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JOTrOBOP /V;j;'i'/‘ ‘

Huec. /;0 UJ’ 2018 roa, B rp. obpuy, Ha ocHOBaHUE WJI. 112 U Cll. OT 3aK0HA 3a
ODIIECTBEHUTE NOPBUKH, C& CKIIIOYN HACTOAMIHAT JOrOBOD MENKAY: |

"MAKMEJL" OO/ cbe cenanuine 8 rp. Codus 1360, paI?IOIPBpLGHHL{a azpec Ha
ynpasicuue: K.k, Mogepno npenrpaiue, ya. "Axam Munkesuy" 4l EHMK 200459233,
npejcrasissado ot Enena /loOpera Muxaitinosa, B kauecTBoTo il Ha. ynpaBHTen oInpe/jielieH
3a usirpiinTen ¢ Pemienue Ha su3moxurels No 12/ 18 04.2018 r. ciien nposelnena npore/ypa
38 Bbilaraue Ha oOmlecTBeHa nopnuka Tl 'orkpuTa', BhHcana B Perumerspa  Ha
obmecrsenute nopwukk noa Ne 00083-2018-0006, napuuan [HNPOAABAY U

"MHOTI'OITPODUITHA BOJIHMIIA 3A AKTHUBHO HFLIEHI/TE—ILObPI/ILI” AJl
rp. Hobpuy, cbe cepamiuie u ajpec Ha ynpasiedue: rp. Jo6puy, yi. “ﬂaHaHOT Xutos" 24,
ren.  058/600160, ¢axe: 058/600414, e-mail: oblb@bergon.net, \ EVK 124141302,
npejcrasisiaio or JI-p Tpudon Braxumupos I/Iop,uaHOB = H3IIBIIHI/IT6J'I€H Hupexrop na
JpyxectnoTo, Hapuuana KYITYBAUY, |

Crpanure ce Criopasymsixa 3a CJIeAHOTO: }

[IPEJMET HA JOT'OBOPA W IIEHU |

Hnen 1.(1) IlpojgaBaubr mnpojasa Ha KymyBaua MeIMIUHCKH W3ICIHS 34
KapAHONOruyHa JIeHHOCT 110 06ocobena mosunus Ne 1: Kopouapen crem‘ yenoseH No 1

Tuprosexo manmenosanne: Nengen — KoGanT-xpoMoBa CHCTEMA 34 KOpoHapeH

CIRHT ;

Ipoussoaures: Meril Life Sciences Pvt. i

Kon no H30K: B04041012000026; ‘

[To 0bocobena nozutmst No 4: Koponapen MenukaMent M3JIBYBALI CTCHT, YCI0BEH
No 4 ‘

Teprosexo sHaumenoBanue: Biomime-Sirolimus — wuznbusaia KOpOHApHA
CTEHTOBA CHUCTECMa
IIponssoauTten: Meril Life Sciences Pvt.
Kox no H3OK: B04041020000038;
Io obocobena mosumms No S: Koporapes MeaukaMenT H3/rbUBaIn CreqT, yCJIOBEH
No 5 ‘
Teprosexo  waumenosanue: Biomime Morph-Sirolimus -  wsnbupama
KOpOHapHa CTEHTOBA CHCTEMA
IMpoussopuren: Meril Life Sciences Pvt.
Koa no H3OK: B04041030000008;
[To obocobena mosuumsa No 6: AGIyMHHAIHA CUPOITHMYC M3IIbUBALIA KOpOHapHa
CTEHTOBA CHCTEeMa
Tuprosexo nanmenopanue: itDEStiny - AGIyMHUHAIHA CHPOIHMYC H3IBYBALIA
KOPOHAPHA CTEHTOBA CUCTEMA,
Hpoussogures: Iberhospitex S.A.
Koa mo H3OK: B04041020000062;
[o obocobena nozmumst No 8: EnexTpost 3a BpeMeHHa KapAHOCTHMY/Ialiis
Toprosexo vanmenosaune: Pacel
[poussoguren: Saint Jude Medical
Koa mo H3OK: C09090000000001,
3 KOMTO € y4acTBaJI B ITPOLIE/LypaTa 3a Bh3aarade na od1iecTBeHa opbuka.
(2) LenoBute npe uiokeHns Ha MpoJaBaya ¢a KakTo ciesna; |
llo obocobena mosnuus Ne 1: Koponapen crent, yciosen Ne 1: 400.00
erupucrorun) gesa 6e3 JULC 3a L (exuu) Gpoii.
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Io o6ocobena nosumus No 4: Koponapen memurament U3JIBYBALL CTEHT, YCIOBEH
Ne 4: 758.33 (cexemerorun, mergecer u OceM Jresa 33 croTunkH) jicBa Ges AJIC 3a 1
(enun) Gpoii. 1

[To oGocobena NO3HIHI No 5: KopOHapeH MeIlKaMenT HBJT?BT-IBE.LLI CTEHT, yCIIOBEH
Ne 5:1000.00 (xuns1a) neBa Ges JUIC 3a 1 (emun) 6poii. |

ITo o6ocobena nosunus Ne 6: AGnymunanma CUPOIIMMYC H3ThYBaIa KOpoHapHa
CTCHTOBA cucrema: 758.33 (ceaemerornn, nernecer u ocem Jlera 33 CTOTHHKH) JieBa Oe3
MIC 3a 1 (eaun) Opoii. |

Ilo oBocoGena losunus Ne  8: Enekrpon 3a Bpemel—ma;z KapauocTumynamms:
123.33 (cro, aBagecer u TpuJjesa 33 crorunkn) Jiesa Ges AAC 3a 1 (equm) Opoii.

(3) Ilporunosuure KOJIMYECTBA, MOCOYEHH B NOKYMEHTAaLMATA 34 obuiecreena
HOPBYKA HE MOpakaaT 3aab/DKEHHE 3a KyIyBava /1a ' 3aKynu B nocoYenust oGem,

CPOKOBE U HHAUMH HA T1J [ALIAHE 1

Ynen 2. CpoxbT Ha HaCTOsLMS I0roBop € |2 (,[[BE{HHL[BCCT) MeEcena OT Jarara ua
fionmuesanero my. Joropopst HPOAbILKABA JICHCTBHETO CH 0 CKIFOYBAHETO Ha JIOroBop ¢
APYT H3ITBIIHHETEI CIEN NPOBEXKIAHE Ha obLIecTBeHA MophUKa, ‘

Yien 3. Memuuunckure H3jenus e ObIatr nocTaBsHM oT npoJasaya Ha
Kymysada B cpok 1o 72 (cenemuecer u ABa) 4aca OT MOMEHTA Ha 3aABABAHETO OT CTpaHa Ha
BB3JI0KHTENS. |

YUnen 4. Ismxumara na lIpoasaya cyma 10 BeaKa oTeHa JlocTaBKa me 6ne
IUIATeHa OT KymnyBaya I10 GaHKOBATA CMeTKa Ha npojarada B cpok jgo 60 (lectiecer)
KaJICHAApHY IHH CIIe/ U3aBAHETO Ha (haxrypa or npogasaua.

Hnen 5. Cpoxsr Ha FOIHOCT Ha JIOCTABSIHHTE MEIHLHMHCKH H3JIEMHs e He no-
MaJIko oT I (enHa) roanuHa KbM MOMenT Ha JocTaBka,

MJSICTO HA M3ITBJIHEHUE 1 [TPEMHUHABAHE HA COBCT BEHOCTTA

Hnen 6. 3a macto wa nocrassme Ha MCIMUMHCKHTE W3JieNns ce onpenens
“MBAJI-Jlo6pua” AJ] rp. Ho6puy, yi. “Ilanaitor Xurop” Ne 24, sBeno ,,bonnnuna anrexa”.

Hien 7. Co6ersenocTra BbpXY JNOCTABAHHTE MENMLUMHCKN M3nems PHCKBT OT
ITBJIHO WIIH YaCTHYHO UM 1OIHBAHE IPCMUHABA BBPXY KyNyBaya 0T MOMENTA Ha MPHEMAHETO
UM Ha MICTOTO Ha joCTaBsye c IIPHEMO-ITpEIaBATENCH [IPOTOKOJ HIIU JPYI'" paBHO3HAueH
JOKYMEHT.

HIPABA W 3AJTBIIDKEHUS HA T IPONABAYA

Hnen 8. (1) Ipopasaust e ATBIKCH [Ia CKIIOYM JIOroBOp 3a NOIU3ITBIIHEH HE,
KOraTo ¢ o0sIBHII B 3agBICHUETO CH 32 YUACTHE ITOJI3BAHETO HA TIOAU3IILIHUTEN. B CPOK Jio 3
AHH OT CKJIFOYBAHETO HA JOFOBOP 3a MOAH3IbIHCHHE Wil Ha NONBIIHUTEIHO CIopasyMeHye
34 3aMSIHA Ha MOCOYCH B 3asBIIEHHETO [ONH3IBIHUTEN U3IIbIHATESIT H3IIpalla KoliHe Ha
JOTOBOPa WIIH Ha JIOMTBIHUTEIHOTO CLOPA3yMEHHE HA BB3NOKUTE/IS 3aE]HO ¢ JOKasarejicTaa,
1€ Ca M3IIBJIHCHI YCIIOBUSITA 110 WL 66, an. 2 1 11 ot 30I1.

(2) Hommsnbiuurenure Hamar paBo Jla Npepw3naraT eiHa WM mopeye o7
ACHHOCTHTE, KOHTO A BKINOYEHH B HpEAMCTa Ha I0TOROPA 3a 110 AU3ITLIIHCH G,

(3) Hesasucumo or BESMOKHOCTTA  Ha CE& H3I0J3BAT TIOAM3IIBIIHUTEH,
OTTOBOPHOCTTA 38 U3ITLIIHEHHE HA JOIOBO pa 3a obliecTBena noppuka e na IIpojaBaya,

(4) Kynysausr msama ja H3BbPIIBA JJHPEKTHH PA3ILIAIAHNS C HOHM3IIBIIHUTENIUTE

Hien 9. lponapaust e grpixen A8 NOCTaBST MEAMLIMHCKH H3/ICITHSI, KOHTO:

I. orrosapsr na HM3UCKBaHUATA Ha wi. 82, ain. | or 3MHU;

2. orrosapsr mHa H3HUCKBAHHUATA, MOCOYECHH B OGSBICHUETO 34 OIMOBECTSIBAHE Ha
00LIeCTBeHATA NOPBUKa U B AOKYMENTalusTa 38 00LIeCTBEHATa HOphuKa,
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Unen 10. [TpoparausT B cpoKa Ha JI0r0BOPA € JUILIKEH:!

1. Jla Mma paspeleHue UM YI0CTOBEPEHHE 3a THPTOBHSA Ha\ €ApO ¢ MEIHLIMHCKH
M3CHA, U3alieHo oT Msubiauntennus aupexrop na MAJI o pena Ha 3MU.

2. Jla npunara u noJurbpia cucTeMa 3a yipasjecHue Ha Kagectsoro EN ISO 9001
u/winn EN ISO 13485/13488, u/unu exsupaienTHa, ¢ 00XBaT B 00/1aCTTa HA TIPOM3BOACTBOTO

W/MIH THPTOBHATA C MEIUIIMHCKH M3JIENHUs.
Unen 11. Ilenara Ha gocTaBsAHUTE MEAMIIMHCKH U3/ HE

0KE Ja € No-BHCOKa

0T 1eHaTta, rocouena B kojona F na Crimebka ¢ MetMuuHcky u3ienus, kouto H30K sarama

B yCIOBUsTA HA OOJIHMYHATA MEIUIIHIICKA [TOMOLLI,
Unen 12. TlponaBaybT e [UIbXKEH Ha M3AAJC B CPOK (aKT
MCOAHUIHMHCKH HU3J1CTIHSI.

ITPABA U 3AIBJIDKEHW A HA KYITYBAYA

ypa 3a HOCTaBEHHTE

Qren 13.(1) KymysaubT uma npaBo sia npoBepsiBa KOJNHYECTBOTO Ha BCsKa
OTJENHA JIOCTABKA, KATO IPH YCTAHOBABAHE HA HEChOTBETCTBHE € JUIBKEH Jia YBEIOMH

[pojlaBaya B Cpok ot 24 yaca,
(2) Ilpu ycraHOBsiBaHE HA HECHOTBETCTBHE B KayecTBO
MEIUIMHCKHE H3JICJIMA KYIyBaYbT € AJBJKEH Ja YBEJOMH Ip0JiaBaua B ¢p

TO Ha JIOCTABEHUTE
K oT 24 yaca,

(3) HecbOoTBEeTCTBHETO HA KOJMUYECTBOTO U I{anCTBOTO‘ Ceé YCTAaHOBSBA C
HPOTOKOIL, ChCTABEH OT KOMHCHS, CHCTABEHA OT JUILKHOCTHUTS JIMLA HA KyIlyBaya.

(4) B cnyuaii, ge npojiagaysT B CpoK 0 24 yaca ciejl yBenOMHBaHCTo o an. |
OCIIOPH IIMCMEHO HECHOTBETCTBHETO HA KAYECTBOTO, TOH MOXKE Ha HCKa MPOBEPKATA MY OT
YI'bJIHOMOIIEHA JTaboparopus, 4pe3 B3eMaHe Ha KOHTPOIHHM 00pasiy OT JOCTABKATA, MWIM
Upe3 CPaBHABAHETO HA JIOCTABEHHTE MEJAMIMHCKM U3JeNMs C MpPEeJICTABEHUTE MOCTPH,

OIMMCAHHE UJIH CHUMKH IIPH YYaCTHETO B O6U.[CC1B€HdTa IMOopLBUKA.

Ynen 14. KynypaubT e JUIbXeH Ja 3aIlIaTH YroBOpeHaTa ucna B pasMmepa, [0

Ha4yuHa U B CPOKA, OIPCJICIICHH B HACTOSLIHL JOTOBODP.

HEYCTOWKHU

Hnen 15.(1) Ilpu 3abapa Ha jocraBka OT CTpaHa Ha IIpojaBada ¢ HoBedye OT 24
(mBameceT W YETHPH) 4aca, KYIyBaubT UMa TMPABO @ NOJydYH Heycmﬁlca B pasmep Ha 0.1
(nyma namno, eIHa jiecera) Ha CTO OT CTOMHOCTTA Ha 3abaBeHara ,Z[OCTHBKa 3a BCEKH 24 yaca

zabaga.

(2) llpu ycranossBaHe Ha HEChOTBETCTBHE B KOJ’]I/I‘{GCTBOTO, IpojaBaybT €
ATBKEH J1a JOCTaBH JIMIICBAIIOTO KOJNUYECTBO IIPH Clie[Ballara JOCTaBKa, a Py MOUCKBaHe
OT CTpaHa Ha KynyBauya B cpok oT 24 uaca. llpu HewsmbiHeHHE }fa TOBA 3a/IbJKEHHE
KylyBa4ybT MMa 1IpaBo [la MOJIyuH Heycroiika B pasmep Ha 5 (meT) Ha CTO OT CTOMHOCTTA Ha

JIMIICBALlOTO KOJIMYECTBO.,

(3) Ilpu ycranoBsiBaHe Ha HECLOTBETCTBHE B KAUECTBOTO, [POJABAYBT € ITHIKCH
Jla JIOCTaBH MEIUIMHCKH U3JICIMs ¢ YTOBOPEHOTO KAueCTBO IpH c.rxemaaujmTa JI0CTaBKa, a [pu
IIOMCKBAHE OT CTpaHa Ha Kynysada B cpok oT 24 waca. llpu Hemsnbianenwe na ToBa
3a/{bJDKEHHE KYIyBaYhT MMa IIpaBo Jla IIOJydd HeycTOHKa B pasMmep Ha 5 (meT) Ha CTO OT

CTOHHOCTTA HA HEKAYECTBEHATA JOCTAaBKA.

(4) B cayyante 1o anuHen 2 u 3, ako NPOJ@BavYbLT HE ,ELOQTaBH JIOTOBOPEHOTO,
KylnyBaubT HMa IPaBO Ja 38Kyl HeOOXOAMMHUTE My MENMLMHCKH H3JIeJHs OT Jpyr
JOCTABYMK, KATO pasjIMKaTa MEXy LeHaTa 110 JJOrOBOpa U ACHCTBHTEIIHO 3alljlaTeHara LieHa e

3a CMETKa Ha IIpoJaBava.

Ynen 16.(1) Ilpu orkas ma npopasaya ja J0CTaBM 3aBCHHUTE MY MEIHIMHCKH
U3JIeJIng WK 11py 3a0aBa moseue oT 48 (ueTupuecer 1 oceM) daca, KylyBaubT UMa [IPaBo Jiad

3aKYIIH HCO6XOI[I/IMHTG MY MCIHIIMHCKH M3IEJIMs OT APYT JOCTaBYHK.
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(2) B ciyyante no npeaxo/iHara alluHes pasiMKaTa Mei Ly HEHATa 10 JI0roBopa i
JICHCTBHUTEITHO 3aIlJIATeHATa IIEHa € 38 CMETKa Ha [pojiaBaya.
Ynen 17. KymyBaubT uma 1paBo Jja Mcka obesliereHHe B IBICH pasMep Ha
BPEJIMTE, KOUTO € MPEThPIIAN B pe3y/ITaT Ha 3a0aBenara u/uiid HeKaueCcTBeHaTa 0CTaBKa.
Ynen 18. Ilpu 3a0aBa Ha miamiane ot CTpaHa HA KyllyBayd, HOCIHEIHHAT IbIDKH
Ha IIpojlaBava HeyCTOHKA, B pazMep Ha 3aKOHHATA JIMXBA.
Ynen 19. Heycroiikure, 06e3meTeHsITa M IEHOBATE Pa3IMKE MO wi. 16, ai. 2
MOrar Jia Ob1aT yAbpKaHH OT BCAKO JBDKAMO Ha TIPOJiaBaya Iiarane.

ITPEKPATABAHE HA JIOI'OBOPA

Ynen 20. JloroBopsT ce npekparssa

l. ¢ U3THUAHE HA CPOKa, 3a KOHTO € CKIIIOYEH, OCBCH B CIIy4auTe Mo 4. 2, U3p.
BTOPO.

2. IIpY CHCTEMHO HEM3ITBIIHCHHE HA JIOCTABKHTE 110 KOJIYECTBO H/WIM KAYeCTBO
OT CTpaHa Ha npojasaya. Iloa cucTeMHo HewsnbiHeHUE ce pasdupa raKom, U3BBLPLIEHH JBa
HJIH [TOBEYE ITBTH B PAMKHTE Ha CIMH KaJCHJIapeH MECeELl, HIM IIOESYUE OT TPH [I'BTU B PAMKHTE
Ha CpOKa Ha JOroBopa,

3. npM CB3JABAHETO HA YCJIOBHS 3a JOCTaBKa Ha ME:I(I/‘IL[HHCKHTG U3eNHS,
[IPEAMET Ha JOIoBOpa cJie)l IIPOBEXAAHETO Ha LEeH TpalIM3upaHi €CKTPOHIIH THPrOBe.

4. B ciydaid, ye ObJe IpoMeHeHa HOPMATHBHATA ypeada, B Pe3ysTaT HA KOETO
OTIa/He HEOOXO/IMMOCTTA OT AOCTABKATa Ha MEAMLMHCKHTE U3JICIUs, KOUTO ca MpeaMeT Ha
J0rOBOPA;

5. IpH HEBB3IMONKHOCT Jla Ce OCHTYpH (MHAHCHpaHe 3a H3MBIHCHHETO Ha
NOPBUKATA MO NPUYHMHH, KOMTO KYILyBaubT HE € MOI'BJI J1a IPE/IBUIM;

0. IpK NPEyCTAHOBABANE OT CTPaHA HA KyllyBaua Ha MEIHMIMHCKATa IEHHOCT, 3a
KOSTO €a IpPeJBHIECHU [IOCTaBSHHTE MEIMIMHCKH H3/ICIHs, HGSHBHCHI\#O OT MpUYHHATA 13
HPeyCTaHOBABAHETO. 1

|

JAPYI'N YCIIOBUA |

Unen 21. CrpanuTe 1o jorosopa He MOTaT Ja IO M3MEHAT, OCBEH B CIyHauTe,
npearaeHn B wi. 116 ot 3011 |

Hnen 22. CrpanuTe 10 JIoroBopa 1e periapar BI:BHI/IKHEUII/ITC 10 HU3II'BJIHEHHETO
CITOPOBE I10 B3aMMHO ChIVIACHE, & aKO TOBa € HEeBB3MOXKHO, 110 peaa Ha I'TIK npen pomoBo
KOMIIETEHTHHAT ¢bA B rp. JJoOpuy, ocBen B ciiyuauTe, KOrato HpeTCHILHHTa € IpeasBeHa 1o
pezia Ha 3al0BEIHOTO [IPOU3BOJICTRO. ‘

Unen 23. 3a Benukyu HeypeACHHU 110 HACTOSIIMS JI0TOBOP BBIPOCH LIE Ce [IpUIarar
pasmopendure na 3011, ITII30IT, 33 u T3. |

Unen 24.(1) 3a Bamumnu ajapecu 3a IpHEMaHe Ha %06%116}114}1, CBBp3aHu C
HACTOSIIHMSI JOrOBOP CE€ CMATAT aJlPecHTe, II0COUEHH B HAUAJIOTO Ha JIOTrOBOpA.

(2) Ilpu mpomMsina Ha NaHHWTE TO NPEIXOAHATA AIMHEs, ChOTBETHATA CTpAaHA €
JUTEXKHA [a YBEJIOMM JIpyrarta B TPHJIHEBEH CPOK OT ITPOMSHATA, ‘

[Ipn cweTaBsiHe Ha HACTOSILUMST JIOTOBOP Ce HpeILCTaBH)f{a OT H3ITBJIHHTES
CIIEJIHUTE JOKYMEHTH 3a JOKa3Baie JIMICATa Ha OCHOBAHKS 38 OTCTpAHsBAHE:

- 33 obcrosarencTBara o wi. 54, ain. 1, v. 1 or 3011 - CBH,HGTGJ?ICTBO 38 ChJHMOCT,

- 3a oberostTencTBoTo 1o wi. 54, an. 1, . 3 or 3011 - y,uoc*roﬁepeHHe OT OpraHuTe
MO MPUXOJMTE W YNOCTOBEpPeHHE OT OOIMHATA MO CENATHINETO Ha BB3IOKHTENS H Ha
KaH/11/1aTa UM yuacTHHKA; |

- 32 06cTOATENCTBOTO MO Wi 54, ait. 1, 1. 6 or 30I1 - ynocToBepeH#e 0T opragure
Ha M3nbnauTenya arenuus "aBua uHcrekius no tpyaa”;
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- paspelieHue 3a ThbProBHA Ha €/Ip0 ¢ MEIMUMHCKH H3/Chus, u3ganeuo ot UAJI
HIIM JIPYT IOKYMEHT, YIAOCTOBEpsIBAll 1IPABOTO HA YYACTHHKA Jia TBPryBa ¢ MEAMLMHCKH
M3JICIIHSL, U3JIaICH OT KOMIIETEHTEH OpIaH Ha CHOTBETHATA JIbpIKaBa;

- cepruuKaT 3a NpHIAraHe ¥ IOALbPIKAHE HA CHCTEMA 3a YIpABICHHE Ha
kauectBoro EN ISO 9001 w/unmu EN ISO 13485/13488 u/uiu GKBHB‘B.JIGHTHB., c o0xBaT B
obJlacTTa Ha NPOM3BOACTBOTO H/MIIM THPIOBHSITA ¢ MEJUIIMHCKH H3JEIHS;

- JIeKjapauus 110 4i. 0, ain. 2 oT 3akoHa 3a MEepKUTe cpedy U3MMpPaHe Ha Hapu
celulacHo [Ipunoxenue Ne 2 wem wi. 11, an. 2 or [TII3MUIT — no SH,HJFH}I{HTGHHI/IH obpasert
Ilpunoxenne Ne 3 oT 00pasnuTe JOKYMEHTH KbM TOKYMEHTAIIUSTA 34 YUACTHE,

Hacroamusar noroBop ce ChbCTaBM B TPH €AHOOOPA3HM EK3EMILISpa, €IUH 3a
npojJaBava ¥ J1Ba 3a KyIyBada.

[IPOJTABAUY:
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Hpunoxcenue Ne 2.4 — 3a0vncumenen obpazey

llpedcmasn ce no obocobena nosunua Ne 4: Koponapenw meduxamenm
uzrvueauy cmenm, yeinocen Ne 4

HEHOBO HPEUVIOEHUE 3A U3ITbJIHEHNUE HA ITIOPBLYKATA

oT ,,Maxmen OOJ1

cee cepanue B rp. Codust, o0mmna Vinmujien u ajgpec na
ynpasnene rp. Codus, mx. 1360, x.k. MojepHo npearpamde, yi. Ajam
Munxesnu Ne 4B, oduc 4,

EWMK /BYJICTAT 2004592373

npeacrapnasan or Enena Jlobpesa Muxaiinosa
ElH U, B KAYECTBOTO MY Ha YTIpaBuTen

Ilpeanaram nenoBo npeaioxenye mo obocodena nozuupn Ne 4;

758.33 (ceaeMCTOTHH IIETAECET M OCEM JieBa W TPHJIECET M TP CTOTHHKH) JIeBa
Oes JIIC 3a 1 (enun) Opoit.
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Hpunoscenue Ne 2.5 — 3advasicumenent oopasey

[pedcmaes ce no 060codeHa ROZUKUA Ne 5: Koponapen meouxamertm
wirvueauy cmenm, yenogen Ne S

H{EHOBO IPEJJIOKEHUE 3A M3IBJIHEHUE HA INOPBYKATA

R ot .,Maxmen OO

cne cepanunie B rp. Codrst, obumua Vminaen 1 anpec Ha
ynpasnerne 1p. Codus, ILK. 1360, sc.x. MoaepHo mpearpamue, yi Alam
Muukesua Ne 4B, oduc 4,

EUK / BYJICTAT 200459233

npencrasnsian o Enena JloGpesa Muxaitnosa
EI'H -, B KGYECTBOTO MY Ha Y IIPABUTEN

[IpeasiaraM LHEeHoBo PeSIoeHe 1o oGocoGena mozmmusa No 5:

1000.00 (xunsna) nesa 6es JJIC 3a 1 (enun) Gpol.

[Toamuce Ha ﬂpeﬂCTElB.ﬂ}[BaLLlOTO JUE |1 redar: 4. .‘I‘._' e
et

Enena Jloopesa-Muxaiindsa, Ypapure

e
| (/M} )
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‘ JOBPAY 9300 4]y Nanaitor Xurop" 24 B 058/600488 hare 058/6004 14 K e-mail: oblb{@bergon.net

Hpunoocernue Ne 2.6 — 3a0vnvcumenen oopasey

[pedcmasn ce no obocodena nosuuun N 6: Abrnymunanna cuponumyc
UBTDUGAHA KOPORAPHA cmerHmosa cucmema

LEHOBO IPEAJOKEHUE 3A H31TbJIHEHUE HA [HOPBUYKATA

ot ,,Maxmen™ OO/

che cenanuue B rp. Codus, obumna VinuiuaeH u anpec Ha
ynpasienne rp. Codus, mx. 1360, oxx. MoxepHo Tpearpaiue, yiL. Ajam
Muuxesuu Ne 4B, oduc 4,

EMK / BYJICTAT 200459233

npencrasnsan ot Enena JloGpesa Muxaiinosa
EI'H B KAYeCcTBOTO MY Ha Y IIPaBHUTE]

[pearam UeHoBO npetosKenue no o6ocodena nozmst Ne 06:

758.33 (Ce/leMCTOTHH IETECET M OCEM JIeBa ¥ TPHJIECET W TPH CTOTHHKH) JIeka
6es JAJ1C 3a 1 (enun) Opoi.

[Toanuc Ha MpeACTaBIABALLOTO JIUIE M [ICUaT:.

Enena Jlobpena Muxalinosa, Y npasutert
\




“MHOTOTIPOPUAHA BOAHWLA 3A AKTUBHO AEYEHVE - JOBPUY" AL

""" Jake 058600414 & e-mail: oblb@bergon.net

Hpunoncerue No 2.8 — 30$0v01cUmENEH oopasey,

Ilpeocmaen ce HO obocobena nosuyua Ne 8: Enexkmpoo 3a  epemMenna

KAPOUOCHIUMPTARUA

LEAOBO NPEJTONKEHUE 3A N30 bJHEHUE HA ITIOPBYKATA

o1 ,,Manmen™ OO
ebe cepanume B rp. Codus, oduwna VInuHEASH 1 aapec Ha
ynpasnenue rp. Codus, ILK. 1360, .. MoaepHo npearpaiue, Yy Anam

Munxesiu Ne 4B, oduc 4,
EMIC / BYJICTAT 200459233
npencrasnasad ot Enena lobpesa MuxaijioBa
EH?® B KAUECTBOTO MY Ha YIIPABUTEN

IIpeanaram HEHOBO NPELI0KEHIE 110 o6ocobena mosuuus N 8:

—

123,33 (¢TO /ABA/IeceT U TPy JIepa | TPUACCET ¥ TPH crotunky) nesa 6esz JIJIC 3a

(emH) Opoi. /

ot .:'|- P 'l ‘ l“”‘

' /-'_r //
i (| #52 ya /

Enena Jloopesa Muxaniiosa, Y1ipaBHuTel

[Tojnuc Ha MPeACTABIABALLOTO JIMLE H IIeYaT:. .. /... “'{_\. ;

AL
Y




“MHOTOITPOPUAHA BOAHHLIA 3A AKTUBHO AEYEHUE - JOBPUY" ALl
HOBPHY 9300 B v "[Nanatior Xuron" 24 & 058/600488 ae 058/600414 & c-mail: ob!b@bergon.nei

Hpunoscenue Ne 1.8 - sadvascumenen obpazey

llpedcmasn ce no obocobena nosuuus Ne 8: Enexmpoo 3a epemenna

K(l[)() Hocmumptauun

TEXHUYECKO NPEAJOXEHHUE

[oxnucanara Enena Jlo6pesa Muxaitnosa, EI'H =~ - -

na Ynpasuren Ha ,Makmen OOJ, cve cenammme: rp. Cous, mi. 1
upedrpaiue, yi. Atam Muuxesnu Ne 4B, oduc 4, anpec na yrnpasien

B KAUECTBOTO CH
360, x.k. Mouepuo
ue rp. Codust, 1m.x.

1360, x.xc. Mozepno npesrpaaue, ya. Axam Muuxesuu Ne 4B, oduc 4, EUK 200459233,

1. Ilperaram jocraBkara Ha MEAHIMHCKO H3/IE/IHE:
Teprosexo nanmenosanme; Pacel
Ipoussoanren: Saint Jude Medical

M3uckpanusn knm MEJHIHHCKOTO

Onucanue na npeaIaranoTo

Kox nmo H30K

» H3geliue MEIHIIHECKO H3/e/1e
1 2 3
Bunonspen  rmedicuur xatersp Ges bunonspen ne#icunr karersp 6es | CO9090000000001

Oanon 3a /SCHO Chple KPUBKA U 3a
nercupane B xamepara. Cb3naged ja
OCHI'YPH ~ HalemHo nedcupane u
YJIABSHE HA CHTHAIN B KAMEPATa upes
JOCTBIT  TIpe3 TropHa Npa3Ha BeHa.
Mpenmsen kontpon Ges mpexomepua
TBLPAOCT. ONTHMAJIGH KOHTPOJI NpH

Bbprene.  [Anabouuna 10 cm. Ha
Mapkepure 33 NOACHIBAHE  I1pu
NOCTaBAMeTO. JAbKMHA — 110 cm,

pasmep —3F, enexTposHO Pa3zCTONHHE
—1cm.

GaoH 3a JSCHO CBPIE KPUBKA
34 IelicupaHe B KaMepaTd.
Crp3jazen 1a OCHIYpPH HaAEIKHO
NeHCHpaHe U ylaBsHe Ha CHIHAIH
B Kamepara upe3 JIOCTBI  IIpe3
ropHa Ipa3Ha BeEHa, Hpeumeﬁ
KOHTPOJI Oe3 [peKoMepHa
TBBpAoCT. OuruManeH KOHTpON
npu shprene. Jonbouunna 10 cm,
Ha wmapkepure 3a HOﬂCHnBaHe
NpH  TOCTABSHETO. [BKHHA —
110 cm, pa3mep —5F, enexrponn
pascrostuue — 1 cm, T

2. Hewnaprupam cpok Ha BaiuaHOCT HAa odepTara: 3 (Tpu) Mecema or parara,

KOATO

CIJIIOYBAHETO HA A01ropopa.

€ IOCOUEHA 34 JlaTa Ha TIoJaBane Ha oeprarTa.
3. Ilpuemam cpoka Ha H3IILIHEHHE HA TIOpbukata: 12 (1Ba

HAJICCET) Mecela oT

4. llpwemam cpoka 3a mwiamane: 0 60 (LuecTaeceT) KaJleHmapHu JHH OT
M3BBLPIIBAHCTO HA JOCTABKATA ¥ U3NaBAHETO Ha (PAKTypa OT U3IIBIHHTES.
5. Tpuemanm cpoxa na noctaska: Jlo 72 (cepemueceT u JBa) 4aca oT MOMEHTA Ha

3aABABAHETO OT CTPAHA Ha BB3JIOKHUTENS, ‘
= |

0. [Tpuemam cpoxa na roamoct: He mo-maixo or 1 (enHa) roJIMHA KHM MOMEHTA
|

Ha 10CcTaBKara.

7. llpuemam na M3ITBIHABAM BCHYKH H3MCKBAHMS HA 13T>3HO}E(I/IIPH$1 10(,
OOSIBIICHMETO H NOKYMEHTALMATA 38 YUACTHE.
8. Jleknapupam, He A0CTABIHUTE MEAHIMHCKH H3EIHS:
8.1. oTrosapsT Ha H3iCKBaHMsTA HA Wil 82, an. 1 OT 3MU,
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8.2. ca Brmouenn 5 Crimcera € MEUHUMHCKH u3aenus, kouro H30K 3arjiama B
YCJIOBHATA Ha OONHUYHATA MEIMIIHECKA TIOMOILL, KaTO LieHaTa, Ha KOSITO C€ NpeIarar He e
fahicoka ot cro HHOCTTa, )10 KOSTO i 3arutana H30K,
' 9. Hexnapupam coruacuero cu ¢ KIIAY3HTE Ha IIPHITOKEHHS TIPOEKT Ha ZOroBop.,
10. B cnyyait, ue 6nua OTIPEICIICH 32 U3MBIHUTE] HA II0PBUKATE, CE 38/1bJKABaM,
MOAUMCBAHETO Ha JOTOBOpa, 3a OOIIECTBeHa OpLHKA, na npejcTass axTyaimu
AOIYMENTH  yAOCTOBEPSABAIM ANIICATA HA OCHOBAHES 34 OTCTpaHfBaHe OT mpoueaypara,
KAKTO M CbOTBETCTBHETO C [10CTABEHUTE KpHTepHH 3a noadop:

10.1. 3a obcrosrencreara no ur 54, am. 1, 1. 1 or 3017 - CBHJIETEJICTBO 3a
CLAMMOCT, H3NaICHO B 6-MECCUHMA CPOK Ha BAIMIHOCT IPEH IPEJICTABIHETO;

10.2. 3a o6erostencrsoro 1o i, 54, an. 1, 1. 3 ot 3011 - YAOCTOBEPEHHE OT
OpraiuTe 10 TPUXOIHTE U YAOCTOBCPCHHUE OT ODLIMHATA 10 CCAATMIIETO Ha BB3NOKUTEIS U
Ha YHuacTHnKa, M3JaneHH Clell pelleHneTo na BBINONKHTENS 10 wi. 108, an. 1 or 30I1 3a
OIPEACISIHC HA U3IIBIHATE)L. \

10.3. 3a o6crostencrsoro o . 54, an. 1, 1. 6 or 30IT - YJOCTOBEpEHHE OT -
opranute Ha Msnbixutenna aremims "I'napHa uncnekims o Tpyna', uzganeHo cien
PCLICHHETO HA BB3JIOKHTES 110 Jl. 108, an. |1 ot 3011 3a OIPEICIIAHE Ha U3 BJIHHTEL,

10.4. Paspemenue 3a TBProBHUSA HA €APO ¢ MEAMITHHCKH H3MICIIHA, W3Maneno oT
UAJT wim npyr AOKYMCHT, yJIOCTOBEpsABaLl MpPaBOTO Ha YKACCTPAHHHUTE YUYACTHHIH 14
TBPryBarT ¢ MEAHIMHCKY U3ICITHS, U3AANEH OT KOMIICTEHTCH OpraH Ha ChOTBETHATA JIbprkaBa.
Paspetenne wnu YIOCTOBEPCHHE HE CH WBUCKBA OT IPOH3BOAUTENINTE HA MEIHLIMHCK
HSACTIHS, YCTAHOBEHM HA TEPUTOPHITA Ha Penybnuxa Brarapus,

€ 1 Cepruduxar, YAOCTOBEDAIRAIL, Y€ YYaCTHMKDLT OpHiara u HOJUTbPika

CHCTCMA 38 ynpasienue Ha kauecrsotro EN [SO 9001 w/wma EN 1SO 13485/13488 w/unn

GKBHBEU'IGI-ITHB, ¢ obxmar B obnacrra Ha MNPOH3BOACTBOTO M/HIH TBPrOBHATA ¢ MEMIUHHCKA
M3,

np

10.6. Oropusarnuonno [TUCMO, IIBIHOMOIIHO MM APYr paBHO3HAYEH JIOKYMEHT,
M3MAUCH HA YYACTHHKA OT LPOM3BOAMTENS WIH oOf YI'bJIHOMOWICHHUS TTPENCTABHTEN 110
EMUCLIIA na wi. 10, an. 2 or 3MU 3a HPCACTABHTEIICTBO HA TEPHTOPHATA Ha PB m 3a
KOHKperHata nponeaypa. B cnywanre, koraro M3HATeN € YIBLIHOMOWEH [peacTaBuTen,
Clic/iBa 1a ce nocouu u HOKYMEHTBT, C KOHTO NpPOU3BOAUTOISIT e YI'BIIHOMOLIIHI1
YIULTHOMOUICHHS TIPEACTABHTEIL, Oropusawms ne ce usmexsa or [IPOUBBOAUTRIINTE Ha
MEIMIUMHCKH U3ENUS, YCTAHOBEHH Ha Teputopusra na PenyGnunxa Brirapus /

10.7. Nexnapauust no s, 0, an. 2 ot 3akoua 3a MEPKHTE Cpelly usnupaue ng/fapn
~ N0 sanemiutenen  obpasen  [Ipunowenne No 3 OT o0bpazuute.
AOKYMEHTALMATA 38 yUacTHe,

§

70Ba, Ypasurer




e —

-

“MHOTOITPOPUAHA BOAHUIIA 3A AKTHBHO AEYEHUE - IOBPUY" All

JLIOBPMY 9300 By, Manaiior Xuros" 24

B 058/600488 (akc 058/600414 & e-mail: pblb@bergon.net

Hpuwioscenue No 1.6 — zadvancumenen odpasey

Hpeocmaen ce no obocobena
H3ABUGAHLA KOPOHAPHA CIMEHINOGA CUCIEMA

nosuun N 6: Abaymunanna cuponumyc

TEXHUYECKO NPEJJONXEHHUE

lomnucanara Enena JloGpesa Muxaitnosa, EI'H

B Ka4ecTBOTO CH

Ha Yrpasuten Ha ,,Makmen OO/, che cenanuiie: rp. Codus, nx. 1360, x.x. MonepHo
rpearpaaue, yn. Anam Munkesuu Ne 4B, oduc 4, agpec na ynpasienue rp. Codus, 1m.x.
1360, ».x. Mogepno npenrpauue, yn. Agam Munkesna No 4B, oduc 4, EMK 200459233,

1. Ipennaram jocTankara Ha MEIULITHCKO H3JIENIHE;
Toproecro nanmenosanue: ihtDEStiny A6nymunanua Cuponumyc-uspusaria

KOpOHapHa CTEHTOBA CHCTeMa

ITpoussoauren: Iberhospitex, S. A.

M3ucKkBAHHS KHM MEAHLIHUCKOTO

Onucanue Ha Kon no H30K

H3jaene IpeaaaraHoTo
MeINMUMHCKO H3/1e/ne
. 1 2 3

AbnymuHanua  cuponmmyc  uaabusama | AGTyMunanta cuposmyc | B04041020000063
KOpOHApHA CTEHTOBA CHCTEMd, CBhCTOALIA Ce | U3ThYBAllA KOpOHapHa '
OT  MEIMKAMEHT U3/IbYBALl KOPOHAPEH | CTEHTOBA CHCTEMa,

CTCHT,  MOHTHPAH BBLPXY MCHMKAMEHT | ChCTOALLA ce oT

H3JIbUBALI Hanon, JocTassia 2 | MeMUKaMeHT H3IIbYBAIN

nexapersenn  Jjiozu = (0,70 Hg/mm. | KopoHapeH CTeHT,

Ipoxcumanum PEHTTCHONO3MTUBHY | MOHTHPAH BLPXY

mapkepu Ha 90 mw 100 oM OT AMCTATHUS | MEHKAMEHT Hafl’btham

kpaif; Guopasrpanum monumep - 10 180 muu | Ganon,  gocrapsma 2

CNCA  WUMIUIaHTHpaHe,  KoOalIT-XpoMOBa | JIEKAPCTBEHH [O3H = P,'/O

cras - L60S, nebemima na crpata 73 pm. | pg/mm. [Ipoxcumanau

Recoil:  <5%.  Ckwesame: <l %. | peHTreHOTIO3HTHBHHE |

Homunanko saisrane: 8 atm, Maxcumanuo | mapkepu sa 90 u 100 cﬁw 0T

namsrage: 14 atm  (burst  pressure). | JHCTANEHMS Kpaif;

ChamecTuMocT Ha karerspa: S5F, Bopau: GuOpasrpaiuM oNuMEp -

0.014* winu 0.36 MM, 6 kIeThYeH CTPOEK | JIO 1.80 JTHH cuen

apn jramerpu 2,25-2,50; 8-iiieThueH Npu | MMIUIAHTHPAHE; koBant-

2,75-3,50 u 10-knervuen npH Amamersp
4,00, juamerpu 2,25; 2,50; 2,75; 3,00; 3,50
n 4,00 mm; rsmxuan 8; 12 16; 20 24; 28;
32:36 1 40 MM

xpomosa cmias  L60S,
nedennHa Ha crpara 73‘ LM,
Recoil: <5%. Cxbespane:
<] %. [":[OMP{HETJIHO
HasIrafe:; 8 atm,
MaxcumanHo nansrage; 14
atm  (burst  pressure).
CbBMECTUMOCT HA
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Karerepa:  SF.  Bojgau:
0.014* mwm 0.36 Mmm. 6
KIETBUCH  CTPOEX  1pu
mameTtpu  2,25-2,50; 8-
knerpyen npu 2,75-3,50 u
10-xneTnuen npu
nunametsp 4,00 llHaMCTle
2,25, 2,505 2,75; 3,00; 3,50

é) 1 4,00 MM; mesocuEn §; 1#;
=

16; 20; 24; 28; 32; 36 u 40
MM

_

2. lexmapupam cpok Ha BajqMAHOCT Ha oeprara: 3 (Tpu) mecema ot jarara,
ROATO € MOCOYEHA 3a 1aTa Ha NojjaBaKe Ha odeprata.
3. Ilpuemam cpoka wa usnbAHeHHe Ha noppukara: 12 (nBamagecer) mecena or
CRIOYBAHETO Ha J0TOBOpA.
4. ITlpuemam cpoxa 3a mnamame: fo 60 (wectmeceT) wanengapmu aHE or
'BBLPIIBARETO Ha A0CTABKATA H M3NABAHETO HA (DAKTYDPA OT H3IIbIIHHTENS,
5. Ilpnemam cpoxa Ha nocTaska: Ho 72 (cemempecer u JIBa) vaca 0T MOMEHTa Ha
3AABABAHETO OT CTPAHA HA Bb3MONCHTENS.

0. Ipuemanm cpoka na roamnocr: He no-mManko or 1 (eaHa) roguHa KbM MOMEHTA
Ha JlocTaBKaTa.

7. llpuemam 1@ U3MBIHSIBAM BCHYKK H3UCKBAHHsA HA BBL3IOKHTES, NIOCOUYCHH B
SOABACHHETO H IOKYMEHTALUS T 38 ydacTue,

8. Mexnapupam, e nocraBsnuTe MEIMIMHCKY H3JIETHs;

8.1. oTroBapsT Ha M3KHCKBAHMSTA HA WL, 82, ai. 1 o1 3MHU;

8.2, ca Bmovenn B Criuebra ¢ MCAMUMHCKH n3aenus, kouro H30K sanmama »
YCToBHsATa HA GOJNIHMYNATA MEIMIEHCKA IOMOII, KATO LeHata, Ha KOsTO ce npenarar e e
HO-BHCOKA OT CTOHHOCTTA, N0 KOSITO rHt 3arama HI0K,

9. Hexnapupam chriacueTo cu ¢ IJTAY3HTE Ha IPUII0KEHHS IPOSKT Ha JI0r0BOp,

10. B curyuait, 4e 6bia OIIpPeNeseH 3a U3ITLAHMTE Ha HOpBHKATa, CE 3a/[bIDKABAM,
P MOAMHCBAHETO Ha J0rOBOpa 3a O6LIECTBEeHA I0OpBUKA, Ia MpPEeNCTaBsl aKTyalHu
-IORNMEHTH  YNOCTOBEPsIBALLY JIMNICATA HA OCHOBAHHS 32 OTCTPaHABAHE OT IIPOIlE/lypaTa,
RAKTO H CLOTBETCTBHETO C [IOCTABEHHTE KPHTEPHH 38 moxbop:

10.1. 3a o6crosrencreara no wi. 54, an. 1, 1. 1 or 30I1 - CBHJIETEJICTBO 34
CLAMMOCT. H31a11CHO B O~MECEHUHMSI CPOK Ha BATUIHOCT PCJIH IIPE/ICTABIHETO;

10.2. 3a o6crosrencrsoro no i, 54, an. 1, 1. 3 or 30I1 - YIOOCTOBEPEHHE OT
UPTAHHTE N0 NPUXOAHTE U YIOCTOBEPEHHE OT OBMIMHATA 110 CEHATHINETO Ha BB3JIOKHTES K
Ha YHAcTHHKA, M3LA/NCHH CIIEI PEUICHHETO HA BLIIOMKHTENS 110 Il 108, an. 1 or 3011 3a
OUPCICIAHE HA U3ITLIIHUTE], |

[0.3. 3a o6crosTencreoTo mo . 54, an. 1, 1. 6 or 30IT - YIOCTOBEpPEHHE OT
opranite wa Msnbamurenua arenums "[iaspa HHCIEKIHS [10 prﬂal”, H3JIaJICHO Clejl
PELICHHETO Ha BL3oxHTeNs 110 wi. 108, an. 1 or 3011 3a OTPECIIAHE HA U3 BIHUTEI,

10.4. Paspeuenue 3a Thprosus a CAPO ¢ MEAMLIHHCKH H3/ENHs, H3AJCH0 OT
HAJ une opyr nokymenr, YHOCTOBEpsIBAIL [IPaBOTO Ha ‘I}’)KI{GCTpElHHﬁ‘/ITG YUACTHHIH J1a
'HPryBaT ¢ MEAMLIMHCKH 30U, H3LAAEH OT KOMIETeHTeH OpraH Ha ChOTBETHATA JIbpIKaBa.
Paspetuenne nmu YIOCTOBEPCHHE HE CH M3MCKBA OT NPOM3BOMMTENHTE HA MEIMLIMHCKH
H3ACAMKL, YCTaHOBENH Ha TePUTOPHsTA Ha PenyGinka Bearapus.

cHeTeM

10.5. Cepruduxkar, YAOCTOBEPsiBALL, Y€ YYaCTHHKBT [IpuIara u non%usp}xa G
4 ynpasrmenne na wavecrsoro EN I1SO 9001 w/mmm EN ISO 13485/13 88/l
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CKBMBaIEHTHA, ¢ 00XBarT B 00jacTTa Ha MPOH3BOACTBOTO WA TLPTOBHATA ¢ MEIHIIMHCKH
H3aenus,

10.6. OTopu3alHONHO HHCMO, ILJIHOMOILHO WM JAPYT PABHO3HAYEH J0KYMEHT,
H31a4€H HA YYaCTHHMKA OT IPOM3BOJMTENS WM OT YINBIHOMOLUCHHS IPEACTABHTE T10
esucenia Ha wi 10, an. 2 ot 3MM 3a npencrasurelsicTBo Ha Tepuropusta Ha Pb win 3a
ROHKpeTHaTa mpoueiypa. B ciyyaute, KOrato Hsjaren e YWHIHOMOIICH [PEACTABHTEN,
clelBa Ja Ce I0COYM W JIOKYMEHTBT, € KOHTO IIPOM3BOAMTENAT € YIIBJIHOMOLIWI
VIIbIHOMONIeH s npejcTaBuTesl. OTOpu3aLus He Ce M3HCKBA OT ‘npomnoamenme Ha
MCIHLHHCKH M3JCIHsL, YCTaHOBEHH Ha TepuTopnaTa Ha Penybmuxa benrapust.

10.7. Hexnapanus 110 wi. 6, an. 2 oT 3aK0Ha 38 MEPKUTE cpemy mnnpaue Ha 11,
no  sagpiokdtenen  ofpazeu  Ilpunoxenne No CH
JOKYMEHTALMITA 38 yuacTHe.

[Tonmnue Ha m PeACTaBnABaUIOTO JIMLE W IIeYaT:.

aras
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Hpunoncenue Vo 1.5 — saovancumenen obpaszey

Hpedcmaen ce no obocodena nosuuyun M 5: Koponag

H3roueauy cmenm, ycaoeen Ne §

"

TEXHUYECKO MNPEJOJOXKE

Honnucaunara Enena o6pesa Muxaitiosa, ET'H ¢
“ha Ynpasuren ua »Makmen” OOJ1, cbe ceanuue: rp. Cohus, m.k.

e MeOUKAMEeH M

HHE

B Ka4eCTBOTO CH

1360, x.x. Mogepuo

lpeArpanue, yi. Anam Muunxepnu Ne 4B, oduc 4, anpec Ha ynpasnenue rp. Codus, n.x.

1360, x.x. Monepno npearpazue, yi. Anam Munkesma No 4B, oduc 4, EMK 200459233,
1. Tlpennaram nocraskara Ha MEMIMHCKO H3ACIHE:
Tuprosexo naumenosanue: Biomime Morph-Sirolimus -u3susaa koponapua
CTEHTOBA CHCTEMA
Hponssomuren: Meril Life Sciences Pvt.
M3uckBanms KoM MeIHIIHHCKOTO H3/1c/ 11 e Onucanue na Koz no H30OK
npeAIaraHoTo
MEeIHUHHCKO H3/1e/THe
1 2 3
Matepuan: CoCr L60S. J{eGennna na crpara | Marepuan:  CoCr L605. | B04041030000008 |
65 pm (0,065mm mim 0.0026%). Recoil: 3%. Hebenuua ma crpara 65
Crbesisane: 0,29%. Jlexaperso: Sirolimus. [ThY (0,065Mm HJTH
Exsusanentna sexapersesa  josa: 1,25 0.0026“).  Recoil: 3%,
ng/mm2 - Ionumep: Ouopasrpagum  u | Ckneapane: 0,29%. |
GuocneMecTuM.  Jlu3aiiu: Rapid exchange, | Jlexaperso: Sirolimus.
XMOPHACH — 3aTBOPEHN KIETKM B Kpamwata | EKBHBaienTHA
M OTBOPGHH B cpelara Ha  CTeHT4; | JiekapeTBeHa go3a: 1,25
Homunanno nansrane: 9 atm. Makcnmaio ug/mm2 [omumep:
Hajsrane: 14 atm (burst pressure); Boumen Ouopasrpaaum U
Anamersp Ha mwadra: [pokcumanen 2,13F | 6GHOCHEMECTHM. Juzatin:
Hucranen 2,7F; Ro mapxepu: 2 — [liatuna / Rapid exchange,
Mpunit, Msrno3saema gwmxuHa  na XHOpuaeH — 3aTBOpeHH
karetbpa: 142 cM.  CBBMECTHMOCT Ha | KIETKH B Kpaumara u |
karerppa: SF. Bopau: 0.014° unu 0.36 M. OTBOPEHH B cpenara Ha
100 % ocoboxciapane ua JIEKAPCTBOTO B | CTEHTA; Homunranuo
pamxute Ha 30 jun; Tb/oxuna (mm): 30; 40; | nansraue: 9 atm,
50 u 60. Juamernp (mm): 2,75-2,25; 3,00~ | Makcumanio  Hamsrame:
2,50, 3,50-3,00. 14 atm (burst pressure);
BeHmen jguamersp na
adTa: [Ipoxcumaren
2,13F Jucranen 2,7F:; Ro
mMapkepu: 2 — Ilnaruna / L
Wpuanii. M3moseaema e £
IBDKHHA  Ha — KaTeThbpa: ;’ s L
142 cm, CLEMECTHMOCT Ha B o 2oale\ Y
’.\\\ | k
N
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karerepa: SF.  Bopau:
0.014* wmu 0.36 MM, 100
%  ocBoOOXKIaBaHe  Ha
JIEKAPCTBOTO B paMKHUTE Ha
30 puu; HbmwkuHa (mm):
30; 40; 50 u 60. Juamersp
(mm): 2,75-2,25; 3,00-
2.50:.3.50-3.00,

= 2, JlexnapupaM Cpox Ha BajMiHOCT Ha odeprara: 3 (Tpu) Meceua OT aaTaTa,

KOSTO € I0COUeHA 3a Jala Ha [ojasane Ha ofepraTa.
3. IlpueMaM cpoxa Ha HM3MBIHCHHE HA Topbukara: 12 (1BaHajecer) Mecela OT
| CKJIIQUBAHETO Ha JI0r0BOpa.
4. llpuemam cpoka 3a ruamade: Jo 60 (1ecTaeceT) KajeHJapHd JHH OT
3BLPLIBAHETO Ha A0CTABKATA W H3JABAHETO HA (PaKTypa OT U3IbIHMTEINS,
5. Ilpuemanm cpoka Ha JoctaBka: Jlo 72 (cepemaecer M ABa) yaca OT MOMEHTA Ha
3a5BSIBAHETO OT CTPala Ha BL3JIOKUTENS.
0. [Ipuemam cpoxa wa roasocr: He mo-mManko ot 1 (epHa) rojuMua KbM MOMEHTA
Ha A0CTaBKaTa.

7. Tlpruemam aa M3IBAHIBAM BCHUKMA M3MCKBaHMs Ha BB3JIOYKUTENS, I10COUEHY B
OOABACHHETO M JIOKYMEHTALMATA 38 YUACTHE.

8. Jlexnapupam, ue 10CTABIHUTE MEAUIIMHCKH M3/1eIHsl:

8.1, otroBapsaTr Ha W3MCKBaHKATa Ha Wi, 82, an. 1 or 3MHU,

8.2, ca pinoueHyn B Crnucbka ¢ MeaunuHckn uanenus, kouto H30K samnama B
VCIOBHMATA Ha OONHMYHATA MEJMIMHCKA MIOMOLL, KAaTO LEHaTa, Ha KOSITO Ce lpemjiaraT HE €
NO-BHCOKA OT CTOMHOCTTA, 00 KOATO T'H 3amania H30I.

9. MexinapupaM Cbriacuero cu ¢ KIay3uTe Ha IPHIIOKEHHUS [TPOEKT Ha JOTOBOP.

10. B cnyuait, ye 6baa onpenened 3a U3MBIHUTEN HA OPHUKATA, CE 3aALIKaARAM,
NMpH  [OANMCBAHETO Ha Jiorosopa 3a oliecreeHa MOpbUKa, Ja nde,acfraﬁﬂ aAKTYyaaHu
JOKYMEHTH YAOCTOBEpABAINM JIMIICATa HA OCHOBAHMA 3a OTCTpEU—IHBﬂH:e 0T TpoueayparTa,
KAKTO H CBOTBETCTBUETO € [IOCTABEHUTE KPUTEPHHU 3a 11o100p:

10.1. 3a obcrosarencrsara no wi. 54, an. 1, 7. 1 or 30I1 - cBumerencrso 3a
CBAMMOCT, 3/QJI€HO B 6-MECEHHNs CPOK HA BATUAHOCT IPEIH MPEJICTABIHETO;

10.2. 3a oberostrencreoro o wi, 54, an. 1, . 3 ot 30I1 . YIOCTOBEPEHHE OT
OpIamHTe 1O HPUXOAUTE M yA0CTOBEpEeHHe OT OOIMHATA TI0 CENAIMIIETO HA Bh3JIOMKUTENS U
Ha YUaCTHMKA, M3JALEHH Cle pelueHHeTo Ha Bb3noxurenas mo ui, 108, an. 1 or 30I1 3a
OMpeiesIsHe Ha U3ITbJIHUTE.

10.3. 3a obcrogrencrioro nmo wi. 54, a1 1, 1. 6 or 30l - y,lIOCTOBBpEHHC oT
opranitre Ha Msnbnnurenna aresuus "l[UraBHa UHCIEKUMS 110 prna U3JAJIEHO  Clie)]
peulenreTo Ha Bu3soxuTesns o wi. 108, an. 1 or 3011 3a onpenensue na MBITBITHUTEL,

10.4. Pazpewmienue 3a ThproBus Ha €Ap0 ¢ MEIHLIMHCKH H3LCIHA, U3NAJCHO OT
HAJL unu 1pyr JI0KyMEHT, yJOCTOBEPSIBAIL [IPABOTO HA tlynmecrpamrme YUACTHHIM JIa
TLPIYBAT ¢ MCAMLIMHCKH M3/1@ITHS, W3/IaJleH OT KOMIIETEHTEH opraH Ha LLQTBeTHaTﬂ JUbPIKaBa,
Paspeluerue wiM yJIOCTOBEpPEHHE HE CH HM3MCKBA OT IIPOMU3BOJMTENATE Ha MEIMIMHCKH
i1371€Hs. YCTAHOBEHH Ha TepuTopusita Ha Penybnuka beirapus.

10.5. Cepruduxar, ymoCTOBEPABAIl, HYe YYACTHMKET MpPHIATa M [OALLPIKA
ccrema 3a ympasjenue na xauecrsoro EN ISO 9001 w/wmn EN [SO 13485/13488 u/uiw

CRBHBalIeHTHa, C obxBar B obnacrra Ha IIpOM3BOACTBOTO W/unu I‘LpTOBi’lﬂTa C MEIHUIHHCKH. .-

10.6. OTOPH3ALMOHHO TIHCMO, MBLAHOMOIIHO HIIA JAPYT deqosHaqLH JIOKY ém’
Ha YYaCTHMKA OT [POM3BOAMTENS WIM OT YIILIHOMOILEHHS IpencTgBuTe)

ATTO - S1ExC 1
\\ ;
\ g
\\_ -
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emuchaa na @i 10, an. 2 ot 3MM 3a npejcraBHUTENCTBO HA TepUTOpHATA Ha PB wiu 3a
KOHKpeTHATA Nipoueiypa. B ciydanre, KoraTo u3jaren € ymbIHOMOIIEH IIPEACTABUTEN,
ClelBa Ja ¢ MOCOYM M AOKYMEHTBT, C KOHTO [POM3BOIAMTENAT € YIILIHOMOILIMI
YIBAHOMOUEHUS npeacTapuren. OTOpH3alMs HE Ce H3UCKBA OT  IIPOM3BOJAUTENINTE HA
MCAMUMHCKH H3ACINs, YCTAaHOBEHH Ha TepuTopusTa na PenyCiuka Beiarapus.

10.7. dexnapaius 1o ui. 6, ay. 2 o1 3aKoHa 3a MEDIHTE-CPELILY H3THPaye/ia napu
- no sageiokurened  obpasen  Ilpunmoskenme Ne 3 6@ eﬁpaBHMTe /MEHTH , Ha
TOKYMEHTAIUSITA 38 YUaCTHE. f’;@; \
1 rf:_’)u“’-* x/
L}
\
[oamue na npeactapisBanoTo NULE U TIeyar;. . fx A W

Enena [{oSperd Muxaiinosa, Yupasure
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JOBPAY 9300 B< vy "Manaiior Xuros" 24 B 058/600488 (paxe 058/600414 & e-mail: o

Ib@bergon.net

Hpunoscernue N 1.4 ~ 3advidcumenen oépazey

Ilpeocmacn ce no obocobena nosuuua Ne 4: Kopouapen medukamenm

U3ILUGAU| cmenm, ycioeen No 4

Homnucawara Eneua JoGpesa Muxaiiosa, ET'H .
Ha Ynpasurten Ha ,,Maxmen® OO, ¢be cemasuiie: rp. Codus, 1.k,
npearpamue, yi. Azam Munxesuy Ne 4B, oduc 4, aapec ua ynpasi
1360, .. MonepHo npenrpanue, yi. Axam Mutikesuy Ne 4B, otuc 4,

TEXHHUYECKO TNIPEAJONKEHHUE

. B Ka4eCTBOTO CH
1360, x.x. Mosepno

enne rp. Codusi, 1.K.
EMIK 200459233,

Tw ProBCKO HAHMeEHOBAHME:

CTCHTOBA CHCTEMA

L. llpeanaram jpocraBkara Ha MEAULIMHCKO H3/IENHe:

Hpoussoauren: Meril Life Sciences Pvt.

Biomime -Sirolimus -u:

JIbUBara

KOpoHapHa

M3ncekBanns KM MeTHUHICKOTO

Onucanue a1 peaiaranoTo

Koa no H30K

pressure). Balloon overhang: < 0,5 mwM;

u3aelne MEIHUMHCKO H3/Ie/Ine
1 2 3
Marepian:  CoCr L605. [ebennna ma | Marepuar: CoCr @605. B04041020000038
crpara 65 um (0,065mm wnu 0.0026%). | JleGenuna na cTpara 65 um
Recoil: 3%. CxpesBane; 0,29%. | (0,065mm HIJTH 0.00?6“).
Jlekapcro:  Sirolimus.  Expusanentna | Recoil: 3%, Cxnespane:
Jekapersena  nosar 1,25 pg/mm?2; | 0,29%. JlexapeTro: Sirolimus.
IMonumep: Ouopasrpangum v | ExBuBaneHTHa  jexapcrBena
Onocnevectum, Jusaiin: Rapid exchange, | mosa: 1,25 ug/mma2; Honn}mep:
xubpunen -~ oTBOpeHa M 3aTBOpeHa Buopasrpamum o
wierka. Homunanno wansrane: 9 atm. | 6MOCHBMECTHM. ,HH?;HFIH.'
Makcumaio uausirase: 16 atm  (burst Rapid exchange, xuGpumen —

OTBOPEHA M 3aTBOPEHA KIIeTKA.

Bbuulen JHaMeThP Ha wadra; | Homunanuo nansrage: 9iatm.
Ilpokecnmanen 1.9F lucranen 2,7F; Ro | MakcuManso Hansrase: 16
MapKepH: 2~ Inarnna/Wpumuii. | atm (burst pressure). Balloon
Msnnossaema nuikuHa Ha xarerspa: 140- overhang: < 0,5 mMm; BrHien
142 em. CoemecrumocT Ha katerspa: SF. JHaMeThp Ha madra:
Bopau: 0.014% wnun 0.36 mm. JInmokuna ITpoxcumanen 1,9F ,[[HCT}&HGH
(mm): 8, 13, 16, 19, 24, 29, 32, 37, 40, 44,1 2,7F; Ro  mapkepum: 2—

48. Hduamersp (mm): 2.00, 2.25, 2.50, Inatuna/Wpummii.
2.78, 3.00, 3,50, 4.00, 4.50. M31to3zaema ALIDKHHA — HA
KareTspa: 140-142 oM.
CBLBMECTHMOCT Ha KaTelbpa:
j SE. Boaau: 0.014“ wma 0.36

/'
@W Gl
‘ ¥
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MM, Ibmxuea (mm): 8, 13, 16,
19, 24, 29, 32, 37, 40, 44, 48.
Huamersp (mm): 2.00, 2.25,
2.50, 2.75, 3.00, 3.50, 4.00,

4.50.

% 2. JlexmapupaM cpok Ha BanymHOcT Ha odeprara: 3 (TpH) Mecell
KOsITOe I0COUEHA 3a [aTa Ha [oJaBane Ha odeprara.

3. Ilpuemam cpoxa Ha M3NbLIHCHHE Ha Topbukata: 12 (aBanamece
CKJIIOUBAHETO Ha JIoroBopa.

4. llpuwemam cpoka 3a nuawmase: mo 60 (wectmeceT) KaJieHIAL

H3BLPIIBAHETO Ha JOCTaBKaTa U HU3J1aBaHeTO Ha (l)ﬂKTypa OT M3I'BJIHHUTCIIA,

5. [Ipuemam cpoka Ha gocrtaska: Ho 72 (cememuecer u aBa) yaca oT

3a4BABAHETO OT CTPAHA HA BB3JIOMKHTEIL.

0. Ilpuemam cpoka nHa rojuocr: He no-manko or 1 (exna) rogusa i
Ha 10CTABKATA.

7. llpueMaM 1a M3MTLIHSBAM BCHYKH M3HCKBAHHS HA BB3NONCHTEIS,

00sIBJCHHETO ¥ JOKYMCHTALIMNTA 38 YUACTHE,

8. exnapupam, e JOCTaBIHMTE MEIULMHCKH U3AETHsL:

8.1. oTroBapsiT Ha W3MCKBaHUATA HA 4, 82, an. 1 ot 3MU,;

8.2. ca Bmouenyd B CIHCchKa ¢ MEIMUMHCKHA H3nenus, kouto H30
veoosHATa Ha OoJHUYHATA MEQUMIIMHCKA ITOMOL, KAaTO LEeHaTa, Ha KOATO ce IIp
nO-BHCOKA OT CTOMHOCTTA, 10 KOsITO I 3amnaima H30K.

9. Jexnapupam chriacHeTo CH ¢ KIay3HTe Ha MPUIOKSHHUS IPOSKT H

10. B ciryuai, ue 6b/1a onpesencH 3a H3MBLAHKTE HA TOPLYKATA, Ce

a oT jJarara,
) Mecela oT
YHA OHH OT
MOMEHTa Ha

‘bM MOMEHTA

MOCOYCHH B

< zamauia B
eruIaraT He e

1 JIOrOBOP.
3aLIDKABAM,

Hpit ODOHITMCBAHCTO H& JA0roBopa 3a obimecreena HOopbYKa, Ha I[peacraBs aKTyallHH
AOKMMEHTH  YJIOCTOBERSBALIM JIMIICATA HA OCHOBAHWS 3a OTCTpagiABane 0T Mpoleaypara,

RARTO H CLOTBETCTBHETO C [MOCTABCHUTE KPHUTEPHH 38 1'10,1160]3:

10.1. 3a o6croarencrsara no wi. 54, an. 1, 1. 1 ot 30II - cBuy

ChIAHMOCT, H3MaJCHO B 6-MeceuHusl CPOK Ha BaJIHLAHOCT NPEeH NPEJICTABIAHETO,

10.2. 3a obcrosrencrsoro mo wi. 54, am. 1, t. 3 ot 30I1 - ymoer
OPraHuTE 110 NMPUXOAHTE U YI0CTOBEPEHHE OT 0OIIMHATA I10 CeJlalIMIIETO Ha Bb

Hd YUaCTHHKA, U3JAJICHM CJIel PelleHHeTO Ha Bh3nowutens no ui 108, am.
ONpeeNsHe Ha U3ITbIHMTEL.

10.3. 3a obcrosgrencreoTo no wi. 54, an. 1, T. 6 ot 30I1 - ymoct
oprannte Ha M3nbionutenna areruus "I'aBHa WHCHEKIMS 1O Tpyda", H3.

PeLICHHETO Ha Bh3nouuTens no yi. 108, an. 1 or 3011 3a onpenenste Ha U3MIBIIE
10.4. Paspeiiense 3a THProBHS Ha €ApPO C MEAMIHMHCKH HM3JIENH,

HAJT nim npyr DOKYyMEHT, YNOCTOBEPSBALL [PABOTO Ha YyIKAECTPAHHUTE VT

ThPryBar ¢ MEAMIHHCKH H3/1€/1Ms, H3a/leH 0T KOMIIETEHTEH OpraH Ha CHOTBETH
Paspelnerne wiM y/IOCTOBEPEHUE HE CH M3HCKBA OT [POM3BOAMTENHTE HA
H34eAMsl, YyCTAHOBEHM Ha TepuTopusita Ha Penybnuka bnarapus.

10.5. Cepruduxar, ymoctosepsiBaul, 4e Y4YaCTHHKBT IpUiara
cicTeMa 3a ynpasieHne Ha kayectsoto EN ISO 9001 w/umm EN ISO 13485

CRBHBaNleHTHa, ¢ 00xBaT B oliacrra Ha IIPOU3BOICTBOTO W/MITH ThproBuiaTa C
H31eJ1H4,

10.6. OTopu3auMOHHO IHCMO, [IBJIHOMOIIHO WITH APYT PABHO3HAYE

H31aJeH Ha YYacTHHMKA OT MPOM3BOOMTENS WIM OT YI'BJIHOMOINEHHS IIpe[
esucwita ia wn. 10, an. 2 ot 3MM 3a npeacTaBuTeNcTBO HAa TEPUTOPHATA H
KOHKpeTHaTa rnpoueaypa, B ciyuaute, Korato usnaresa € YIIBIHOMOIICH II
crefisa z’im Ce TMOCOYM M JOKYMEHTHT, € KOWTO [IPOM3BOJUTENAT € ¥

1ETEICTBO 34

OBEpeHHe OT
BIIOMKHTENA U
1 or 30II 3a

OBEpEeHHE 0T
TaCHO CIIe]T
HUTe;

H3JAJEHO OT
HACTHHIM 1A
ATa IbpPIKaBa.
MEIMUHHCKH

1 [IOJUIBPIKE
13488 u/nnu
MEIMUMHCKH

H JIOKYMEHT,
CTaBHrr/eJ;'"";I'Ej"
a PB/finm

peug Fa'-lé“men,

?-Ekim(ﬁmﬁ:iﬁ "
\ |
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YIBJIHOMOUICHM TIPEACTaBUTENl. OTOprIE}'dU,I/!ﬂ HE €€ H3HCKBa OT IIp

MCAUIIMHCKH H3OCIHSL, YCTAHOBCHH Ha TCPHTOPHATA Ha Penyﬁana B’b]ll‘ﬂp‘

10.7. lexnapanus no wi. 6, an. 2 oT 3aKoHa 3a MEPKUTE CpPell

OM3BOJMTCIIMTE Ha
Hsl.

no sagbipkartenen obpazen [lpunoxenne Ne 3 ot 00
JOKYMEHTALIMATA 3@ ydacTue.

[Toanue Ha npeAcTaBNIBALIOTO IHUIIE U Jeuay:

4l

N
Enena ,[[06136;%&1\.:%?%
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Hpunosicenue Ne 1.1 — 3advancumenen oopazey

lIpeocmasa ce no obocobena nozuyua o I: K. oponapen cmenm, ycioeen Ne |

TEXHHYECKO TOPEAJOXKEHME

[Moanucanara Fieua Ho6pesa Muxaitnosa, EI'H B KAYECTBOTO CH
Ha Ynpasuten va ,,Makmen® OOJI, che cenamuue: rp, Codpus, mk. 1360, .. Mopnepro
HpeArpanme, yi. Anam Muuxesuy Ne 4B, oduc 4, aapec na ynpapnenue rp. Codusl, m.x.
1360, x.k. Moaepno npearpaue, yi. Anam Muuxesuy Ne 4B, oduc 4, EMK 200459233,

I ITpesnaram mocraskata Ha MeaHIHHCKO u3enue:
L \ Toprosexo naumenosanue: Nexgen- kobanr-xpomoa cucrema 3a KOpOHapeH
STEHT

Mpoussognren: Meril Life Sciences Pvt.

B M3uckBanus kom MeAHLIHHCKOTO Onucanue na npesIaraHoTo Koa no H30K
H3Ie/IHe MEIHUHHCKO H3/Ieaue
1 2 3
Marepuan: CoCr L605. JleGenuna na Marepuan: CoCr L605. | B04041012000026
crpara 65 um (0,065MM mym 0.0026%). | Ne6enuua Ha crpata 65 M
Recoil: < 3%. Cpenna 3aryba (mean | (0,065MM umy 0.0026). Rec‘oilz < \
foreshortening): 0,29 9%, Huzaitn: | 3%,  Cpenna 3aryba  (mean \
Rapid  exchange, Xubpunen  — foreshortening): 0,29 %. ﬂnﬁaif’m: \ .
OTBODEHA W 3aTBOpeHa  Kkiertka. | Rapid exchange, xuGpup ST ’ N

Homuwanmno  mamsrame: 9 atm, OTBOpPEHA M 3aTBOpPEHa KIIETKA. Eo
Maxcumanuo wansirane: 16 atm (burst | Homunanno wansrape: 9 ‘atm. : i
pressure). Balloon overhang: < 0.5 | Maxcumanmo Hajsrage: 16 atm

MM. Bbrien nmamersp ma wadrta: | (burst pressure), Ba%lloon .
Ilpoxcumanen 1,9 I Jlucranen 2,7 F. | overhang: < 0,5 mm. B'blﬁulela !

. Ro mapxepu: 2 — [Tnatuna / Wpupuit. | nuamersp Ha madyra;

L ] WMsnonssaema nnmxuna ma karerppa: | [pokeumanen 1,9 F Jucranen

140 cm. Cpemectumocet ma KateTwepa: | 2,7 F. Ro mapkepn: 2 - HH&T‘[/IHH/
SF. Bomaw: 0.014% wim 0.36 mm, Wpumuit. M3nonssaema pomxuma

Hemxnaa (mm): 8, 13, 16, 19, 24, 29, | na KareThpa: 140 CM. /(
32, 37 u 40. Huamersp (mm): 2.5, | CeemectumocT Ha Kkareropa; SF. /
2.75,3.0,3.5,4.0, 4.5. Bomau: 0.014“ wm 036 MM }

Hbioxuna (mm); 8, 13, 16, 19, 24,

29, 32, 37 u 40. lnamersp (mm):
B 2.5,2.75,3.0,3.5,4.0,4.5.

2. Jleknapupam cpox Ha BalMAHOCT Ha odeprata: 3 (Tpu) Mecena or Jlarara,

KOATO € 110coueHa 3a AaTa Ha NOJaBaHe Ha odeprara,

3. Ilpuemam cpoxa Ha wsmbimenwe wa nopvukara: 12 (gBasamecer) mecemna or

CKILIOYBAHETO Ha 0TOBOPA.

% 4. llpuemam cpoxa 3a nnamane: no 60 (wectaecer) KaJleHIAPHH JHHU OT

PUIBAHETO Ha JOCTABKATA H M3ABAHETO Ha (haxrypa oT M3mBIHETES.
5. lpuemanm cpoxa na nocraska: Ho 72 (cemempaecet u aB
3YBABAHETO OT CTPAHA HA BL3JIOIKH TR,
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0. lpueman cpoka ma roguoct: He no-manxo ot 1 (enHa) roguHa KbM MOMEHTA
Ha J[ocTaBKara.

7. llpuemam J1a H3ILIHIBAM BCHYKM M3MCKBAHMA HA BB3JIOIKHTENS, TTOCOUCHH B
OOsBJIEHHETO U JIOKYMEHTALMATA 38 YIaCTHE,
8. [lexnapupam, ue J0CTaBINATE MEIUIMHCKH H3TCITHS:
8.1. orrosapsT na u3mckpanuaTa Ha wi, 82, an. 1 ot 3SMU;
8.2, ca BrmoueHu B CIHCHKA ¢ MEAHITMHUCKH u3nenud, kourto H30K zamnamma B
BHATa Ha OONHMYHATA MEIHIIMHCKA ITOMOIN, KATO LeHaTd, Ha KOSTO Ce rpejJiarat He e
1COKa OT CTOMHOCTTA, J10 KosATO I 3amiamma H30K,

9. leknapipam CbITACHETO CH ¢ KIAy3HTE Ha NPHII0IKCH S IPOEKT Ha JIOI'0BOP.
10. B cnyuait, ue 6b1a onpenenen 3a H3OLIHUTEN Ha [IOPHUKATA, C& 3ab/IKABAM,

UpH  IIO/NINCBAHCTO HA JIOroBopa 3a oOwWecTBEHA IOPBYKA, Ja MPEACTABS AKTYAIHH
AOKYMEHTH yJIOCTOBCPSIBAIM JIMIICATA HA OCHOBAHHMS 3a OTCTPAHABAHE OT IIPOIEAYypaTa,
KAKTO i ChOTBETCTBHETO C IOCTABEHUTE KPUTEPHH 3a ITOAGOp:

10.1. 3a ofcroarencreata mo wir. 54, am. 1, . 1 or 30I1 - CBUIETEJICTBO 34
CBHAMMOCT, U3/]141CHO B 6-MECEUHHS CPOK Ha BAIIMAHOCT PN IIPEACTaBIHETO;

10.2. 3a obcroarescrsoro no wi. 54, an. 1, v. 3 or 3011 - YAOCTOBEPEHHE OT
OPraHuTe 110 MPUXOJNTE H YHOCTOBEPEHUE OT OOUIMHATA [0 CEJANHINCTO Ha BL3I0NHTENS 1
Ha y4dCTHUKA, W3MALEHH CJIe][ PEeIleHHeTo Ha BB3okuTesst 1o 9t 108, am. 1 or 3011 sa
OMpenersiHe Ha H3II'bIHUTE.

10.3. 3a oberosrencroro o wi. 54, ai. 1, T. 6 or 3077 - YIOCTOBEPEHHE OT
oprannte Ha Msnbnnutenwa aremuus "TNaBHA WHCMEKIHE 110 Tpyna', H3JameHo cien
PELCHHETO Ha Bb3okuTesst 1o wi. 108, an. 1 ot 3011 3a OTIPEICIIsIHE Ha U3ITBJIHUTEL,

10.4. Pasperienye 3a ThproBust Ha €IPO ¢ MEIMIHHCKH W3NS, U3AIEHO OT
MAJT wmn ipyr moxymenT, ynocrosepssain NIPaBOTO Ha 4Yy)KIAECTPAaHHUTE YYACTHHLH [a
TBPLyBaT ¢ MCANIHHCKK H31CNMs, U3/a/IeH 0T KOMIIETCHTEH OpraH Ha ChOTBETHATA AbprKaBa,
Paspewmenye min ynocrosepenne me cu m3mcksa oT NPOU3BOIUTENUTE HA MEAMLKHCKH
H3ICIIHA, yCTAHOBEHH Ha TepHTOpuATa Ha Penybinuka Boiarapus. !

10.5. Ceprudurar, ynocrosepssai, ue YYaCTHHKBT nppm:ar‘a 1 OOLIbpKa
clicrena sa ynpasnenne Ha kauectBoto EN ISO 9001 w/umu EN ISO 13485/13488 u/mmm

CKBHBAJIEHTHA, ¢ 0OXBaT B obmacTtra Ha IIPOM3BOACTBOTO H/unn TTan“OBI’If‘ITﬂ ¢ MCIOHIIHHCKH
H3eH .

10.6. OTopu3aiMoHHO MUCMO, MBIHOMOLIHO MM APYT PaABHOBHAYEH JOKYMEHT,
M3AAACH HA YHACTHHKA OT MPOMBBOAMTE/ WIM OT YIBIHOMOLIGHHSA MPSACTABUTEN O
cyiebna Ha Wi 10, an. 2 or 3MU 3a npejicraBUTENCcTRO Ha TepuropusTa Ha PB wim 3a
KOHKpeTHaTa npoueaypa. B ciywaumre, xoraro wu3maren e ynfbm-lomomfe}l IIPENCTaBHTEI,
CICABa Jla Ce MOCOMM M JIOKYMEHTBT, C KOMTO NPOH3BOJMTENAT € YIIBIHOMOLIMI
YTBAHOMOWEHHS npeacTaButTes, OTOpH3ALMS HE CE M3MCKBA OT npc}nap.o,nmenm'e Ha
MeAHURHCKM U3/1eIH5, YCTAHOBEHH Ha TepuTopusTa Ha PernyGiuka Boirapus.

10.7. Hexnapanust no ui. 6, ajn. 2 ot 3akoHa 3a MEPKUTE CPety lnsnmpaﬂe Hp mapu
- o samemkurenen  obpasen [lpunoxenne Ne 3 or  o6paswiites TH Ha
JOKYMEHTALMATA 38 YUaACTHE. &

IToanuc va IPCACTABIABAIIOTO JIMLE M IIeYaT:. .
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