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TARY
pAorosop/lei

ILHGC./.{.’.]?..'. .‘f.’./.';..ZOI 7 ron. B rp. Jlo6puy, Ha oCHOBaHME L. 112 1 ¢n. o1 3akona 3a
00LIECTBEHUTE OPHLYUKH, Ce CKITIOUM HACTOALHUAT JIOFOBOP MEKIY:

"MAKMEJ" O0/T cie CellanuIe B Ip. Coqui 1360, paiion Bpn6ununa, ajpec ma
ynpaenenue: .k, Moxepro mpenrpanmme, yi. "Amam I|\/IHu1<eBHq" 4B, EMK 200459233,
lipeacTaBissano 0T Enena Jo6peBa Muxaitiosa- YUPABHTEN, OIpPENE/IeH 3a M3IbIHHTE)]
CICI TIPOBENEHA NpOILEedypa 3a Bhijarade Ha 06me|CTBeHa HopeyKa tan  "my6iauumo
ceereszadue” Ne 00083-2016-001 I, ¢ mpenmer: Jlocrapka ma MEJIMITHHCKA JAefiHoCT 34
KapAMOJIoriiHa jeinoct, napuyan [IPOJABAY U

"MHOI'OTIPO®IJIHA BOJIHUITA 3A AKTUBHO JIEYEHUE-TOBPUY" AT
rp. Hobpuu, cne CCHATHINE U a/IpeC Ha yrnpaBlleHHE: rp. Jobpuu, yu. “Ianaiior Xurop" 24,
Ten.  058/600160, daxc: 058/600414, e-mail: oblb!(a;bergon.net, EHK 124141302,
Ipeactasiasano ot J-p Tpudon Bramumupors Hopnanos — Wsmennurenen Hupextop na
ApYxeCTBoTO, Hapuuana KYITYBAU.

CTpaHI/ITG Ce ClIopaszyMsIxa 3a CIeaJHOTO:

[IPEAMET HA JIOTOBOPA U LIEHHM

Yiren 1. ].‘IpDJ_IaBaII'BT InpoJgaBsa Ha KYIIyBaya MEeOUIIMHCKHUTE M3CIHs, 110 HEHH,
KdKTO crieaBa.

Ob6ocobena
To3urms No

Enwnnuna nenga p

HaumenoBanue ua obocobenara TTO3HITH s
’ JeBa fes3 ,@;C 1

Koponapen crenr, yenosen No | '
Kopoxapen mMeaukamenT- nsnpupam CTEHT, ycaoseH No 4
Enexrpoj sa Bpemenna KapIMOCTUMYTalusl |

CPOKOBE ¥ HAUMH HA TIJIAITIAHE

Ynen 2. Cpoxbr Ha HACTOsIHMS JOTOBOP € 12 Mecena oT natara Ha HOIITHCBAHETO
my. JlorosopsT npomminkasa neficrerero o J10 crcn}quaHe'!ro Ha JIOTrOBOD € IPYI W3N'BITHATEN
CJIC/L TPOBEXIaHe Ha 0b1IeCTBeHA IOPhUKA. :

Unen 3. TMocouenure B . | MCIMIIHCKH UBJIeIns e OBAAT JOCTABIHH OT
IpofiaBata Ha KyIlyBaya B Cpok 10 72 (ce/eMueceT u A1Ba) yaca, ciIe)| 3asBsIBAHETO UM,

Ynen 4. Jlbmxumara Ha IpozaBaya cyma 10 BCAKA OTACHHA JOCTABKA e Obje
IUIaTCHa OT KymyBaya 1o GaHKoOBaTa CMETKA Ha Ipomasaya B cpok jio 60 (mectaecer)
KQICHIAPHH JIHH CIIEN H3/1aBaHeTO Ha BaKTypa ot pojasaya.

Ynen 5. CpoksT Ha rogHocT Ha JOCTABEHUTE MEOUIMHCKH H3JeITHs TpsabOBa Jia ¢
HE O-Mambk OT | (eAHA ) rofMHa KbM MOMEHTA 1A ,HOCTaBKairra.

MACTO HA U3ITBJIHEHUE U HPEMUHABAHE HA COBCTBEHOCTTA

HYiren 6. 3a macro Ha nocrassiie Ha MEIMIIHCKATE H3JeNus ce oTIpeenisn
“MBAJI-Jlo6pua™ AJ] rp. JloGpuy, yi. “Ilanaiior Xutos™ Ne 24, 3peno ,,Bonuuuna anrexa”,

Yien 7. Coberrenoctra BbPXY JIOCTABSHHTE MEJIMLMHCKH H3ICIHs 1 PHCKBT OT
IILJIHO MJIM YACTHYHO IIOTHBAHE HA CTOKHUTE IpPEMUHABA BF,pxy KYIlyBa49a OT MOMEHTa Ha
[IPUEMAHETO UM Ha MACTOTO HA JOCTABSIHE C IIPHEMO-IIPE/IABATEIICH TIPOTOKOI HITH apyr
PaBHO3HAYEH JIOKYMEHT.

i

: |
[IPABA 1 3AIBJDKEHUS HA ITPOJIABAYA |
Ynen 8. (1) IlpomaBaunt e jurmsxen Aa CIUIIOYA ZIOrOBOP 33 MOAM3IBIHEHHE,

KOT'aTo e 065[131(111 B SWIBJICHUCTO CH 32 YYACTHE NOJ3BAHETO Ha MOAM3IbIHMUTEN. B CpoK J10 3 é
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AHH OT CIUIIOYBAHETO Ha LOTOBOP 32 NOAU3IIBIHEHHE WM HA JOIIBIHHTENHO CHOpasyMeHue
34 3aMsAHAa Ha TIOCOYEH B 3asBJICHHETO [1OIM3IIBIHITEN H3IbIHUTEIST u3Mpama Komue Ha
AOTOBOPa HJIH Ha JONBIHHTENHOTO CIIOPA3YMEHME HA BB3IOYKHTENS 3aeJIHO C IOKA3aTelICTRA,
HC Ca H3MBJIHCHH YCIOBHATA 110 Wi, 66, ai. 2 u 11 ot 3011,

(2) NopusmbnuuTenute HaMar [IpaBO na MNpeBwB3jIarar e€IHa WM T[O0BeYe OT
ACHHOCTHTE, KOMTO ca BKIKOYEHH B IIPe/IMETa Ha JOTOBOPA 34 IOIU3IIbIHEHHE,

(3) HeszaBuCHMO OT BB3MOWHOCTTA 1a ce H3II0JI3BAT  TIO/IM3ITBIIHUTEIH,
OTFOBOPHOCTTA 34 U3IIBIIHEHHE HA TOTOBOPA 3a 06IIECTREHA IOPBYKA € Ha MIPOiaBaya.

(4) KynysausT Hama 1a u3ebpuisa AHUPCKTHH PasIIAlaHus ¢ MOAU3ITBIHUTETUTE

Hnen 9. IlponaBadasT e JurbKeH 1a HOCTARA MEHITHHCKY H3JICNHS, KOUTO!

. umar Hanecena "CE" MAapKUpPOBKa B CHOTBETCTBHE C M3MCKBAHMUATA HA 4. 15
OT 34KOHA 3a MEMIMHCKATE W3/ Hs (3MI);

2. MMAT HAHECEH MACHTH(UKAIMOHEH HOMEpP Ha HOTM(UIMPAHUS OpraH o i,
64, an. 2 or 3MMU, xoraro IPOLElypUTE, ONpeNlelIcHH B HapeAOHTe Mo wi, 18 or 3MU,
M3HCKBAT HAHACSIHETO MY;

3. MMar HaNEeCeHH HAHUMEHOBAHHE U anpec Ha yIpaBl€eHHE Ha IPOU3BOIMUTENS
H/UITA yIIBITHOMOIUEHUS [IPE/ICTABHTEN 1 BHOCHTEIS;

4. MMaT HHCTPYKIMS 38 YHOTpe6a, ¢ H3KIOUCH e Ha M3JICIINATA, 32 KOHTO TOBA HE
€ mpeasuaeHo B 3MHU; -

5. ca UPHIPYIKEHH OT BaJIMICH CepPTH(UEKAT, yIOCTOBEPABALL CHOTBETCTBHETO Che
ChINCCTBEHUTE M3UCKBAHHSL, IPUITOKUMH 38 H3JIEITHETO, U3TAMEH OT HOTH(HITHpAI opras.

0. ca IPOM3BENCHH OT MPOM3BOIMTEN, KOHTO npunara M IHoJUIbpika CHCTeMa 3a
yllpasicHue Ha kadecTsoto ISO 9001:2008 wnm exBuBanenTHa ¢ 06XBAT B obnacrra Ha
[TPOM3BOJICTBOTO HA KOHKPETHHTE MEMUIIMHCKH M3 (SIS,

7. CROTBETCTBAT HA M3UCKBAHMA KbM H3EIHATA IO ChOTBeTHaTa obocobeHa
[IO3HIKSA, TOCOYCHH B OIHUCAHHMETO, JaACHO B | Ipunoxenne No 6: Cuuchk Ha MEIHIIHHCKUTE
H3IEIHA 32 Kap/IMOJIOTHYHA JCHHOCT OT NOKYMEHTAIMSTA 3a yuactHe B obImecrsenara
HOPDBUKA.

HYren 10. Ilponasaust B cpoka ma ZI0TOBOpa TpsAOBa Jla OTroBaps Ha CileHHTe
M3UCKBAHHS:

L. Jla uma paspemenme umm YAOCTOBEPEHUE 34 THLPTOBUA HA €PO C ME/HIIMHCKN
M3NCIHA, U3NANEHO OT M3nbmurenus jupextop Ha MAJI o pena na 3MU.

2. la npuimara W mojIepKa cHCTEMa 3a yOpaBleHHe Ha KadecTBOTo ISO
9001:2008 nimi exBrBamenTHa, ¢ 06XBaT B 06IACTTA Ha THEPIOBUSATA C MEUIHHCKY H31€/THSI.

3. lla € ymBIIHOMOLIEH OT HPOM3BO/MTENS HIlH OT YI'BJTHOMOLICH IIPE/ICTABHTE
o emuchbia Ha wi. 10, am 2 ot 3MHU 3a npejcraButencTro Ha TepuTopuaTa Ha Pb mnm 3a
KOHKpeTHaTa nophyKa. OTOpU3alMs HE Ce W3MCKBA OT NPOU3BOJUTEIUTE Ha MEIHUIIMHCKH
HSACIAA, yCTAHOBCHM Ha TepHTOpHsTa Ha Pertybimnka Brirapus.

Ynen 11. [lenara Ha MeHIMHCKHTE H3JICTIHA HE MOXKE JIa € [10-BUCOKA OT LICHATA,
TocoueHa B konona F ma Chuenpka ¢ MeaummMHCKH usneimst, xouro H3OK szannama s
yCnoBusTa Ha GOMHHYHATA MEIMITHHCKA TTOMOIIL.

Unen 12. IlpojasaubT e mrbken ma H31ale B CPOK (hakTypa 3a JOCTABEHUTE
MCIHIIMHCKH H3JIEIusl,

IIPABA M BAIBJDKEHMS HA KYITYBAYA
\' Unen 13.(1) KymyBausT uma [IpaBO 1@ MPOBEpsBa KOJHYECTBOTO HA BCSIKA
OTACJIHA JIOCTABKA, KATO IPH YCTAHOBABAHE HA HECHOTBETCTBHE € JUIBIKCH Jla YBEJIOMHU
IIpojiaBaya B Cpok ot 24 yaca,
(2) Tlpm ycraHoBsBaHEe HA HeCHLOTBETCTEHE !B KaueCTBOTO Ha [OCTABCHHTE
MEIMIMHCKH H3NSITHA KYYBAYhT € JIBXKEH Jld YBEAOMH MPOaBada i CpOK oT 24 yaca.
(3) HecworBercrBuero wa konmmuecTBOTO W | KAUECTBOTO ce YCTaHOBSIBA

IIPOTOKOJI, CHCTABEH OT KOMHCHS, CbCTaBeHa OT ATBKHOCTHHUTE JTHIIA Ha KynyBaya.
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(4) B cnywaii, ue mponapausT B CPOK 110 24 Yaca ciiej| YBEIOMSIBAHETO 110 ai. |
OCIIOPH TTHCMEHO HECBOTBETCTBHETO HA KAYECTBOTO, TOM MOMKE Jla HCKa IpoBepKaTa My OT
YI'BITHOMOIIIEH Opraf uiu naboparopus.

YUnern 14. Kynysausr e mreixen na 3ariaTi | yroBOpEHATa lieHa B pasMmepa, 110
HAYMHA U B CPOKA, OXIPE/IC/IEHH B HACTOSIINS I0TOBOP.

HEVCTOMKHA

Unen 15.(1) Ilpu 3a6aBa ma mocraska oT CTpaHa Ha npojapaqa ¢ Moreuye or 24
(IBaZleceT M ueTHpH) yaca, KyNyBaubT MMa IpaBo Jla QJIydH HeycTolka B pasmep na 0.1
(HyJla 110, eQHa JeceTa) Ha CTO OT CTOHHOCTTA Ha sabapeHara 10CTaBKa 3a Beekd 24 uaca
3abapa. .

(2) Ilpm ycramoBsiBaHe Ha HECHOTBETCTRHE B KOJIMYECTBOTO, NPOJABAYBLT ¢
AITBIKCH /12 TOCTABH JIUIICBAIIOTO KOJIMYECTBO NPH CIEBAINATA JOCTABKA, a IIPY TTOMCKBAHE
OT CTpaHa Ha Kylysauya B Cpok oT 24 waca. llpu HGI?I?,HT:HHE:HHC HA TOBA 3a[IbJKEHHE
KYIyBa9bT HMa NPABO Jla [OJIy4H HEYCTONKA B pazMep Ha 5 (IeT) Ha CTO OT cTOHHOCTTA Ha
JIHIICBAIOTO KOJHYECTRO., .

(3) Ilpu ycraHOBSIBaHE HA HECHOTBETCTBHE B Ka4eCTBOTO, IIPO/IABAYLT € JUTBIKEH
A2 JIOCTaBH MEIUIWHCKH U3/ICIHS ¢ YIOBOPEHOTO KaquTBﬁl) IIpH ClleaBaIaTa J0CTaBKa, a IpHu
[IOMCKBaHE OT CTpPaHa Ha KyImyBaya B CPOK OT 24 Haca. llpy newmsmbineHue wa TOBA
3a0BIDKEHUE KYIYBAYHT MMa IPABO 1A HOJIYIH HGYCTOP'II?B. B pasmep Ha 5 (mer) Ha ¢ro or
CTOMHOCTTA HA HEKAUYECTREHATA JOCTABKA.

(4) B cinyyaute no ammmen 2 u 3, ako IPOAdBaYBT HE TOCTABM IOTIOBOPEHOTO,
KyIyBadbT HMa IIPaBO Ja 3aKyNH HeODXOJMMHTE My MEIMIMHCKH M3JCIHS OT Jpyr
AOCTaBYHK, KaTo pasinKaTa MeX/1y [eHaTa o JOTOBOpa M AeHCTBHTEHO 3aMaTeHaTa LIEHa ¢
38 CMETKa Ha IIpoJaBadd.

Ynen 16.(1) Ilpu orkas na npopmasaua na JOCTaBH 3asBEHHTE MY MEIMULHHCKH
H3/1CIAsl WK TIpH 3a0aBa nosede ot 48 (yetnpumecer u océM) vaca, KynyBaybT MMa [paso na
3aKyIH HEOOXOUMHTE MY MEIMIMHCKH H3/Ie/THS OT JAPYT JIOCTABYHK.

(2) B cayuante mo npeaxomuara anunes pasikara MEXy HEeHaTa 10 J0roBopa H
ACHCTBUTEIIHO 3aIlIaTCHATA [I€HA € 3a CMETKa Ha I1poj1aBaya,

Hien 17. Kynysausr uma nparo ma ucka oBe3NeTcHHe B MLieH pasmep Ha
BPEJTATE, KOUTO € MPETHPIIAI B pe3yaTar Ha 3abaBeHaTa I/I/I/I!JII/I HEKa4YeCTBEHATa JOCTABKA.

Ynen 18. Ilpu 3a6aBa ma miamane ot CTpaHa P!Ia KyIyBaya, HOCACIHUIT IBIDKH
Ha Tpoj/laeaya HeyCTOHKa, B pa3Mep Ha 3aKOHHATA THXBA, |

Hien 19. Heycroiikure, ofesimerenusra u IEHOBMTE PassIMKy 1o wi. 16, ai. 2

|
MOrar ga 6'{),[[31‘ YABPIKAHH OT BCIAKO JBJIDKMMO Ha HpO,HaBﬂ‘-{a [nama”e.

[IPEKPATABAHE HA JJO'OBOPA

Yren 20. JloroBopsT ce npexparsisa;

1. ¢ u3THUaHe Ha cpoka, 3a KOWTO e CKIIIOUCH, OCBEGH B XMIIOTE3aTd Ha 4jieH 2,
H3pEYeHne BTOPO;

2. OT W3NpaBHATA CTpaHA MPH CHCTEMHO HEHiBH’E,HHEHI’IC‘: Ha 3aIBJDKEHHITA 110
norosopa. [lonm cucreMHo HewsmbiHeHHe ce paszbupa TAKOBA, M3BLPIICHO J[BA MIIH [10BEYE
ITBTH B PAMKHTC Ha CAMH KATCHIAPEH MECEIl, UM I0BEUe OT TPU IIBTH B pAMKHTE Ha Cpoka Ha
JIOroBOpA;

3. IPH CB3JEBAHETO HA YCIOBHS 3a AOCTaBKd HA MCUUIMHCKH H3JIEIUS CIe.l
TPOBCKAAHETO HA HEHTPATH3UPAHHM €IeKTPOHHH THProBe, |

4. B cayyait, ue 6blie npoMeHeHa HOPMAaTuBHATa ypeaba, B pe3ysaTaT Ha KOETo
OTHATHE HEOOXOIMMOCTTA OT JOCTABKATA HA H3IEIIUATA, KOMTO ca NpeIMET Ha JI0r0BOpa;

5. IpH HEBB3IMOKHOCT Jla Ce OCHI'YPH (DHMHAHCHpaHe 3a W3IMBIHEHMETO Ha
[IOPRUKATA IO MPHIUHY, KOUTO KYIYBAYST HE € MOTBJI 1A HPEIBHIIA. /
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JIPYTH VCIIOBUS l

|
HYren 21. Crpanure 1o moroopa He MOrar na ro M3MEHAT, OCBEH B ClydauTe,

npe/BHIeH: B wi. 116 ot 3011
Hnen 22, Crpanure 110 J0r0BOpa Ie PEITaBAT BH3HUKHAINATE 110 H3ITBIHEHUETO
| CHIOPOBE 110 B3AHMHO CBITIACHE, 4 AKO TOBA € HEBL3MOKHO, 1o pena Ha 11K, npen pogoro
KOMIIETEHTHUSAT CbJ B I'p. J[06pry.
Hien 23. 3a BCHYKH HEypPeJIEHH 110 HACTOSLIH JIOTOBOP BBIIPOCH 11IE C€ TIpUJIaraT
pasnopendure va 3011, TITN30IT, 33/ u T3.
Yen 24.(1) 3a BamwjHu agpecu 3a IpHemaHe Ha CHOOILIEHH S, CBBP3aHH ¢

HAaCTOAMINSA JIOTOBOP C& CMATAT AJIPECHTE, IOCOUCHH B HAAI0TO Ha I0TOBODA.

(2) Ilpn mpomsiHa Ha JaHHHTE 1O NPEIXOMHATA AIMHEs, ChOTBETHATA cTpaHa e
|

JIIBKHA 1a YBEIOMU Apyrara B TPUIHEBEH CPOK OT IpoMsIHaTa.

Ilpu cberapsie Ha HACTOAWMAT TOTOBOpP Ce [peJICTABMXd OT W3IILJIHHTEINS
CIEIHITE JIOKYMCHTH 3a IOKA3BaHE JIHICATA HA OCHOBAHMUA 34 OTCTpaHsBaHe:

- 32 obcTogTencrara o wi. 54, aix. 1, . 1 ot 3011 - CBHIETEJICTBO 32 CHAUMOCT,

- 38 00CTOATENCTBOTO 110 wit. 54, an. 1, T. 3 o1 BOTI - YIIOCTOBEPEHHUE OT OpraHuTe
10 NPUXOJUTE H YJOCTOBEPEHHE OT OOIIMHATA IIO ce!z[anume"ro HA BB3JIOKHTES H Ha
KaHAMJATa WIIH YYaCTHUKA,

- 3a obcrogTencTBOTO WO wi. 54, am. 1, T. 6|- YAOCTOBEPCHHE OT OpraHuTe Ha
WamrbiauTenta arennus "[aBHa auchexius mo tpya’;

- paspelieHue 3a THProBUsl Ha ¢Ipo ¢ MB,I[I/ILU%‘[HCKH u3aenus, unajgeno ot MAJI
W ZIpYT JIOKYMEHT, y/I0CTOBEpPSBAIN IPABOTO HA YYACTHHKA @ THPryBa ¢ MEIHIHHCKH
H3IEIHs, U3TAMICH 0T KOMIIETEHTEH OpraH Ha ChOTBETHATA !m;pmaﬁa;

- CepTM(MKAT 3a NpETAraHe U MOMILPKAHE Ha CHCTEMa 34 yIpaBJieHHe Ha
kauecTBOTO ISO 9001 B ofmacTra Ha MPOH3BOJICTBOTO iH/HHH TBEPTOBUATA C MEIHIHHCKH
W3NEMHA W/HIM CHCTeMa 3a yHpasicHue Ha Kadecrsoro [SO  13485/13488 w/wim
eKBHBAJIEHTHA, i

OTOPH3AIMOHHO [HCMO, MTLIHOMOLIHO Wi JIPYT PAaBHOSHAYEH JIOKYMCHT,
H3/1a/ICH Ha y4aCTHHKA OT IIPOM3BOAHUTENS. MM OT YIIBIHOMOLIEHHS IIPENCTABHTEN I10

| -
cMuchia Ha wi. 10, an. 2 o1 3MU 3a npejcraBUTeNncTBO Ha TeputopuiaTa Ha Pb unm 3a

|
KOHKpeTHaTa IMpoueaypa. B ClIYdauTe, KOorarto H3JaTe)l] € YII'BIIHOMOIIECH [MPEACTABUTEI,
CjienBa Ha Ce IpelncraBu u HOKYMEHTBT, C KOHTO H!pOHSBO,E[HTCJIHT €  YII'BJIHOMOIIIHJI

YOBITHOMOIUCHHAA IIPEICTABUTEII.

Hacrosiuusr norosop ce cherasu B Tpu emmooGpashu CK3EMILIIpA, €/IMH 3a
1pojaBaya M JIBa 3a KylyBaya.

TIPOJIABAU: 1;<VHVBALI:

Y
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Hpunoncenue Ne 4 — 3advnncumenen oopasey

TEXHHUYECKO NPEAJNOXKEHUE

[lognucanara Encna Hobpesa Muxaiinosa, EI'H 8309286436, B KauecTBOTO CH
Ha Ynpasuren Ha“Maxmen” OOJl, che cenanuiie: rp. Codus, k. 1360, sx.x. Monepno
npenrpaznue, yin. Anam Muukesuu Ne 4B, er. 3, oduc 3, anpec Ha ynpasienne rp. Cous,

n.e. 1360, k. Mogepro npearpaaue, yi. Anam Mmm(ealuli Ne 4B, er. 3, oduc 3, EMK

200459233,

HNPEIVIATAM CIIEAHUTE YCJIOBHS 3a u3mbinenue na nopbYKaTa;

1. Ilpass cesHOTO NpeanoKeHHe 3a H3ITBIHEHNE| Ha [10pBYKATA B ChOTBETCTRME C
TEXHHUECKHUTE CIEUM(UKALIMY W M3MCKBAHMSTA HA Bhal0NK U]

Coraacho Tlpunoxenue Ne 6: Crucbk  na MEMLMHCKHTE H3JeNHs  3a
KapAHOoAoruiHa AeHHOCT.

B Ooxymenma  CIHHHCHK HA  MEJHLHHCKHTE H3OEITHA 34
KAPHHOJIOHYHA JEHHOCT gcexy VHACTTHUK € ONDIACEH| OG NONBAH

Konona 4: "Onucanue na npednazanomo .n»ze()uwjﬁcm usdenue", 6 koamo mpabea
Oa ce nocovam XapakmepucmuKume na npednazanomo Mem!{,;z;zmck‘o U30eNUs, CbOmeemuu Ha
USUCKGUHUAING HA GB3A0ACUMENS, NOCOYCH 8 KONOHA 3,

Koaona 5: "Koo H30K", 6 xosmo mpabea 0a nocowu koda na MEQUYUHCKOMO
uzoenue coanacno CHUCLKA ¢ MeOUUUNCIY U30enUs, KOUMO IH3 OK sanaawya ¢ yenosusima na
Oonnuunama veduyuncrka nomouy;

Konona 6: "Twpeoscko naumenosanie Hna uzdeiuemo” & xosmo ce HOCOUGH
MbPeOBCKOMO HAUMEHOBAHUE HA MEOUYUHCKOMO U30eue;

Konona 7: "lpoussodumen/Ynvanomowen npedemasumen/Ipumencamen na CE
cepmucpuram”, 8  Kosmo ce  nocousam }7p0u360dw71%_eﬂ;.1m WUTY  YIBAHOMOWeT U
npedcmagumen no ya. 10, an. 2 om 3MH w/wiu npumeosicamenam na CE cepmugbuxam.

2. lexnapupam CbriiacheTo Cu ¢ KNay3uTe Ha MPHII0NKEeHHs NPOCKT Ha JLOTOROP.

3. Jleknapupam cpok Ha BanMIHOCT Ha obeprara: 3 (Tpu) Mmeceua OT arara,
KOATO € NOCOUEHa 3a JlaTa Ha rnojaBaHe Ha odeprara.

4. llpnemam cpoka Ha W3NBAHEHME HA MOPbUK4Ta; 12 (1BaHajgeceT) Mecela oT
CKJIKOUBAHETO Ha JIOTOBOpA.

5. Tlpuemam cpoka 3a nnawane: g0 60 (LUGCTAECET) KasleHAAPHH AHW OT
M3BBLPLUBAHETO HA JOCTABKATA M H31aBAHETO HA (DAKTYPA OT H3MBJIHHTENS,

6. Ilpuemam cpoxa Ha poctapka: 1o 72 (cenemueceT M /lBa) 4aca OT MOMEHTA Ha
3asB5BaAHETO,

7. llpuemam cpoka Ha roiHOCT: He No-MaKo oT | (enHa) roaMHa KbM MOMEHTA Ha
JloCTaBKaTa,

8. JlocTaBsHUTE MEAMLMHCKH M3CIHS 11IE OTFOBOPAT HA M3UCKBAHUWATA MO Y, 82,
al. 1 or 3MH 1 we ca srioveny B CnuchbKa ¢ MEAWLIMHCKH n3naenus, kouto H30K sannaua
B YC/IOBMSITA Ha BONHHUHATA MEAMLIMHCKA NOMOLLL, KATO LEHATA, HA KOSITO ce [peIaraT He e
NO-BMCOKA OT CTOHHOCTTa 10 KOSITO ' zannaia H30IK,

9. llpemam na M3MbLAHSBAM BCHUKKM M3MCKBAHHS Ha BB3JIONKUTENIS, MOCOYEHH B
OBABJCHHETO M IOKYMEHTALIMATA 32 ydacTHE.
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10. B cnyuait, ye Obla ONpeseneH 3a M3mbIHUTE)] Ha [opbyKata, ¢€ 3abiKaBam,

MPY - 1MOAMKWCBAHETO Ha HAOTOBOpa 3a OﬁLLLCCTBBl‘la [opbHKa, na npeacraps aKTyanHu
AOKYMEHTH YAOCTOBEPABALLM JiMIicara Ha OCHOBaHMUA 3a OTCTpaHsBaHe or npolenypara,

KaKTO W CLOTBETCTBHUETO ¢ NOCTaBEHHTE KpUTEpHH 3a ﬂOﬂﬁOp

[l

- 38 00CTOsITENCTRATA [10 YJ, S4,an. 1, 1. 1 or 301] - CBHAETE/ICTBO 32 ChAMMOCT:

- 38 00CTOATENCTBOTO 110 ul, 54, an. 1, T. 3 or 3(

11 - ynocrosepenue ot oprasure

o npuxoaure u YAOCTOBEpPEHHE OT 06LLLMH&TE] Nno ccroanvuleTe Ha BB3JIOKHTENST U Ha

KaHauaara Mnu YHacTHHUKA;

- 38 0BCTOATENCTROTO MO uJ, 54, an. 1, t. 6 - YAOCTOBEPEHHUE OT OPraHuTe Ha

Hsnbnunrenna arenums "Tnagya MHCTICKLIMs 110 Tpyaa';

" PA3PCLICHHE 32 TbProBUs Ha efpo ¢ MEAMLMHCKK M3denus, usjaneHo or MAJ]

Win npyr JAOKYMEHT, yﬂ,OCTOBBpﬂBaLU, [1paBOTO Ha yHacTHHKa pna TbhPryBa ¢ MEAHLUMHCKH
HM30CHMA, W3gaaeH otT KOMIMETEHTEH Opran Ha CLOTBeTHAaTAa AbpKaBa. PEB[)G]JJCI'IHG Hiin

YAOCTOBEPEHHME HE CH WM3UCKBA OT [IPOM3BOAUTEIINTE Ha MCGIOMLHMHCKH H3ICITUS, YCTAHOBEHH

Ha Teputopusta na Penybnuka Brairapus;

- ceprudukar 3a fipHiarane W nojAbpxane Ha cucTema 3a yhipaglieH1e Ha
KauecTeoTo ISO 9001 B o6nacTra ua POM3BOACTBOTO M/HIIM THProBHATA C MEIMLLMHCIC M

W3OeJI  W/UAKM  cucTema  3a ynpapieHue Ha kauectsoto SO 13485/13488 w/unm

CKBUBANIEHTHA;

- OTOPH3ALMOHHO MHUCMO, IILIHOMOIIHO MK
M3NAACH HA YY4aCTHUKA OT MPOU3BOLUTENS WM OT YIIb)
CMHCBiia Ha i 10, an, 2 or 3MU 2a MPEICTABMTENCTBO

APYT PaBHO3HAYEH [OKYMEHT,
IHOMOLLUCHHST TPEACTABUTEN [10

KOHKpETHaTa npouedypa. B ciyuaure, korato usmaten e YIBAHOMOLUCH 11
i S LY R
CACABA Ja Ce NpeacTaBd M AOKYMEHTBT, ¢ KOHTO npou;

YN'BAHOMOLIEHHUS MpeicTaBuTe/,

HOJIHI/IC HA NMpeacTaBnsaBallloTo JIMLE K rmeyar.. .. .(’!

Ha TepuTOpuUsTa Haj‘B WK 3a
SICTABUTEN,
I IHOMO LT

foinds 1 %,y

Enena Jlobpera Muxaiiosh- Ynpasuren
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TEXHUYECKO NPEAJONKEHHUE

i

[Tonnucanara Enena Hobpesa Muxaiinosa, E['H 8309286436, B KauecTBOTO CH
Ha Ynpaeuren wa“Makmen® OOJ], cbe cenanue: rp. Godus, n.k. 1360, sk.x. Mouepro
fipearpanme, yn. Anam Muukesnu Ne 4B, er. 3, oduc 3, aupec Ha ynpasnenue rp, Cogus,

n.k. 1360, x.k. Mopaepuo npearpanre, via, Anam Mnuxergm Ne 4B, er. 3, oduc 3, EMK
200459233,

[NIPEIJIATAM CJHIEAHUTE YCJIOBUS 2a l/lBl‘li”bJ]HeHHe Ha rnopbuKara:

1. IpaBs cneanoto MPEANMKEHUE 34 U3MTBJHEH 4}6 Ha MOpBYKATA B CLOTRETCTBHE C
TEXHUUYCCKHUTE CEUNPUKALMK U M3UCKBAHMUATA HA BL30KHTEIS

Cornacko  Tlpunoskenne No 6@ Croucsk {:a MEJMLUHUHCKHMTE H3LeNus 134
KapaWcJIoruuHa geidHocT,

B ooxymenma  CITHCBK  HA MEJIHIJHHCKHATE H3/EAHA 34

KAPLHOJIOIHYHA JEHHOCT 6eexit yuacmmuux e dfi’b‘?fc‘%i‘h‘ 0a nONvAHU!
Konona 4: "Onucanue na npediazanomo MeQuyuncro usdenue”, ¢ xoamo mpabea
!

A4 ce nOCOAM XAPaKMePUCINUKUME HA RPEOIazanHomo MEQUYUHCKO UB0ENUS, CLOMBEmIY Ha
UFUCKBAHUAINC HA GD3AOIICUMENS, NOCOYEHU 8 KOMONHA 3,

Konona 5: "Koo H30K", ¢ xoamo mpabsa dd nocouu xoda na MEOUYUHCKOMO
uzdeaue cvenacno Cnucwvra ¢ meduyuncry uzdenys, zcoumo} H30K sannawya ¢ yerosusma na
OOAHUNHAMA MEOUYUNCIA NOMOLUY; ;

Konona 6: "Tepeoscko naumenosanue na uspenuemo” g KOAMO Ce NOCOYGH
MBPEOBCKROMO HAUMEHOBANUC HA MEOUYUHCKOMO uzdenue, |

Konona 7: "MIpouseodumen/Ynwnnomowen npe 3cmam:meﬁ/ﬂﬂuume;)fcanrm.nz Ha CE
cepmupuram”, 6 koamo ce nocoysam npouseooumensim  w/unu YABAHOMOUCH LIS
npedemasumen no wa. 10, an. 2 om 3MH w/unu npumesicamensm na CE cepmugburam.

2. Jlexnapupam CLITIACHETO CH C KNAY3UTE HA MPHIOKEHHS] [IPOEKT Ha JIOTOBOp.

3. Jleknapupam cpok Ha BanugHOCT Ha odeprara: 3 (tpu) meceua or parara,
KOATO € MocoveHa 3a J1aTa Ha rojiaBate Ha odeprara.

4. Ilpuemam cpoka Ha M3MBAHECHWHE Ha nopsyKaTa: 12 (nBanajecer) meceua or
CKJIFOUBAHETO Ha JIOrOBOpA. t

5. Tlpuemam cpoka 3a nnamane: g0 60 (LlecTneceT) KaneHAapHW AHW OT
M3BbPLIBAHETO Ha 0CTABKATA W M3AABAHETO Ha (HAKTYpa OT M3 MTBAHUTESSL.

6. llpuemam cpoka Ha nocraska: o 72 (cenempecer u JiBa) 4aca OT MOMEHTA Ha
3asBABAHETO,

7. llpuemam cpoka Ha FroAHOCT: He Mo-mManko oT| | (eHa) rOAHHA KbM MOMEHTA Ha
JlocTaBkarTa.

8. JTOCTaBAHUTS MEAMUMHCKH U3AETHS LLIE OTFOBOPAT Ha U3UCKBAHMSTA 110 ul, 82,
an. 1 ot 3MH 1 1we ca sraouenn B Crnivcbika ¢ MEAMLMHCKK u3nenus, kouto H30K zannaua
B YC/I0BHATA HA OONHHYHATA MEAULIMHCKA MOMOLL, KATO LieHaTa, Ha KOSATO Ce MpeanaraT He e
[10-BMCOKA OT CTOMHOCTTA A0 KOSATO I 3amiama H30K,
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9. Ilpuemam na M3TIBJIHSBAM BCUYKK M3MCKBAHNS Ha BB3NIOXKUTENS!, TOCOYEHN B
| i
00sBACHHETO 1 JJ]'OI{}fMeHTauHﬂTa 3a yyacTue, \

10. Bi CliyyaH, ye Obaa OMNPENCICH 38 W3IBJIHUTEN Ha nopbuKara, ce 3aAbInKkaBam,
PH  MOAMNHUCBAHETO Ha AOroBopa 3a ofLiecTBeHa nopﬁ;wa, Aa npencraes aKTyanHu
AOKYMCHTH y)lO(TOBBpHBaLLlH JIMIicara Ha OCHOBaHug 134 !OTCT]J

KaKTO M CBOTBETCTBMETO ¢ MOCTaBeHUTE KpUTEpHH 3a nopGop:
- 3a obcTosITeNICTBATA 110 Ul Sd,am. 1, 1. 1 or 3 )lﬂ - CBMJIETEJICTRO 33 ChAMMOCT;
- 38 00CTOSTENCTROTO 110 i 54,an. 1, 1. 3 or 30IT - ynocroreperme or opravure
o npuxoauTe J{ YAOCTOBEPEHUE OT O6LMHATA o ceﬂ\!ajnnmem Ha BB3NOXKHTENS M Ha
KaHAMAATA WK YHacTHHKa; i

- 32 QBCTOATENCTBOTO MO Y, 54, an. 1, 1. 6 - }yﬂocrosepeme OT OpraHuTe Ha
Manbiuutenna areniys "I'naBHa uHcnekums no Tpysa"; ||
- Paspelienre 3a Teprosus ua CAPO € MEIMLKMKCKN n3nenus, H3gancHo or MAJ]
MW pYr TOKYMEHT, YAOCTOBEPSBALL, MPABOTO Ha yuacT IMKa lla Thpryea ¢ Meamumucky
USLCIINS, W3hafeH OT KoMnerenTen OPraH Ha CLOTBETHATA Jmpikapa, Paspetuenne unp
YAOCTOBEPCHME HE CH M3UCKBA OT [IPOU3BOJMTENINTE Ha MEAMLMHCKH M34ETHS, YCTAHOBCH M

Ha TSPUTOpHsITA H!a PenyGnuka Brarapus; |

- cepTuduKkar 3a fMpUnarale M nopawbpikade |Ha CHCTEMA 3a yrpapneHue Ha
kauecrsoro 1SO 9001 B o0nactra ua [POU3BOACTBOTO ]/l”HJTM TbProBUATa C MEAMUMHCKM

M3NENUs  u/uam  cuctema  sa YnpasjieH1ie Ha Jcatlecwﬂ‘om ISO  13485/13488 w/unu
CKBWBANEHTHA, |

- omﬂmsauwowo MUCMO, NBIHOMOULHO mml! APYF' paBHO3Ha4YeH goKymenr,
U3afeH Ha yqac!mmca OT TPOMIBOAMTENS WM OT YIBITHOMOLLE H U rnpeacrasuTes o
CMHCBAA Ha un. 10, an. 2 or 3MU 3 MPEACTABUTCIICTBO| HA TepUTOpPHsITA Ha PB unu 3a
KOHKpeTHaTa npoj_Le;Lypa. B cnyuaure, roraro waparen i ym;nI-IOMOLLLQJ:[/’ﬁ;beACTaBwren,

C/ICABA Ja ce npeicrasu K MOKYMEHTBT, ¢ KOMTO npf)us,@fﬂqmeﬂgrr € YIIBIHOMOLLM
| | H g
YILIIHOMOLEHHS IpeicTaBUTe]]. W % (.

aHdABake oT npoueaypara,

i1y

HO}]J'IH(:) Ha MpeacTaBIsSIBALLIOTO JIULIE U rnevuar: /,
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TEXHHYECKO IIPE,I[J[‘O}I{EHME

Moanncanara Enena HoGpesa Muxaiinosa, ET'H 83

09286436, B KauecTBOTO Ci Ha
Logua, 1K, 1360, .k, MoaepHo

Ynpasuren na*Makmen® OO0/, cbve cenanuuie: rp. C
aipec Ha ynpasnenue rp, Codus,

npearpaaue, yn.i Anam Muukesry Ne 4B, er. 3, opuc 3,
n.k. 1360, x.k. MosepHo npearpasne, yn. Anam MHLLKS;‘BI/IL{ Ne 4B, er. 3, oduc 3, EUK -

200459233, |

MPEIJIATAM CIIEOHWTE YCIIOBUS 3a M3MBIAHEHME HA NOpLUKaTa:

I. Ilpags CHIEIHOTO  NPEIJIOKEHNE 34 H3MbAHEHHe HTl\ NMOPbYUKATA B CLOTBETCTBHE ¢
TEXHHICCKUTE CHEUNDUKALMU 1 H3UCKBAHKATA HA BH3IOUTES s
CbraacHo ]"[pnnioxc%me Noe 6: Cnuebk Ha menmuuHcKiTe H3nenus sza
NeiHocCT. | ‘
B ooxkymenma @YHCEK HA MENHITHHCKHTE H3JETHSA 34 KAPJTHOJIO MY HA
HEHHOCT gcexy YHACIHUK € ONbaicen 0a nonban,
Konona 4 "Onucarnue na npeodnazanomo meduyuncro uzdenue", ¢ xosmo mpabea da ce
nocouam  xaparmepucmukume na npeonazanomo ,qlze()uz['?,mcrco usoenus, cvomeemn Hq
USUCKGAHUAING HY GDINOJICUMENS, NOCOUEHY 6 KONOHA 3,
Konona 5: "Kod H30K" & rxosmo mpsabsa oa nocovu KOOG Ha MeQuyuHcKkomo usdenye
cvenacrio Crucvra ¢ meduyuncru uszdenus, xoumo H3IOK 3anidiya 8 Yeroguama Ha
Goanvunama meduyuncica noMouy;

KapanoJsoruyHa

Konona 6: "Twpaoscrko naumenosanue na usdenuemo”, & fkosmo Ce NOCOYBA MbPLOGCKOMO
HUUMEHOBUNIE HA MEOUYUHCKOMO U3denue,
Kouona 7. "[pouseodumen/ Vivanomowen npedcmaeumen/lpumeacamen  na  CE
cepmuguram”, |6 xoamo ce nocoveam npoz{s@odu” CAAM UWWI YRBAHOMOWEH s
npeocmasumen no un. 10, an. 2 om 3IMU w/u hpumedicameyiam na CE cepmugpricam.

2. lexnapupam cLrnacuero cu ¢ IIAYSUTE Ha MPUIIOKEHHS JIPOEKT Ha 10roBop.

3. [Jlexnapupam €poK Ha BafMAHOCT Ha oeprata: 3 (Tpu) meceua oT JaTara, KosTto e
locotcHa 3a nata Ha noaasare Ha odeprara,
4. Tlpuemam cpoka Ha W3nLiIHEeHKe Ha ropbukara: 12 (ﬂ,BﬂTaJ_LGCGT) MECELA OT CKJIIOYBAHETO
Ha A0roBopa. |
5. llpuemam cpora 3a nnawane: 10 60 (lwectaecer) 1<a11=311u21p1-11/1 JAHH OT H3BBPLIBAHETO Ha
HOCTABKATA ¥ U3MABAHETO HaA HaKTypa OT U3MbIHUTENS. '

0. [puemam cpoka Ha gocTapka: 1o 72 (cenempecer
7. Tlpuemam cpoka Ha romHocT:
JOCTABKATA.

8. JIoCTAaBAHHTE MEAMLIMHCKY M3/e/ius 11 OTTOBOPAT Ha MBHUCKBaHMATA Mo un. 82, an. | or
3MHW 1 we ca BkntodeHn B CHuebka c MEAMUKHCKK m3genus, kouto H30K zarnnama
yca0BuaTa Ha GOJAHMYHATA MEAMLIMHCKA MOMOLL, KATO LIEH4TA, HA KOSTO Ce MpefsiaraT He e
[10-BMCOKA OT CTOMHOCTTA 10 KOSITO I'M 3amnawma HI0K.
9. llpremam J1a M3MbIHABAM BCHUKM H3HCKBAHMS Ha BB3JIOIMTEIIs1, MOCOYEHHM B 00sIBICHMETO
M JOKYMEHTALMATA 38 YuacTHe.
10. B cnyuali, ue 6baa onpesenen 3a usmbinmTesn Ha ropsuKata, ce sajbibkaBam, npu
HOAMHEBANETO Ha NOroBOpa 3a 00LIECTBEHA NMOPhYKa, AA [IpeAcTaBs

M [1Ba) 4aca OT MOMEHTA Ha 3a5B5 BAHETO.
HE no-manko or | (eaHa) rogmHa KuM MOMeHTR Ha
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YAOCTOBEPABALLM JIMMICAaTa Ha OCHOBaHHs 3a OTCTpaHsBane o npouesypara, KakTo W
CbOTBETCTBUETO € NOCTABEHUTE KpuTepuu 3a noabop: |
- 38 obcTOATENCTRATA 110 YJ, 54, an. 1, 1. 1 or 30]] - CBHJAETEIICTBO 32 CbANMOCT;

- 38 00CTOATENCTBOTO Mo uj. 54, an. 1, . 3 or 30107 - YAOCTOBEpEHHE OT oprauute o

FIPUXOLNTE W ypocTOBEpeHUe OT 06LmHATA o CCAANMLLETO HA BB3NOMKUTENS 1 Ha i
WIlM yYacTHUKa, ‘

- 38 obcToATENICTROTO 110 un 34, an 1, T, 6 - YA0CTOBE
aredums "I'nasua uncnexiug no Tpyna";

" PaspelleHue 3a Tbproeus Ha CAPO C MeAMLMHCKH I/IS,JZI,GJ]'L(IH, M3haneno ot MAJL unn apyr

AOKYMEHT, ylOCTOBEpsiBaLl NpaBoTo Ha YHACTHUKA Jla TppryBa ¢ meauumHCKn M3aeHs,
M3LA/ICH OT KOMIMETeHTEeH oprau Ha ChOTBETHATA JbpiKaga. Paspeluenne uny YAOCTOREpEHHe
HE CH M3MCKBA OT npomsBoguTeNHTE Ha MCAMUMHCKY M3Ne/ns, YeTaHOBeHH Ha TEPUTOPHSTA
Ha PenyGnuka brarapus; 1

- CepruUKaT 3a npunarame u NOANLPIKAHE Ha CHCTema 2a YTpaslieHne Ha kauecTsoTo [SO
9001 B ofnacrra Ha NPOUBBOACTBOTO M/UiK TLPTOBHATA| ¢ MEAMUMHCKH M3j1emus U/ nnu
CACTEMA 32 ynpasierue Ha KavecTroTo SO [3485/13488 u/thnu CKBHBAJICHTHA;

" OTOPH3ALMOHHO MHEMO, MbAHOMOLLHO WM ipyr paBHq‘rgHaqu NOKYMEHT, usmanen Ha
YHaCTHHKA OT NPOU3BOAMTENS UK OT YI'LIIHOMOLIGHHMA TIPeCTaBUTEN 110 CMHUCBIA Ha un, |0,
ann. 2 or 3MH 3a MPENCTABUTENCTBO Ha TEPUTOPUATA Ha PB Wiy 34 KOHKpeTHaTa npoueaypa.
B cnyuaure, koraro MSHATEN € YIbIHOMOLUEH npencTapm e, cneg a’/ﬁa C& npeacrasy wu
AOKYMEHTBT, C KOHTO Npoussogutenst o YIBTHOMO LU =5 11 H@W\L(m EHUS npeacTasuTen,

HEs -
b ¢ Y

aHjangara

PEHHE OT opranwTe Ha Msmmnuurenua
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v i m e d Consumables for lnvasive eardiology

Hpunoscenue No 5 — sa0vivcumenen odpasey

HEHOBO NPEJUIOKEHUE 3A W3ITbJIHEHUE HA ITOPBYKATA

or ,Makmen* 00]

ChC cenanvile B rp. Codust, 1.k, 1360, x.k. Mogepno npearpaaue, yin. Agam
Munkesnu Ne 4B, er. 3, odme 3, 061wpua Codnst — rpan u anpec na

ynpasienue rp. Codus, mn.x. 1360, w#x.x. Mopepuo Lpearpanue, yj. Axam
Muukesuy Ne 4B, er. 3, ouc 3
EHMK/BYJICTAT 200459233

fpeacTasasisan or Enena No6pera Muxaiinona
EI'H 8309286436, B kauecToTo MY Ha YnpaBuTes

H}D&BH CIEeAHOTO LEeHORO NPEANIOIKEHHE 38 M3MLI HEHHKE Ha NnopLYykara:

OGocob | Hanmenopanue Ha | MauckBaHms kbm MEAMLIMHCKOTO W3genne | Eaunuyna

eHa obocobenara LleHa B fepa

MO3KLK | NO3ULMS 6e3 JIJIC
51 No
| 2 3 4
1 KQPOHapeH CcTeHT, | Marepuan; CoCr L605; TeGenwna na crenata 65 ‘{
yenosen No | iUm (0,065mMM wnm 0.0026“)'; Regoil: < 3%: Cpenna
saryfa (mean foreshortening): 10,29 %, Muzaitn:
Rapid  exchange, XuOpunen | — oTeopena
3aTBOPEHA KIIETKA, Homunanuo [nansrane: 9 atm.;
Makcumanuo Hansrane: 16 atm (burst pressure);
Balloon overhang: < 0,5 mw; ]Jl'bHLUEH NHAMETB]
Ha wadra: [Mpokcumanen 1,9F ,):l[IdCTElJTeH 2,7F; Ro
Mapkepu: 2 — Tlnaruua / Vpuguit; Msnonzpaema
ABIKIUHA Ha kaTeTbpa: 140 oM; ChBMecTHMOCT Ha
KateTwpa: 5F; Bonau: 0.014“] i 0.36 mm;
Hoemxnua (mm): 8, 13, 16, 19, 24, 29, 32, 37, 40.
Juramersp (mm): 2.5, 2.75,3.0, 3!.5, 4.0,4.5
2 KOpOHapEH CcTeHT, | Matepuan: CoCr; JleGennna na iCTplaT?l 0,065 mm;
yenosen Ne 2 Huzaiin  Ha  knerxara - semi-open;  MRI
CBHBMECTHMOCT — paramagnetic; CbBMeCTHMOCT Ha
Kkaterbpa: SF;  [lusaiin: Rapid tlaxchange; Banon:
semi-compliant; TTonesua OBJKMHA Ha BOMAua:
1415 mm; Bonau: 0.014% B'bHI_I_:leH NHaMETBP Ha
wadra: [lpokeumaned 2.1F [ucranes 26 F
Hbnxuna npu NHAMETLP 10 3.00| (mm): 8, 12, 16,
19, 24, 28, 34, 38: Ibmxuua P AHaMeTsp Haj
3.00 (mm) - 10, 14, 18, 24, 28, 34, 38: Hunamersp
(mm): 2.00; 2.25; 2.50,2.75,3.00} 3.50, 4.00
3 Koponapen Marepuan: Carbon-lon stainless steel;  [uzaiin;
MEAMKAME HT- OTEOpeHa knetka; [eGennna nalcrpara 110 LM
Kpocunr  npodmn:  <1.05 mm;  JlekapcTso;
Panamuunn/Sirolimus/: Exsusanenrna
fiekapersena noza: 2,0 pg/mm;| duzaiin: Rapid
exchange; [Nonnmep: Onopasrpaskm 3a nepros or I
LWeCT  CenMHLHM; MRI CBBMECTUMOCT — — /
paramagnetic;  [JleGenuna  wa NOKPHTHETO!

npHBIM3HTENHO 5 LM Crornowenue
(P I 2 L = &% | “bOTHOLUCHHE |

;_\_ﬁ———ﬁ—k_\—_'____—-—-—_______

H31bYBALL CTEHT,
yehoseH No 3




Meran/Aprepus — 1""|/oj~

.

15%;

|
wadrra: Mpoxcumanes 2.|||F Hucranen 2.6 F
CbBEMECTUMGCT Ha karerbpa: SF; Bopay: 0.014¢;

Anamersp (mm): 2.5, 2,75, 31.0{), 3.25, 3.50, 4.00,
4.50, 5.00 ; '
Marepuan: CoCr L605; [eBenuna Ha cTpata 65
UM (0,065mm  1mu 0.00ZGFQ); Recoil: < 3 o,
Crbeseane: < (.29 %; Jlexkapero: Sirolimus;
ExBuBanentua JIeKapeTBeHA jLLo3a: 1.25 pg/mm2;
Monwumep: Guapasrpamum | n OHockBMECTHM:
Huzaiin; Rapid exchange, xw@pmen — OTBOPEHA U
3areopena knetka; Hommnanio Hanarawe: 9 atm,;
Makcumanno Hanarave: 16 §t1n (burst pressure);
Balloon overhang: < 0.5 u i BoHuwen IHaMeTbp
Ha wadra: [pokcumanen 1,9F Hucranen 2,7F; Ro
Mapkepu: 2 — Hﬂa'mma/l/lpp!gufn‘fi; Hanonssaema
IbiKHHA Ha KaTeTbpal 140-142 cM;
CevBMecTUMoCT Ha Karetbpal SF; Bogau: 0.0]4¢
unn 0.36 MM, JTeniciua (mn)): 8, 13, 16, 19, 24,
29, 32, 37, 40, 44, 48, Huametsp (mmy): 2.00, 2.25,
2.50,2.75, 3.00, 3.50, 4.00, 4.50

DBM - menukamenr - H3TBYBALL Ganon ¢ AKTHBHO
AIXE3MBHO BellecTBO Paclitaxel 1 EKCLHITHEHT
BTHC (n-6yTun-Tpu nixexcus LHTpaT);
Cuornolwenne  Paclitaxel K] BTHC - 90/10,
Ornensive na  Paclitaxel 25 pg/mm? PTCA
Karersp Rapid Exchange; Bopay 0.014"
Xunpoduauo MOKpHTHE Ha HaerTa RX; YecroTa na
MOKPUTHE Ha GanoHa ¢ MegukamenT: 99.0 %,
Homuuanno  nangrane 6 |bar - 16 bar
Panuousoronuu ¢ BHU3yanHu Mapiepn (Pt - [r),
Hbikuna (mm): 10, 15, 20, 25, 30, 35, 40;
Hunamersp (mm): 1.50, 2,00, 2,25, 2.50, 2.75, 3.00,
3.25; 3.50, 4.00
Bunonspen neiicunr KaTeTsp Ge3 Ganon sa JIHCHO
CbplLe KpMBKA M 3a nelcupane g Kamepara.
Co3nanen pna OCHIYPH HaneiHo neficupane u
YNIABAHE HA CHTHaNM B Kamepath UPEe3 NOCTLN npes
Aonka - Bena  kasa.  [peumse KOHTpOn  Ges
NpekoMepHa Tebpaocet. OntuManen KOHTpOn npu
BbpTeHe. [InaGounua 10 cwm. |ua MapkepuTe 3a
NOACHIBAHE NMPKH nocTagsHeTO, pil'bmlmna =110 cm,
pasmep —5F, enexrponto pascTosHue — | cum,

Koponapen
MeMKaMeHT-
U3TbYBaly CTEHT,
yenoseH Ne 4

Menukamenr-
M3JIbYBally Ganon

S——
Enexrpon 3a
BpeMeHHa
KApAHOCTUMY AL s

3abenencra: B xonona 4 ce nocoyea yenan
obocobenama ROZUYIUA, 3¢ KOAMO YyacmHuucsm npedcmass o

\
[oanue Ha MPEACTABNSBALLIOTO JIUIIE M Meyar h
Enena [Toj
|

: WA detar Mugnenin” Negls,
J{ i 2,
-
e e o ¥—"\ﬂ_,..——-.-..m..—wm-—--n-'f—-:......__,__ "
d Conspmables farinwsiwcara‘ioioa}r i

: Homunanno
Hajisrame: 6 - 7 atm,; Makchmanto Handraue: 14 -

16 atm (burst pressure); BoHuren AnameTsp na

Homxuua (mm): 10, 14, |18, 24, 28, 34, 38

1000 o, Cochaan,

P, met, 20989 4249,
ekl ! infig mcinedbe, com

RS

122.33 nepa
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IHEHOBO NNPEATONXEHNE 3A U3ITBJIHE

ot ,Maxmen” QO]

cbe cepanuiie B rp. Codust, n.g., 1360, x.x. M
Muukesuu Ne 4B, et. 3, oduc 3, o6wuna Cobdy
yvrpagieuie rp. Codug, mr. 1360, mx. Mc
Muuxeuu Ne 4B, er. 3, opuc 3
EWK / BYJICTAT 200459233

npeacrasisaead o1 Enena HoGpesa Muxaiiiosa
EI'H 8309286436, B kauecTBOTO MY Ha anaEM'[Jeﬂ

HpaBFE CNEAHOTO UEHOBO MPEANIOKEHWUC 3a HU3IThJ]

" T S . A
- & m e d Consumables for invashee cardiclody §

Ilpunoycenue Xe 5 — 3aoviicumeinen oopasey

-

Iy

[

i

IME HA ITOPHYKATA

DAEPHO nmpearpaaue, yia. Agam
1 —rpaj v aapec Ha
)ICPHO npearpague, yji. Agam

1ICHHC Ha nopbyKara:

Obocob
eHa
NO3MLM
s1 No

HaumeHoBaHue
oGocobenara
MO3KULIKS

Ha

MauckBanms KbM MELMLIMH

CKOTO HU3ACIHE

EanHununa
LIeHa B JeRa

oe3 JJJC

l

2

3

4

I

Koponapen
ycaoeeH Ne |

CTEHT,

Marepuan: CoCr L605; Heben
pm (0,065mm unu 0.0026%); Re
saryba (mean foreshortening):
Rapid exchange, xuOpuae

3aTBOpeHa knerika; HomuHanio

MakcHManHo HajsraHe:

WHa Ha cTeHarta 65
coil: < 3%; CpenHa
0,29 %; [Jwuzatiu:
—  OTBOpEHA H
Hansrane: 9 atm.;
(burst pressure);

16 atm
Balloon overhang: < 0,5 mm; T}%Hmeu JIMaMeTB

va wadra: Mpokeumaner 1,91
mapkepu: 2 — [lnaruna / Mp
nbidHa Ha karerTbpa: 140 ¢
karerbpa: 5F; Bopaw: 0.01
Hemkunda (mm): §, 13, 16, 19,
Huamersp (mm): 2.5, 2.75,3.0,

SN

Mucranen 2,7F; Ro

unui; Hanonssaema

CBBEMECTHMOCT Ha
“ounn 0.36 mm;
24, 29, 32, 37, 40.
3.5,4.0,4.5

Koponapen  crenr,

ycnoser Ne 2

Matepuan: CoCr, [ebenuna n
Huzaiin Ha  knerkara -
CLBMECTHMOCT — paramagnetic

a ctpata 0,065 mm;
semi-open;  MRI
CLBMECTHMOCT Ha

kateTbpa: 55 Musaitu: Rapjd exchange; banon:

semi-compliant; IlonesHa o
1415 mm; Bogau: 0.014%; B
wadgra: Tlpoxcumanen 2.1F

HIKHHA  Ha BOJdaval
LIEH AHaMeTbp Ha

Hucranen 2.6 F,

Jdwrikuna npy awamersp a0 3.00 (mm): 8, 12, 16,

19, 24, 28, 34, 38; ﬂ'hmlcm{fi;
3.00 (mm) - 10, 14, 18, 24, 28
(mm): 2.00; 2.25; 2.50,2.75, 3.

NpH AMAMETLP Haj
, 34, 38; duameTtnp
00 3.50, 4.00

KopoHapeH
MELMKAMEHT-
M3 BUBALLL
ycaoseH Ne 3

CTEHT,

Martepuan: Carbon-lon stain)d
otBopeHa kinerka; [eGemuna
Kpocuur  npegpun:  <1.05
Panamuin/Sirolimus/;

ss steel;  Jwuzafin:
Ha crpara 110 m;
mm; JlekapcTso:

EkBHBaneHTHA

nexapctsena moza: 2,0 pg/mm; Hdusaiin: Rapid

exchange; [Monumep: Gropasl
weer  cenmuur;  MRI
paramagnetic; JleGennHa
NPHONU3NUTENHO 5 [y

DaauM 3a rnepuoa oT

CbBMECCTHMOCT -
Ha  TIOKPUTHETO!
CbOTHOLLIEHHE
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Meran/Aprepuss —~  13%-
Hamsrane: 6 - 7 atm.; J\/Iamm’
16 atm (burst pressure); B‘i;l

wadra: Ipokcumanen 2.1 F| Jucranen 2.6 244

CobBMecTH MOCT Ha KaTeTbpa:

Avokuda (mm): 10, 14, 18, 24, 28, 34, 38.

Huamersp (mm): 2.5, 2.75, 3
4.50, 5.00

HLUIEH JMaMeTLp Ha
6F; Bopau: 0.014%

0, 3.25, 3.50, 4.00,

4 Koponapen
MENHKaMeHT-
M3JIbYBALLL
ycaoseH Ne 4

CTEHT,

Marepuan: CoCr L605; [lebeyna na crpata 65 766.67 nepa
pnm (0,065mM  uan 0.0026%):

Crbesnpane: < 029 %; Jle

Exenpanentna nexapcreena josa: 1.25 ug/mmaz;

Tonumep:  Guopazrpasnm

Huszatin: Rapid exchange, xu6
34aTBOpeHa kietka, HomuHanH
Maxkcumanuo wansirane: 16 a
Balleon overhang: < 0.5 wmm;
Ha wadTa: [1pokermanen 1,9K
Mapxepu: 2 — [lnaTuna/Mpn
IUBJIKHHA Hal KaTeTbpa:
CbBMecTHMOCT Ha KareTbpa:
win 0.36 ma. [nmoxuna (mm

29,32, 37, 40, 44, 48. [lnamer op (mm): 2.00, 2.25
2.50, 2.75, 3.00, 3.50, 4.00, 4.5D

Recoil: < 3 94,
apcrso: - Sirolimus;

M OHOCBHBMECTHUM:
imeH — OTBOpPEHa u

Hansarade: 9 atm.;
m (burst pressure);
Bbhuen anamersp
Hucranen 2,7F; Ro
1, Msnonzepaema
140-142 cM;
5F; Bopau: 0.014%
3 8,13, 16, 19, 24,

3

115%;  Homuuanuo
4JIHO Hamsrawe: 14 -

5 MenukamenT-
uaabUBally fanou

I
DBM - MEAMKAMEHT - W31bUB41L BanoH ¢ AKTHBHO

aJXE3MBHO BellecTBe Paclitz
BTHC

Ornensve na Paclitaxel 2.
Katerop  Rapid

Homuuanuo  wanarawe 6
Pa/IHOH30TONHH W BH3yanHu

Hwmxuna (mm): 10, 15, 20, 25, 30, 35, 40;

Huamerep (imm): 1.50, 2.00, 2
3.25; 3.50, 4.00

(n-6yTHn-Tpu N-XEKCHJI
Coornowenue Paclitaxel woyt BTHC - 90/10;

Exchange| Bonau
XuppodHiHo nokpuTHe na uagrra RX; YectoTa 1a
NOKpHTHe Ha GanoHa ¢ medukament: 99.0 %;

|
el u excuMnuenT

uMTpaT);
b pg/mm?, PTCA
0.014,
bar - 16 barn
mapkepu (Pt - Ir);

25, 2.50, 2.75, 3.00,

6 Enexrpon 3a
BpeMEHHA
KapHOCTHM yJlaiiisl

Bunonsipen neficunr karersp

CbPLUE KPHMBKA M 34 nep“zculpal-le B KaMepaTa.
Cb3panen 1a ocHrypH HaaeKHO nefickpane i
YNaBAHE Ha CHTHA/M B KAMEpPaTa Upe3 AOCTbI npes

nosiHa  BeHa  kama. [lpeun
npexomepHa TeEbpaocT, OnTH
BbpTene. wnbounna 10 cm
NONCHJIBAHE MPH [OCTABAHETO.

pasmep —5F, enekrpouno pasctosuue — | em.

bes GajioH 3a AgCHO

|
]:eH KoHTpon  Ges

aleH KOHTPOJI TpH
Ha MapkepuTe 3a
Hemacina — 110 cm,

3abenencka: B ronona 4 ce nocovsa yenda

- |
obocodenama NO3UYLUA, 3d KOO VHACTHTHUK DN }’.']J'G()Cﬂ?ﬂﬁﬂ rd)epma.

HOLLI_IHC Ha MpeacTapnaBalloTo JIMLE M Nnevart

Enena /T

fia ¢ nesa

./(:” H
|||||||| .J/ o

f,“ i Sva
10pes M xd

Vs
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W Consumabies for invasive emfcfo;[i

Hpunosicenue No 5

= 3a0vcumenen 00pase

1

HEHOBO OPEAJIOKEHUE 3A W3IIbJTHEHUE HA [TOPBUKATA

or ,Maxmen“ 00

ebe celiannie B rp. Codust, .k, 1360, x.x. Mopepuo Hpearpajane, ya. Anam
Munkeeny No 4B, er. 3, opuc 3, obwuHa Cog

15l —Trpan u ajipec na
|
yiipasiieHue rp. Codmst, 1.k, 1360, x.x. Mouepno apearpague, yia. Agam
Munkeenu No 4B, er. 3, ouc 3

EMK/ BYJICTAT 200459233

npencrapngaead oT Enena Hobpera Muxaiinona
EI'H 8309286436, & kauectsoro MY Ha YTrpasuren

— Hpanl CIEAHOTO LIEHOBO NpenjioxeH e 3a U3y JIHEHWE Ha rnopwykara;

ObocobH
eHa
MO3MLK
7 No

Haumenoranne
obocobenars
MO3MULIMSI

MBI/ICKB&HH?{ KbM MeJHL

HCKOTO M3aenue E‘:L{HHHHH&[
Le€Ha B Jepa

Gez ITIC

2 3
| KOpOHapqu CTEHT, | Marepuan: CoCr L605; [lebduina na cTeHara 65

yenosen No | i (0,065mMm 1an 0.0026%); Recoil: < 3%; Cpeana
saryfa (mean foreshortening): 0,29 %, Nuzaiin:
Rapid  exchange, XHOpraer OTBOpEHA W
3arBopeHa wierka;, Homunando Hajiarane: 9 atm.;

Maxcumanuo nansrane: |6 atm (burst pressure);

Koponapen
ycnoseH Ne 2

CTEHT,

-

Kopouapen
MCIAHKAMEHT-
M3TBYBaLL
ycsioBeH No 3

CTCHT,

Balloon overhang: < 0,5 mw;
Ha wadra: [pokenmaney 1,9F
Mapkepu: 2 — Ilnatuna / Mp
ABIDKIHA Ha KateTbpa: 140 ¢
kateTepa: S5F; Bopau: 0.0]
Humiuna (mm): 8, 13, 16, 19
Huamersp (mm): 2.5, 2,75, 3.0

Huzaiin  na KJneTkara -
Karerbpa: SF; [duzafin: Rapi
semi-compliant; TMonesna g
1415 mm; Bopay: 0.014* By

wadra: [lpokcumanen 2.1F

19, 24, 28, 34, 38; Hbixnna

3.00 (mm) - 10, 14, 18, 24, 24|

CLEMECCTHMOCT — paramagnetic

BbHinen JIHaMeTbp
Hucranen 2,7F: Ro
1IN Manonzeaema
; CbBMeECTHMOCT Ha
A% uam 0.36 MM
24,29, 32, 37, 40.
3.5,4.0,4.5

Marepuan: CoCr; Hebennua Ha ctpara 0,065 mm;

semi-open;  MR]
CbBMecTHMOCT Ha
| exchange: Banon:
DKHHA Ha Boaaua:
ILIEH HAMETbD Ha
Hucranen 2.6 F:

HbmkiHa npu AnaMersp o 3.00 (mm): 8, 12, 16,

[
NpH anamersp Haj

34, 38; Huamernp

|
(mm): 2.00; 2.25; 2.50, 2.75, 3.00: 3.50. 4.00

Matrepuan: Carbon-lon stajnld

OTBOpeHa kneTka; JleGenna
Kpocunr  npodum:  <1.05
Panamuunn/Sirolimus/:

fiekapeTeena nosa: 2,0 pg/m

exchange; Tlonumep: 6Hopa3rpﬂimm 3a mepuon or

weer  ceamuuM;  MR]
paramagnetic;  JleGenuna
NpHOAM3HTEN HO 5 LM

+
$
/

5

-

LA
25

ss steel;  [uzaiin:
1a crpara 110 pm;
mm;  Jlekapcrso:
‘ ExBuBanenTHa
1i1; Huzaiin; Rapid
BMECTHMOCT
a NOKPHTHETO:

ChoTHolEHKHE

T

St —

A
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Koponapen
MEAMKaMEHT-
U3ITLYRALL
ycnoseH No 4

CTEHT

¥

Meaunkame -
W3ibuBall, Ganon

Enexrpon
BpEMEHHA
ICHI},B,HOCT‘MM)/J'I alus

3a

Sabenesicicq:

060co6

[onnue Ha npejcra

i
j i%é!f}tufad\-_.,., -
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Meran/Aprepus

1304
HajiArane: 6 - 7 atm.; Makdu

16 atm (burst pressure); B
wadra: ITpokcumanen 2.1
ChBMECTHMOCT Ha KaTeThp
Hemixuna (mm): 10, 14,
Huamersp (mm): 2.5, 2.75,
4.50, 5.00

-15%; Homukarnno
MAITHO Hansgrame: 14 -
PHUIEH NIHamMeThp wHa
F Nucranen 2.6 E:
5F; Bogay: 0.014%
8, 24, 28, 34, 33
3.00, 3.25, 3.50, 4.00,

,—
Marepuan: CoCr L6035, Nédenmna pa CTpara 65
um o (0,005mMM  wau 0.0026); Recoil: < 3 %,

Cxbesane: < (.29 %; JI
ExBuBanentna JIEKAPCTREHS
[Monumep: OHopazrpanmm
Hwzatin; Rapid exchange, x :
3aTBOpPeHa knerka; Homunani
MakcHmanmto Hanmsrane: 16
Balioon overhang: < 0.5 my
Ha wadra: Ipokcumaney 1.9
Mapkepu: 2 — [naruna/Mpy
ObIKIHA Ha KaTCpr’l 140-142 cm;
CeBMecTHMOCT Ha katerspar| SF; Bopau: 0.0]4¢
w036 mm. fomkuna (mm): 8, 13, 16, 19, 24,
29,32, 37, 40, 44, 48, ﬂmamelrbp (mm): 2.00, 2.5,
2.50, 2.75, 3.00, 3.50, 4.00, 4.50
DBM - meauxamerr - H3TbY B
A0XE3IMBHO BewlecTso Paclity

kaperso: Sirolimus;
hosa: 1.25 jg/mm2;
" 6L100'bﬂM6C'rMM;
PHASH — 0TBOpeHa 1
10 Hassrame: 9 atm.;
atm (burst pressure);
BoHwen Ouamernp
" Oueraney 2,7F: Ro
Nt Manonssaema

I

1L 6an0H ¢ akTHeHG
xel

M eKCUMMHEHT
BTHC (n-OyrHn-Tpu n XCKCHIT uuTpar);
CooTHowenke Paclitaxel Kam BTHC - 90/10;
Orzenive ma  Paclitaxel 25 pg/mm% PTCA

Karerpp  Rapid Exchange
Xuapodunuo MOKPHTHE Ha yagy
NOKPHTHE Ha Gasiona ¢ mef
Homunanno  nansrane 6
Panuousoronuu u BU3yanHu
Hbmkuna (mm): 10, 15, 2¢
Huamersp (mm): 1.50, 2.00, 2,
3.25; 3,50, 4.00

Burenspen neficunr KaTeThp
CbpUE KpHMBKA W 32 nejicy
Co3nanen na OCHIYpH Haje
YNABAHE Ha CHrHANK B kamepar,
A0/Ha - BeHa  kaBa. [Ipeuus
NpekomepHa TBLpaocT. Onrum
Bupree, Abiaboumnna 10 oy,
MOACHIIBAHE NP nocTansHeTo,
pasmep —5F, enexrponno pazen

Bopau 0.014"
T1a RX; Uecrora ya
HKaMEHT: 99.0 %
bar 16 bar;
Maprepn (Pt - Ip);
25, 30, 35, 40;
25, 2.50, 2.75, 3.00,

€3 Banon 3a macho
aHe B Kamepara.
KHO nieficupane i
 HPE3 N0CTB npes
PH - KOHTposi  Be3
AIEH KOHTPON Tipy
Ha mapkepure 3a

llmmw-m =110 cm,
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