En”pﬂrag WYHHBEPCHTETCKA MHCGIOOPODHIHA BOJTHHHA 34 AKTHBHO

AEHEAHE H CIHELIHA MEJHIUHHA H U ITHPOIrOB” EAJ

Codua 1606, p-u _Kpacho ceno™, Gy, Totaeden" Ne 21, Ten: 02/ 9154 211 - dakc:/02/ 951 6268, E-mail: pirogov(@pirogov.bg

ON-04-11225.04. 201 §e.

PAMKOBO CITOPA3YMEHHE

3a M3M'bJIHEHHE Ha 00ILEeCTBEHA MOPBYKA C PeJMeT :
»/lOCTaBKa HAa HOB XUPYPrUYECKH HHCTPYMEHTAPHYM /HHCTPYMEHTH/ 3a HY»KAHTE Ha

YMBAJICM ,H. H. lTuporos” EAZl" - 060co6ena nosunus Ne 4 ,Cbae6Ha MeaUIHHA H
narosorus”

0
ﬂHecﬁg é’ jf r, B rp. Cobus, mexay:

1. ,YMBAJICM ,H.H. IUPOTOB" EAJl, cbc cepanviie W ajfpec Ha ynupasJieHHe: rp.
Copus 1606, 6ya. ,Torne6en” Ne 21, EHK 130345786, npeacrasassato ot [Ipod. J-p Acen
Bantos, A.M. - U3'bJIHUTEIEH JUPEKTOD, HADHYAHO 33 KPATKOCT N0-70ay "Bb3J0KUTE" ot

e/lHa CTPaHa,
H

2. ,EKOC MEJHKA” 00/, cbc cefanume W afpec Ha yrpapJjeHHe: Tp. Codus, ks,
[MaBnoBo, ya. ,lonsim Bpatan” Ne 8, Ten: 02/ 491 40 88, daxc 02/ 491 40 87, EMK 831029075,
npejcrasisaBaHo oT Enka Anexkcuesa Mnuesa - Ynpasures, AeicTBalla Ype3 MTbIHOMOLIHHKA
cu l'epraHa Hukosaesa lleiikosa, cbriacio IbaHoMouHo ¢ per. Ne 608/02.02.2017 r. Ha

Horapuyc ¢ per. N2 400,

3. .2MEJUIINHHCKA TEXHUKA HHXXEHEPHHI” OO/, cbc cepanvuie H ajpec Ha
ynpapnenue: rp. Copus, mk. 1750, x.k. Mnagocr 1, 61.285 /yn. ,JAumurbp Moanos*/, tex:
02/462 71 24, darc: 02/462 71 28, EMK 831641528, mpeAcTaBAsBaHO OT M. MOHKA
XpHcToBa I'eToBa - XpucTaHoBa - YIIpaBHTe,

4. ,b. BPAYH MEJJUKAJ/I” EOO/, cbCc cefanuiie U afpec Ha ynpaBieHHe: rp. Codusn
1592 , oyn. ,Xpucrodpop Koaym6“ Ne 64, Ten: 02/8076744 , dakc 02/9753999, EUK
175016820, npeacrasassano ot Xoper XaitHy Ulwoep - ynpasuren u MeTsp LiBeTaHOB ACeHOB -
NPOKYPHUCT,

HapuyaHH 3a kpaTkocT "IIOTEHIIHATHHA H3ITbJHUTEU" oT Apyra cTpaHa,

Ha ocHOBaHMe 4. 81, aji. 1 oT 3aKoHa 3a obulecTBeHUTe TOPBUKH (3011), Perrenue Ne PJI-26-
1028/07.06.2018r. Ha M3TbAHMTENHMA JupeKkTop Ha ,YMBAJICM H. H. Muporos” EAJl 3a
KJacHpaHe y4acTHHIMTE H onpefie/iiHe Ha H3MBAHHTENH Ha PaMKOBO CIOpa3yMeHHe C
npeAmMeT: ,/l0CTaBKAa Ha HOB XHUPYPrHYECKM MHCTPYMEHTAapHyM /MHCTpyMeHTH/ 3a
HyxauTe Ha YMBAJICM ,H. H. Iluporog” EAJl“ - O6oco6ena mosuumusa Ne 4 »Lbae6Ha
MeAHIHHA H NATO/IOTUA", Ce CK/IKYH HacTosleTo CnopasyMmeHue 3a CIefHOTO:

I. IPEAMET HA CIIOPASYMEHHETO

Yo 1. (1) Bb3JIOKUTEAAT Bb3sara, a MOTEHIUATHH U3IIBJAHUTENHN npuemar
Piaﬂ‘}iarpa}meﬂne Aa M3BDbPIIKM [OCTABKA HAa XHPYPrHYECKH WHCTPYMEHTAapHyM
éﬁ}ﬂ@i{i Hy¥auTe Ha YMBAJICM ,H.M.Iuporos” EAJL
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WYHHBEPCHTETCKA MHOTOIMPOPHIAHA EOIHHIIA 34 AKTHBHO
ACHEHHE H CHELTHA MEAHIIHA HUOHPOT OB £4q

Cons 1606, p-n_Kpacuo ceau™. Sy Toraeten” Ne 21 Ter 0249154 211 Duake/02/ 951 6268, F-mail: piogovid@pirogoy.bg
(2) Uenra Ha HAaCTOAWOTO PaMKOBO CnopasyMeHHe ce WM3pas3saBa B yCTaHOBABaHe Ha
pena, o KOHTO we 6bJaT CKI0YBaHK JOTOBOPHTE 32 ofLlecTBeHa MOPBUKA, 3a U3BbPLIBAHE Ha
AOCTaBKd Ha HOB XMPYPTUYIeCKH HHCTPYMEHTApUYM /MHCTPyMeHTH/ 3a Hy»AauTe Ha YMBAJICM
+H. H. Tluporos” EAJl, 3a cpoka Ha feficTB1e Ha CrIOpasyMeHHeTO.

(3) MpesMer Ha HaCTOAWOTO CropasyMeHHe e NIpeBapHUTENHOTO OINpeje/saHe Ha
OCHOBHHTE, O6IM YC/IOBMSI Ha JOTOBODHTE 3a BbijaraHe Ha 00LlecTBEHH NOPBLYKHM 3a
H3BBpLIBaHe Ha JlocTaBKH,

(4) JorosopuTe 3a KOHKPETHHTE, Heobxoaumu 3a BL3JIOXKUTEJIS focrasku e 6baar
CK/IIO4BAHM C/le]| OTNpaBsAHe Ha NokaHa Ao Bcuuku [IOTEHLMAJIHU U3ITBJAHUTEY - CTpaHa
0 HACTOALIOTO PAaMKOBO CIOpa3yMeHHe, NpH ycAoBuATa Ha 4. 82, an4d, T. 1 or 3011, B
CBOTBETCTBHE C ONPE/IENIEHUTE B HACTOALLOTO COPasyMeHHe 06UM 3HCKBAHHS, KOHTO e ce
KOHKPETH3MPAT C JOrOBOPHUTE 3a BB3NAaraHe Ha KOHKPETHH OGLEeCTBeHY NMOpbYKH. [lokaHaTa
ce oTmpasa 4pe3 nybaukysaHe B [Ipodusa Ha kynyBaua Ha Bb3JOMKWUTE/S H/WIH Hpes
u3npamade no nowara jo NOTEHIHAJTHUTE U3ITBJIHUTEJIU.,

(5) Bcexku KOHKpETeH XMpYpruyecKu WHCTPYMEHTAPHYM /MHCTPYMEHT/, KOJUYeCTBO U
TEXHMYECKH XapaKTEePUCTHKH, 1ie 6BAaT onpefensHH oT BBIJNOXKHUTEAS s KOHKDEeTHHUTEe
NnoKaHH. Pe’bT 1 ycioBUsiTa 32 M3BBpUIBAHE HA JOCTABKWTE, KOHKDETHUTE HM IapaMeTpH,
YCTIOBHATA M CPOK'BT 3a M3M'bJHEHHE, LeHa U Ap. Lje Ce ypex/aaT MoAPoGHO ¢ LOTOBOPHTE 3a
Bb3/laraHe Ha 061eCTBEHH MOPBYKH, CBIJIACHO OPEPTHTE HA ChOTBETHHTE U3IbIHUTEIN.

(6) CpoKbT Ha KOHKpETHHTe LOTOBOPH HsMa Aa HaZXBBPJAT KPaHHUA CPOK Ha
HACTOAUOTO CNOpasyMeHHe, OCBEH B C/y4yail Ye MMa CK/IHYEHH KOHKDETHH JIOrOBOPH :]
PaMKHMTE Ha CpOKa Ha HAaCTOALIETO CIIOPA3yMEHHE), YHETO UBIThIHEHHE He e NMPUKIIYHIIO,

(7) JMocraBkuTre wme 6bAAT Bb3NATAHH MO npeueska Ha BbB3JIOKHTE/IA, npu
HeOOXO0AMMOCT H bHHaHCcoBa 06e3neyeHoCT.

Il. HEHA H HAYHH HA IJIAIIIAHE

Yn. 2. (1) O6wara npor{HosHa CcTOMHOCT Ha /IOTOBOpUTE 3a 06UeCTBEHA MOPTLYKa,
CIJIOYEHH BB3 OCHOBA HA HACTOAWOTO PaMKOBO CHOPAasyMeHMe, 3a LieJUs Iepuog Ha
M3MBIHEHHETO My, e Ao 200 000,00 nB. (aBecra xunsau JeBa) 6e3 BKIYEH AAC
usiH 240 000,00 aB. (ABecTa M YETHPHAECET XUIAH Jaesa) ¢ Bkaoven A/C.

(2) BB3JIOXKHUTEJISIT He ce 3ab/KaBa Aa Bb3/I0KH HocTaBKy 3a AOCTHTaHe HA MBJAHHA
00€M Ha NPOTHO3HATa CTOMHOCT HA NOPBYKATA, 4 B 3aBUCHMOCT OT CBOUTE HY?IH ¥ GUHaHCOBa
o6esnevyeHoCT,

(3) LeHuTe mo AOroBOPHTE, CKAOYEHM HA OCHOBaHWe 4. 82 or 3011 Bb3 OCHOBa Ha

HAaCTOALOTO DPaMKOBO CNOpPasyMeHHe, lle Ce ONpeJesNAT Crnopej LeHoBaTa odepTa Ha

CLOTBETHHA KOHKPETHHs W3bpaH usnbeixuTen oT NOTEHLHMANHUTE U3MBJIHUTENU 3a

KOHKpETHAaTa MopbYKa Ha 6asa odepUpaHHTe EAMHUYHM LEHH 3a BCEKH XHPYPIrHYECKH

HHCTD}(M.EHET \@K/!&HCT]JYMGHT/ H CbOTBETHO ,061a CTOHHOCT", NOCOYEHM B LleHOBaTa My
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WYHHBEPCHTETCKA MHOPONPO®OHAMA BEOAHHIA 34 AKTHBHO
AEHEHHE H CHELITHA MEAHITHHA HILIHPOI OB EA4/0

Cotpst 1OD6_ pen Kpacwo ceao™, Sy Toraeden” No 21, Teor 02/ 9134 211 - Paxc702/ 951 6268, F-mail: pirogovidipirogov.bg
(4) 3annawaneTo Ha Bb3HArPaXKAEHHETO 32 KOHKPETHHSA JOr0BOP YacT OT PaMKOBOTO
CropasyMeH#e Cce H3BbPUIBA NNPH KYMYJaTHBHOTO HaJH4YHe Ha CIeAHHUTE JOKYMEHTH:

a) MOAMKCAaH OT  CTPaHMTE  INpHEMaTeJHO-TpefaBaTe/eH  TNpPOTOKOA  6e3
BB3PAKEHU /periiaMaliiy;

6) npejocTaBeHa OT KOHKpeTHHs u36paH wusnbiHuten ot [MOTEHLWAJHHUTE
U3IMMBbJIHUTEIM dakrypa 3a croTBeTHATA JocTaBKa, npueta oT Bh3JIOMKHUTEJIA,

(5) Awmxkumoro or BB3JIOKHUTENA pb3uarpaxkiende mo al. 1 3a cbOTBeTHaTa
MocraBka ce 3amialla Ha KOHKPeTHHMs M36paH u3nbiuuren ot TOTEHUMAJHUTE
A3MIMbJTHUTEJH no 6aHKOB BT B €pok A0 60 (mecTaecer) JHH, CYUTAHO OT H3II'LAHEHHETO M.

I1I. CPOK H MACTO HA U3IT'bJIHEHHUE

Y. 3 (1) CpoxbT Ha HacToALeTO PaMKOBO criopasyMenHe e 2 /ABe/ FOAUHHM, CYUTAHO
OT AaTtaTa Ha NOoAMUCBaHEeTO MY HMJIM /10 M34eplBaHe Ha IPOTHO3HATA CTOMHOCT IOCOYEeHA B /1.2
(1) Ha HaCTOSALLETO CHOPA3YMEHHE, B PAMKHTE HA TO3H CPOK.

(2) 3a MorenuuanexH usnbanuren ,EKOC MEJAHMKA” 00J: Cpok 3a poctaBxa 30
/TpuaeceT/ KaseHAapHU AHY, CYUTAHO OT jaraTa Ha MOANKUCBaHeTo My. CpPOK 3a peKnaMarus
30 /Tpuaecer/ KajeHAapHH JHH, CYHTAHO OT JlaTaTa Ha NOANHCBAHE HA CbCTABEHHS MPOTOKOJI
3a HeKa4yeCTBeHaTa/HenbiaHa JocTaBka.

(3) 3a lNoreHynanen usnbanuren ,MEJUIHHCKA TEXHUKA UHXXEHEPUHI” 00/;
Cpok 3a foctaska 20 /aBajeceTr/ xaleHAapHH [HH, CYMTAHO OT AaTaTa Ha NOANUCBAHETO My..
Cpox 3a pexnamauua 7 /cejem/ KaleHJapHW JAHM, CYUTAHO OT fAaTaTa Ha MOANHCBAHE HA
CbCTaBEHH s POTOKOJ 33 HeKa4yecTBeHaTa/HenbyiHa JlocTaBka.

(4) 3a llorennuanen usnwauuresn ,b. BPAYH MEJHUKAJ” EOO/: Cpoxk 3a foctaBka 30
/TpUAeceT/ KaNeH/JapHH JHH, CHHTAHO OT JjaTaTa Ha MOANUCBaHeTo My. CpoK 3a pexaaMalius
30 /TpuaeceT/ KaneHAapHH JHH, CYMTAHO OT JaTaTa Ha NOANKMCBaHe Ha ChCTABEHUS TPOTOKON
3a HeKadecTBeHaTa/HenbaHa JocTaBka.

(5) Pexnamauuu 1o KOJHYECTBOTO Ha OCTABEHATA CTOKA Ce MPAaBAT B CPOK /10 3 /Tpu/
[HH C/lef IO ANHCBaHe Ha NpUeMo-NpejaBaTe/eH NPOTOKOJL

(6) Pexnamayny OTHOCHO KayecTBOTO M CKPUTH AedeKTH ce NpasaT B 7 /cefem/
[IHEeBEeH CPOK OT OTKPHBAHETO WM.

(7) MAAcTOTO Ha M3N'bJHEHHE HA JIOCTABKHUTE € aZpeca Ha Bou3noxuTens.

IV.IIPABA H3AJB/IKEHHNA HA CTPAHUTE

Ya. 4. Bb3JIOKHUTEJIAT vma npago:

(1) pma wu3McKkBa OT KOHKpeTHUs H36paH wusnbaduTen or IMOTEHIUAJTHUTE
M3MMbJIHUTE/IM fa u3nbiHABa B CPOK M 0e3 OTKJIOHEHMA BCAKA efHa OT JOCTaBKUTE,
P cqsmeicﬁ" S CAOBUATA HA KOHKPeTHHA Jorosop, koHkpeTHaTa TexHUYeckaTa crnequuKanus 1

iﬂ“@ 10T odepraTa My.
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WYHUBEPCHTETCKA MHOMONPODHAHA BOAHHILA 34 AKTHBHO
AEHEHHE H CHEIIHA MEAUHUITHA HHNHPOIOBY EAJ

Cota 1606, p-n Kpacuo ceno™ dvar Toraeden” No 21 Te. 02/ 9154 211 bare /027 951 6268, E-mail: piregovipirogov.bg
(2) 42 H3BDbpDUIBA NIPOBEPKA BbB BCEKHM MOMEHT OT H3I'BJHEHHUETO Ha JocTtagka 1o
Jlorosopa, 0THOCHO Ka49eCcTBOTO, KONTHYECTBATA U TEXHUYECKHUTE napameTrpu, 6e3 Tosa Aa npeyur
Ha fedinocTtTa Ha U3ITBJIHUTEL;

(3) na 3agepku/ycBOM CBOTBETHAa YacT OT [apaHuMATa 3a H3MbJHEHHE npH
HEeH3I'b/IHEHHE OT CTpaHa Ha KOHKpeTHWst H30paH u3nbaHuTen or INOTEHIHAJIHUTE
H3ITb/IHUTE/H Ha [lorosopa u ja nojiy4u HeycToika B pasMepa, onpe/ie/leH B KOHKPETHHUS
JlOTOBOD;

(4) 4a npersiesja JocTaBeHaTa CTOKA H @ HANpPaBU pexJiaMalliy NP YCTaHOBABAaHe Ha
HeKayecTBeHa/HenbyaHa JlOCTaBKa UM TaKkasa, KOSITO He € B ChOTBETCTRUE C O6pazen Ne16.1
0T 0dpepTaTa Ha KOHKPETHHA U36paH u3mbaHUTeN 0T IOTEHUHWAJIHUTE U3 BJIHUTEIHU;

(5) Aa nonyum JlocTaBKaTa B CPOKa M MPH YCIOBUATA, AoroBopeHu mexay CTpaHuTte
OIMCaHU B 4/1.3 OT HACTOALLETO CHOPA3yMEHUE;

(6) Aa He npueMe JlocTaBKaTa M Aa OTpasM yCTAHOBEHHTE HEOCTATBIHM/JIMIICH B
npueMo-ipe/iaBaTeNiHus 6e3 Bb3paXkeHHs/peKjaMaliiy, B cay4ail ye JlocTaBkaTta He OTroBaps
Ha U3MCKBaHHUsATa 110 O6pasel Ne16.1 1 ycnioBHATA HA KOHKPETHHS JOTOBOP;

(7) pa passanu QOroBopa U OTCTPAHH CHOTBETHMSI KOHKPETEH H36PaH M3N'bAHHTEN OT
NOTEHUUA/ITHATE HU3MNBJIHHUTEAN npu HeJONyCTMMO 3aKbCHEHHE WM NpPONYCKH B
KayecTBOTO, 6e3 TOBa Aa 0CBO6 0K /jaBa NOC/IeJHHSA OT N0-HATATbLIHA OTTOBOPHOCT.

Yn.5. Bb3JIOXHUTEJAT ce sagbmxasa:

(1) pa ornpassa nokana Ao sewukd IMNOTEHIMA/IHH U3MBJAHUTEIU - crpasa no
PaMKOBOTO criopasymMeHHe, 3a BCEKH JOI0OBOP/A0CTaBKa, KOUTO NPE/CTOH 1a 6'bJe CKIIHYEeH;

(2) Aa 3anyiaT BB3/I0XKEHUTE U M3MT'bIHEHH J{OCTABKH B JOTOBOPEHHTE CPOKOBE;

(3) »ma He pasnpocTpaHsiBa NoJ KakBaTo M Jia e popMa BCAKAa Npe/joCTaBeHa My OT
KOHKpeTHO u36panus n3nbianuten oT NOTEHIHHAATHUTE HU3IMTBbJAHHUTENU undopmanms,
HMMalllad XapakTep Ha TbPrOBCKA TaHHa M U3pH4HO ynoMmenaTa oT U3IIbJIHUTE/IA kaTo TakaBa
B IpeJcTaBeHaTa 0T Hero odepra,

(4) npu gocraBsHe Ha CTOKaTa Ja # Hperseda, Aa HONbJAHH TPHEMATeNHO-
npejaBaTe/IHUTe NPOTOKO/IW U NPH YCTAHOBABAHE HA SBHH HEHOCTATBLM MM JIMICH A4 TH
0Tpasy B NPOTOKOJ1A 10 6e3 Bb3paXeHHs /pexiaMaliiy;

(5) Aa ocurypu nomeljeHy1e 3a CbXpaHEHHE CIIOPE ChOTBETHHTE H3HCKBAHMA, aKO MMa
TaKKBa, Ha JO0CTaBEHOTO KOJIMYECTBO CTOKH.

Yn. 6. Bcexr NOTEHIHUAJIEH H3IT'BJIHUTEJ umMa npaso:

(1) nma moayyd HeobxoguMarta MHGOPMauMs M CbAEHCTBHE OT CTpaHa Ha
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wYHHBEPCHTETCKA MHOMOMPOGHIRA BOTHHIA 34 AKTHBHO
HEYEHHE H CHELITHA MEAHIHTHA HHIHPOFOB” EAX

Coust 1606, p-n _Kpacno ceso™ Sy JTorachen” Ne 21 Teo: 0279154 211 ; daxe/02/ 951 6268, E-mail: prrogovi@pirogov, be
(2) Aa nosiyy yroBopeHoTO B3HArpaKAeHHe NPU YCIOBUATA U B CPOKOBETE, [I0CO4YEHH
B HacTostwMA Jorosop.

Y. 7. (1) Bcexu IOTEHHMAEH U3ITBJAHUTE/ e fnbxeH:

1. mpu nosyyasaHe Ha NMCMeEHa MOKaHa 3a NpejOCTaBsiHe HA odepTa, a NpesCTaBH B
yKasaHud  CpOK TOCO4YeH B TNOKaHaTa, [JIOKYMEHTH, CBbIJIaCHO W3WCKBAaHMUATA Ha
BBb3/IOKHUTEA.

2. ako e onpeaened 3a H3IMbJHUTEJL no koHKpeTeH JOroBOp, Aa BHECE rapaHiys 3a
M3TIb/IHEHWE Ha JI0r0BOPa, Ja CK/II0YH JOMOBOD H U3M'bIHHM Bb3/IOKEHHTE JOCTABKH ChOGPasHO
YC/IOBHATA HA JOroBopa M HACTOALETO CHNOpa3yMeHHe, KaKTO W YCTAHOBEHWUTE OT
B'b3JIOKUTEA napameTpy;

(2) H3ITBJHHUTEJAT no KOHKPETHHs JOTOBOP Ce 334 b/hKaBa:

1. na opranusnpa H3BLPIIBAHETO Ha JOCTABKUTE B CPOK, KAYECTBO, B 06XBAT Onpe/ie/ieH
C KOHKPEeTHHs A0roBOp, TeXHWYeckaTa cnenuduranua Ha BB3JIOKHUTENA, npexpcraBenaTa
odepra, BatouBama O6pazer 16.1.

2. Aa HM3BBPIIH AOCTaBKa B ONpefle/IEeHHUTE B 413 oT HacToAleTo CcIopa3yMeHHe
CPOKOBE;

3. Aa M3BBPIIM 3aMsHA HA XMPYPrUYECKHMs MHCTPYMEHTApHYM /MHCTPYMEHT/ B CPOK
ompejienieH B 4.3 0T HACTORLIETO CIIOpa3yMeHHe, B C/IYUaHTe Ha peKJaMalus

4. fa 3aMEHH 32 CBOSl CMETKa XMPYPrHYeCKHA WHCTPYMEHTapHyM /HHCTPYMEHT/, 3a
KOHTO € yCTaHOBEHO HEChOTBETCTBHE H/UIH AeDeKT H/W/IH Hel'b/IHA H/W/IY HeCLOTRETCTRBALLA
Ha u3ucKkBaHuATa Ha Bb3JI0KUTEIA

5. Aa ceXpaHsBa M TpaHcrnoptupa JlocTaBKaTa A0 MSCTOTO HAa H3M'bJIHEHHe MpH
criagBaHe Ha MOCOYEHHA OT NPOM3BOAMTENA TeMNepaTypeH PeXHM W JAPYrH yC/AOBHA 3a
CbXPaHEHHE;

6. Aa He M3M0JI3Ba MM pasnpocTpansasa uudopmanra 3a Bb3JIOKHUTENSA, cranana my
M3BECTHA MPH U3M'bJHEHHE Ha 33 b/IKEHHATA MY 110 HACTOAIINA KOHKPETHHTE LOTOBODH.

Yn. 8. KonukpetHo u3bpanusa vanwauuTten or NOTEHIIHAJIHUTE U3NIL/IAHUTEH ce
3a/ib/DKaBa Jga NpOoAbLJKH H3ITb/JIHEHHMETO HA KOHKpeTHHTe JoCTaBKH M B c/yuail Ha 3abaBAHe
Ha namane oT crpada Ha Bb3JIOKHTE/IA nopasy 06eKTHBHH IPUYKHHH,

V. TAPAHIINA 3A U3NTBJIHEHHUE

Yn.9. (1) lpu ckaroYBaHe HAa BCEKH KOHKPETEH AOTOBOP 3a 06LIeCTBEHA NOpPbYKa, BhB
Bpb3Ka ¢ HacToAweTo cnopasyMenue, U3MMB/JIHHUTENAT npeacrasa Mapauuus 3a u3nbjaHeHHe
Ha JloroBopa (,[apaniusa 3a M3an'bAHeHHe") npejacTasaaBalit 2 % (4Ba NpoleHT) OT HeroraTta
obma croiHocT, Ges JAC. TapaHLMsATA 33 M3MBJAHEHWE C€ MPEJACTaBA B €lHa OT CAeZHUTE

QOpMH:.
- 1 o e
o ‘(\ y / j:o S
AL b @ @)‘(&ﬁ!—la cyMa, BHeceHa 1o nocoyeHa oT B'b3/T0OMUTE/IA 6ankoBa cMeTKa;
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EnRDD :
== ﬁfﬁg WYHUBEPCHTETCKA MHOUOINPODHIHA BOAHHIA 34 AKTHBHO
AEHYEHHE W CITELNHA MEAHLITH A HHIHPOIOB” A

Coturs 1606, p-n Kpacuo ceno”. Gy, Toraeden” No 21, Terr 02/9154 211 & dake /027 651 6768, E-mail: pirogov@pirogov.hg
6) 6e3ycnoBHa HeOTMeHsIeMa 6AHKOBA rapaHLMs; HIH

B) 3aCTpax0BKa, KOATO 0Ge3NeyaBa W3MbAHEHUETO Ype3 MOKPUTHE Ha OTTOBOPHOCTTA
Ha U3ITB/THUTE/IA.

(2) TapaHuMATa 3a M3MBJHEHHe C/e/Ba a € ChC CPOK Ha BAaTHAHOCT OT JaTraTa Ha
NOANKMCBaHE Ha KOHKPETHHMA HOTOBOp, HaW-manko 30 /rpuaeceT/ AHW ciies M3THYaHETO Ha
CpOKa 1o 4J1. 3.

VL. [TIPOBEXK/JAHE HA KOHKYPEHTHA ITPOLIE/[YPA

Y. 10. (1) 3a ck/104BaHETO Ha BCEKH [0C/Ae/[Bal] KOHKPeTeH AOroBOp 3a Bh3JlaraHe Ha
obuwecrsena nopbuka, Bb3JIOXKHUTENAT oTkprBa KOHKYpeHTHa npoueaypa, NpM yCc/JoBHATA
Ha 4. 82, an. 4 ot 3011, kaTo:

1. OrnpaBs nucMena nokana o IOTEHUHWAJTHUTE U3ITbJIHUTE/IM no PaMKOBOTO
CnopasyMeHHMe, 3a BCAKA J0OCTABKa HA HOB XMPYPrUYECKH MHCTPYMEHTApHYM /HHCTPYMeHTH/
3a Hyx/auTe Ha YMBAJICM ,H. W. [luporos” EAL";

2. Onpefena NOAXOAAW CPOK 3a IpejcTassHe Ha odepTa. CPOKBT e 6bJe He no-
kparbk 0T 10 KaneHAapHY AHK, CcbriacHo 4178 ot [1N13011;

3. B mucMeHMTe nokKaHM 3a npeAcTassiHe Ha odepra, BB3NOKUTEJIAT onpepess
KOHKpEeTHaTa [OCTaBKa - TEeXHWYECKH XapaKTepHUCTHKH, BHJ M KOJHMYECTBO, KOMTO ca
saabmxuTeHy 3a NOTEHUHANHUTE M3ITBJAHHUTE/IH, kato Te Tps6Ba ga ce cboBpasaT
HaI'bJIHO C THX;

4. Benuxky NOTEHUHAJTHUTE M3NBJAHUTEIM ca anbkHA B onpejeneHus B
KOHKpETHATa [0KaHa CPOK /la Npe/CTaBAT 0depTa 3a U3MbJHEHHEe HAa KOHKPETHATa [JOCTaBKa,
CBIVIACHO CHOTBETHUTE 06PA3UHM NPHIIOKHUMH KbM JJOKYMEHTALMATA 32 YYaCTHE KAKTO C/e/Ba:

4.1.06pasey N°10 Onuc Ha JOKYMEHTHTE, ChABLPKALIH Ce B odepraTa

4.2.06pasen, No1l Craupapred o6paseln 3a egUHHHSA €BPONEeHCKH [JOKYMEHT 3a
of6wmecTeenu nopbykd (EEJOM)

4.3.06paszen N°12 no 4. 3, T. 8 ¥ 4. 4 oT 3aKOHA 33 HKOHOMHYECKHUTE U buHaHCOBHTE
OTHOWEHHWA C Jpy>ecTBaTa, PerdcTpUpaHu B HPHCAHMKLUM ¢ npedepeHiManeH
AaHBYUEH PEXHM, CBBP3aHUTE C TAX JULA H TEXHUTE JeHCTBUTE/IHH COGCTBEHHIH
/3UDPOAPHONAPCTAC/

4.4.06pasely N213 O¢epTa
4.5.06pasen Nel4 Jlexnapanus 3a chrylacHe ¢ Kjay3uTe Ha NPH/IOMXKEHHA TIPOEKT Ha
JIOTOBOP 33 M3MI'BJIHEHHE Ha KOHKPETHA JOCTaBKa

4.6.06pasen Ne15 [lexnapalms 3a CpOKa Ha Ba/lMAHOCTTA Ha odeprarTa

4.7.3aBepeHO OT y4aCTHHKA KOTME Ha YAOCTOBEpABaHE Ha OTOPH3ALMATA My OT
_ . TPOM3BOAMTENA HAa MEJHIHHCKHTE HM3JeJMA HAM  OT  YI'bJHOMOLIEHHA
. f@ggCTaBHTen no cMucbaa Ha 4. 10, an. 2 ot 3MHW pa ro mpepcrasasBa u fa

//,.‘\ \(\ e 45
/ \l‘: e *’A'xjg\@ﬁ?ra NPOM3BEXK/JAHUTE OT HEFO MEAMIMHCKY H3/e/ NS,
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4.8.[leknapanys B CBOGOJEH TEKCT 3a HaHeceHa “CE"  MapkMpoBKa BBPXY
MEAMUHHCKOTO M3/eJIHe, B ChOTBETCTBHE C H3HCKBAHMATA Ha 9L 8 Myt 15 o1 3MMU.
B cnyyqal, 4e 3a KOHKDETHOTO M3fefMe He ce M3UCKBA N0 33KOH/AMpEeKTHBa
cepTudnxat 3a ,CE” mapka u/uam AeK/Iapanus 3a CbOTBETCTBHE C HaHeceHa ,CE”
MAapKHPOBKA, y4acTHHKBT NpHAara KbM JOKYMEHTHTE Aeknapauus B csoGofen
TEKCT 33 TOBa Y€ He ce M3UCKBa.

4.9.KaTano3u, npocnexTw, 6pomwypw, AEKIApALHH 3a CBOTBETCTBHE HAM APYT BHA
AOKYMEHT, OT CBABDKAHHETO, HAa KOWTO Ja ca BHAHU TEXHHYECKHTe
XapaKTePHCTUKH Ha  odepupaHus  XMPYprUueckus MHCTDYMeHTapuyMm
/MHCTpYMeHT/

4.10. 06pazer Ne16 Ilenoro npeanoxeHue

4.11.  Obpasen N°16.1 KonuyectseHo cTodHoCTHA CMeTKa

5. BB3JIOXKHUTEJAT Hazuauapa KOMHMCHA, KOATO pasrylexja M KJacupa NoJy4eHUTe
odepTH, KaTO ¢ KJacHpaHHsA Ha epeo MAcTo MMOTEHLUHAJIEH U3MMBJAHUTEN ce ckiiousa
AOToBOp chriacHo 41.112 ot 3071.

6. KpuTepusT 3a oueHKa, BbB3 OCHOB3, Ha KOHTO Ile 6bAe ONpesessiHU
U3IIBJIHUTEJIMTE 3a scsaxa KOHKpETHA 10CTaBKa € Bb3 OCHOBA Ha KPUTePHH 3a Bb3jlaraue
«HaH-HMCKa HeHa» no 4. 70, an. 2, T. 1 ot 3001, B C/ly4aH ye KOMIIEKCHUTE OLeHKH Ha JIBE HIH
noseye 0QepTH ca PaBHM, Ce NPHIaraT paznopeatuTe Ha 4/1.58, an.3 ot [1[1301] - HpeOui,

(2) U3mbHEHHETO Ha JOCTABKUTE OT NpeAMeTa Ha NopBUKaTa Ce U3BBPINBAT ChIVIACHO
npexcrasedHaTta ot MOTEHIHAJHUAT WUINBAHUTEL odepra, Ha 6aza U3UCKBaHUATA
MOCOYEHH B HHOKaHaTa Ha BB3JIOKHUTE/IA, kakTO U CbraacHo ycnosuaTa Ha PaMkoroTo
CriopasyMeHHe H BCEKH OT/eJsIeH JOroBop.

(3) Cpoksr 3a jocTaBka u CPOKBT 33 peKsaMalus ca onpefeneHd 8 4ia. 3 oT
Hacrosuero CnopasymMeHMe, 3a KOHKPETHO M36paHUs H3MBLIHWTEN OT NOTEHUHUAJTHUTE
H3MIbJAHUTEJIH

VII, HEIIPEJBUJAEHU OBCTOATE/JACTBA

Yn. 11. (1) Crpanute no CropasyMeHHeTo He Jb/KaT obesleTente 3a NpeTbpHeHH
BpeaM U 3ary6u, B cay4al e nociegHuTe ca NPUIHHEHH OT HENPeoJo/iMMa CHa N0 CMHChA
Ha 4. 306 oT TBProBeKUs 3aKOH.

(2) B cnykait 4e Crpanara, koato e CIEABANIO Ma HM3MBJIHH CBOE 33JB/DKEHHE 1o
Crniopasymenuero, e 6usia B 336aBa KbM MOMEHTA Ha HacTblBaHe HAa HENPeoJoNIuMaTa c1iia, Td
He MOKe fla Ce 1030Baga Ha Helpeogo/MMa CHla.

(3) Crpanara, 3acernara oT HenpeogosuMa cuia, e A/N'bKHA [la npeinpueMe BCHYKH
AGHCTBHS C IPHXKATa Ha JOBPHS ThProBew, 3a Aa HaMasIH A0 MUHHMYM NOHECEHHTe BPeAH M
3ary6H, KaKTO U /1a YBeIOMHU MUCMEHO /pyraTa CTpaHa B TPH/HEBEH CPOK OT HACTBNBAHETO Ha

_He 'éf@fgoqmma’ra cuna. [Ipy HeyBejjOMsABaHe ce Ab/KH 06e3ueTeH e 3a HaCTBIIMJIMTE OT TOBA
N AR S NN
" g e R Y
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(4) JokaTto Tpae HenpeojoJMMaTa CHMJa, M3MBJHEHHETO Ha 3aJ’bJKEeHUATa M Ha
CBbP3aHMUTE C TAX HACPLHH 33 Ib/KEHHA Ce CIIMpa.

VIIL [IPEKPATAIBAHE HA JIOTOBOPA
Y. 12. (1) PamkoBOTO criopasymMeHHe ce IPeKpaTsBa B CAeJHUTE Cayqau:
1. c M3THYaHe Ha CPOKA Ha PAMKOBOTO CIIOpa3yMeHHe
2. C JOCTHraHe Ha NpejBUAEHATA B 4. 2, an.l oT HacTOsWEeTo CIopasyMeHue CTOMHOCT;
3. mo B3aMMHO cbraacke Mexay CTpaHWTe, H3pa3eHOo B MHCMeHa dopma;
4. 0T Bb3/103KUTEA NPH yCn0BUATA Ha 4. 118 oT 3akoHa 3a 061iecTBeHUTe NOPBYUKH.

5. B cayyadt ve IOTEHITHATHUAT U3IMBJIHUTEJ no kaksaTo u ja e MPHYKHA Gbie
JIMILIEH OT NMPaBo Ja yNpaXKHABa JeHHOCTTa CH

6. NpH BMHOBHO HEM3MbjiHeHHe Ha PaMKOBOTO criopasyMeHHe oT NMOTEHIHUANHHUA
H3II'BJIHUTE

7. TIpY CMCTEMHO HEM3NbJHEHHE HA 3aJb/KeHUATA HA €4HA OT cTpaHuTe - ¢ 10
/AeceT/ AHEBHO MHCMEHO NpeAM3BECTHE OT M3NpaBHATa [0 HeM3npaBHaTa cTpaHa. [lpu
OChIECTBABAHE Ha Ta3W XMIIOTE33, CNOpasyMeHHeTO Ce TMpEeKpaTaBa caMo C TO3W
MNOTEHUHUAJIEH U3IMbJIHUTEJ], urieTro BUHOBHO MOBeJleHHE € [JOBEIO Jl10 HEOBXOAMMOCT OT
NpeKpaTsABaHe Ha NPAaBOOTHOUIEHHETO MM CIPAMO, KOHTO € HaWle TAaKoBa NOBeJEHHE OT
ctpaHa Ha Bb3/IOHTEJIA.

8. NpH CUCTEMHO HEM3N'b/HEHHe /NOBeye OT ABa C/y4as/Ha CKAKYeHM JJOTOBOPH OT
MOTEHIHAJIHHUA U3MTBJIHUTEN

[X. Bb3AMOXHOCTH 3A H3MEHEHME HA JIOTOBOPA

Ya. 13. (1) TpeABUAeHHTE BBH3MOXKHOCTH 33 W3MeHEHHe Ha HACcTOoANMA JOroBOD,
¢bhraacHo 4. 116, an.1, 1. 1, 7.3, 7.5 o1 3011, ca cnegHuTe:

1. [lpu nunca Ha HOBO PaMKOBO CIOPa3yMEHHE ChC ChUMA IPEIMET, CKAI0YeH M0 peza Ha
30I1, cnopasymeHHeTO NMpPOAb/IKABa CBOETO AelcTBME [0 CKIKYBAHETO HAa HOBO PaMKOBO
CropasyMeHHe, HO He ToBeHe OT 6 MeCelia M He HaJBHIUaBalKH CTOHHOCTTA 110 1.2, anl ot
HacTOAILeTO CopazyMeHue;

(2) HacTosimusaT JOroBop Moxe A2 6bjie TPOMEHSIH U B APYTH CJIy4aH, HO CaMQ 10 pejia H
OCHOBaHHUATA Ha 4J1. 116 0T 3ak0Ha 32 051eCTBEHHUTE NOPBYKH.

X. 3AK/TOYUTEJIHH PA3IIOPEJABH

Yn. 14. (1) BcuukM cbOGWEHMS, TPEAH3BECTHS M HapeXAaHus, CBBP3aHU C
H3'BJHEHMETO Ha ToBa PamkoBo  cnopasymenue Mexay BB3IJIOKUTEAA u
q;r 'HE-I{IAJIHHTE HU3ITb/IHUTEJIU ca BanHAHM, KOTATO Ca U3NPATEHH 110 TIOLATA C obpaTHa
TN
Pt LT NON
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ALHEHHE B CHEIMNHEA MEARIHHA HAHLIHPOI'OB” EAY

pasnucka, no $akc, eNeKTPOHHA Tolja MM MpeAafleHH 4Ype3 Kypuep cpeuly MOANHC Ha
npyeMallaTa cTpaHa W /ulH ITHCMEeHO NOTBbpKAaBaHe,

(2) 3a gaTaTa Ha CLOBIEHHETO Ce CMATA:
1. partara Ha MpeflaBaHEeTO - IPY NPeJaBaHe Ha PbKa Ha ChOBIIEHHETO;
2. faTaTa Ha IpMEMaHEeTo - IPH H3TNpallaHe no Gpakc;

3. paTaTa Ha NOTBBPKAABAHETO 3a MNOCT'LIBAHETO B €/E€KTPOHHATA MOI@ - NpH
HM3npalniaHe 1o UMen .

4. JaTa Ha JocTaBKa - IPH Kypuep

(3) 3a Banuanu agpecH 3a NMpHeMaHe Ha ChOBLEHMS, CBHLP3aHU C U3IM'bJHEHHETO Ha
[I0OTOBOpA U NPeJaBaHe Ha JJOKYMEeHTH, Cé CMATAT!

1. 3a Bb3/10XKUTENAA:
rp. Codusn - 6yn. ,Torneben” No21, resn.: 02/9154507, 02/9154433

e-mail: op@pirogov.bg
2. 3a NOTEHLHAJTHUTE U3ITbJIHUTEH:

e ,EKOC MEJHUKA" 00[,
agpec: rp. Codwus, kB. [TaBaoso, yn. ,lonam Bpatan” Ne 8
tesnedon 02/ 491 40 88, daxc 02/ 491 40 87
e-mail: ecosmedica@ecosmedica.com
e ,MEJUIHHCKA TEXHUKA HHXXEHEPHUHI” 00/],
azgpec: rp. Codus, k. 1750, .k Mnagocr 1, 61.28F /ya. , JumMuTsp Monnos*/
Ten. 02/462 71 24, paxc: 02/462 71 28,
e-mail: info@mte-bg.com u/mnu tender@mte-bg.com
e 5. BPAYH MEJHUKAN” EOOJ,
azgpec: rp. Codusa 1592, 6ya. Xpucrodop Koymé Ne 64, crpaga A2, opuc 111
Ten. 02/8076744, daxc. 02/9753999,
e-mail: desislava.elenkovska@bbraun.com

Ya. 15. (1) Hurto eaHa oT cTpaHUTe HAMa NpPaBO [Ja [pPeXBbp/AsA MpaBaTa H
3a/Ib/DKEHHATA, IPOM3TUYALLH OT TO3H JOTOBOP, Ha TPETA CTPaHa, OCBEH B CJIy4auTe, N0COUYEHH
B 3011

(2) B cnyya#t Ha npeoGpasyBaHe, BAHBaHe WM ciuBaHe Ha B'B3JIOMKHUTEAA uiu
[IOTEHUUA/THAUTE W3I'b/JHHUTEJIH, ropuiudeckure JHLA, TeXHW NpPaBONPUEMHHLHM, Ca
0BBBP3AHH ChC 33/IB/DKEHHATA 110 TO3M AOTOBOP IPH Cria3BaHe H3MCcKBaHuATa Ha 3011

Yn. 16. Benuxy criopose no To3u Jorosop e ce YpexaaT upe3 NPeroBOpH Mexiy
CTpaHHTe, a IPH HENOCTUTAHEe Ha ChIJACHe — lle Cé OTHACSAT 3a pellaBaHe OT KOMIIETEHTHHA
.rg\(6mrﬂca Bwarapusi.
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Un, 17,

3a BCMYKM HeypefeHH B ToBa PaMKOBO cropasyMeHHe BBIDPOCH Ce NpUaraT

pasnopeibMTe Ha AEHCTBAILOTO O'BATAPCKO 3aKOHO4ATEICTRO.

Y. 18. HepaszgenHa 4acT oT HacTostiuA JoroBop ca:

1.

4,

O6pazery Ne6 |, Texnuvecko npegnoxenune” na I[NOTEHIWAJITHHUAT
H3NMBJIHHUTEN ,EKOC MEJAHUKA” 00/[ - O6ocobena no3unus Ne 4

O6pazery Ne6  ,Texuudecko npepnoxeHue” Ha I[OTEHUHUAJTHHUAT
U3N'BAHHUTEN MEJHIUHCKA TEXHUKA HHXEHEPHHI™ O0J] - O6oco6ena
no3uims Ne 4

O6pazey Ne6 | Texnnuecko npepaoxenve” Ha [NOTEHIIHAJTHUHAT
HU3NbJHUTEN ,B. BPAYH MEAUKAJT" EQO/J] - OGocoGena nosunus Ne 4

Texuuveckara creyuduranus Ha Bb3JTOKHUTEIA.

JloroBOp ce CKJIYH B YeTHPH eAH006pa3Hu ek3eMaapa — earnH 3a BB3/I0KHUTEA u

€qHH 32 BCEKH

ﬂOTEHHMMEH/ﬁB[I'bJIHHTEJI.

Bb3/I0KUTE
yn. 2 orv 337100 g8 BpbB3IKa
cun. 45, an.S5 aor 3011
Mlpod. J-p. Ace
e e £ SR S e G
ManbiaHuTe/ eH AUPeKTop 7/ EAka Anexkcuena Y i

un. 2 ot 33711 BbB Bpb3KAa

&

]

un

cun.4>, an.5> ot 30I1

. 2 oT1 323/1[1 8bB Bpb3Ka

cun.45, an.> o1 300
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OBPA3EI] Ne 6

TEXHHUYECKO NPEAJ/JIOXKEHHUE
3A

y49acTHE B OTKPHTA Npolledypa 3a CKIK0YBaHe Ha PaMKOBO CriopasyMeHHe 110 pesa Ha
3aKOHA 33 061IeCTBEHUTE NOPBYKH, C npenmert: “locTaBKa Ha HOB XUDPYPIrUYecKH
HHCTPYMEHTapHYM /MHCTPYMEHTH/ 3a HyK/uTe Ha YMEAJICM »H. K. lluporos” EAJT“
' ‘ O6oco6ena nosumus Ne 4 ‘

0T EKOC Meguka 00/]
/HaumeHoearue Ha yuacmHuka no codebHa peaucmpayus/

EHMK 831029075, npezacraBasiBano oT Ejika AnexcueBa Mnuesa

YBaXkaeMu Jjamu H rocropa,

Cnex KaTo ce 3amo3HaXMe C M3UCKBAHHMATA HA Bbanoxurens 3a usnbanenue ua
06 1{eCTBEHA TOPBYKA - OTKPHUTA poLeAypa 3a CKI04BaHe Ha PaMKoBO criopasymenue no
péAa Ha 3aKOHa 3a OOIUECTBEHHTE MOPBYKH, C npeaMeT: “JlocTaBKa Ha HOB
XHPYPrUieCKH HHCTPYMEHTapuyM /HHCTPpyMeHTH/ 3a HyxauTe Ha YMBAJICM ,H. H.
IInporor” EAJ“ O6oco6GeHa nosunmusa N2 4 npeanarame na M3IbIHUM NopbYKaTa, B
CBOTBETCTBHE C OJ06PEHUTE TEXHHYECKH CHelHbUKAIUA 1 YCI0BHsTa U M3HCKBAHUATA Ha
Bb31oxuTeNs, ChABPKALLY Ce B JOKYMeHTaNUsATA 32 y4acTHe, KaKTo CIeBa;

IloTBBpPX/aBaMe, Ye CMe 3aM03HATH C TeXHUYECKUTE HM3HCKBaHHA Ha Bou3nowxurens
oT Pazzien "Texuuyecka cnenudukanus” u B Cly4ay, 4e 6pAeM M36paHH 3a H3I'BJHHTEN,
Hi¢ M3I'BJIHUM [JI0OCTAaBKHTE, BB3JIaldaHH B HM3M'bJHEHHE Ha PaMKOBMTE CIOpasyMeHHs, B
CBOTBETCTBHE C T€3H H3HUCKBAHHA.

Hamero npenjaoXeHue e, KakTo ciaeaBa.

1. Cpoxk 3a pocraBka / CA/ me 6bae B pamkuTe Ha 30 /Tpugecer/ ¢ nymu/ KaJleHJapHu

ZUHH.
3abenedxcka: lpedaoxcam cpok Ha docmaska He Moxce dq e n0-20/15.M 0M ONUCAHUS 6 pasden

» TexHuvecka cneyugukayus” za ceomeemuama nosuyus.
I

2. Cpok 3a pegxkaaManus /CP/ me 6bae B pamkuTe Ha 30 /Tpugecer/ ¢ aymu/ KaJIeHJapHH
£N%
JHH. N




3abenexcka: [Ipedaoxcam cpok Ha docmaska He Moice da e no-2049M OM ONUCAHUS & pasdes
» TexHu4ecka cneyugukayus” 3a comeemHama no3uyusl.

3. C’br/1acHH CMe C onpefiesieH!s OT Bb3/10XKUTeNA CPOK H HAYMH Ha IJIallaHe.

4. KoHTpo./1 Ha Ka4ecTBO
4.1. YnpaKkHsiBaHe Ha BbTPEeIIHOPHPMEH KOHTPOJI Ha Ka4eCTBOTO:

®upma EKOC Menuka e cepruduumpana no ISO 9001:2000 ot HavanoTo Ha 2007 T.
ot Bureau Veritas Certifications u e peceptuduuupana ot Certification International mo ISO
9001:2008 v or PUHA bbirapus no 1SO 9001:2015 or centemspu 2017 r. BHegpeHaTa u
NoAAbpHaHa B JPYKECTBOTO CHCTEMA 3a yIpaB/eHHe Ha Ka4yeCTBOTO Ce e JoKasaa KaTo
npenHsHo paboTela, KOETO € MOTBLPAEHO 110 BpeMe Ha OAMTHTE OT cepTHbULMpPaHH
OJIUTOPH OT CHOTBETHHUTE KOMIIaHHH.

QyHKIMOHMPAHETO Ha NPOLECHTE B JPYXECTBOTO € pasnucaHo B HapbyHuk mo
KadecTBoTo (Bepcusa 7/18.09.2017), B IlpouneaypuTe M0 KayecTBo M paboTHUTE
MHCTPYKIHKHK. [Ipu onpejie/isHe KOHTEKCTAa Ha OPraHM3alMATa Ca B3eTH HpEABHJ
BBHIIHUAT KOHTEKCT - NasapHa KOHIOHKTYPa, TEXHOJIOTHYHH NPOMEHH, HKOHOMUYECKH
YC/IOBHS], 33KOHOJATEJICTBO U 06LIECTBEHA [IeHHOCTHA CHCTEMa, M BbTPELIHUAT KOHTEKCT
- pecypcH, KOMINETEeHTHOCT Ha MepcoHala, MOTHBaIMsA U OpraHU3alMoHHa cpega, AcHO ca
onpejeneHH 3aHHTEPECOBAHUTE CTPAHH — Ha M'bPBO MACTO KJAHMEHTUTE 3a [IOCTHraHe Ha
II'bJIHA Y/I0BJIETBOPEHOCT Ha TEXHHUTE H3UCKBAHH 110 OTHOIIEHHE KaYeCTBO, CPOK H 1|eHa;
BBHIIHKTE JOCTaBYMLHM; NAPTHbOPHTE; AbPXKABHUTE HHCTHTYLHH H KOHTPOJIHH OpraHH;
0BIIeCTBOTO H IIepCOoHAaJIA. ‘

B HapbyHHKa 10 Ka4eCTBO 32 BCEKHU NIPOIIEC Ca ONpejeeHH Heo6X04HMHUTe BXOAHH
H OYaKBaHHUTe H3XOJHH eJIeMEHTH, KPDHTEePHHTEe H MeToAMTe  (BKJIOYUTENHO 3a
HabI0/leHHe, H3MepBaHe M CBDBP3AaHHTE C TAX MHAHKAaTOPH 3a PpesyJATaTHOCT),
HEeOo6X0JMMH 32 OCHrypsBaHe HAa eQUKACHOTO QYHKUHOHHMpaHe M YNpaBJIeHHe Ha Te3u
MPOLECH, OTTOBOPHOCTHTE H NIPaBOMOLIHATA.

Ha dupmenus ca#iT - ecosmedica.com e 06sBeHa MOJMTHKATA [0 KaYecTRo, ChAbp:xala
KOHKDETHO H3MEPHUMHUTE 1{eJIH, KbM KOHTO /IPY’KECTBOTO Ce CTPEMH.
3a moCTHraHe H3N'b/HEHHETO HA H3HCKBAHMATA HA KIHEHTHTE Ca U3BBbPIIEHH CJeHUTE
JAeAHOCTH:
- OmnpegeJsieHH ca POJIUTE, OTTOBOPHOCTUTE U NPaBOMOIIHATA
- IlraHupaHu ca IeHCTBHUA 3a OBJIaJIBaHe Ha PHCKOBETE H Bb3MOXKHOCTHTE
- OmpefeneHn ca TOJUIUHH LEJM 110 Ka4eCTBOTO M Ca MJIAHHMPAHH HeHHOCTHTE 32
TAXHOTO MTOCTUIaHe
- IlpeaBHeHH ca JIaHUPaHE U KOHTPOJI B'bPXY U3MEHEeHUsITa
- OcurypeHu ca HeobOXOQMMHTE peCypcH 3a OCBLIECTBABAHE HAa [eAMTE 0
KauecTBOTO - YOBEIIKH, WHOPACTPYKTYpHH, 3a06HMKa/sla cpeja, cpeAcTBa 3a
Hab/0JeHHe U U3MepPBaHe, 3HaHHS U OIHUT.

[Ipouec Ha sakynyeane B EKOC Meauka - ¢upmaTa paboTu € yTBBLPAEHH 6GH3Hec-
NapTHHOPH — AOCTaBYHIY, C KOMTO € B ABJArOTOAWIIHU TBPTOBCKH OTHOWeHHs. [Ipesu
cTapTHpaHe Ha B3aHMOOTHOMIEHHS C AOCTABYHK Ha MeJMLHMHCKH M3JE/HUA Ce U3BBPLIBA -




OLEHKa I10 4 KDUTEPHS, Ha BCEKH OT KOWTO ca NIPHCBOEHH OlIpe/ie/IeH 6poit TOYKHY - BH/J Ha
NPOAYKTHTE KaTO N0Jie HA NPHIIOXKeHue, NpeJilaraHu yC/lI0BUA 3a BHOC U TBPTOBHA C
NPOAYKTHTE, CEPTHOHKAT 3a KAaYeCTBO Ha KOHCYMaTHBHTE M allapaTypaTa, HagexIHOCT Ha

dopMupa muEMManen 6poit TouKH M ako Toit He 6b2ie JOCTHTHAT, He ce HPHCT'BIOBA KbM
CK/IIOYBaHe Ha [OroBOp 3a JOCTAaBKa. AOCTaBYUKDBT, YHuTO NPOAYKTH odepupame B
HacToswara npoueaypa - Rolan Instruments GmbH, I'epmanus, e YTBBP/IEH H OleHeH

HBAEHHH}CpOKOBETGSaAOCTaBKaI{CpOH&BHpEKﬂaMauHH.

Ilponec IlpoBepka npu npuemane g EKOC Menuxka - OTroBopHOTO MTBMHOCTHO JHLe U
MOJI cknag usebpisaT NOAPOBHHA Nperes Ha NPUCTHTAIHTE CTOKM H ChI'LTCTBALIATA
ACKyMeHTauus. [IpuemaHe u sanpuxoxapane na MEAMIMHCKH H3/le/IMA Ce H3BBPIUBA Bb3
OCHOBA Ha BBHHIEH OIJIe], Ha CTOKHTE - OTaKOBKa, MapKHDOBKa; NpoBepka Ha
CBI'BTCTBAINATA  NpaTKaTa JOKYMEHTauHg - pakTypa, TPaHCNODPTEH JOKYMEHT,
CepTHPHKAT 3a KadeCTso, CePTHOHKAT 3a O0CBOGOXKAaBaHe Ha nmaptvgara  or
TPOHSEOANTE/Is1, HOMEp Ha aHaMMTHYHHA [POTOKOI, KOJIHYECTBO CNPSIMO MOCOYEHOTO B
AOKYMEHTHTE H COPAMO 3asgBKaTa KbM AOCTAaBIMKA; CpaBHSBaHE Ha JaHHUTE o
KO/TH4eCTBO U Ka1ecTBo, BKL LOT Ne u 6poii oT Besika lnapTupa. llonyyenure u IIPOBepeHH

ITPOHU3BOJHUTEJIA,

IIponec BrBexaane Ha manHuTe B CKJ1anoeaTa mporpama B EKOC Menuxa - PenosuuTe
TIPOAYKTH Ce 3aBeXJaT B CKJaZ0BaTa fporpaMa u ce MOApexAaT Mo BUAOBe U MapTHAH B
CKNajioBeTe. USTer/iisHeTo Ha CTOKH OT CKafioBeTe CTaBa 0 HAYMH, 110 KOiTo II'bPBO ce
H3TETIAT CTOKUTE C HaH-KPaTbK, HO 40CTaThueH CIpAMO M3UCKBAHETO HA KIHEHTa, CpOK
Ha rogHocT. [BUKeHHeTo Ha NPOAYKTUTE OT CK/IaJlOBETE KBM KAMEHTA ce 0TpassBa B

obesnevyaBaHe CHTYPHOCTTA Ha CKJ1afloBaTa IporpaMa cbXpaHeHUeTo Ha MHQOpMaIusTa e

H3HECEeHO B JielTa LERTDD, AOCTBI'BT 0 Hes e MOCPefCTBOM usrpageHa VPN Bpwn3ka,
-

3aliMTHA C napoau. JdmiinuTento 34 CHTYPHOCTTa Ha MHbOpManusaTa B APYKECTBOTO-€ .




BHeZpeHa W noaabpxkaHa CucTeMa 3a HHQOpMALHOHHA curypHocT B ChOTBeTCTEHe C [SO
27001:72013.

[Iponec Ha chxpaHenne B EKOC Mesnnka — ¢upmMaTa pasnosiara cbCc cO6CTBeHA CKI30Ba
6asa c mtoiy, 240 kB. M. c afpec: Codusa 1836, xk “Jlescku - [, 6yi1. »BnaguMup Bazos” Ne
65. IlomemenuaTa ca NPOEKTHPaHM KM MPHCIOCO6EHHW C Len JAa Ce rapaHTHpa
NOAABPKAHETO HA HYXHUTE YCIAOBHS 33 CbXpaHEHHe Ha JIEKAPCTBEHH NPOAYKTH H
MeAHLHMHCKM M3/eHs. Te3u NMOMelleHHs ca MOAXOAANmOo 06e30maceHH, KOHCTPYKTHBHO
cTabHJHH H C [OCTaThb4YeH KamaluTeT, 3a Ja I03BOJIABAT 6e30IacCHO CbXpaHeHHe U
GopaBeHe C JIEKAaDCTBEHH NIPOJIYKTH M MESULMHCKH u3fenud. Ha MecraTa 3a chxpaHenue e
OCHTYpEeHO NOAXOAAIN0 M AOCTAaTbYHO OCBETJIEHHE C OrJieJl Ha TOYHOTO M 6e30macHo
M3BBPIIBaHe Ha BCHYKHU CK/IAJ0BH ONepanuu.

B momeljeHHATa 3a MpHEeMaHe H eKCIIeJHIHS ca B3eTH He0GX0UMHTE MEPKH 3a OTna3BaHe
Ha MpOAYKTHTE OT MpeobnafaBallluTe KAMMaTHYHHM ycioBHus. OcurypeHo e pasjensHe
Me/Jy 30HHTE 3a IpHeMaHe H eKCIeJHLHUA M 30HWTE 3a CbXpPaHeHHe Ha JIeKapCTBeHH
OPOAYKTH U MeAULMHCKH H3/e/IH.

OcurypeH e CBLI0 TaKa KOHTPOJI BbPXY BXOJAAINTe/H3XOAAMINTE apTUKY/IH. B 30HUTE 32
npHeMaHe ca onpejeNeHd H 060pYABaHH MOAXOJALIO MOMEIIeHHA 3a W3BLpIIBAHE HA
NpPOBEpPKH Ha JOCTaBEeHHTE NPOAYKTH CJIe]] IpHeMaHeTo UM.

BzeTu ca He06GX0AMMHTE MEPKH 3a [PeJOTBPaTABaHe Ha HepaspemnieH JOCTBhI L0 BCHYKH
30HH Ha IOMEeleHHATA, 32 KOUTO Ce H3HCKBA paspellieHHe,

HMMa msrpajieHa cucTeMa 3a BUAEOHA6JI0/[eHHe W CHTHA/H3aLHs IPOTHE HENPaBOMEepPHO
NPOHHKBaHE H CBOTBETEH KOHTPOJ BBPXY JAocTbha. [loceTHTe/NUTe BHHArd ce
npuapyxasaT. [loMeleHHsiTa H CBOPBKEHHATa 3a CbXpPaHEHHEe Ce MOAJBPXAT C
HeoBxoA¥MaTa YHUCTOTA, KATO Ce M3I'b/IHSABAT W3MCKBAHMATA Ha PAaGOTHA MHCTPYKUHMS
,[I0YHCTBaHe ¥ CAHUTAPH3alKs HA CKI3J0BH noMeuleHra". 060pyIBaHETO H IipenapaTHTe
3a ITOYMCTBaHe ca NoA6paHH, TaKa Yye NPH U3M0JI3BaHe /Jja He Npe/CTaB/AaBaT H3TOYHHK Ha
3ambpcsBaHe. [lomemenuaTa ca 060py/ABaHH 10 TAaK'bB HAYHMH, Y€ []a OCHIYpPSIBAT 3al(HTa
cpelly NPOHHKBAHETO Ha HAaCEKOMH, IPH3a4Yd WK JpPYTH XHUBOTHH. [Ipuer e rpaduk sa
exxeMecedyeH KOHTPOJI Ha cpeAcTBaTa 3a 6opba c BpejguTenuTe. B nmomemenusTa 3a
CbXpaHeHHe Ca B3eTH HpejBHJ (QaKTOprHTe Ha 3a00WKalAllaTa Cpeja - TeMnepaTypa,
CBET/IMHA, BIAXHOCT ¥ YHCTOTA HA MOMelleHHsTa. OCHTypeHo e MOoAX0AsIo o6opygBaHe
3a KOHTPOJI Ha TeMIeparypaTa ¥ 3ao6HKalslaTa cpefa, B KOATO Ce ChbXpaHSABaT
npoaykTuTe. Ha ckiafioBaTa Mol e HanpaBeHa Hava/Ha KapTa Ha TeMIepaTypaTa IMpH
npejCcTaBUTENHH  ycioBus. O6GOpYABaHETO 3a MOHHMTODHMHI Ha TeMIepaTypaTa e
Pa3MnooKeHo B CBOTBETCTBHE C PE3Y/TAaTUTE OT H3TOTBEHHTE KapTH, KaTo Ce rapaHTHPa,
4ye YCTPOMCTBATa 3a KOHTPOJ ca NOCTAaBEHH B 30HHTE C HaH-ro/IleMHTEe yCTaHOBEHHM
kosie6anusa. [TOBTOpHO KapTHpaHe Lie Ce W3BbPIUBA B 3aBHUCHMOCT OT PE3y/TATHTE OT
OIleHKaTa Ha PHCKa WJIM KOraTO Ca HalpaBeHHW 3HA4YMTE/JHH NIPOMEHH B ChOPBXKEHHETO
MM B 00OpYyABaHETO 3a KOHTPOJ Ha TemnepaTypaTa. lgnoTo oGopyzasaHe okaspamio
Bb3/leACTBHE BBPXY ChXPAaHEHHETO, MAHUNY/HUPAHETO W TPAHCIOPTA Ha NPOAYKTHTE, e
1361 paHo, MOHTHspaHO/pEIBHOJIO}KEHO U NMOJAPP!KAHO 10 U3HCKBAHHUA, KOUTO OTTOBAPST
Ha HeroBOTO npeg;—l’ 3HavyeHue. JleHHOCTUTE 1O NPOQHUIAKTHKE, PEMOHT, MOAJAPBKKA H
Kasub6pHpaHe Ha 6opy,u;BaﬂeTo Ce M3BBPILIBAT TaKa, Ye IeJIoCcTTa Ha HpO,[LYKTHTe He-ce.




H3/lara Ha pHCK. B ckiagosute Homemenus Ha EKOC MEJIMKA 00 3za MOHHTOPHHT U
HSMEpBaHe Ha TeMIepaTypa H BAaXHOCT Ce M3I0/13Ba KOMIIOThpU3HpaHa cHcTeMa XWERB
EVO Supervisor and Monitoring System:s. Ilpeau na 6b1e BBEeaeHA B ynoTpeba, chinaTa e

Ilponec 3adBABAHE OT KJHEHT U [NPDHIOTBSAHE HA CTOKA 33 EKCeaHUHs - npu noJjay4aBaHe
Ha 3aABKa 3a J0CTaBKa Ha CTOKH CYETOBOAMTEN CKJ1afg IIpoBepsaBa ChOTBETCTBHETO Ha

KOHCY/ITAaHT, KOHTO NMpaBH MOPBYKA HA HeHAJMYHUTE MEAHLHHCKH H3Jeausi. CpoKbT 3a
AOCTaBKa e npeJBapHTeNHO ¢uKCcHpan - 30 KaJeHJapHY [HH, M e Cbobpaszen c
USHCKyeMHs OT Bb3JoxkuTens cpok 3a gocTaska, Ilpn nmonyyasame Ha crokara ce
M3BBPLIBAT M0CNE0BATENHO NpOBEpKa TPy NpHeMaHe, BbBeXJaHE HAa AaHHHTe B
CKIaJl0BaTa NPOrpaMa, ChXpaHeHue u TPaHCIOPTHPaHeE, OMHCAHM MOAPOBHO no-rope. Ipu
Ha/lHiHe Ha HeChOTBETCTBALY MPOAYKT Ce NPHEMAT JeHCTBHS, ONKCaHH B Hapbunnka no

Ka4eCTBO, ChILO HO,leOGHO OITHCaHH Ino-rope.
HPH H3M'BJIHEHHE Ha KOHKpeTeH AO0TOBOp 10 PaMKoBOTO CrnopasyMeHue 3aABKHUTe

[IpHeMo-TipesiaBaTe/ieH NpPOTOKO.I, ChbABPKAIM KOPEKTHH pEeKBH3HTH Ha CTpaHHTe,
AdraTa Ha [OCTaBKaTa, BHAA M 6posi Ha AOCTABAHUTE XHPYPrHYECKH HHCTPYMEHTH,
KO/IM4eCTBO, eAHHHUYHA LjeHa 6e3 AAC, LOT HOMED, CPOK Ha roJHOCT H 06ma cToiinocr.
Hdocraekata me ce cyMTa 33 Opuera ciaej mnojmHcBaHe Ha ABYCTPaHHUSA
[IpHEMAaTe/IHO-TIpelaBaTesIeH IPOTOKOI fe3 Bb3PXEHHS OT CTpaHa Ha BbanoxuTens.

Ilpouec Ha TpaHcmoprHpane s EKOC Mepguka - d)HleaTa TapaHTHpa, Ye NpeBO3HUTe

NOAABPXKAaHETO Ha XMTHEeHaTa Ha TPaHCIOPTHHTE CpeACTBa Ce Cra3paT H3HCKBaHHATA Ha
paboTHa vHCTPYKUHs ,[louncTBane u Aesundekums va MIIC”,

H3bpoennre no-rope mpouecyu ca oGexr Ha BLTPEIIHH OJUTH U CaMOMHCHEKIHH,




HeCbOTBETCTBHS, NPOBEPABALIMAT  PETrHCTPHpa [OCJAeJHHTE B  IPOTOKOJA  3a
HeCHLOTBETCTBHE. MeHH/PKBPBT 110 KA4eCTBOTO 3aM03HaBa YIPaBUTE/A C PE3Y/ITATHTE OT
M3BBplIeHaTa CaMOHHCIEKIHH, C/le/] KOeTo Habe/113Ba MEPKH ChC CPOK 33 M3M'bIHEHHETO
MM, a ToC/Ie HM3BBpLIBA NPOBEPKA 32 epHKACHOCTTA HA OCBUIECTBEHHTE JeHCTBHA IO
KOHCTAaTHPaHHTe HeChOTBETCTBHA. PesynaTaTHTe OT TasH NpoOBepKa ce OTpassiBaT B
MPOTOKO/Ia 33 HECHOTBETCTBHE. [IpH HeepuKacHO AeHicTBHe Ce MOMB/IBA HOB POTOKO.I 3a
HeCcbOTBETCTBUE. BbTpemHnuTe oAWTH Ha CYK ce npoBexgaT MHHHMYM equH ObT B
rofMHaTa CbraacHo u3rckeaHuaTa Ha [SO 9001:2015 u ykasauusaTa Ha ISO 19011:2011 oT
BBHIIHH H/HJIM BBTPEIIHH OJHTOPH N0 NpeJBapHTEeNHO H3TOTBEHHS OT MEHHKBPA 110
KayecTBOTO ['padHkK 3a BLTPEIIHH OJUTH, H3TOTBEH ChOGPA3HO CHbCTOSHHUETO H BAKHOCTTA
Ha OAMTHPAaHHTE 3BeHa W IPOLECHTEe, KOMTO Ce U3BBPIUBAT B TAX. IIpM M3roTedHe Ha
rpapuka ce B3eMaT MpejBH] PesyITaTHUTE OT NpPeAHIIHM OJHUTH H H3BBbPIIEeHH
CaMOHHCIEKL HH.

4.2 KoHKpeTHH AeHCTBHA NPH YCTAHOBABAHE HA HECHOTBETCTBHS U PeKJIaManuy Ha
HM3N'BJIHEHHTE J0CTABKH:

IIlpy HeCcbOTBETCTBHE MO BpeMe Ha J0CTaBKa C ONMCAHOTO B 3agBKAaTa [0
OTHOLIEHHE HA KOJHYECTBOTO, BUJA, TEXHUYECKHTE MapaMeTpH, neHata, LOT Homepa Ha
nocraBeHuTe HHCTpyMeHTH EKOC Meauka npeanpuema He3a6aBHO KOpeKIHM |
KOPUIHpal¥ AeHCTBHA. M3pbpuiBa ce HesaGaBHa MNOAMSHA Ha NPHAPYKABALHTE
AOKYMEHTH H/HM/JH CTOKHTE, 0GEKT Ha HeCbOTBETCTBHME, B DaMKHTE HA CBIIUA JeH.
KoHcTaTHpaHHTe NpH HeCbOTBETCTBHS Ceé NPOBEPSBAT M OlEHABAaT 3afbi604YeHO H
Npeny3HO C 1]e/1 OUeHABaHe Ha TAXHATA 3HAYMMOCT M MPeJOTBpaTsABaHe MOBTOPHATA UM
rnosiBa.

[lpn peknaManus ot YMBAJCM H.M.Iluporos, cBbp3aHa ¢ KayecTBOTO Ha
nocraBeHuTe npoaykTH, EKOC Mepuka ce aHraxupa fZa 3aMeHH HeKaYyecTBEeHHTe
MHCTPYMEHTH C TaKHBa C HEO6X0JUMOTO KauecTBo, B cpok Ao 30 /Tpuzecer/ KaJIeHJapHH
AHY CJIefi AaTaTa Ha pek/aManuaTa. MHCTpyMeHTHTe, 33 KOWTO € HalpaBeHa peK/IaManus,
Ce BPBIAT Ha NPOH3BOJMTE/I 32 YCTAHOBSIBAaHe HA NMPHYMHHUTE, A0BEJIH JI0 10SBaTa HA
pexnamanus. IIpoussoguTenaT Bb3cTaHoBasa Ha EKOC Meauka BBPHATHTE HHCTPYMEHTH
1o BHA U KOJUYECTBO.

Ilpy nocThNBaHe Ha peKIaMaliK OT KJIMEHTH, IIPH T10/Iy4yaBaHe Ha pasnopexiaHe
or HAJI, npu niiaHHpaHH NPOBEPKHU M0 YTBBPJAEH OT U3IBbJAHUTETHUS AupexkTop Ha UAJ
rojuilneH IJiaH 3a HaA30p Ha Nasapa, PH BHE3allHH IPOBEPKH, NP NPOBEPKH [0 CHTHAJIH
OT ApYrd KOHTDOJIHM OPTraHH M M0 WAeHTHQUUMPAHH NMHUCMEHH CHTHAIX OT IpaKJaHH,
KaKTO M NpH MOJyuaBaHe Ha MCKaHe OT NPOW3BOJHTeEJNs, MEJULMHCKUTE U3/e/HA Ce
OJIOKHpAT B CHOTBETCTBHE C NpoleAypaTa 3a BloKHpaHe W M3Ter/asHe Ha MejuIlHHCKH
u3fesnus. BIOKMPaHETO M M3TErJsIHETO Ce W3BBPIIBAT Bb3 OCHOBA HA 3al0Be] Ha
U3I'bJHHTENHUA JHUPeKTOp Ha HM3mbiHMTeNHaTa areHuMss 10 JeKapcTsara H/unu
NpOM3BOAMTE/A 32 6JIOKMpaHe M HM3Ter/JIsHe Ha MeJMIMHCKO H3JeJIHe WU napTHja.
3anoseATa 32 G/0KMpaHe Ha Me/MIMHCKH W3Je/Hs ce mosyyaBa B oduca Ha ,EKOC
Menuka” O0J. Q}\y?{{HTeﬂ He3abaBHO CJlef| yBeJOMsBaHEeTO MHGOPMHDA KIHEHTHTE Aa
OJI0KHpaT H H[i:%y\CTaHOBHT M3MOJI3BAHETO Ha BHJA MEJUIMHCKO H3Je/He WM Ha

napTHgaTa oT m_ej 0, NIOCOYEHO B 3anoBeATa 3a GJIOKUpaHe, B CPOK 0 24 yaca oOT




H3/ie/IUATa, 33 KOUTO HMa H3Ja/ieHa 3anosez 3a 6J10KHpaHe. .
»EKOC Mezuka” 00/ B Cpok go 30 gHM OT gaTara Ha BPbYBaHe Ha 3amoBesTa 33

Ha yaumoxasane MOAIEHAT MEAHULMHCKH H3[eus 6.10KMpaHu H HU3TEerJjieHd oT
[1azapa, 3a KOMTO MMa U3jajieHa 3amnoBeJ, CIPsAMO KOMTO IIPOU3BOAMTE/IAT He MOXe na
H3BBPIIM  KODHITHPAWH JeHCTBHA, WM MIPH  HCKaHe oT NIPOM3BOIHTEA, Heron

TOPUAHYECKH JIMNA, 3aKyNHIIH, TPUAOGHIH KaTo AAPEHHE HJIH MOJYYMIH Mo APYT Ha4yuH
MERHIHHCKH u3fenud. ,EKOC Meguka” 00/ Bpbma na TIPOM3BOJUTE/IS HJIH YHULIOKABA
BIOKHpaHHTE H H3TerJeHH MENMIHHCKA n3fenus. EKOC Meauka nma CKJII0YeH NoroBop ¢

M3BBPINA YHHI0)XaBaHETO Ha U3/Je/IHATA Ha TEePUTOPHSITA Ha CTpaHara.

»EKOC Meguka” 00/ usnpama s HAJI xonme oT AOTOBOPA, KaKTO U HHOpManus 33
HaHMEHOBAaHHETO HAa MeZHLMHCKOTO H3JeNve, BUA, Kaac, Mojeu, napTHAeH/cepHen
HOMep; 6pos Ha mnomnexammTe Ha YHUIOXXaBaHe M3/Je/IMY, OCHOBaHHATA 3a
YHHIOKABaHETO Ha H3JEe/HATA; UMETO U aZipeca Ha U3NM'bJHUTENS Ha YHHIOXAaBaHeTo H

Crnea wsBBpuIBaHe Ha yHHMmOMaBaHeTo Ceé CbCTaBs NMpPOTOKOJ, KOHTO ce NOANHCBA OT
npeacrasuTen Ha . BKOC Meguka” O0/J, usnbnuuTens u npeacTaBrUTennTe Ha MAJL Konue
OT IPOTOKoOJIa ce u3ifpama B UAJ u B MunucTepcTBOTO Ha 3APaBeONasBaHeTo B CPOK 10
AHH OT H3BBbpIIBaHelHa YHHILOXaBaHeTO. e




Sabesescka: Y4acmHUKsm onucea KOHmMpoaa Ha Kauecmeomo npu docmasku, Koumo 6u
npuaazas no epeme Ha pamMKogomo cnopasymeHue,

le/[ TaKa NpeaoKeHHTe OT HacC YCI0BHA, IIOTBBPHAaBaME, Ye CMe B ChCTOSHHE Aa
H3ITBJIHHM NIOPBYKATA B [Th/IHO CbOTBETCTBHE C HAlIpaBeHAaTa OT Hac od)epTa.,

[Ipes/ioxeHHATa HU €2 OOBBP3BAIlM 33 HAC M OCTABAT HeNpoMeHsseMH [0 M3THYaHe
CpOKa Ha BaJIUJHOCT Ha 0depTaTa, KaKTO M [IPH €BEeHTYaNHO CK/I0YBaHe Ha JIOTOBOp 3a
PamkoBO criopasyMeHHe - 3a LjeJIMs CDOK Ha HETOBOTO JelCTBHe.

3amosHaax cMe ce noApo6bHo Pasgen VI, Texuudecka cmenudukanmus’ or
AOKYMEHTAUHsATA 3a y4aCTHE M CMe B CBCTOSHME 32 HU3I'bJIHABAME pPAMKOBOTO
criopasyMeHHe. 3a LieJMTe 32 OLEeHABaHeTO MpH/IaraMe CleHUTE JOKYMEHTH Jl0Ka3Bally
ChOTBETCTBHETO Ha MocoveHuTe B Paspen VI ,Texnuyeckata cmenuouxanus Ha
AOKYMEHTaLlMiTa HM3WUCKBAHHA HA Bb3jokuTeNs, 32 NPHUMEPHUS XHPYPrUYecKH

HWHCTPYMEHTapHYM /HHCTPYMEHT/:

¢ OTOpH3aLHOHHO NHCMO OT NPOU3BOJAHTESI HA MEAHIIHHCKUTe U3e/THA;

e Jlexnapanus 3a HaHeceHa CE MapKHPOBKa BBPXY MEJHIIHUHCKHATE U3Je/IHA B
CbOTBETCTBHE C U3UCKBAaHUATA Ha WI. 8 ¥ wi. 15 oT 3MY;

e M3Bajka OT KaTasora Ha MPOM3BOJUTENS B IIPEBOJ Ha 6bATapCcKH;

e Jlexnapayus 3a CbOTBETCTBYME Ha MEAMLMHCKHTE HU3JE/NHS C HM3MCKBaHHUATA
Ha Jupextusa 93/42/EEC, n3jazena oT IponM3BoJUTENs;

e CeprudukaT 3a BHeJPEHA W NOAJbPXKaHA CHCTEMa 3a yhpaBJeHHe Ha
Ka4yeCTBOTO B CbOTBeTCTBHe ¢ [S013485:2012; '

e Jlexsapauus oT NPOU3BOAHTENS 32 IIPHIOKHMH H BHEJIPEHH CTaHAapTH

3abenexcka: Y4acmHuksm moixce 0d npedcmasy, no €805 NPeyeHKa: Kama.osu, npocnekmu, 6powypu,
dexaapayuu 3a ceomeemcmeue uAU 0pyz 8ud GoKymeHm, om coedopHcanuemo, Ha koumo 0a ca eudHu
MeXHUYeCKUmMe  Xapakmepucmuku  Ha  ogepupaHus  xupypaudecku UHCMpyMeHmapuym
SuHcmpymeHmy.

Jdara 26/03/2018 .

HanMeHOBaHHE Ha yYaCTHHUKA EKOC Meauka 00/

Ume u daMuaus Ha NpeAcTaB/IABaIIUS
y4acTHUKA

JAIBXKHOCT

[Mognuc ¥ meyar




£ YHUBEPCHUTETCKA MHOI'ONMPO®HIHA BEOJI A 3A AKTHBHO

=——_ JEYEHUE U COEIIHA ME “H.UL.ITUPOT'OB” E
&, roros Codus, 6yn. “Torneder” Ne 21, Ten. 02/9154433

OBPA3EI[Ne 6 °

TEXHHMYECKO HPE,Z[JIO)KEHHE
3A

Ot ,Meaunuucka Texunka HuxeHepunr” 00J
/Haumenosanue Ha yHacmuuxka no csdebng pezucmpayus/

[lorBBpxnaBame, ye CMe 3ano3HaTH ¢ TEXHHUYECKUTe M3HCKBaHug Ha
Beanoxurens or Pazfen "Texumyecka cnenvduKanusa" u g Cly4a#, 4ye 6baem H36paHu
32 MSI'BJIHHTE, I€ H3MbIHUM AOCTaBKMTE, Bb3/laTaHy B H3N'b/IHeHHE Ha paMKoBHTe
CIOpasyMeHHs, B ChbOTRETCTRYE ¢ TEe3H U3HCKBaHHSg.

Hawero npegnoxenue €, KaKTo ciiefBa:
1. Cpox 3a focTaeka / CA/ we 61pe B PaMKHTe Ha - 20 /,lIBa,[[eCET/ Kasnenapuu g

3abenexcka: Ipednoxcam CPOK Ha docmaska ne moxce dq e Nno-2013amM om onycg;
pasden , Texnuuecka cneyudurxayua” zq Ceomeemnama nosuyus,




E VHHUBEPCHTETCKA MHOTOIIPO®WJIHA BO A 3A AKTHUBHO

== TEUEHWE 1 CITELTHA ME “[LILITHPOTOB” E
EnHroros Codus, Gy, “Tomneer” Ne 21, Ten, 02/9154433

3abenexcka: [Ipedaoxcam cpok HA d0CMAGKA He MOJiCE 0d € NO-20/19M OM ONUCAHUA &
pasden , TexHu4ecka cneyudukayusn” 3a ceomeemuama no3uyusl.

3. CbrjacHH CMe C onpe/e/ieHHs 0T Bb3/I0KHTe/IA CPOK H HAYHH Ha NUialllane.

4, KoHTpoJ1 Ha Ka4eCTBO

B nactosiuoTo TeXHHYEeCKO NpeAaoKeH e 3a u3II'b/IHeHHE Ha II0pbYKaTa 3a JOCTaBKa
Ha XUpyprudeH MHCTPYMEHTapuyM 3a HyxauTe Ha YMBAJICM ,H. H. [uporoe” EAJ] ca
[HOoCOYeHH BCHYKY eTallM OT Mpoljeca Ha U3II'bJIHEHHe Ha NOp'bYKaTa NpH HEHHOTO B'b3/laraHe
32 H3TBIHEHHE, a TAKa CBIO0 €a ACHO M NOAPO6HO ONMCaHH BCHYKH CT'BIIKH [0 YIPAXHABAHETO
Ha BBTPELIHO QUPMEHHS KOHTPO/ Ha KA4€CTBOTO OT CTpaHa Ha ¢upma MepuinnHcka TexHHKa
Uuxenepunr 00/

¢upmure npoussoauTeny Rudolf Medical GmbH & Co. KG, l'epManus - xupypru4en
1HcTpyMenTapuyM, Richard Wolf GmbH, 'epmManusi - 1anapoCcKONCKX HHCTPYMEHTH H Erbe
Elektromedizin GmbH, I'epmanusi ~ 6UNOJAPHA KOaryJafiOHHH NMHHCETH, YHUTO NPOAYKTH
odepupame, ca BHEJPHIM M NPHJIAraT CHCTEMaTa 3a ynpaB/ieHHe Ha Ka4eCTBOTO CHIIaCHO
crangapruTe EN ISO 9001:2008 1 EN ISO 13485:2012 + AC:2012.

Hue, dupma Meaununcka TexHuka HHXeHepHHT 00/l y4acTHMK B HACTOSAIIAaTa
npoleAypa ¥ MOTeHI[HaleH HeHH U3N'B/JHUTEN UMaMe paspafoTena ¥ BHeJpeHa cHETeMa 3a
ympaBieHne Ha KadecTsoto mo craHjaprt BAC EN ISO 9001:2008, xosto rapant . 4
dupMaTa e CIoco6Ha Jja OCTaBs ¥ PO/IaBa NPOAYKTH, KOMTO OTrOBapAT B MaKCHMAlHAa CT
Ha W3WCKBAHMATA Ha KJHeHTHTe. [IpOJMKTYBaHO OT TO3M CTaH/JapT, abCOJIOTHO BCHY
CTBIKH ¥ eTall IPH M3ITbJHEHHE Ha IOpbYKaTa Ce peajusupaT C yIpaxHsBaHe Ha BhTPEIIHO
dHUpMeH KOHTPOJI Ha Ka4€CTBOTO, & TaKa ChII0 M C B3eMaHe Ha MEPKH 3a ynpaB/ifiBaHe Ha phCKa.
C u3mnoazsandaTa oT Hac ERP cuctema Impero ce rapaHTHpa 3alkC, Npociae/ABaHe i KOHTPOJI
Ha BCHYKHM paGOTHM NpOLECH [0 BpeME Ha peajnsalys Ha MOpbYKaTa. YNpaB/eHHETO Ha
pHCKOBETE e HelPeK'bCHAT NpPOLeC 110 ONpe/ie/ifine, OLeHsABaHe 1 Ha6J110/leHH e Ha pa3/IHYHUTe
BU/IOBE PHCKOBE, KOMTO MOraT /la IOB/IMAST BBPXY IOCTHFAaHETO Ha CTPATErHYECKUTE M
ONepaTHBHHTE LeIM NpPH Peann3MpaHeTo Ha NOpPBYKATAa U CHOTBETHO BBBEX/JAHETO HA
HEOBX0UMHTE KOHTPOJIHH JIEHHOCTH 32 OrpaHHYaBaHe Ha THAXHOTO Bb3[eHCTBHe [0 e/iHO
HOpMAaJ/IHO PaBHHILE ¥ []a Ce MUHMMHU3HPAT TEXHUTE HeGIaronpUATHH NOC/IEAHLH.

[lpu onpejesissHe Ha MepnuiuHcka TexHuka WrxeHepunr 00/ 3a M3MBJHHTEN Ha
obulecTBeHaTa NOPBYKa, Clef CKIKYBaHe Ha [JOroBOp 3a JOCTaBKa Ha MOCOYEHUA OT
sh3noxuTens YMBAJICM H. W. [Tuporos” EA/l xupypruyes HHCTPYMEHTAapHUYM, Iie H3BbPIIHM
c/leHUTe KOHKPETHH JeHCTBHA B IPOlleca Ha peasnsanusd Ha NopbYKaTa:

1. TonyyapaHe Ha oQHIMaNHA NHCMEHA 3asiBKA OT Bb3/NOKHTENS. OTrOBOPHHSAT
TIPOAYKTOB MEHUPKBD NPOBEPsIBa KOPEKTHOCTTA Ha I0Jla/IEHUTE OT B3/I0XKHUTE/I KaTa/I0KHH
HOMepa Ha MHCTPYMEHTHTE ¥ CBOTBETCTBHETO MM C TAXHOTO ONHCaHHE. B cnyyadh nHa
KOHCTAaTMTaHM HEeCBbOTBETCTBHS, KaTO HalpUMEp HeNpaBHJIeH WM HeN'b/IeH KaTaJloA gH
HOMep WK ONHCaHHe, KOeTO He OTroBaps Ha ChOTBETHUSA KaTa/l0XeH HoMep, Cé H3BBPHIBA C
B'b3/ICKMTE/IS IOBTOPHO YTOYHEHME Ha 3a8BKaTa C 1|e/1 OTCTPaHsiBaHe Ha HeChOTBETCTHUATA.

2. Tlo/iroToBKa ¥ Ch3jaBaHE Ha 3asABKaTa 3a ZI0CTABKa Ha 3asiBEHHSA OT B'bSJ'IO ATens
XMpYprudeH HHCTpyMeHTapuyM. Beska e/jHa IO3HIUSA OT cnequduKkanuaTa KbM JorgBopa 3a
[AOCTaBKa, CKII049eH Me pb3nokuTes YMBAJICM H. W. luporak v Eggl # psiibfHATe 15
MTH 00/l ce onucBa MOCPEAETEOM YHUKa/IeH GHPMEH KaTaNoxpfHoMe) REit
dupma Rudolf Medical GmpH|& Co. KG - Tepmanus, crosecHo _(\ \‘}\\? A
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6poiiKH 3a JocTaBKa. 3asBKaTa ce IIOArOTBS OT OTTOBOPHHS IPOAYKTOB MEHHPKBD 3a upma

Rudolf - T'epmanus. Ilpean pa 6npe H3lIpaTeHa NopbYKaTa KBM IIPOH3BOAMTEJIA, TS Ce

TIpOBEPABA M IOATHCBA Ha I'bPBH eTal OT PBKOBOAMTE/IA Ha HAIpaB/IeHHe »XUDYPrusa“ B MTH
OO0 v Ha BTOpH eTan ce mogmucea ot ynpasuTess Ha MTH O0/.

3. H3npamane na 3asBKaTa Kby $upmuTe NpouzBoguTe M Rudolf Medical GmbH & Co.

'KG - T'epmanus, Richard Wolf GmbH - lepmanus u Erbe Elektromedizin GmbH - F'epmanus.

MsnpaijaneTo ce M3BBpmEA mo €JIEKTPOHHATa noma. C nen rapaHTHpaHe, 4Ye 3asiBKata e

IPOHU3BOAHTEJIH.
4. llonyyaBane ot ¢pupmuTe TPOM3BOANTENM HA NOTBBPXKAEHHE HA 3adBKATa (Order
Confirmation). B Hero ocBen 0ApO6HO ONHMCaHHe Ha 3asBEHUTe XHPYPrHYHH HHCTPYMEHTH
(karanoxen HoMep, CJIOBeCHO omucanye Ha HHCTpYMeHTa, 6pOiKH, eJUHHYHA U 0611a 11eHa) ce
CeABPXA HHOOPMALHUSA 3a BpeMeTo Ha AOCTaBKa, yC/IOBUATA Ha JOCTaBKa M Ha IJ1aljaHe Ha
CToxarta. [loTEbpXK/ieHrueTo Ha 3asgBKaTa ce TNpOBepsBa OT OTTOBOPHHS IPOAYKTOR MEHU/KBD,
KOHTO f1 € Cb3/la/ U u3npatu. [ipu eBeHTyanno HECHOTBETCTBUE MEX/Y 3aiBKATa U HeHHOTOo
TIOTB'BPK/IEHHE, Ce C'b3/jaBa NPOTOKOJ 3a HECHOTBETCTBHE, KATO B HETO OAPOGHO ce omucRaT
pasnuxrTe. Ilapasenno ¢ Tosa ce yeesomssa He3a6aBHO NPOM3BOJUTENS N0 eJie TPOHHaTa
TI0INa 33 yCTAHOBEHHTE PA3/IMKH U Ce NPaBH aHa/IM3 OT K'b/le Ca NPOU3NA3AH U Ha aKBO

AOCTaBKa Ha BCHYKH NO3HIUH HHCTPYMEHTH He MoKe da Ce U3BRBPIUH C €AHa JoCTaBKa ce
IPHCTBIIBA KBM Taka Hape4yeHaTa 4YacTWYHa A0CTaBKa - II0eTalHo H3NpamaHe Ha
HHCTPpYMEHTHTE IIpH Chna3BaHe Ha KpaﬁHPIH CpOK Ha [gocTaBka 3a daJjarTa INOpBbYKa.

Bb3MOXHOCT I10-PaHO /ja U3M0/I3Ba MHCTPYMEHTHTE.

6. TlosyyaBaHe Ha XHPYPTHYHUAT WHCTPYMEHTapHyM B Cklaga Ha MTH 00/
IlposepkaTa ce ocbiyecTsaBa ot OTTOBODHHA NPOAYKTOB MEHHIXBD H OT eJHO or
MaTepHajHHTe OTIOBOPHH JIMIA BLB ¢upMaTa. OcBen maTesHaTa du3nyecka IIPpOBepKa
TMO3HIHA 10 IO3ULUSA OT M3NpaTeHaTa 3asBKa, ce IpoBepsiBa fa/Iy e 3amaseHa M Lsaa0CTa Ha
ONaKOBKaTa HAa BCeKW eAHH OT HHCTPYMEHTHTE, a Taka CBI0 M Jajiu npaTKaTta e

lipoussojures. [Ipu HalvyMe Ha yacTHYHA AOCTaBKa Cce OIMCBAT HHCTPYMEHTHUTE, KOUTO Lije
AOHZAT Ha CJIeJBall| €Tall H ce NoCo4Ba TAXHOTO BpeMe 3a /JOCTaBKa. ‘

7. TlpoBepka Ha TPaHCIOPTHHUTE JJOKYMEHTH, KOMTO CRIIPOBOXAAT AocTaBkara. [Ipu
JIMIICA Cé U3UCKBAT OT TPAHCHOPTHATA QUPMA HIH ¢upmara cuegurop. C nen HamaJ/ifABaHe Ha
PUCKOBETE NpH JOCTaBKa Ha CTOKaTa PaboTUM c YTEBP/CHH CNEAUTOPCKH M TPaHCHOpPT
¢upmu. '

8. 3acknagaBaye Ha nony4yeHaTa ctoka B ERP cucremara na MTH 00/, U3BBpurea v
OTrOBOPHHTE 3a 3ack}1¥qﬂnaﬂe Ha CTOKaTa JiMla BbB pupmara. OcBeH B eJIeKTPOHEH Baph
ugnara JOKyMeHTa AHABS
HOCHTEJL

9. Crokara

o

npesaBaHeTO ¥ Ha|Kay HaTa, ce CbXpaHARa B JHIEH3HpaHHu
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MeaunuHcka Texuuka HUmxenepunr OO/ Ha ompepgesneHHTe 3a GUpMHTE NMPOH3BOAMTEIH
MecTa.

10. Cr3gaBaHe Ha AOKYMEHTHTE, C KOMTO CTOKaTa e 6bJe mpejaZeHa Ha KJIMEeHTa, a
HMeHHO: GaKTypa, IpefaBaTe/HO-IIpHEMareJeH NPOTOKOJA M MHCTPYKUHA 3a ynoTpeba Ha
6bJrapckH e3uK. [IoAroTBAT ce OT JIMIAaTa OTOPH3HPaHH Jja U3/jaBaT GakTypH BLE GpuUpMaTa,
3ae/{HO C OTTOBOPHHMSA NPOJYKTOB MEHH/KBD. [I[poBepkaTa Ha JOKYMEHTHTE Ce H3BBpINBA OT
OTTOBOPHHS 1O C/ie/IKaTa ThProBel] ¥ OT JIMLIETO, KOeTO Lle H3BbPIIN IPeJaBaHeTO Ha CTOKaTa

Ha KJ/IMeHTa.
11. HM3nmucBaHe Ha cTokaTa OT cKiaZa Ha MTH O0/l. H3sbpiuBa ce oT JiMIleTo, KOETO e

daKTypHpaJo CTOKara.

12. Cr3paBane M H3NpalljaHe Ha 3aABKa 32 TPaHCNOPT KbM oTAen Jloructuka 8 MTHU 00/,
H3npaujaHeTo Ha 3asBKaTa e He [10-MaJIKO OT 24 4aca npe/iy Ipe/ilaBaHe Ha CTOKATa Ha KJIHeHTa
¥ Ce MPaBH OT OTTOBOPHHSA IIPOAYKTOB MEHH/IKBD.

13. H3npaujaHe Ha yBeJOMJEHHE KbM KJIHEHTa (B'b3J/IOXKHUTE/IS) 3a TOTOBHOCT 3a I0CTaBKa
Ya cToKaTa. U3mpalgaHeTo ce npaBH He N10-MaJIKO OT 24 4yaca Npeju IpejiaBaHe Ha CTOKaTa.
[lesiTa e OCBeH K/IMEHTA /la MMa FOTOBHOCT /la MOJIYYH CTOKATa, /ia Ce ONpeJieNsT U JULaTa OT
JBeTe CTpaHH II0 AOTOBOpaA 3a JOCTAaBKa, KOMTO lije U3BbpIIaT JeHCcTBUATA MO IL
npHeMaHe Ha HHCTPYMEHTHTE.

14. TlpegaBaHe ¥ NpHeMaHe Ha cTokaTa. [IpegBapuTe/iHO Onpefie/IeHHUTe 3a Lie \'ra JIHLEQ,
HU3BBPIIBAT (PH3IHYECKOTO IpeJaBaHe M [pHeMaHe IO IPHEMO-IPEeJaBaTelieH np TOK0
[103MIMA 10 No3uHA. [IpoTokoJia ce NOANKCBa OT OTOPH3VPAHUTe 3a I|e/iTa JMIa Ha MT
u YMBAJICM ,H. U. Tluporos” EA/l. IIpu ycraHOBsiBaHe Ha HECBOTBETCTBHE WM BHIU
HeJOCTaTbLM Ce Cb3jaBa NPOTOKOJ, B KOHTO Te NOAPOGHO ce ONMCBAT M NPOTOKO/JA Ce
IO IMCBA OT [BeTe CTPaHH. B 7 (cefieM) AHeBeH Cpok ce 3ab/DKaBaMe Jla OTCTPaHHUM 3a Hala
CMeTKa YCTAaHOBEHHTE HeJJOCTAThI{M.

15. Ilpu ycraHOBsiBaHEe Ha CKPHTH HEJOCTaTbIH H M0JaBaHe Ha apryMeHTHpPaHa
peKJiaMallks OT CTpaHa Ha Bb3JIOXKHTEJIsA, Ce IPaBH N0MAHa Ha JePeKTHPAIUTE XUPYPTHYHH
HHCTPYMEHTH C HOBH 3a cMeTka Ha MTH OO0/1. [IpueTHTe 3a MogMsiHAa HHCTPYMEHTH Ce OIIHCBAT
C KaTa/lOXeH HOMep M OpOoHKH B IPOTOKOJ, KOWTO Ce MOANMCBA OT HE IO0-MaJKO OT efHO
O0TOpH3UpaHo JiuLe ctoTBeTHO 0T MTHU 00/ u YMBAJICM ,H. H. [Tuporoe” EA/L

[TocoyeHHTe NO-TOpe AEHHOCTH ¥ YIIPAXKHABaHHA NPH TAXHOTO H3I'bJIHEHHE KOHTPOJ Ha
Ka4eCTBOTO, Cé OTHAacAT M Ba)KaT 3a BCAKa efHa NepHOJHYHA 3asfBKa 3a JOCTaBKa Ha
XHPYypPru4eH HHCTPYMEHTapHyM, iofajieHa oT Bb3anoxuTens YMBAJICM H. Y. [luporos” EAJ]
¥ peaJii3MpaHa oT gocraByrnka MTH OO/,

3abenexcka: YuacmHuksm onucea KOHmMpoAa Ha Kavyecmsomo npu docmaeku, Kotimo 6u
npuaazas no epeme Ha pamKogomo cnopasyMeHue.

led TaKa NpefJIOKeHHUTE OT Hac yC/I0BHA, IOTBBPKAABAME, Y€ CME B CBCTOSH
Aa U3N'bJIHAM IIOPBbYKaTa B I'bJIHO ChbOTBETCTBHE C HallpaBeHaTa OT Hac O(bep'ra.

IIpeano
H3THYaHe Cpo
foroeop 3a Pa

U &
f\ NOW
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3ano3Haliu cMe ce noaApo6Ho Pazgen VI ,Texuuyecka cnenuduUKanua” or
AOKyMEHTALMATa 3a y4YacTHE W CMe B CLCTOSIHHE 33 H3N'BJAHABAME DPaMKOBOTO
CliopasyMeHHe. 3a LeJHTe 3a OleHABAHETO npujarame cjaefHATE [JOKYMeHTH
AOKasBalllH CBLOTBETCTBHETO Ha IIOCOYEHHTE B Pazgen VI ,Texuuueckara
ClenMHKanMa” Ha JOKyMeHTalHATa H3HCKBaHHA Ha Bb3noxurens, 3a IIpHMepHHA
XMPYPTrHY€CKH HHCTPYMEHTapHyM /MHCTpyMeHT/:

¢ /Jlexnapanus 3a chriacue ¢ K/lay3uTe Ha NPUJIOKEeHHsI IPOEKT Ha /l0TOBOD
3a PAMKOBO CNOpasyMeHHe W NPOeKT Ha AOTOBOP 3a HM3I'bJIHEHHE Ha
KOHKpeTHa fjocTaBKa (1o o6pasen No7) - OpHI'HHAJ;

® /[lekyapanus 3a cpok Ha BaJIMAHOCT Ha odepTaTa (no o6paszer Neg) -
OpHUTIHMAaJI;

¢ OTOpH3anHOHHO MHCMO, YA0CTOBEPABANIO NpaBa Ha yYacTHHKA MTH ooa
338 mNpejcTaBisgBa M IpejJjara Npou3Bex/JaHuTe OT ¢upmaTa -
[IPOU3BOJNTEN MEAHUIIMHCKH U3Je/IUs — 3aBEPEHO OT YYaCTHHKA KOTIHeE;

¢ [Jleknapanusa 3a wHadecena CE - MapKHpPOBKa, B CbLOTBETCTBHE C
H3UCKBAHHATA Ha 41.8 ¥ 41.15 ot 3MH - OPHTHHAJI;

¢ [leknapanus 3a CbOTBETCTBME Ha odepHpanuTe Me) HMIIUH
HHCTPyMEHTH ~ 3aBePEHO OT y4aCTHHKA KOIHE; o

¢ EO - ceprudukar 3a OCHTypsBaHE Ha Ka4YeCTBOTO Ha MeIMIJHEN ‘-»er
HMHCTPYME@HTH ~ 32BEPEHO OT y4aCTHHKA KOTIKe;

e HU3sBaAKM OT KaTaJior Ha odepHpaHuTe MeLUIHHCKH HHCTPDYMEHTH,
TIPEBO/{ Ha G'b/IFAPCKH €3HK ~ 3aBEPEHHU OT Y9aCTHHKA KOIHSA

3abenexcka: Yuacmuuksm moxce da npedcmasu, no ceos npeyemka: Kamanosu, npocnekmu,
6poutypu, dekaapayuu 3a Ceomeemcmsue uau dpye eud dokymenm, om CodBpAHCAHUEMO, Ha Koumo
da ca sudHu mexHuveckume Xapaxkmepucmuku Ha oepupanus xupypzuvecku UHCmMpyMeHmapuym

JUHCMpymenmy/.
Jara 23/03 / 2018r.
HauMeHOBaHMe Ha y9acTHHKa »Meannuncka Texuuka Umxem pHuHr” 00/]

Hme u pammius na Npe/CcTaB/IABaINHS Aunana Brysapora

y4acTHHKa

JasxHoCT

lToamuc v neyar






OBPA3EI] Ne 6

TEXHUYECKO NMPEONOMEHUE
3A

y4acTie B OTKpUTa NpoleAypa 3a CKAKYBAHE Ha Pamkoso criopasymenue no pPeda Ha 3akoHa
3a 0bwWecTBEHUTe NOPBYKY, C npegmert: “fAocraBka Ha HOB XUpYprudecku
MHCTpYMeHTapuym /uHcTpymenTu/ 3a Hy#AauTe Ha YMBA/ICM ,H. WU. Nuporos” EAO"
O6ocobena nosuyma No 4

Ot ,b.bpayn Meaukan“E00/,

EMK 175016820, npeacrasnsasano or Xopcr XaitHy, Woep u Metbp LigetaHoB AceHos

YBarkaemu gamm u rocrnoaa,

Cnen kato ce 3anosHaxme ¢ W3UCKBAHWATA Ha Bb3noxutens 3a usnbaHeHue Ha
obuiectseHa nopbyuka - OTKPUTa Npoueaypa 3a CKAYBaHe Ha PamKoso cnopasymeHue no
PeAa Ha 3aKoHa 33 oblecTBeHKTe Nopb4KK, ¢ Nnpeamet: “LocTasKa Ha HOB XUPYPrvdecku
UHCTPYMEHTapuym /uHcrpymentu/ 3a Hy}AWTe Ha YMBA/ICM ,H. W. Muporos” EAQ"
Obocobera nosvuma Ne 4 npegnarame Aa M3anbAHAM NnopbyKarTa, B cbOTBETCTBUE C
of0bpeHuTe TexHWUYecKku cneunduKkauma u ycnosuaTa u W3MCKBAHUATA Ha BbanomuTtens,
CbABPXKALLM Ce B JOKYMEHTaLMATA 33 y4yacTue, KakTo cneppa:

MoTBbpxkagaBame, ye cMe 3an03HaTH ¢ TEXHUYECKUTE M3UCKBAHUA Ha BbanomuTens ot
Pasgen "TexHuuecka cneundurauna" u 8 cayyait, ye 6vaem u3bpanu 3a U3NbAHKUTen, wWe
USNMBIHUM - JOCTAaBKUTE, Bb3NAaraHW B M3NbAHEHWE Ha pamkosute cnopasymenus, s
CbOTBETCTBUE C TE3U UIUCKBIHUA,

Hawerto npegnoxenue e, kakto cnenBa:
1. Cpok 3a gocraska / CA/ we 6bae B pamkuTe Ha 30/ TPUAECET/ KaneHaapHu auu.

3abenexcka: Mpednoxcam CpOK Ha docmaska He Moxce da e no-20a9m om onucardus 8 pasden

2. Cpok 3a peknamauus /CP/ e 6bAe B pamkuTe Ha 30/ TPUAECET/ KaneHaapHU AHM.
3abenexka: Mpednoxcam cpok Ha docmaska He mosice 0a e no-20aam om onucarHus e pasden

»TexHuqecka cneyupurayus” 3a cbomeemHama nosuyus.

3. CvriacHu cme c onpeaeneHna or Bbanoxutens cpok v HaumH Ha naauaHe.

4. KoHTpoA Ha KavecTso

e e - o, TEXHUMECK G cnequd)uxaqun.”30,CBomsemuamanosuqug. e e
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B. bpayH Eckynan e nnoHep B8 NPOM3BOACTBOTO Ha XMPYPru4eckn WHCTPYMEHTU U npeanara
Hag 24000 pasnvMyHu apTuKyna 8 noBeye ot 50 AbPHABU, KOETO € rapaHL1A 38 KOMINAEKCHOCT,

CLBMECTUMOCT Y eProHOMUYHOCT.

B npoaykrosata rama Ha EcKynan ce BKAKOYBAT XUPYPruYecku MHCTPYMEHTH 33 BCUYKM
AVCUMANMHU, OPTONEAMYHM U HEBPOXMUPYPIUYHIM UMMAAHTH, CTEPUAM3ALMOHHM KOHTelHepu,
MOTOPHM  CUCTEMM, EHAOCKONCKA anapatypa W WHCTPYMEHTapUyM, XMPYPruYeH LieBeH
MaTepual, KOHCYMAaTUBH 33 UHBA3WBHA KAapAMONOIUA, KapaMO- M CbA0Ba XMPYpPrus, NPOAYKTH
3a XemocTasa.

MpouseexaaHute 0T ECKynan XUPYPrUYecKU WHCTPYMEHTM NPUCHLCTBAT Ha  Hawwusa
MEAMUMHCKM nasap OT HAYaNO0TO Ha MUHAIMA Bek. Te ca B NOCTOAHHA ynoTpe6a oT noyT
BCWYKM 3/1paBHU 3aBEAEHWA, OTIMYHO NO3HATK €A OT NOKO/IEHUA BBATAPCKU CreuManucTy u
NpUTEXaBAT USKIOUMTETHO NONOXKUTENHE penyTauma. [PAKo creACTBUE OT TOBA € M MbAHATa
CbBMECTUMOCT HA HOBMTE NPOAYKTU C fOCEra U3NON3BAHNA MHCTPYMEHTAPUYM U anaparypa
OT CbLUMA NPOU3BOAMTEN.

MUHMMaNHUAT CPOK HA eKCNN0ATaLUMA Ha MHCTPYMEHTapuyma, npu nNpasunHa ynotpeba u
CbXpaHeHne no HawwuTe npeanucanua e 10 roguHu. EAHO OT M3NUCKBaHMATA 33 TOBa e
€KCNEePTHOTO U3N03BaHe, NOAFOTOBKA, NOAAPBLKKA U CTEPUN3ALMA HA UHCTPYMEHTHTE,

XapaKTepHO 33 XMPYPTUYECKUA MHCTPYMEHTApUYM, NPOM3BOACTBO Ha Eckynan, e ye ronama
4acT OT Hero ce M3paboTsa PLYHO, AeTain No aeTain, or BUCOKOKBAMPULIMPAHK MaicTOpK.
Tosa MpuAaBsa M3KNOUYMTENHO BMCOKM NMapameTpu B MHAWBUAYANHOTO KayecTBo Ha BCEKM

MHCTPYMEHT.

Mapkata Eckynan e nugep B npogax6uTte s Bwvarapua u B ceetoBeH Mawab B NouTH BCUYKY
OCHOBHUW XMPYPIrAHECKH AUCUMNAMHU. KOMNAHKUATE MOXe A3 Ce NOXBanu u C Hali — LW POKO
nopTGoNUO  CMPAMO  KOHKYPEHTHU upmu. CbYETaHMeTo € BUCOKOTO KayecTBO Ha
MHCTPYMEHTUTE U CBLITLTCTBALLMTE YCAYIM A NPaBU NPEANOYUTaH NapTHLOP Ha BOAELMTE
neyebHK 3aBeaeHUA,

Bb3MOMHOCTTa 33 NOAAPBIKKA HA MHCTPYMEHTapMyma B 3aBo/cKaTa 6asa B TyTauHren agasa
Hait — AobpaTa onuua 3a AbLATOTPARHA U MbAHOLEHHA ynotpeba Ha MHCTPYMeHTUTe.

BCHUYKM HaWK U3[ENIUA W MATEPUANK Ce NPOEKTUPAT, NPOUIBEMKAAT U U3NUTBAT B
CbOTBETCTBUE C ONPeAe/ieH! U LOKYMEHTUPaHU crieyudUKaLUK 1 NPpoLeay Py

CnucbK Ha cnnasuTe, KOUTO Ce W3NON3BAT 33 Npon3BOACTBO Ha HawuTe UHCTPYMEHTHU:

Bug, Ha MHCTpYMEHTA CromaHeHa cnnias u3nosssaqa ot Eckynan C'brnacucﬂ
DIN 58 298

PeTpakTopu X20Cr13

Hoxuum X20Cr13 (3a HOMMUM C Bondppam-kapbua)
X50CrMoV15 (3a Houum Bes Bo/dpam-kapbua)

LOneto, avnbay, octeotom X46Cr13, XS’-O\(\:FE\(IOV15




KoCTHU kneuy, WM MKK

Aucekumonen dopuenc

Knamnu, bopuenc (Kpbraa
PbKOXBaTKa)

MosbpxHocT - Uanara NOBBPXHOCT e be3 pu6ose (»MmycTauu“), Wynau, nykHatuHm, ¥nebose,
Harap, nNOBBPXHOCTHU Aekapbopusavuun (oﬁeaabmepo,a,ﬂaaHmu), MACTHU  kuceanun u
OCTaTbUM OT abpasusuy u NoOAWpalw areHT.

Matupane - Beruku XUPYPTUYHU  MHCTPYMeHTH Eckynan ca $abpuyro MarupaHu,
MNoBbpxHOCTHaTa nonurypa e MaTtupaHa/ueTkana, RA: 0.20 — 0.30 pm uau MaTMpaHa cbe

yCTO#4MBO Ha Koposua u W3TpuBaHe, no6pe yerTauso. Beuuku  uHcrpyment ca c
MHAMBUAYANEH MAWWHHO YeTum KOA 3a npocneansate Ha otaennus MHCTPYMEHT.

YcTolunsocT Ha KOpo3ua - B cvoteeTcTBUE ¢ DIN ENISO 13402

W cTaHgapry.

AT ENISO D0 nE s s iy

EN ISO 13485:2003

® |SO 7153-1 (Xvpypruyecku MHCTRYMEHTU — MeTaiHu matepuanu. Yacr 1 -
KoposuonHoycroitumea CTOMaHa)

* [llpeanucauue Ha AMTS: A380-06 CraHgapTHa NpaKThKa 3a nouncTeaHe,
OTCTpaHABaHe Ha OKa/iMHa u NacusupaHe Ha yacTu, obopyasaHe u
CMCTemMU OT HepbKAaema cTomana

¢ DIN 58298 MeauumHeku WHCTPYMEHTH — Marepuanu, noBbpxHoCTHa 06paboTka u
M3NKMTBaHe




U3nbHEHWETO Ha BCUYKM NpoLecH M npoyeaypu, K M ynpaxKHABaHeTo Ha

BbTPELHOPUPMEH KOHTPOA Ha KAYeCTBOTO Ce KOHTPO/IMPA OT CAEAHUTE cepruduymnpanm
OAUTOPU:

@ qualityaustria

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

b.bpayH Eckynan cnefBa CTPUKTHO PasnucaHy NPOLECH, KAacaelliy BCUYKM CTBIKM NO
YNpaXHABAHETO Ha BbTPELWHO GUPMEH KOHTPO Ha Ka4eCTBOTO Mo OTHOLWEHUE Ha
AOCTaBKM, CKNAAMPAKE, PEKNAMALMA 1 BPBLLAHE HA CTOKA, 3aMAHA, CEPBA3 U Ap:

Touka 1 - YnpaskHeHWe Ha BLTPELHO PUPMEH KOHTPOA Ha KAYecTBOTO:

b. bpayH Megukan EOO/ e ceptuduumpana cbraacHo ctangaptuTe EN ISO 9001 u EN I1SO
13485. OpraHu3sauuaTa, koato ceptuduumpa b. BpayH Megukan EOOL e Quality Austria
GMbH 1 BbHIWHATE OAMTH Ce M3BBLPLLBAT OT CNeunanncT1 oT BUCOK paHr oT ABCTpuA.
BbTpelwHo ¢upmeHnsa KOHTPOA U KOHTPOAa Ha KayecTsoTo 8 b. bpayH Megukan EQO[, ce
rapaHTupar Ha 6asaTta Ha M3BBPLUBAHETO Ha oauTH/ MPOBEPKU OT PA3MMYHO HUBO:
BbrpewHn oauTh (0AKT Ha NbPBa cTpaHa):

® BbTpewH1Te O4UTH OCUTYPABAT CbOTBETCTBUE C M3UCKBAHUATA 33 KAYECTBO ypes
MOHUTOPKHF

Ha CbOTBETCTBMETO Ha NPoLeCUTE C NpasBHUTE pasnopesbu {HaanMep AA00N, saupekTusuTe
OTHOCHO GapPMALLEBTUYHNTE U MEAMLMHCKM USLBANA U CNeLmpUYHUTE TbProOBCKW HACOKu),
KaKTo

1 Ha CbOTBETCTBMETO C ISO CTaHAapTUTE U BTPELHUTE HACOKU/yKazaHua Ha B. Braun,

* M3BbpuwBaHe Ha camonposepku cnopeg 44010

OauTh Ha rpynara (04uT Ha MbPBa CTpaHa):

BEOauTUTE OT rpynata (Group Audit) Tpabea aa ce ussbpwear eeroAHo oT oguTopa Ha B.
Braun Austria o

Group 1 / wnu apyr 06wy, oAuTOp (= BbTPeLeH oauTOp Ha Apyr obekT Ha B. Braun Austria
Group). OagnTuTe OT rpynata ca OAMTH Ha CUCTEMUTE, KOUTO ra paHTUparT, Ye U3UCKBaHWATA
33 HauMHa Ha cepTuduuvpaHe ca cnaseHu. Besaka ctpaHa oT b. bpayH Asctpua pyn, kosTo e
yacT oT

mopena Ha ceptuduumpatre, Tpabea aa 6bae oguTupara 1x / rogmiHo.

- EEOAnTUTE Ha rpynaTta (Group.Audit).morar ga 6baaT 3aaeiicTBaHU OT BbTpelHMA. -

0AMTOpCKKM oTAen Ha B.Braun Melsungen AG (BBMAG). OcHoBHaTa Len Ha To3u ataen e
MOHUTOPUHIBT Ha

BCWUYKM BU3HeC NpoLecH B APYKECTBOTO MO UCKAHE Ha M3NbAHUTENHUS ChBeT.

0OauTh Ha gocraBumk (0AuT Ha BTOpaA cTpaHa):

BEOAMTMTE Ha A0CTaBUYMK Ca HEOBXOAMMM 33 U3BBPLIBAHE Ha MOHUTOPUHT U Npernes Ha
M3NBAHEHWETO Ha BBL3/OKEHUTE AEHHOCTH, KAKTO W ONPEAeNAHETO U U3MbAHEHUETO Ha
BCUYKM HEOOX0AMMM NOA0BPEHUA Ha peryaapHa 0cHOBa (0COBEHO NO OTHOWEHUe Ha

Aan).

BbHWHM 0a4MTH (0AUT OT TpeTa cTpaHa):




EEM3nbanaBaT ce ot Tpeth ua 3a npanT; OPHU 1 Apyrv Noao6bHM Lenu
EElmogen Ha ceptuduuympane: CeptMuumpane B cboTBETCTRME C ISO 9001, ISO 13485 u
ISO 14001 Ha HuBO B. BpayH Ascrpua Mpyn (cepTndpuumpane Ha MHOXeCTBO 06eKTH Ha
6a3arta Ha

AONYCKaHETO KbM Mogena.
Oautu or Uenrtpanara (6. BpayH Mensyhren)
- OanTh BbB Bpb3Ka C dapmakronoruuuata 6anTenHoct (Pharmacovigilance Audit)
- OanTi BbB Bpb3Ka C BEpUraTa no nopwYka U A0CTaBKa Ha CTOKU A0 KpaeH KnmeHT

(Order to Cash Audit)

b. BpayH Megukan £EOO[ e otrosopHa 3a BbBeXAaHeTo Ha noaxop, 3a OfMT, OCHOBaAH Ha
pucka v ga

onpegeny UHTEPBaAAUTE, B KOMTO KPUTU4HKMTE Npolecu e Heobxoaumo aa 6vaar CAUTUPAHM,
* KputunmnTe npouecu Tpabsa na 6vaar OAWUTUPaHK BCAKA roauHa

* ManosaxHuTe KpUTHYHY npouecu Tpabea ga 6vaar OAUTUPAHU 2X / UMKDA Ha
peceptMduKauma

* HeKpuTuuHuTE npouecy TpAbBa fa 6baaT oauTy pauu 1x / upkba Ha peceptuduKayms

3a pgace fapaHTMpa HanbAHO KayecTeeHuA KOHTpOA B AeliHOCTUTE Ha B, BpayH Megukan
EOOA, ksanmudukaumarta Ha 0AUTOpUTE € OT MbPBOCTENEHHO 3Ha4eHue. b. bpayn Menaukan
“Ma BbBEZeHU CTPOMU KpUTepum fo OTHOUleHWe Ha TAXHaTa KBaMmdukauma:
Ksanudukaymus na oauTOpUTE

BvTpewnute ogutopu Tpabea ga 6baar a/leKBaTHO 06pa3oBaHn u HenpeksCcHaTo
obyyasaHu.

NPeACTaBnABaLla TpeTa CTpaHa, e 3a4bAKUTENHO 33 BCMYKU BLTPELIHU 0AUTOPHU B cnyyaii Ha
CPUECTBEHN MPOMEHM Ha CTaHAapTUTe. HombanuTennu usmcksamus

Ca onpeseneHu B ANbKHOCTHUTE XapaKTePUCTUKM,

Excnepru ot Apyru otaenu, PA3/IMYHK OT 0AUTOPCKMSA, MOTaT Aa ce BKAOYAT BbB
BbTPEeLWHNUTE

OAUTM 33 NOAKpPeNna U KOHCYNTaumu.

O6xBaTa Ha BcuyKy OAUTH BKNIOYBA HE CAMO M3UCKBAHMATA Ha ABata IS0 cTaHgapra, Ho u
UANOTO BaMAHO Gbirapcko 3aKOHOZATENCTBO, KaKTo U MeXayHapoaHu u eBponelicku

© AUPEKTUBY (€ ToNAM aKLeHT Bbpxy‘—,;,qofipara',ﬂ,uerpnﬁy-ropcu—a npaktuka“(Good Distribution- - .- .

Practice — GDP).

YCbBBPLUIEHCTBAHE 1 Nogo6peHue Ha npeanaraHuTe NPOAYKTU 1 ycayru. Boe Tasu spuaka
WMa BHeApeH npouec 3a ,,KopeKTUsHM u NPeBaHTUBHY aeicTBUA” (Corrective and
preventative actions —CAPA).

Tasu npoueaypa onucea CMCTEMATMYHOTO onpegensHe, no,a,ﬁowe,naneHue Ha BCUYKMK

A@NCTBUA, CBbP3aHm c: \Or\\.
\-‘
- Bp3amoxHoCcTH 33 nogobpenme (KaTo yact ot HeMpeKbCHaTOTO NoALEPEHM

\\\
S

e)
\\b\_:\




- HecvoTBeTCTBMA
Lenta e:

- MNoaobpssaHe Ha NPOAYKTUTE W YCAYrATE 33 Y/|0BNETBOPABAHE Ha M3MCKBAHUATA, KAKTO U
33 NocpellaHe Ha BbAeLMTE HYXKAW 1 OYaKBaHMS

- KopurupaHe, npeoTspaTABaHe U HaMaNABaHe Ha NMPUYMHWATE 33 CbWECTBYBALUW MAK
NOTEHUMANHW HECHOTBETCTBMA

- MNopgobpasaHe Ha epeKTUBHOCTTA U edeKTUBHOCTTa Ha IMS

b. bpayH Meaukan EOO/] u3non3ssa HcTpymeHTH (BHeapeH copTyep Risk to Chance
Database R2C) 3a aHanu3 Ha pucka (Risk analysis) u aHann3s Ha npuuMHMTe 33 NoABUAY ce
HecvoTBeTcTBUA (ROOt cause analysis).

B ponbaxeHue Kbm Tasu npoueaypa b. Bpayd Megykan ma BHEAPEH NPOUEC 33 OLeHKa Ha
RAIO40BU UHAKWKATOPK 33 u3nbaHeHue (KPI — Key Performance Indicators), 3a ga ra paHTupa
KauecTBO BbB BCUUKK HUBA HA AeHHOCTUTE cu. TO3U NPOLEC Ue M HaBPEMEHHOTO cbbupaHe
Ha AaHHK, 33 A3 Ce U3BBLPLIK aHaNK3, Aa ce uHAedUUMpPaT Npobemm U A3 CE KOMYHUKWPAT
noTeHumManHu nogobpeHns CBbP3aHK C Ka4ecTBOTO. MNaBHUTE uenu ca:

[EW3BbLPpLIBAHE HA 3HANM3 HA TeHOEHUMUTE

EEM3sbLpLIBaHE Ha cpaBHMTeNeH aHanu3 (benchmark)

B peHTMOUKALMA HA OTKAOHEHUA/ HEpeaHOCTH

ERAUHULMYpaHe Ha nogobpeHua

Mo oTHOWeHUe Ha NONIMTUKUTE CU Ha KadyecTBo b. BpayH Meaukan EOQ/] ce ocHoBa Ha 5

~ SHARING EXPERTISE \

ctbnba:

e

INNOVATION
EFFICIENCY
SUSTAINABILITY

|

oo TRANSPARENCY | TRUST |_ RECOGNITION _ ___ . oo e

CrpykTypaTa Ha JOKymeHTUTE (NpoLecH, CTaHAAPTHUTE ONepaTMBHU Npoueaypu SOP’s) e
cnepHara:
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Hag Tasu cTpyKTypa cean HapbyHMKa No Kayecrso {IMS Handbook).

HapbuHmMKa 3aeHO C BCUUKM NPUAEKALM AOKYMEHTUPAHMN NPOLECH U CTaHAAPTHUTE
onepaTueHu npouesypu (SOP’s) ca KOHTPOIMPAHM AOKYMEHTU, KOMTO NOANENKAT HA
NOCTOAHHO aKTyanusnpaHe ¥ 0406peHne oT MEHUAMMBHTA Ha KOMNAHUATE Ha npuHLMna
Ha ,Yetupute oun” (Four eyes principle).

Cnes opobpeHne 4pes eNeKTPOHEH NOANNC Ha AOKYMEHTUTE OT MeHWKMBHTE Te ca
AOCTBIHKU B CrieumanusnpaH codryep (BDocs) 3a Bcuukm caymuTenu. Cnyxutente, KouTo ca
MPAKO 3aCerHaTH OT Aa/\@HUA AOKYMEHT NOAYYaBaT U-Mei W3BeCTABaHE 3a NPOMEHUTE Mo
Hero 1 B 3aB1MCMMOCT OT cneu,wd:mara M noAxoAAwLo oﬁyqenue

fleiHoCcTUTE NO CKNagupaHe, CbxpaHeHue u TPaHCNOPTUPaHe Ha NpoaykTUTe Ha b. BpayH

Meaunkan EOO/] oTroBapAT Ha U3MCKBaHMWATa Ha ,,,Ei,06paTa AncTpubyTopcka npaktka”
(Good Distribution Practice).

b. bpayn Meaukan EOO[] uma BHeapeH npouec 3a ynpae/ieHWe Ha AOCTaBKUTE A0 KAMEHTH

N
To3u npoLiec ocKrypasa TOUHaA [OCTaBKa Ha NOPbYAHUTE MPOAYKTUN




- rapaHTWpa Nb/AHa YA0BNETBOPEHOCT Ha KNUEHTUTE

- npeaoTBpaTABa rpelHA 4OCTaBKN

- cbAeicTea 33 eheKTUBHO YIPABAEHUE HA NOPBHKUTE
b. bpayH MeayKan uma ycTaHOBEHA NPOLEAYPa 33 eKcneaupaHe Ha CTOKW KbM KMEHTa,
KOATO CbONI0/138a BAKHU KPUTEPUM, 3 HMEHHO:!

KpuTepuu 3a TpaHCNopTUpaHe:

- MpaBo 3a YNPaXXHABaHe Ha TPAHCNOPTHA A@MHOCT HA ONPEeAe/IeHn CTOKU U ToBapH

-  cbbnwogasaHe Ha npeanucaHuaTa Ha XEU

- cbubnaasaHe Ha NpPeAnUucaHnATa 3a TeMnepaTypeH KOHTPO/, CbrAacHo
M3MCKBAHWATA Ha NPOU3BOAUTENA

- cbbarogasaHe Ha NPeANUCaHUATA OTHOCHO 3abpaHuTe 33 TOBapeHe

- 3abpaHaBa ce TOBapeHeTo Ha ambanax 3a NoBTOpHa ynoTpeba, KAaKTo v BbpHaTa
nparka

Bpays Meaukan EOO/L vma nucmenn npoueaypu No OTHOWEHKE Ha:
- CKNaampaHe Ha CTOKU (TemnepaTypeH KOHTPOA Ha NPOAYKTUTE U XUTUEH] B.CKﬂaAa)
- NOrMcTMKa (TpaHcnopTHpaHe Ha NPOAYKTUTE CbracHO TeMMepPaTypHUTE U3UCKBAHUA
Ha Npou3BoaMUTENA)
- YHULLOMaBaHe Ha CTOKW C HECbOTBETCTBUE
- WHBEHTapu3auMA 1 NPoCNeaUMOCT Ha NapTuauTe

Touka 2 - [elcTBuA 1 NOAXOA NPY YCTAHOBABaHE Ha HECHOTBETCTBUA U PEKIamMaLMA Ha
W3MbAHEHWUTE LOCTIBKHU:

E. bpayH Megaukan EOOJ, oTrosapa Ha U3UCKBaHKWATa Ha OBbArapCKOTO 3aKOHOAATENCTBO U
APOLLEAYPUTE Ha MECTHUTE OPraHu U MHCTUTYUMK (KaTo Hanpumep UsnbaHuTeNHa AreHuma
no nekapcTeata, MUHWUCTEPCTBO Ha 3ApaBeonasBaHeTo 1 T.H) NO OTHOWEHKE Ha CbXpaHeHne
1 TPAHCNOPT Ha NPOAYKTUTE, PEaKLMK NPK ONIAKBAHE OT Ka4YeCTBOTO Ha MPOAYKTHTE,
cboblaBaHe 3a HeXeNaHu NeKapcTBEHW pPeakunu v U3TernsaHe Ha NPoAyKTH OT nasapa.

b. Bpayn Megukan EOO/] nma BHeApeHa CUCTEMA 33 YNpas/eHue Ha oniaksaHuaTa. Lleara
Ha cucTemMaTa e, KMEeHTCKM OpUEHTUPAHO ynpaB/ieHWe Ha PeKIaMalunTe Ha NPoAYKTY, Cbe
cnegHUTe Lenu.

- OTKPWUBaHe W NPesoTBPaTABAHE HA PUCKOBE 33 NPOAYKTH

OCMUrypABaHe Ha XapMOHU3MPaHM U MbIHK AaHHW (CbAbPIKAHWE, YMECTHOCT) 33

e CACTENMATA B - 7 77 T T T T s e o T S S s s e

akTuBeH dapmaKkonoryeH MOHUTOPUHT Ha BBMAG

- rapaHTtupaHe 6e30NacHOCTTa Ha NauMeHTUTe U noTpebuTeuTe

- yBEAOMABAHE Ha NOMOLLHUTE OpraHu

- npepocTaBsaHe Ha cobcTeeH NpUHOC 33 Nogo6pABaHeTo

- CBOEBpEMEHHO MpeaoCcTaBAHe Ha KBaAMdUUMPaH OTFTOBOP HA KMEHTa
- nosulWasaHe Ha KOHRypeHTocnocobHocTTa

. bpayH Megukan EOOQ/L, pa3nosara ¢ npoueaypu cBbp3aHu C:




- cbobLaBaHe 1 A0KNaABAHE HA HEXENAHW NIeKAaPCTBEHM peaktrn

- ONIaKBAHUA OT Ka4YeCcTBOTO Ha NPOAYKTa

- MCKaHWA 33 BPbLUAHE Ha CTOKM (CrPELeHO KONMYECTBO, CrpeLleH KaTanomeH HOMep U T.H)
Bcuuku cnymutenu Ha b. Bpays Meaukan EOO/ muHagaT exxerofHo obyueHue no
dapmakonoruyHa 6amTenHocT ot OtroBopHua Marucrop dapmauest. Lenta e da ce
rapaHTMpa MmakcumanHa MHGOPMUPAHOCT Ha CAYMUTENUTE Ha B. BpayH Meaukan EQQ/ 3a
npejnpuemare Ha HeobxoaumuTe AelCTBUA B cayYaii Ha NostyueH curHan 3a HJIP uam
OniiakBaHe OTHOCHO Ka4yecTBOTO OT

K/IMEHTA, CBBP3aHO € ynoTpebaTa Ha NPOAYKTU, pa3npoCTPaHABAHM OT B.bpayH B Bbarapus.

Mpy Taka NpeanoxeHnUTe OT HAC YCAOBMA, NOTBLPKAABAME, UE CME B ChCTOAHUe Aa
M3MBAHUM NOPBYKATA B Mb/IHO CHOTBETCTBME C HanNpaBeHaTa oOT Hac odepTa.

Mpepnoxenuara HKU ca 068bP3BALLUM 33 Hac M oCTaBaT HENpPoOMeHAEMI A0 U3THYaHe
CPOK3 Ha Ba/AWAHOCT Ha odepTaTa, KaKTO W MpPW eBEHTYANIHO CKAIOYBAHE Ha JOTOBOp 33
PamKoBo crnopasymenue — 3a LieNMA CPOK Ha HErOBOTO AelicTaMe.

3ano3Hamm cme ce noapobHo Pasgen Vi »1€XHU4ecka cneuudukaums” ot
AOKYMEHTaLUATA 33 yHACTME M CME B CbCTOAHME 33 U3Mb/IHABAME PaMKOBOTO crnopasymenue.
3a Ue/inTe 33 OLEHABAHETO NpUAaraMe cregHuTe AOKYMEHTH AOKA3BaUWM CbOTBETCTBMETO HA
nocovexHuTe B Pazgen Vi, TexHuyeckaTa cneuMduKaLma’ Ha SOKYMEHTaLMATA M3UCKBAHUA Ha
Bb3noxuTeNa, 33 NPUMEPHUA XMPYPruyecKm WMHCTpYMEHTapuyMm /MHCTpyMeHT/:

e [leknapauMa 3a CbOTBETCTBUE OT npoussogutens  AECKY/IAN Al
Tytauuren/Tepmanua CbrAacHo W3UCKBaHUATA [MPEKTWBAE OTHOCHO
MeanumMHCKUTe uzgenus 93/42/EMO Npunoxenue |

¢ EO Ceprudukar - Cuctema 3a nbAHO OCUTYpsABaHE Ha KayecTBOTO
Anpexkmmsa 93/42/EM0 OTHOCHO MeaMLUMHCKUTE u3aenua

* KaTtanosu 3a opepupannTe MeSUUMHCKU U3AeNUs

3abenexmka: YaacmHukom moxce da npedcmaau, no ceos NpeyeHKa: Kamasno3u, Npocnexkmu,
bpowypu, deknapayuu 3a cbomeemcmeue unu Opy2 eud dokymeHm, om cbdvpiaHuemo, Ha
KOumo 0d ¢a 6UCHU MexHUYecKUme XapaKmepucmuku Ha oepupaHus xupypeudecku
UHCMpymeHmapuym JuHcmpymesm/.

fata 126/03/2018r.
HaumeHoBaHWe Ha y4acTHUKa b.bpayn Megukan EOO/,
Mime u dbamunua Ha NpeacTasAABaLLMA YYaCTHUKA Xopct Wroep 1 Netbp AceHos

ObHOCT YnpasuTea v npoxs

fMoanuic u neuvar







YHUBEPCUTETCKA MHOI'OITPO®H.IHA bOJIHUIIA 3A AKTUBHO JIEYEHUE Y COELIH A

E MEIUIUHA “H.U.IIMPOTOB” EAJT
==

Eﬂllﬂﬂl’ﬂﬂ Codus, 6y, “Totneben” Ne 21, ren. 02/9154433

v 060coGeHa no3uuud 4 /Chae6HA MeJMIIHHA W MaTOJIOrHs /

3a HYXAHTE Ha oT/esienne ,CbAebHa MejuIMHA" (He ce orpaHHYaBa caMo B):

* AyToncuioHeH HaGop
e (Ckajmnenu
v’ 3a HYKZUTE Ha KIMHHKA O611a ¥ KIHHUYHA NaTo/10THA (He ce OrpaHHYaBa caMo B):

e AyTONCHOHEH Ha6op

Hoxuia c octpu bpxose

Hosxuna ¢ romye

[luHceTH c ocTpH BBpXOBe Ge3 36u

[IMHCEeTH aHaTOMHYHU

J1abopaTOpHH MUHCETH

EHOCKONCKH IMHCeTH

[lapeHxrMaTo3eH HOX (Masiku, cpeaHH, roJieMH)
Ckannenu

Hrua post-mortem

e @ e o o

® CpoK 3a JOCTaBKa - 3al04YBa a Teye oT NOJNHCBAHETO HA KOHKPETHHTE /IOTOBODH
33 J0CTaBKa H NPUKIIOYBA C MOAMHCBAHE HA NPHEMO-TIPeAaBaTe/NeH IIPOTOKOJ 3a
AocraBka Ge3 peknaMaluu. Odepupa ce 0T BcekH y4acTHHK, HO He MosKke Jia e no-
ABJIBr OT 30 / TpuAeceT/ JHU.

e Cpok 3a pexaMaliys - 3aM04Ba 43 TeYe OT NOANHCEAHETO HAa CbCTAaBEHHUS IPOTOKOI
33 HeKavecTBeHaTa/Hemb/aHa JIOCTABKA U NPHK/IIOYBA C IOATIHCBAHE Ha MPHEMO-
lpefaBaTesIeH NPOTOKOJ 33 3aMsAHa Ge3 peK/IaMalyH. Odepupa ce ot Bcexku
YHaCTHHK, HO He MOXKe Ja € No-AbabT oT 30 / TpugeceT / AHH.

*PexaMalMy 10 KOJIMYECTBOTO HA OCTABEHATA CTOKA Ce [paBAT B CPOK A0 3 /TpH

/,ZLHH Cjien rnoAnHcBaHe Ha npHeMo-npegaBaTeseH IIPOTOKOJIL

**Pek/JlaMallu¥d OTHOCHO Ka4YecTBOTO H CKPHTH Ae(eKTH ce mpaBaAT B 7 /ceqem/
AHEBEH CDOK OT OTKPHBAHETO UM.

Sabesexcka:

3a BCEKH KOHKDETEH JOroBOp 3a H3IMbAHEHHe, KOHTO e Obfe CKII0Y9EH B PAMKHTE Ha
COpasyMeHHeTo, Bb3moxuTenaT me nposexaa BbTpewen KOHKYPEeHTEeH M360p o pesa Ha 4.
82, an. 4 ot 30II, kato i€ KOHKPeTH3Hpa BHJAAa H KOJMYECTBOTO Ha XHPYPrUdecKHUs
MHCTPYMEHTAapHYM  /MHCTPYMEHT/ M NpPOTHO3HATA CTOHHOCT B OTHpaBsHATa J0
M3I'BHUTE/IHTE MHCMEHa MOKaHa 3a NpejcTaBsaHe Ha odepra. Ile ce KOHKDPETH3Hpa U JalH e
HeOBXOAUMOTO OBy4eHHe u/HIH APYTH OCOGEHOCTH 33 KOHKDETHHs XHPYDPTHYECKH

HHCTPYMEHTapHyM /HHCTPYMEHT/. 0
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