHH OPraHH W N0 HAEHTHQHIMPaHU NHCMEHH CHTHAIH 0T PaOKIaHH,
KaKTO M NpPH IoJyyaBaHe Ha HCKaHe OT IIPOM3BOAMTE/S, MEJHIHUHCKUTE H3JeIHA Ce
6JOKHpAT B ChOTBETCTBHE C HpoliejypaTa 3a BjokHpaHe M H3TErJsiHE HA MeJHIMHCKH
usgennd. BloOKMpaHeTO W HW3Ter/IAHETO Ceé HM3BBLPUIBAT Bb3 OCHOBA Ha 3aloBe] Ha
HM3MBAHUTENHUA JUPeKTop Ha M3IrbiHUTeNHaTa areHIMA MO JeKapcTBaTa H/UH
NpOU3BOAMTEA 3a GJIOKMpaHe M HM3Ter/issHe Ha MeAMIHHCKO H3Je/e WIH NMapTHAA.
3amoBeATa 3a GJIOKUpaHe Ha MeJMIMHCKM M3Je/Hsd Cce Hojy4asa B oduca Ha ,EKOC
Meguka” O0J. Cayxurten Hr§3a6aBH0 cies yBenoMsiBaHeTo MHOOPMHpA KIMEeHTHTe Ja
faoKupaT H npeyCTaHosﬂT‘-\f“l»;snomBaHeTo Ha BHJa MeIULUUHCKO H3Jenue HJH Ha
ImapTHAATa OT Hero, MOCOYEHO.B 3amM0BeJTa 32 OJIOKMpaHe, B CPOK 1o 24 vaca oT




yBeZoMABAaHeTO ype3 CurHaji 3a 6J10KHpaHe Ha MEZHUHMHCKM u3gennsa OJ] 02-01, kato
H3lpama cbobileHHe no Gpakc WM 1o €/IEKTPOHEH II'BT H IHCMO C 06paTHa DasmHCKa ¢
Pasnopex/JaneTo A0 pPBKOBOAMTEJNHTE Ha JIEYe6HHUTE WJIH Ha 3[lpaBHHUTe 3aBeJleHuUs
He33a6aBHO Ja crpaT ynoTpefaTa Ha 6JI0KHPaHOTO MEIHNIIMHCKO H3/ie/IHe, ChOTBETHO Ha
[IapTHAATa, N0CoOYeHa B 3al0BeATa 3a 610KHpaHe. CryxuTen usnpama A0 HAJT B cpok no
24 yaca oT H3BBpIIBaHEe Ha GJIOKHPAHETO CIIHUCBK C aApecHTe Ha 0OGEKTHUTE, B KOMTO e
H3BDBPIIEHO 6/J0KHpaHe Ha MEIHMLUMHCKH H3[e/IMsl, KaKTO M TexXHUTe KOJIMYecTBa.

H3/1€/INATa, 33 KOUTO UMa U373 JeHa 3aIl0Bef 3a 6JI0KHpaHe. _

»EKOC Meguka” OO0Z B cpox g0 30 guu oT AaTaTa Ha BpbYBAHE Ha 3al0BeATa 33

6JIOKMpaHe W3TerJs OT 06eKTHTe 6JIOKHpaHUTe MeZMIHECKHU H3/leJIHA, NOCOYeHH B
3alloBe/iTa, 32 U3BBPIUBaHe HAa KOPUTHpAL[H AEeHCTBYUSA WK 3a VHHUIOKaBaHe,
Cnyxuten cbcrass NIPOTOKOJ, KOHTO CBABPXKA JaHHH 3a 3aKyneHH M NOpojafeHH
KOJ/IMIECTBA H JAaHHH 32 CKJIaZ0Ba HaTHYHOCT; IIpHEMO-TIipelaBaTe/leH IPOTOKOJI C AaHHM
3a U3TEIVIEHH OT Nazapa KOJUYEeCcTBa OT 6JIOKMpaHHTe MeHIHHCKH H3/leJIMs, NapTHHUTe
HM HOMEpA M CIHCBK Ha 06EKTHTE, OT KOUTO 6/I0KMpaHHUTe MeJHIHHCKY H3Jenusa ca
[IPENIOCTaBeHH Ha KpaHHHA noTpebuTen. Korato CJIe[l M3NUTBAHETO Ce YCTAaHOBH, Ye
6/I0KMpaHHTe MeIUIMHCKH H3/1eJIMA CBOTBETCTBAT Ha CBIECTBEHHTE H3HCKBaHHS,
HSI'BJIHUTE/NHUAT AUpPeKTOop Ha HAJI oTMmeng 3all0BEATa 32 BPEMEHHO CIUpaHe Ha
PasIpoCTPaHEHHETO HUJIH YIoTpebaTa Ha KOHKPETHOTO MEAHILHHCKO H3/le/IHe.

Ha ynumoixasane mognexar MEAMUHHCKY H3Je/ud 6J0KHPAaHH M M3TerJeHH oT
11a3apa, 3a KOMTO MMa H3JaJeHa 3aloBe, CIIPAMO KOHMTO NPOMU3BOJUTEJIAT He MOKe Ja
HUSBBPIIH  KOPDUTHpAllH JeHCTBUSA, WJIH IPH HCKaHe OT MPOH3BOJUTENHA, HEroR

OPHIMYECKH JIMLA, 3aKYIH/IM, TPHAOGUIN KaTo A@peHHEe HJIM MOJYYH/IH 10 APYr HAYMH
MEJAMIHMHCKH H3fennd, ,EKOC Meauka” 00/ BpbIua Ha IIDOH3BOJHTE/IA HAH YHHILOKABA
OJIOKHpaHHTE H U3TerJeHu MEMHUHHCKH H3neansa. EKOC Meguka uma CKJIIOYeH JJOTOBOp ¢
JIALE, NMOJYIHMII0 paspemeH#e Mo 4w 37 oT 3akoda 3a YUpaBJeHHE HA OTHAaLBIMTE ja
H3BBPpIlla YHHI0XXaBaHeTO Ha U3/e/IMaTa Ha TEPHTOPHATA Ha CTpaHaTa.

»EKOC Meguxa” 00/] usrpama 8 HAJI konue ot oroBopa, kakTo 1 HHOOpManug 3a
HaUMEHOBaHMETO Ha MEJUUMHCKOTO H3JelHe, BHJ, K1IacC, Mojes, napTHAeH/cepuen
HOMep; 6poa Ha mognexamuTe Ha YHHIOXXaBaHe M3Je/IHA, OCHOBAaHMATA 3a
YHHII0)KaBaHETO Ha U3MeJHATA; HMETO K a/peca Ha U3M'bIAHUTEN Ha YHHILOKABAHETO 1
HOMEpaA H faTaTa Ha paspelmeHHeTo no 4. 37 oT 3akoHa 33 yIpaBJ/ieHHe Ha OTHAbIHTE;
OMHCaHMe Ha NpolelypaTa ¥ 060pyABAHETO 110 YHHINOXABaHETO; MSACTOTO, aTaTa U yaca
Ha YHHI0XKaBaHeTo; JaTara Ha TPAHCIOPTHPaHe, BU/Ja M MapuipyTa Ha TPaHCIIOPTHHTE
CpeAcTBa. UsnbaHUTEIHUAT AupeKTOp Ha MAJ] onpegens crou Npe/CTaBUTeNH, KOUTO J1a
UPHCLCTBAT Ha yHumoxaBaHeTo. [lpomeaypata mo YHHINOXXaBaHeTO Ha H3JesHaTa
IPHK/IIOUBA B IUeCTMeceyeH CPOK OT AaTaTa Ha M3TEr/IAHETO HA M3/leJMATA OT masapa.
Crel ¥3BbpIIBaHE Ha YHUI[OXAaBaHeTo C€ CbCTaBA MPOTOKOJ, KOHTO ce NMoAmMcBa o
npefcTaBuTe] Ha ,EKOC Meauka” 00/, usnbanurens u npencrasuTenute Ha MAJL Konue
OT IPOTOKO/1a Ce H3npama B UAJ u B MuHHCTepCTBOTO Ha 3/ipaB€ONa3BaHETO B CPOK A0 7
AHH OT U3BBPIIBaHE Ha VHHILOXKaBaHeTo. P i !
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3abesexcka: YiacmHukem onucea KOHMpoAd HA Kavecmeomo npu 00CmMaexu, Kolimo 6u
npuaazas 1o epeme Ha pamKo8omo CropasyMeHue.

HpI’I TaxKa NpefJIoNKeHHTe OT Hac YCAOBHS, TOTBBPXKAABaMe, Y& CMe B ChCTOSHHEe Ad
H3ITBJIHHM NNOPBYKATa B [TBJIHO CEOTBETCTBHE C HAIIPABEHATA OT Hac od)epTa.

llpepnoxenuaTa HU ca 06BBP3BALIHM 33 HAC M OCTABaT HENPOMeHSeMH 0 MU3THYaHe
CpOKa Ha BaJMJHOCT Ha.0QepTaTa, KaKTo ¥ NPH eBeHTYaJHO CKJIYBaHe Ha JOCOBOD 3a
PaMKoBO cnopasyMeHHe - 3a LIeJIHs CPOK Ha HeFOBOTO JeHCTRHE.

3amosHaJd cMe ce noapobHo Paspen VI |, Texuugecka cnegquduKauuga” oT
JAOKyMeHTalMsATa 33 y4YacTHe M CMe B CBbCTOSHHE 33 H3IIb/IHSIBAME PAaMKOBOTO
' criopasyMeHHe. 3a HeJiHTe 33 OleHABaHEeTOo NpHJaraMe CJleJHHTE JOKYMEHTH JOKa3Baliy -
CbOTBETCTBHETO Ha nocodeHHTe B Pasgen VI ,TexHuveckata crnenudukanus” Ha
AOKYMEHTallMATa H3HCKBAHHS Ha Bb3/loxuTeNs, 3a NOPHUMEPHHS XHDPYPTHYeCcKH
HHCTPYMEHTAPUYM /UHCTPYMEHT/:

¢ (OTOpH3alMOHHO DHCMO OT TPOU3BOAUTENS Ha Me JUIIMHCKHUTE H3/Ie/I1S;

o Jlexnapanusa 3a HaHeceHa CE MapKupoBka BBbPXy MEeJMIMHCKHTE H3/EJHs B
ChOTBETCTBHE C H3HCKBaHHUATA Ha 91, 8 1 wi. 15 oT 3MU;

e M3eajika OT KaTaj10Ta Ha MIPOM3BOAUTEJIA B IPEBOJ Ha OBJIrapCKH;

e Jlexnapanus 3a CbOTBETCTBHE Ha MEJHIMHCKHUTE H3JeNHd C M3HCKBAaHUATA
Ha [lupextnBa 93/42/EEC, uagaseHa oT npoM3BOAUTENS;

¢ CepTHHKaT 3a BHeJpeHa M NOAABpPXKaHA CHCTEMa 3a praBJIEHPIe Ha
KayecTBOTO B ChbOTBETCTBHE C 18013485 2012;

e JlekJlapalus OT [IPOU3BOHTEA 32 HpHHO}KPIMH H BHEJIpEHH CTaHJaApTH

3abenexcka: Y4acmuukem modice da npedcmagu, no ceos npeyeHKa: kamasao3u, Npocnexmu, 6powypu,
dekaapayuu 3a csomeemcmeue uau dpyz eud dokymeHm, om cedspicaHuemo, Ha Koumo 0d ca sudHu
MexHUYeCKUme  XapaKkmepucmuku — H@  ofepupanus  Xupypeudecku .= UHCMpYMeHmapuyM
JuHCcmpymeHmy/.

Hdata 26/03/2018 .
HarMeHOBaHMe Ha yYaCTHHKA EKOC MEAHKa OO,Z[

£ A
UmMe u daMuiua Ha [peAcTaB/agBalllUs
y4acTHHKa A

J1BKHOCT

[Toanuc v neyar
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MEAUIIMHA “H.U.TTHPOTOB” EAJT

Codun, Oyn. “Torneben™ Ne 21, ten. 02/9154433

TEXHWYECKA CITENNHPHKAIIAA

v' D6ocoGena no3unmsa 1 Toneaua U TpaBMaTO/IOTHA

3a HYXAHTE Ha KJIHHHKKa I10 OpTOHe,L'[l/IH H TpAaBMaTOJIOTHA (HE Ce orpaHH4aBa camMo

B):

Tupueta (1paBu U KpHBH)

MockuTo (MpaBo ¥ KPHRBG)

[TuHCeTH

,Kpoxkogun*

Hoxuua c Tonye

Koxepu

EKCTEeH3HOHHM CKOOH (MaJKH, FOJIEMH)

HOXHULA 32 FUIIC

[lepdysop

HeGonaizepu 3a kMcaopoaHa cuctema ,Jiperep bearapusa”
YcTpolicTBo 3a Bakyym cuctema ,Jlperep bearapus”
laedyeH K04

Tenopesauka

[leaHH - U3BUTH

KiopetH

v 33 HYXKJHTe Ha KJIHHHKA N0 XHpYpPrus Ha pbKa, PEeMJAaHTalus U MUKDOXHPYPrHa
(He ce orpaHuyaBa caMo B):

bopmaiuna

I'naBa 3a 6ypruu
ABTOMaTH4Ha ryiasa 3a K - ursu
"naBa 3a ocuyunupawga ¢pesa
AcenTHYHa CHCTeMa 32 3apex/jaHe
Bypruu /A (ot 1,0 no 2,7 Mm)
EnesaTtop

Ocuunupamu dpesose
PasmaTop

OcteoToM

KoxeH exapTbop

KocTeHn ¢opLenc

®opuenc 3a naaka

JlucToH

Jlyep

Kneun

HUraopgwpxaren
MHUKpoHI/IO4bPXKATEN
[MuHceT AfcoH

OcTeoTOM

Hoxuua

Mukpo HOXH LA

Byagouu (cbaoBa KJ1ana)
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e Knamno gbpxay
e (Cpa0B gHAATOP
e (Crpunep

e Tenopesau

v 3a HyxAHTe Ha TpaBMaTOJIOTHYEH OMepanMoHeH 6/10K (He ce orpaHHYaBa caMo B):

MeauIIMHCKHU KJelU
Tenopezadka

MeJULUHCKH YYKOBE

HOXH LM

JIUCTOH

Jayep

KOCTO4BbPKAaTENH

KOCTHH JIBY3BOKHU

KJIaMmu

BHHTOMepay

XeMOCTATHYHH HHCTPYMEHTH
MAHCETH

CKaJINeJH

KOXepH

KOHFaHT

pacnaTopH

OTBEPKH

Gypruu

KJIHOYOBe 33 GopMamuHa
JIaHTebelH

UTJIOAbPXKATENHN

I'bHY (paB, U3BUT, CTAHAAPTEH, LIHPOK)
peBepCUBEH MbHY
POTATOPEH II'bHY

rpacrep aJauraTtop

MHHH rpacnep

KiopeTa

HOX

rpacnep

nNaananuoHHa KyKa
naJinanMoHHa HIJa
06TYypaTop 3a NyHKIHOHHA HIJIa
BO/Ia4 32 apTPOCKOIICKA KaHI0JIa

® @ & ¢ e ¢ e @

® e & & © © & ® © o @

e Cpok 3a ocTaBKa - 3a1104Ba /Jla Teye OT NOANHCBAaHETO Ha KOHKPEeTHUTE AOTOBOPH
3a JOCTAaBKa W NPHUKAKYBA C NOAMKMCBAHE HA NpHeMoO-lIpeAaBaTe/JieH IPOTOKOJI 3a
JocTaBka 6e3 pexaMmayui. OpepHpa ce 0T BCEKH YYaCTHHK, HO He Mo3Ke Ja e No-
IBJABT 0T 60 / mlecTAeceT / AHMH.
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¢ (Cpok 3a pek/aMaliys - 3aN04Ba Aa Te4e OT NOANUCBAHETO Ha ChCTABEH U IIPOTOKOJI
3a HeKaueCTBeHAaTa/HenmbJHa JloCTaBKa M NPUK/IIOYBA C NOAMHCBAHe Ha npHemo-
MpejaBaTe/ieH NPOTOKON 3a 3aMmaHa 6e3 pexiaMauuu. OdepHpa ce oT Beeku
y4aCTHHK, HO He MO:Ke Aa e I0-ABJIbr oT 60 / mecTaecer / AHM.
*Pex/laMalii 0 KOJIMYECTBOTO Ha JOCTABEHATA CTOKA Ce MPaBsT B CpoOK 1o 3 /TpH

/ AHY Clie/{ TOANKUCBaHE Ha IPHEMO-TIpejaBaTe/IeH IPOTOKOJL

**PexnaMaluMu OTHOCHO KauyeCTBOTO M CKPHTH fAedeKTH ce npaeaT B 7 [cenem/
AHEBEH CPOK OT OTKPHBAHETO MM.

3abesexcKa:

3a BCEKHM KOHKDETEH JI0TOBOD 33 H3I'bJIHEHHe, KOHTO Ie 6bJe CKAIYEH B paMKUTe Ha
CropasyMeHHeTo, BB3/IoKUTE AT lie NPpoBes/ja BbTPelleH KOHKYPEeHTeH H360p 1o peja Ha 4.
82, an. 4 or 30Il, kato me KOHKpPeTH3Hpa BHMJA M KOJWYECTBOTO Ha XHpPYPrUYecKus
MHCTPDYMEHTAPHYM /WHCTPYMeHT/ W [OpPOTHO3HAaTa CTOHHOCT B OTNpaBgHaTa [0
H3I'BIHUTENIHTE MHCMEHA NOKaHa 3a NMpe/CTassiHe Ha odepra. llle ce KoHKpeTH3upa u nau e
HEeoOXOJJMMOTO OOy4eHHe H/MJIM JPYrH oOCOGEeHOCTH 3a KOHKPETHHSI XUPYPRHYECKH

HHCTPYMEHTApHYM /HHCTPYMEHT/. /

Hsrotsun







