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., MHOTOilPOOI4AHA EOAH14 3.4,I\KTI,I BH O AEq EH14E oBPI4rl"

AofoBoP /V, lfl

ynpaBJreHr4e: x.x. Mo4epuo npeArpa4rie, yn. "A4av Muqxeel.iv" 4 , EUK 200459233,

.^ ^a
4uec.r,f.|l.t.V:J.,..2018 roa, u rp. /lo6puu, ua ocnoeaHr.re qr. I

o6ulec'reegaT e nop:bqr(v, ce crs[oqr4 Hacroru]r4rr loroBop rvle)KAy:

"MAKMEA" OO,.{ ctc celarrrure n rp. CoQun 1360, pafion

npeilcraBuBaHo or E,reua llo6pena Mnxaftlrona, g Kaqecrnoro fi Ha.
3a r.{3flT,nrrr.rreJr c Perueuze fla B63Jro)r(ure;trr J\! 12i 18.04.2018 r. cle_a

Tr'proncro HauMcrroBarrEe: Nengen * xo6al.r.,xporurona
CTEHT

flpou:no4rlre;r: Meril Life Sciences Pvt.
Ko4 no II3OK: 804041012000026:

Ns4
T'sproncrco HarrMeuoBauuo: Biomime-sirolimus -

CTEHTOBA CACTCMA

flpouenoquren: Meril Life Sciences Pvt.
Koa no H3OK: 804041020000038;
flo o6oco6eua rro3r.trlufl J\b 5: KopouapeH MeAr.rKaMeHT l{3n6

JVt, 5

Trproncxo HasMerroBaHUe: Biomime Morph-Siro
KOpOHapHa CTeHTOBa Cr4CTeMa

flpourno,qrlle.n: MeriI Lif'e Sciences pvt.
Koa no H3OK: 804041030000008;
flo o6oco6eua rro3rzru.{r Nu 6: A6nyr,ruuanHa cr4poJtnMyc

CTEH'I'OBA C'ICTEMA

1'lproncxo rrauMeHoBaHse: ihtDEStiny - A6lynruuanHa
KOlloIIal)Ha cTcH l'oBa c14c'feMa

2 u ctt. ot 3aKoi{a sa

Bpr6nuq4, aApec Ha

orrpeAeJr9rt

B

cKI4 A3AeJIU[. 34

3a KOpOHapeH

qBarqa KopoHapHa

cTeH r, ycJloBelt

- I43nsqBalqa

qBallla (opoHapna

c LI3JIT)qBatqa

rp. .{o6puu, c6c ceAaJrr4rqe u aApeo Ha ynpaBJreHrze: rp, {o6puu, y1.,,
'rerr. 058/600160, (raric: 0581600414, e-mail: oblb@bergon.net,

3a BTr3Jralarre ua o6u1ec'raeua flopl,qKa rnrt "orrpura,,,
AeHa nporleaypa
Pelucrrpa na

o6rqecruenure nopbqrcrr noa Ns 00083-201 8-0006, Hapr.iqau npOAAB qu
"MHO| OIIPOOI4IIHA EOJIIlt4t-lA 3A AKTI4BHO nE AO6Pr4q" AA

or Xuros" 24,
EUK 124141302,

npeacraBJrrrBaHo or !-p Tpra$oH B,ra4uir,rrzpon frop4anou - eu flzperrop ua
ApyxecrBoro, Hapr4r{asa I(ylIyBAtl.

Crpanzre ce cnopa3yMrxa 3a cJreAHoro:

nPEAMET HA AO|OBOPA r4r\Equ
t{ren 1.(1) flpo4anaur,r flpoaaBa Ha KyryBarra Me

KapAr,roJrornqua Aefrr.rocr no o6oco6eua no:nqru Nt I : I(opouapeu yc,roneu JVo 1

Ilo o6oco6ena uo:uqax Nt 4: KopoHapeu MeAHKaMeHT r.r3Jr6 cTeHT, ycnoBeH

Ilporlroo,lllrul : Iberhoslritex S.,a\.

Itoa no HSOI{: 804041020000062:
flo o6oco6esa nogurlal ]rrs 8: E.rrextpo4 :a upeMeuua (apalt
Tr,proncno ualrprelroIlar.rue: Pacel
flponsnoguren: Saint Jr"rdc Medical
Itos no Il30K: C09090000000001,
3a Kortro e yqacTrru ts rrporleAypaTa 3a sT,3raraue na o6 nop'brrr(a.
(2) I-{euornre npeAno)r(eHur rra npoAaBaqa ca Kaxro cre.4Ba:
Ilo o6oco6erra rro3lirutr N'q 1: I{opolraDer{ creHT. 400.00

,// ,z/zlzl/'av

rupuc'rornu) neea 6cs /\l{C ra I (egul) 6poii.
Berr Ns 1 :
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oblb@bergon.net

llo o6oco6eua nornuag .J\-b 4:
J\u 4: 758.J3 (ceAeMcrorfiH, ucrAecer
1e4uu) 6pofi.

IIo o6oco6eHa no3r.rqr{, Nl 5: I{oponapeH MeIr{KaMeHrItl! 5: 1000.00 (xr,raqa).rrena 6* MC r" I (.;*D;;;li"
fto o6oco6esa rro3rlrr4, N, 6: A6;t;;#iu'"roonrry"

creH.roBa cncreMa: 759.33 fcegemcrorrzH, flerAecet u ocem,lena 3ld{C:a 1 (eann) 6pofi,
IIo o6oco6eua rro3urIr4, N g: E,rexrpol 3a BpeMeHr123,33 (cro, 4na4:.^"1,1 Ip, ,rena 33 .ror"n*rj r"'oioes 44c ra t(3) flporuosur,re korrr4rrecrBa, rocoqeHz " 6ffiJ;nopGqr(a He fiop r(AaT 3aa6Jr]r(eHr4e 3a RyrryBaqa 4a f, aunyrr" u no"o

.gporloqE r,r HArrr4Fr HA rrJrArrlAHEr{len 2. 
_Cpor<lr Ha Hacro.{utx;l AoroBop e l2 (4eaua4ecernoarr4cBaHero irly. f{oronoprr rpo4'J'rxaBa aeficreuero 

", oo 
"n,",rpyr ri3lt6JrHl4TeJt cne'4 fipoBe)r(AaHe ua o6rqec.rs""u nopu*u.9neu 3. Me4uquucrzre u3Aellrl rqe 6t4ar. 4ocKynyBaqa B cpoK AO 72 (ce4eu4ece'r ll gna) vaca or MoMeH,ra Ha

I(opoHaperr MeIr.rKaMelrr
u oceu lena 33

qBarrl cTeHT, ycJtoBeH
rena 6es l{,{C :a I

cTeHT, ycJlOBeH

qBarua KopoHapHa
croruurcu) neea 6es

KapAuocTr4MyJraqr{.g:

e4nn) 6pofi.
ra o6rqec'rneua

o6err.r.

Meceqa oT {a'faTa Ha
eTO na AoroBop c

oT npoaaBaqa Ha
oT cTpaHa Ha

AocraBr(a qe 66Ae
4o 60 (ruecr4ecer)

L]3AeJIIdfl e He Ilo_

EIJOCTTA
e us. ce onpeaer,r,
lHaqua anrexa".

a pr4cK6T O,l'

Ha [pr4eMaHeTO

Apyr paBH03HarreH

noIIl3nT)JIIIeHue,
B cpox 4o 3

o clopa3yMeHlte
[parqa KO[r4e Ha

o c aoKa3aTeJrcTBa,

IIJII4 IIOBCqC 01'

rI oA l.r3 I]6' HltTeJr h ,
qa.

AII3TIbJIH14 TETUTE
I(OI4TO:

B6 3JIO )I( I.JTCJI'.

aor(yMeHT.

H:reu 4. ,{r,lrrlrlrara Ha npoAaBaqa cyMa no BcrKa orAernJraret{a or. rynynaua rro 6rKareHrznlr, ,,^*^_^lnno"ur1 cMeTKa Ha npoAaBar{a ts cpoKaJreHAapHr.r IHr_l cnel u3AaBaHero ua Qaxrypa oup;;;;;;;.
. 9neu 5. Cporl.r Ha foAHocr nu Aoaruunn"ra nMaJrI(o or 1 (eana) roAriHa KBM MoMeHTa Ha aocraBxa.

M'CTO HA A3N"6JIHEHZE 14 IIPEMI4HABAHE }IA CO
:11:1,, q' jt Mtcro Ha Aoc'r'aBtue Ha MeAr.{rrr4ucK}rre r4:rr!t\,{r 

^ lI n,z !s rvrvAnr{r,1uuK}1 fg IrvrD^Jr-Aoopr.rq Al{ rp. no6p[q, yr, ,.I]aHafior Xrros,,J,l! 24, zeevoyles 7. Co6c.rnenocrra B6pxy AocraBrHare MeAlrquucl<a
II1bJIHO LIIIU qacTHqI,IO I4M nofl
a M H a M' c'oro n u uo 

"..uuu,Lu 
1'ffi#-xX?;:i#,:.IT3;:,nl

IIPABA A 3ATbNXEHI,I, HA IIPOAABAqA

,Ul:l t (1) flpoaaea.rsr e ArrGlr(ea Aa cxrrroqa aoroBopKoraro e o6sslar n 3arBneul4ero cu 3a ytaorve noJI3BaIJero Ha noAHH OT CKJIIOIIBAHETO HA AOIOBOP 34 [OAI,{3N6NHEH HE VNV HA IIOI3a 3aMXIlA Ha 
''ocoqelt B 3aqBJIeHIeTo [oAt4 3rI'bJ,IHr.iTe-]I 

"rnuonrr"o"jAOfOBOpa UII-I Ha IIOI]6J]HI4 TeIIHOTO Cnopa3yMeHr4 e Ha Bs3JroI(rrTeJL 3ae.Dqe ca a3rr6Jruer{H ycJroBr4rra uo ,lr. 66, an,2 u 11or:On.(2) llo4rz:nr,runr
ncii'na+,,-.. ierl'ITe FL{Mar npaBo ra [peBT]3Jlarar
4efitrocTate, KoI'ITO Ca BI(IIOq 

aq \\PwDb't(x\4t eL

(3 ) H es aa u cnu oolt" 
tJ-"{}"tJ?, n a'4o ro Bopa 3 a norI43II6rI H

o,.ouopno.,'u.::.:".11*;.#"#ff ;ff ffi .ri:"";'""fi il;'""H! A\ W,,*,.^^-_- a- rrupl,Lr(a g Ha
\f-/^1\/ u /rjd Lr bt HrMa 4a I43Bbp[tBa azpelcHr.I pa3nJrauaHz' o ]--rxcH v. r lpoAaBaq6T e 4t6)t(eH .rl a Aoc-raBfl Me.{LrquHcKu z3)rej/I . orroaaplr Ea r{3r4cKBaHarra sa ql. g2, *. i 

"; 3tt, "-2. orronapx.r Ha H3rr cKBalratr.a, nocoqeHs n o6rnneurzeto\rzbJr9tl49'foo6qecreeuara rtopr,rrKa k B .4oxyMeHTauurra sa o6ulecrseHara nop:br]Ka.
OIIOBECT'BAI]C FIA
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p134e Hfl., u3AaAerro or l43rrbJlHnTerHr.lr Ar4peKTop Ha l,lAJI no pela Ha 3
2, f\a nputara 14 noA{6pxa cucreMa 3a yrpaBleHr,re Ha Kar{ EN ISO 9OOI

r{leu 10. flpo4aeaurr B cpora Ha AornBopa e Anb)r(eu:
1, la ul.a pa3peueHr{e rinr4 yAocroBepeHtrs 3a rT,proBr4.rr

u/unu EN ISO 134B5/13488, nlutu eKBr4Barrer-rrHa, c o6xnar s o6
u/ulu rr,pronurra c MeAr.tquHcI('Lr v3ryervt.

Llres 1 1. I{enara ua 4ocraBrHtire MeAr4rIuHcKr.i r434eJrr4r He

or ueHara, flocoqefia B I(oJIoHa F ua Cnr.tcsra c MeAI4rIr4HcKI4 I.i3AeJII4t, K

e ycroaurra ua 6oJrHr4quara MeAr4rlrrHcKa noMouI.

MeAI.lqIrHCKI4 V3 AenUfl .

IIPABA I4 3ANbD{TEHI4' HA KYilYBATIA
QreH 13.(1) Kynynau:sr uMa npaBo Aa npoBeprBa r(o

oTAenHa AocTaBKa, KaTo npl4 yCTaHOBtBaHe Ha HeCbOTBeTCTBLIe e
npoAaBaqa e cpox or 24 vaca,

(2) llpu ycraHoBrBaue Ha HectorBercrBr4e B

MeAr-iLIr4HCr([ U3AeJruA KynyBaqbT e Arlb?r(eH Aa yBeAoMr4 npoAaBaqa B

(3) Hecr,oraercrBr.rero Ha KoJrr4qecrBoro rz Kaq
npoTor(oJr, c'hcTaBeH oT KoMI4CI.i,l, CBCTaBeHa OT AJ]6)I{HOCTHI4Te JI qa Ha

(4) B clyuafi, qe npoAaBaqGT B cpoK Ao 24 qaca cJreA yBe

qpe3 cpaBHrBaHeTo Ha AocTaBeHr.iTe Melr4rlr.rHcKrr r4AeJrHt c
otrl4caur4e r4Jrrr cHlrMKa npu yqacrriero n o6rqecrneuara rroptqKa.

9len 14. Kynyna.nr e ArtxeH ,qa 3anJrarrr yroBopeHara
HaqLlHa Ir B CpOKa, OnpeAeneHn B HacTorltql4s AoroBop.

eApo c MeArir{I{Hcr{H

Ha rrpoH3BoAcTBoTO

oll(e Aa e no-Br.icoKa
uro H3OK 3anJlarqa

ECTBOTO HA BC'KA

yBeAoMr.rHAA

Ha AOCTaBe[r?lTe
x or 24 \aca.
ce ycTaHoBrBa c

qa,

IIo a,'I. I

MOCTpr4,

eHa B pa3Mepa, no

9ren 12, flpo4araur,r e AJr6x(er{ Aa rr3AaAe B cpoIt 3a AOCTaBeHI4Te

ocllopfl nI4cMeHo HecborBercrBl{ero Ha KaqecrBoro, Toi Mor(e Aa nc npoBep(aTa My oT
yntJruoMouleHa ra6oparopul, qpe3 BeMaHe Ha r(oHTpollHli o6parqu oT AOCTaBKaTa, I4nI4

HEYCTOIAK14
then 15.(1) flpu sa6ana Ha AocraBKa or crpaua Ha npo

(ABaIeCeT U seTkrp.tl) qaca, KyIIyBaqGT uMa lpaBo Aa [oJryqH HeycTo
(uyra qrno, e4na 4ecera) Ha cro or croftnocrra ua sa6anenara a
za6aea.

or crpaHa Ha r(ynyBaqa B cpor or 24 qaca. flpz ueu:nuueuue
KyrryBaqbr r,rMa npaBo Aa troJryqrj Heyc'rofira B pa3Mep ua 5 (uer) ua
nHI1cBarqoTo I(oJII4qecTBo.

(3) npz ycraHoB{Barre Ha HectorBercrBrre B KarrecrBoro,

sac noseqe or 24
pasvep ua 0.1

sceuu 24 qaca
B

3a

(2) npu ycraHoBrBaue Ha HectortsercrBr4e B KoJrr4 , lpoaaBarribT e

AJilbt(eH Aa aocTaBI,I JII4IICBaUIOTO KOJII4qeCTBO npl4 CneABaIqaTa

Aa .4OCTaBr,r Melr4rlr4Hor(r4 U3AerVs. C yTOBOp9HOTO KaqeCrBO I]pri cJr aocTaBr(a, a [pr4
flor{cr(BaHe or crpaHa Ha (ynyBaqa B cpo( or 24 uaca. flpu u IBJIHEHI{E HA TOBA

3aA6JIx(eHLIe KylyBaqcT rzMa npaBo Aa noryrlu HeycTo[Ka B pa3Mep
croiinoctta ga gexaqecrBeHara nocraBKa.

5 (ner) na oro or

(4) B c:ryua:.rre no aJrriHeu 2 u 3, ar<o fipoIqaeaq:l,r He AOfOBOpe!rOTO!
KynyBaqur r4Ma npaBo Aa 3aKynu ueo6xogl,t'aure My MeAr4rIrrH v34errr4fi oT Apyf

3anJIaTeHaTa IIeHa eAocraBqr4K, r(aro pa3nr4Kara Mer(Ay rleHara no AoroBopa u AeftcrBUTenH
3a cMeTr(a Ha npoaaBaqa.

9reu 16.(1) flpu orra: Ha flpoAalarla Aa,qocraBrz
la3l.ernrfl ,rrr npv 3a6asa nose.re or 48 (ueruprz4ecer u oceu) uaca,

a flpu nor4cKBaHe

TOBa 3aAbJI)I(eHI4e

or croftHocrra Ha

T e AJITTII(9H

MY MEAUIII,IHCKI4

:anynn ueo6xo4r4Mrme My MeAlrufiEsKr4 r434eJrrrl or Apyr .qocraBquK,

q6T HMa ITpABO Aa
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(2) B cnyuatrre no DpeAxoAnara anr4ner pa3JrrrKara Mer(Ay
AencTBI,rrerHo 3a[JlareHara UeHa I 3a cMerKa Ha npoAaBaqa.

9reu 17. Kynyeavm r{Ma rpaBo Aa nc(a o6e:ulerenue

r(oMnereHTHr4rr crbA B fp. [o6puu, ocBeu B cnyqalzTe, Koraro npere
peAa Ha 3arroBeaHoTo npor43BoAcTBo.

I{rcs 23, 3a sca.rxr.r HeypeAena rro Hacrorrqur AoroBop
pa,:nope46zre sa 3Oll, ilII3OII, 33,.{ u T3.

HacToflIlu.s ,4ofoBop ce cMflTaT aApecr.{Te, rrocor{eHrr B HaqaJroTo Ha Ao
(2) llpu npoMrHa Ha AaHHrzre no npeAxoAHara aJrvues,,

AJrTiir(Ha Aa yBeAoMr.{ Apymra B TprraHeBeH cpoK oT trpoMrHaTa.

- 3a o6crosrencrBoro no qr. 54,at. 1, r, 3 or 3Ofl - yAocro
ro npuxo,qr4Te pr yAocroBepeHae or o6ulunara no ceAaJrurqero Ha
K1H Et4 IAT a V nV yqaCTH r4Ka;

- ga o6cronrelcrBoro rro qr. 54, a,'r, 1, 'r. 6 or 3OII - y
Ha I4gnt,r.uzre:rua arelrrlur "flranna nscuenqlrr no rpyAarr;

rro AofoBopa rl

n6JreH pa3Mep Ha

nocJIe,4HI4flT A:bJr)rs4

BpeAuTe, Kor4To e npeT6pnrJl B pe3ynTa.r' Ha 3aoaBeHaTa r4luJru HeKaq IOCTaBKa,
r{nen 18. llpr.r :a6ala Ha rrJrardaHe or crpaHa Ha KyryBarra,

Ha fipoAaBarra HeycrofrI(a, B pa3Mep Ha 3aKor{Hara Jrr.rxBa,
r{,reu 19. HeycrorZrcure. o6e:qeteunlra h rleHoBr4Te no w, 16, wr. 2

MOfaT Aa 06AaT yAbp)r{aHr4 0T Bcrr{o Ablr}KuMo ua npoAaBaqa nJrarrlaHe,

IIPEKPAT'BAHE HA NO|OBOPA
9neir 20. [oronop:sr ce flpeKparrBa
l. c attuqaue Ha cpoKa.:a xofiro e cr(JlroveH, ocBeH B c

BTOpO.

z. npu cI4cTeMHo HeI43nGIHeHLie Ha AOCTaBI(rrTe IIO u/urrz raqecrso
or crpaHa Ha fipoAaBaqa. llo4 cl.icreuuo Her43n6JrHeHr,re ce pa36npa Ba, I43B'bpIUeHIZ ABa
IIIn [OBer{e I:bTr4 B paMI(I.ITe r-ra eAI4II KaneHAapeH Meoeq, uJIu noBeqe Tprr 116TI] B paMI(LiTe
Ha 9poKa Ha .{ofoBopa;

'l nn- n-.."."- *^.eTo Ha ycJIoBIlg 3a AocTaBr(a Ha Me
lpeAMeT Ha aoroBopa cirea rrpoBe)r(AaHeTo Ha qeHTpajrH3r.rpaHr.r T6p1-OBe.

no wt, 2, uzp.

4. n c:ryuaft, ue 6r,4e [poMeneHa nopuarunnara ype46a,
or[aAHe Heo6xoArrMocrra or AocraBKara Ha MeAuqI.iHcI(]ITe I43aeJIItg"

AOTOBOpa;

5. nplr nen:ssiraox(Hocr ,qa ce ocr4rypu {uuauczpaue
nopT,qKaTa IIo [p]iqr.rHr-I, Kor.tTo KynyBaribT He e Mof6Jr Aa rrpeABnAr4;

o. npu [peycTaHoBrBaFre oT cTpaHa Ha KylyBaqa Ha Me AeiiHocr,3a
KOtrTO Ca npeABI.IAeHr4 AOCTaBgHIiTe MeAI4III4HCI04 }j34errl,jfl,, He3aBI4C
IIPEVCTAHOB'BAHETO,

oT npr4rruHaTa qa

APyfr4 ycJroBzt
tlnes 21. Crpauure rro AofoBopa ]re Morar Aa ro u3M

rrpeABlrAeHr.r B rfi. 116 or 3On.
Hrcn 22. Crpauure tro AoroBopa rqe peuaBar TIO V3NT,JIHEHUCTO

cnopoBe no B3ar.IMHo c6fJlacl4e, a aKo ToBa e HeBB3MO)I(HO, IIO peAa llIK npe4 po4oao

KIdT9 I43AeM,,

pe3ynTaT Ha KoeTo

ca flpe.4MeT Ha

I43TI6JIHEHHETO HA

ocBeH B cnyqauTe,

e npe/4flBeHa I1o

ule ce npr.urafaT

cTpaHa e

oT opfaHr4Te
BIE3JIO)KI4TCJI' II HA

9ren 24.(1) 3a awtuguu agpecr4 3a rrpr4eMaHe ua cro6 eHI4rr CBl,p3aH14 C

flpu crcranaue rra Hacrorlr{r4qr AoroBop ce [peAcraB OT I43N6IHATEJ'I'
cJreAHltTe AoKyMeHTr4 3a AOI(a3BaHe JIUIICaTa Ha OCHOBaHI4t 3a

- sa o6cro.rrercrBara no qr, 54. a,r. 1" r, 1 or 3Oll - 3a o6,4I4MOCT;

e oT oprar{HTe



IOEPI,Iq 9300 E yn. 'llalaiim XxroB" 24 I058/600488 (baKc058/600414 g e-rnoil:

,MHOIONPOOI4AHA BO 34 AKTI4BHO AET{EHI4E AOEPI4II'

- pffiperxeHr.re 3a T,bproBr.tr Ha eApo c MeAr4III4Hct(r4 H3 n3Aa.4eHo or l,lAJl
lrJrr.r Apyf ,4oKyMeHT, yAocToBeprBarJ"l rpaBoro Ha yqacTHlrxa Aa
u3.qeII4.S, li3Aa,4eH OT KOMneTeHTeH OpraH Ha CSOTBoTHaTa Arplr(aBa;

c MeArzrlr4Hcl(lr

- gepTIIQI,IKaT 3a npr4JlaraHe 14 loMbp)I(aHe Ha Qr4 3a ylpaBJreHrie Ha
KaqecrBoro EN ISO 9001 ulutm EN ISO 13485113488 ulutru c o6xsat s
o6racrra ua npo 3BoAcrBoro u/u:ra rtprornara c MeAr4rIr4HcxI4

- ner(rapauur no q,r. 6. wr.2 or 3arosa :a Mepxlire I43rrr4paHe Ha [ap]r
o6paseq

eAr4H 3a

cbrrracHo llpurox<euue J\b 2 rr,v qn. 11, a,r. 2 or lifl3Mtr4ll * no
flpttttoxeuue J\i: 3 or o6pasrlure 40KyMeHrv Kr'M AoKyMeHTardr4rra 3a

Hacroxrqr,ur AoroBop ce ctcraBr,t n rpa e4noo6pa:Hu
npoAaBaqa u ABa 3a KynyBaqa.

KYTIYBA9:nPolABA9:



llOtjl'14rt9300ll4 yrr."IhHsilor XkroB'24 I058/600488 oa(c058/600414 !lennRil:

"MHOIONPOOI,IAI{A EONI-{14 3A AI(TI4BHO AEqEHI4E - OBPI4I{"

Ilpturoatcenue ltl! 2,4

Ilpedcm.aon ce no
u3ttbtt.qflttl cmewn, ycLtocen JYe 4

- 3lto'bltJtcunxere o0pfi3eq

o6oco6eHa nuuqun M 4: I(

IIEHOBO IPEAJIOXEHI4E 3A I43III,JIHEHI4E I{A

o'r ,,Maruea" OOn
c'bc ceaarurqe n rp, Cotlnn, o6ulusa tr4:ruuAeH r4 aApes Ha
ynpatJrgHue rp, Corf nl, n.rc. 1360, lc,x. Mo4epuo
Mnq(enu.{ Nl 48, orluc 4,
EI1K / EYJICTAT 2004592J3
npeAcraBrrBelu or E:reua [o6pesa Muxaftroea
EIU li, B (aeecrBoro lry ua Ylpanaren

flpeA.trarau rIeHoBo rrpeAiroxerrue uo 06ocoOeHa n03

758.33 (ce4erracrorr.ru rrerlecer r{ oceM rena u rptcAecer
6e: l{.{C :a 1 (e4nu) 6pofi.

r:!'
/1 .!: ]:

l:)

I loarurc Ha npgAcTaBJuBaulo1 o lrnue 14 neqar

Ereua I peBa

ueduKu.meunt

PbqITATA

N! 4:

Tpr4 cToTr.i r-rKu) neBa

ua, Vlpanrlen
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.MHOIOflPOOLIAHA EO 3A AKTI4BHO AEI{EH14E - !, PI4I]'AA

- 3aduorcumenet oqqaseuIIpunoucenue M 2,5

IlPelcmaon ce no

tt3Jl.br'th l'11 CmeUm, YCnOCen M 5

o1ocodena nffiutlutt ,tYs 5: K' meduxwennt

UEHOBO IIPEAJIO)I(EI{I4E 3A I43tlt}"'IHtrHI4Ii HA II PbIII{ATA

or ,,Manntea" OOA
c'bc ceAaJIIiLue e rp. Cocf nr, o6ulraua l4lruaeu lI a,{pec Ha

ynpaBrreHl4e rp. Codrur, n.rc. 1360, lcr' Moaepno npe

Muqrcegu.t Nt 48, o( uc 4,

EI41( i FyJICTA'T 200459233
npeAc'raBJl[BaH .'. Eneqa Ao6pesa Mlaxafirosa

Efl{ -, B (aqecrBoro nay ua Ynpaeurel

flpea.rarau uenoBo npeAJIoxeHIle no o6oco6esa Il03Hnrr'la

1000.00 (xu:rnaa) nena 6eg ,IL{C sa 1 (e,qnH) 6poft'

Iloanr.rc Ha npeAcraBntBaqoro JIuue 14 fleqar:

Eleua

e, Y''l' AAAM

ea, Vnpanure:r

,4,h"

X



llOU'14ti 0300ll4 yr."Il{!nllo1 XxroB" 24 n 058/6u0488 ()nKc051l/600414 g e'mail:

"MHOIOilPOOUAHA EOAHI4UA 3A AKTI4BHO AEr{EHI'IE - PHq" Al1

Ilpttzottcenue lttt 2.6 - sadnnarcumefie odpffieq

Ilpelcmaon ce t10 060c06e+a nuauun 'lllt 6: A
u3JtI'q.AAulA KopOllflpHfl CmeHntogtl CUCme fl

UIIITOBO IIPEAJIOIITEHI{E 3A II3III'JIHEHI{E HA n

or ,,Mar<vea" OO,4
cbc ceAarurle u rp. Coc]rnr, o6urasa I4lltuAes It arpeo I{a

yrpaBJleHl4e rp. Co{ na, n,r. 1360, nc.x. Mo,rlepno npe

M.lruxesnq Nu 48, or] ltc 4,
EI4K / FvncTA'r 200459233
npeAcraBrltlBatr c'r Enena.[o6pena Muxafirosa
EIH. . B KaqecTBo'fo rtay ua Ynpanurel

llpegnararu ueHoBo IIpeaJIolKeHHe lro o6oco6ena n03Iltlntl

758.33 (ce4evcrorult Ilsraecer I'l ocsM JIeBa r rpu4ecer Ii
6e: AAC ra 1 (e4un) 6Pot.

;),.';;..; : ,

,rU,,

floalnc Ha npeacraBJlrBauloro nllile u neqar:

altHa cuponut yc

LIKATA

e, yr. Aaau

croruurn) neea

Enena .{o6per:a oua, Ynparurert

t4K

4
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3A AKTI4I}HO AEqEHi4E _ BPI4q,,

IIPr'utouceuue J& 2'8

IlPedcmaan ce tto

rapduocmunYnuqua

- 3fl0't fl,rcamenen o6Parc4

o1ocodeua nnuqun Jtfs 8: Ene 3A ApeMeHtrQ

) leea 6er AAC sa I

ua. Vttpantl len

IIEHOBO IIPEAJIOIIffiHI{E 3A. I{3tlT'JlHEHltE HA Il PTTIIKATA

or' ,,Vlarcmed' OO!,
cr,c oeAaJlnlue n rp' Cot!r'u, o6uraua Lllusaeu u aApec lta

yrpaBneHue rp. Co$lu, n.r< 1360, xt'r' Moaepuo yrr. Agatt

MHuxesu.r Nu 48, otilrac 4'
EI4I{ / 6vJtc'1-AT 200459233

rrpgrr,craBJlfl BaH or E:reua,{o6pena Mlix-afi :rona

gfU I ' 
l' KaqgcrBoro r',ty ua Vnpawrren

flpcg,nararu uerloBo npeaJro)KellHe rIo o6oco6esa

123,33 (cro,aBaaecer u rpli JIeBa !I rpaAecer Ii rpl-r

(erzH) 6Pofi.

flo.qnnc r{a npeac raBnlBalqoro nuue I4 neqar: ' ' '

Enena ,[
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llllrcrcnaHuq Kr,M MeAHrrfi Hcnoro
U3TCJIIIE

Onucasue a trpeAJrarnHoro I(ot no H3OI{

Ea r ro,rl peu rrcllo.rrlr rrarerlp 6c:
6a,ron :a Arcllo ct'pue Kpr.iBr(a !i 3a
reftcllpaue B l(aMepara. Cr,::.{a{eu Aa
oclrfypr4 Ha4e)t(rjo fleficHpaHe kr

y,laBrHe Ha ortrHaJra B (aMepaTa qpe3

/'tocTr,n npe3 fopHa rrpa3Ha BeHa,
fipeuusen r{oHTpon 6e: lper<ouepna
TB'r,pAoc'r. Omxtrzureu r(oHTpoJl npr4
Bbpreue. .{r,:r6o.urua 10 cu. Ha
r{apr(epuTe 3a noacHJrBalre npr4
nocraBruero. ,4.brxvHa * 1 l0 crrl,
pa:uep -5F, ener(rpoArlo pa3cro{Hue

- I cttl.

Blrnolapeu nefi czHr Kare.r6p
6aron :la arcno cbpue (puBKa
3a neicupaHe B rtaM
CrsaaAeH aa ocrirypr4 Ha"q

nencupaHe 14 yJraBrHe Ha
B KaMepaTa qpe3 AocTl,n rl
fopHa rrpa3na nena. flpequ:
KoHTpon 6es fiperoMep
TB6pAoc'r. OuralraleH ro
npr4 B6p'reHe. fu:r6ouuua 10
Ha vaprccpare 3a noacHJrgaH
nplr [ocTaBrHeTo. I:bJrXAr{a
I 10 cu, pasuep -5F, e,rrerrpo4u

c09090000000001

"MHOIOTPO@14AHA BO 3A AI{T]4BHO

Ilpwoucen ue lYe .l,B - zudttnucumeneu o6ptne4

Ilpedcmaon ce no o6oco6euu nosuqun ,\! g:
t<apduocmuu.yna4ua

EPfiT]"

34 6pe"MeHHA

HI,IE

B KAqECTBOTO CI4

e rp. Cor] ral, n.r<.

2004s9233,

) uecerla o'r

TEXHfl qE CI(O TIPENJTO}I(

llognucauar:a E.rreua lo6pena Mnxafinooa, EfH -

ua Vupauurel Ha,,Maxr,.re4" OO,.{, c:lc ceaaJrnule: rp. Co$ar, n.x. I , n<.x. Mo4epuo
flpeAfpa{ue, yrt. A^(aM MuUr<eB},t.r Nl 48, orfuc 4, agpec ua y[paBJrel
1360, rrc.rc. Mogeplro npeArpaAr.re, yl. Aaanr Mraqxesu.r Ns 48, otfnc 4, E

3. flpuenatr cpot(a na r43rr6rHeHr4e ua noptuxara: 12
cr{JIIOqBaHeTO Ha IO|Ot}Opa.

1, flpe4narav AocraBxara ua MoAuurlncr(o r43IeJIHe:
Tr,proucro naurvrenonarrue: pacel

flponsnogrlre,r ; Saint Jude Medical

2. [enlaprlpar"r cpor( Ha BannaHoor na o$epiara: : 1rp") eceqa oT aaTaTa,(oqro e nocorrena 3a Aara Ha noAasar.re Ha otlteprara. q,(
4. flpuervaru cpoKa 3a nJraqaHe: ao 60 (l-recraecer) HAAPHII AHI4 OT

H3BrrprrlBaHe'ro Ha AocraBKara pr rd3aaBaHero na dtaxrypa or u3fltrHvrerq.
5. flpr.rervrar,r cpor(a Ha aocraBt(a: lo 72 (cepettpecer r.i Asa)

3afiBtBaHeTO Of CTpaI{a Ha B63JIO)I(I4TeJI'.
6. l-lpueruar,r cpoKa rta roAuocr: He no-lra-nro or 1 (eAsa) ro

7, flpr.reruarrl ,4a li3rrbJlHlBaru BcI4!1g, tI3HcKBaHLIt Ha B63JI
uel'o I.1 /lOKyr{eHTarIutTa 3a yLracTIre.

8. [exrapupau. qe .4oc raBrHn.re i\.reAHrlnl.rcr(H fl3neJrris:
8.1. orrotaplr Ha n3rrcxBaHnsr.a Ha r.rJr, 82. a,r, 1 or 3MI4:



,qODPli'L r3(l{) D3 \,n 'llnrrIlriot X for,24 E 058/o0U488 4rahc 058/6rt04t4 .q L_rna I.

..MFIOIONPOAI4AHA 
EOAH AKTI4BHO AEI{EHI4E _ EPI,Iq"

I-I3OI( :an,rarqa e
rrpe4naraT lre e

Ila aofoBop.
ce 3a.qbJl)l(aBaM)

cTaBr al(TyaJIHlI
or npouelypara,

aBaAe'r'eflcTBO

l;
ocToBepeH14e

B63JlO )I(H'IEJI,f,

I or 3OI1

3a

OT

LI

3a

10.3. 3a o6crolrr

i:lljn:;:.3*::;""".'""#';::;;:"":,,fi ":,*li;i;,J.,l";,?,#,;ille euflero Ha B!3Jto)r(r.rren, rro ql, 10B, an. 1 or 3OII au onp"oar""" uru10.4, pa: tteureHr.re
r,r ^ ...,._ ) 3a .t.bpfoBl.i{ Ha eApo c Mear.IqI4HCI(r4 Lr3rr\ | vayv ! rvrrarzrqnH(t(I1

:_t:t_t -^u, 
Allyr Aonyl\,terrr! yAocToBgprBari, npasoro Ha qynrAecrp

;:i:f :: :, y :lllul 
rrcr(r.r r43aerru,r, H3ra.&eH or,,orn"r"nren opf aH Ha;Hffii"fi;:r{3reJ'rar, yc 

l:,:"".j1 Fra repr.rropzrrra ra peiry6:rrena frn.ip"".
frJrno', np",cricreMa 3a ynpaBreHr4e na r(aqecrBoro EN ISO 9001'ulunu EN ISO I N..

;lT:iil**" c o6xsar s o6racrra ou npor.uo4.roo.ro ,a/ranrz rupro

I0.6. Olopa:aquolrHo nr.tcMo, n.rJJrHoMorrluo r.ilr{ Apyr paBHI.r3laaeH Ha rracr{r4i(a oa ,,,r^g1:loo"r.eJrrr r.iJrr.l o, yr,"rrno*o*"rro

llornl,rc ua npeAoraB;rtrBarqo.ro nl{qe

ocTOBepeHIIe O'r
143lXaAelro cnea

, a3AaAeHO OT
yrracTrlHrlH Aa

Ir,p)KaBa,
IIA MEIfiIIHTICI(

14 nOAI6pxa
5/13488 ulutn
c MeA UUHQKI4

qer-i Ao(yMeH r, ,l

cTaun'IeJ'r no
sa PE u.nlt :a
npeAcTaBr{TeJrr

ynI'JrHOrvroutrin

BOA{TeIIiTe Ha

apu
HA

ia, Ynpaouren

cMr4crrJra ua qr. 10, an. 2 o"t 3MW sa 
"p*oarunrrarraiuo Ha reparopaj

:::,,1,f"|T"":o::"jl1 ,B 
cryuaare, r(ofaro ri3larer e ynbrHoMolr'cnellBa /la ce nocorrlJ fi nn*rrr"rr,"'."- ^ ,.^;:^:. 

v J rr DJrnvrYruurer

lHfi T:fl :i:i:::::"J:'ff[T;;:J::;i'"J:TTi*'il";i\,re/{ i{r4}rcKa u3*e krrr, ycraHoBeHa Ha reparopr.rrra nu l.nyon""i,#;#;;

". ","]1.1;,*::::rl111 :r1 
u,r. 6, a.r. z ,i, sar,"rr".;*epr(Hre cper{y H:-- IIo 3all:bnlr(u.re'lrer.r o6pa:e{ flpuaon<enr.t" :lt :' ;;- ;aO#/lo(yMer{'r'arlfilTa 3a y(racTae. ,.j uoKyM

;x.rr:,\l,,,t;}",., .

Eneua !o6

W



"MHOfOilPO@tiAHA FO 34 AI(TI4BHO AEI]EHI4E OBPI4iI"

Ifpu,toerceu.ue l,/i 1,6 - sad.bnercumenen o6parc4

Ilpedcmaoa. ce no odoco6eHa nnuqun ,l,lb 6: A
us,,tbqaaao kopoH dpHfi cnteHnxoB0 c ucmeM a

TEX HI,ITIECKO TIPEIIJIO

flo4nncauara Enena !o6pena Muxaillrosa, EfI{ B KaqecTBoTo ch
1360, rr.x. Mo4epnoua Vnpanurel qa,,Marir.re4" OO!, cr,c ceAarr4lrle: rp. CoSraa, n

npeArpafllre, yl. A4au Muqxenuq Nl 48, otprac 4, a4pec ua e rp. CoQraa, n.r.
1360, nc.r<, Mo4epno npe4rpaAr4e, yr, A.r{aM Mltlrceslr.r Ne 48, o0r.rc EI4t<200459233,

EHIIE

cup0rur14))c

c-143rT,qBarla

1 . flpe4lararrl AocraBr{ara Ha MeAr4q}tHcKo r43reJtne:
Tr,prorcrco HauMeuoBaHue: ihtDEstinv A6lynrunalua

(opoHapHa cTeHTOBa Cr.rcTeMa

flpouuro4nre,n: Iberhospitex, S. A.

lloSPI4q 9300 Ei yn.'{ta|0iiorXrr10R',24 E 058/600488 onkc058/600414 g ernoil:

[,]:ucnnaHlul Kr,M MeArrufiHcr(o1.o
H3TEJIIIE

I(on no H3OK

L,6nyrraauiurua cupoJrllNryc ll3JnrrtBar{a
KOpOHapHa CTeHToBa cricTeMa, cr,cTorrqa ce
oT tvrear.rr(aMelrT u3rl,qBaul r(opoHapeH
crerjT, MoHTHpaH BT,pXy Me.rf,r4KaMeHT
I.r3,'rbqBaul 6a,rou, IocraBrrqa 2
reKapcruerJu 4o3r.r = 0,70 pglurru.
flporcclii,,ralul.t peHTfeHono3r4TuBr{H
Nrap(epu sa 90 ra 100 crra ot AucralrHrls
t<papi; 6[opa3rpaar]M rroJrr4Mep, ao 180 anu
cneA r4MnraHTrrpaHe; xo6alr_xpouota
cnlas L605, 4e6e,runa ua crpara 73 pn.
Recoil: <5yo, CKr,creaHe; <1 %,
Hoiraunalno HaJrfifaue: 8 atm. Marccnualso
uaJrnraHe: 14 atnt (burst pressure),
C'rnne<trr.rmocr Ha Karerbl)a: 5F. Boaaq:
0.014" unra 0.36 r'lrr.r, 6 trlem,.req crpoexr
nprr AliaMe'rprr 2,25-2,50; 8-xle.rr,ven npu
2,75-3,50 u 10-x;rerr,qeu rpu ar4aMerap
4,00; araarraerpu 2,25; 2,50; 2,7 5; 3,00; 3,50
u 4,00 urrr; /Ibrr)r(!iur{ 8; 12: 16;20;24;28;
32:16 u 40 ttl.,r

A6ryrr.ruua,rna czpo
IBJISqBAUIA KOP(

CTEHTOBA CU

clhcToql]Ia ce
MEATiKAMEHT I,I3JI6

KOpOr{apeH

MOHTr.ipaH

MoAUI(aM9HT I43JIbl

6aron, AocraBrula
ne(apcTBeHri Ao3H =
pg/mm. flporcuu
peHTreHono3I4TUBHA

MapKepa sa 90 ra 100

AECTAJIII14'
6uopa:rpaAuu lolunr
Ao f80 AHH
riMnJIaHTI,IpaHe;

xpoMoBa cIIraB
Ee6etuua ua c'rpata 73
Recoil: <5%. C
<1 .o/o. FI
HAJI'IAHE: B

Marcrattaluo HaJIgfaH
atm (burst
ClsMecru\4ocr

pxy

2

,70

pM.

80404 1020000063

, 
t 

', ,,',,- 
-',



/lo!l,l.lrl 9300 Ll yr,"fla ajio.r X rou" 24 E 058/600488 orK. OSiyOOO+ta E oulnit,

tta'l errpa: 5F. Boa
0.014" uiru 0,36 nana.
(JreTtrreH cTpoelK

,4r{aMerpu 2,25-2,50,
r(rerbqeu npu 2,7 5-3,50
I 0-x:rerr,.reH

.qr4aMer6p 4,00; 4uav
2,25; 2,50; 2,75; 3,00: 3,
a 4,00 uru; 4'r,"rrircuHz 8; 1

t6;20;24;28; 32;36 u
MM

.,MHOIOTPO@}IAHA 
EOAHI{UA 3A AKT]4BHO AEI{EHI4E _ OBPI,lq''

C)
G.
d\.-J

\

4. flpaelaarr,r cpol(a 3a nJlarqaHe: ao 60 (uecr4ecer)
rBB],prruaHeTo Ha nooTaBKaTa H rJ34aBaHeTO na $arcrypa oT r43n6JIHr.rT

-5, l-lpuer,tav cpo(a Ha Aoc.r.aBr(a: Ao 72 (ce4eir,r4e ce\ n ABa)ril{BtBaHeTO OT CTpaHa Ha B.b3Jl0)t(rdTeJIr.
6. flprae,nau cpoKa ua roanoc.t: He uo_lrarro or 1 (e4na)

Hil:10cTaBKaTa,

- 7. flpuelralr ]Ia r43nr,JT]ltBaM Bcrrqxu r{3r{ct(BaHu, Ha B63Jr
oSrn:ieur.rero li AoKyMeHt'ar(!rrt ra 3a yqacrue.

8. [ex,nap raparv, qe ao craBr]rure MeAarllrncr(u rB AerrLtfr :8,l. orrorap.rr Ha H3r.tcr(BaHr4 rrra ua vl. g2, a:r. I or 3MI,l;
8.2. ca Br(Juor{errn s Cnuctna c Mear.iq}rHc(lr u3AeJrr4r, r(ovc.'roBlt.f,Ta ua 6oluuqgata MeAltrll4ncKa roMorq, I(aro qeHara, Ha

no-BrrcoKa ot ct.ot"rHocrra) Io t(orro tr., sanraua H3OI(.
9. flex,rapnpall cbrJracaero cl, o r(Jray3rjre Ha [puroxe]{r{,
10. B cnyvaft, qe 6rra orpeaeJrer{ 3a [3rr,JrHr4TeJ] Ha rloDbtlpil nonnl.IcBaue'ro Ha IOfOBOpa :a o6ulecrseHa fioptqxa, Aa ntrJOK\'\reHTl, yaocToBeprBaulLl rwl caTa r{a ocHoBaHu.s 3a oTcTpaHrBaH

liaKTo !t c.borBercrBliero c nocraBeuare Kptrreplru sa [oA6op:
l0.l.3a o6crorrercrsara flo qr. 54, a:t, 1, r. I or 3Ofl

I{a \'!racrHr.rr(a. u3AAAeUI.i CJtea perueulteTo Ita BT,3JtO)I(r4Tenq ro .tr. 100ll pe,f ell.qHe I.Ia U3ItIrIHATeJl.
1 0.3. 3a o6cromercrso.ro no qJr. 54, at. 1 , r. 6 or 3OlI

opr aHure r{a Irlsn.brrrr,rrerr{a areHur4, ,,f,raeua 
"n"o"nr1r" 

no ,o,peueHrrero r{a Br,3tro}nr4TeJu no qn. 10g, an. I or 3oll 3a onpeAeJrrl{e Ha
10.4, Pa:pemenr4e 3a l:lproBr.trt Ha eApo c Me,qurlaHcxr4 r.r3II.\JI uls Apyf Aot(yMeHT, yl(ocroBeprBarq paBoro Ha

r-bpfyBaT C MeAr4UltHcKn rltueJrufi, H3IaAeH OT KOMrreTeHTeH opraH r.raParpetuenue uJlti y.qoc'I'oBepelrr4e .re c!r u3acI(Ba or II'or43Rorrr,{Tr
ycraHoBeHr4 Ha repr4Topnrra lra peny6lur<a Er.nraptr.

10.5. Cep,rurfnr(ar, ylocr.oBeprBaru, qe yqacrr.lrKbr

Meceua oT AaTa.fa,

) ueceua or'

eH.4aplm aH14 0r

OT MOMEHTA UA

AIZHA K6M MOMEHTA

, nocorieHu B

H3OK san,ralla r:
ce npeaJrarar He e

KT Ha AOTOBOp.

ce 3a,{bJr)KaBaM,

aI(TyaJIHr.I

oT npoqe/xypaTa,

0BI4AeTeICTBO 3a
eTo;
yaocToBepeErie oT
HA B!3JIO)KI4TCNS 14

al. 1 or 3Oll ra

yAocToBepeH14e oT

, lr3IaaeHo cnea

, r{3.qa.{eHo or
yqacTHrzrlrz Aa

aspxaBa.
Ha Me.4AUIIHCKH

\

un3a ynpaBleuue Ha r{arrecrBoT.o EN ISO 9001 u/unu EN ISO 8s/t3

rt. Ip, f:



,LtOEl)l,lLJ 9300lX yr."llnl|Aiiorxnor" 24 B 058/60041t8 oa(c058/6004t4 gerrail:
"MI.IOIONPOO}IAFIA EO 3A AKT]4BHO AEI{EHNE OEP14TI''

er(BrrBaJIeliTHa, c o6xBaT B o6nacTTa l{a npolr3RoAcTB o-to tlh4Jtu T'1,

iiSnerut,
I 0. 6. Oropr.rsaqlronHo trucMo, ll,JrHoMorrluo ]iJrH iqpyr o3IIaqeH,!,ot(yMeFIT,

rr3ia,4eH Ha yrracTr.rr4(a oT [poi4 3BoALrl'eJIt L|'lH oT yIIIbJTHoMOUI npeacTaBliTeJr Ilo
clrr'rcl,jra ua .rn. 1 0, aL 2 o'r 3MtrI sa npeAc'raBr4TeJrcrBo Ha Ha PB unrz sa
lioHr(pe rara fipoueaypa. B cly.raur:e, (oraro u3AareJr e ynbJIIt OIIEH NPEACTABI,ITCJI,

c.'le.lBa aa ce ocorll4 14 /loKyMeHTbT, c KoETo [poH3Bo e yn6nHoMorut4Jt
\ b.rHoilrouleHHt npe/xcTaBl4TeJr. uTopu3auut He ce u3t4cKBa oT npov3Boa TeJrr4Te Ha
reJlrur'r Hcr(!r u3aeJrHl, ycraHoBeltpi Ha repr.tropr4rra ua Peny6.nura

BI,I'TA C ME.4 UI4I.ICI(I4

t49,,

It31 0.7. lerrapauur flo qJr. 6, an, 2 or 3aroua sa ueprr.i're
- no 3arlbn)r(uTeflerr o6pa_:eu flpn,rox<euue Ns 3 or o6

floanuc Ha n pe/lc'raBrtrBalrloro Jtuqe 14 rleqar:, . . ... . .. . .

Eneua,{o6

6;$'
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ll:u cnnanu I r(b lvr MeAlttutHcr(oro I{3,[cJI Lre Onncaune Ha
rrpeAJraralro.ro

Itoa no H3OK

Malepraal: CoCr. L605. {e6eauua Ha crpara
65 ltrrr (0,065vtr ur,n 0.0026.'1. Recoil: 3%.
CK'rcrBaHe: 0,29Vo. Ilexaperso: Sirolimus.
E r s l.r n a,r es'rrr a re(apcrBgHa Ao3a: 1,25
l"rgllnm2 llolnuep: 6uopatrpa4r.ru v
6 r,r ocr e N4ec.rr4i\4. ,{ra:aftu: Rapid exchange,
xu6pn4eu - 3arBopelru r(rerr(H B r(par4rqara
H OlrBopeHr4 B CpeAaTa Ha cTerjTa;
Floivsnaluo lraJrrraHe: 9 atm. Mancuualno
HarrrrraHe: 14 attn (burst pressur.e); BsHxreH
,4r4aMe rbp Ha ruacp.ra: flporcr,rualeu 2,13F
flr.iclareu 2,7F; Ro MapKepa: 2 - llrraruua I
LlpuLuit. tr4srrrosnaer\4a A.bJr)ruHa Ha
r(aTeTL,pa: 142 cM, C'usi\4ecruruocr Ha
(aretr,pa: 5F, Boaa.r: 0.014,, unn 0.36 rvrrvr.

I00 % ocso6oxAaBaHe ria rreKapgrBoro B
paMrrrre r-ra 30 Aun; Jlt n>r<uua (mm): 30; 40;
50 u 60. luauerrp (ntm):2,75-2,25;3,00-
2,50; 3,50-3,00.

Marepuan: CoCr. L605.
le6enraua ua crpara 65
pM (0,065rrana r4lrvr

0,0026'). Recoil: 3%.
CKGcnsaHe: 0,29%,
Ilexapcrno: Sirolimus.
EKsrreareHrHa
JreKapc'r'BeHa no3a: 1 ,25
p,g/mm2 flonr-ruep:
6uopa-:rpagulr u
6uO Cr,s i\4 e cTl-lr\.f . {U:afiU:
Rapid exchange,
xn6pa4eu - 3arBopeHr4
r(IeTr(u B Kpal4rrlaTa H

oTBOpeHr4 B CpeAaTa Ha
creHTa; HolrrzHzunro
HaJrsraHe; 9 atnl.
Maxclzrraa;luo HalTsraHe:
14 atm (burst pressure);
Bruuen AuaMerlp rra
nrarlra: Ilporurtr,taleH
2,13F lucraten 2,7F; Ro
MapKepu: 2 - [1'rraru:ua I
l4puptri.r. I4gnrossaeNra
A6Jrlr(r4Ha Ha I(aTel%pa:
142 crrl. Cr,slaecruMocr Ha

804041030000008

"MHOfOilPOOI4AHA BO 3A AKTI{BHO AEI]EHI4E - EPI,{q'

Ilputtoarceu ue lylt 1,5

Ilpedcmaon ce no
l.BnrqBatr( cmeum, ycnoaen M S

- tuduntrcuntenen o6parc4

o6oco6eua nnuqun Jllt 5: Kt tt ueduxonenm

T EXH I4 TIE C KO TIPEN,TI O }I(E ptE

B (aqecTBoTO CI4

, nr.r<. Mo4epuo
rp. Cotful, n.r<.

200459233,

qBaua KopoHapHa

ITo4nacauara EleHa lo6peua Muxafilona, EfH I
a Vrrpaourel ua ,,ivlaxlre4.. OO,^{, *c ceAaJruule: rp. Corpr.il, n.r. 13

IrpeAlpa,4ue, yl, A4ala Mnqreru.r J\b 48, o$rac 4, appec Ha ynpaBJre
1360. x<.x. Mo2lepno rpeAfpaAr4e, y"r. AAaM M"qxeu4q .i\re 4|.,o$ic4,I

I . flperyrarairl llocTaBr(ana Ha MeAr{qHHCKO !r3leJlr{e:
Trproncno HarrMeHoBaulre: Biomime Mor.ph-sirolimus _

cTetrtoBc. uL cTeMa

flpou:nogu.re.n: Meril Life Sciences pvt.

f,1,,
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Karerr,pa: 5F. lloAaq:
0,014" rzru 0.36 rratra. I

% ocso6oxr.qasaue
JIeI(apcfBoro B paMr{LrTe

30 auu; ,{rugrua (mm)

(nrm;: 2,75-2,25; 3,

2"50: 3.50-3.00.

'MHO|OI]POOI/AHA BOAHI,{UA 3A AKT]4BHO AETIEHI4E -A HPI,4I]" ,A N

2. l{ercnapupar'r cpor( Ha Banr]AHocr ua orpeprara: 3 (tptt) oT AaTaTa,

r(oero e rrocoqeua 3a aara Ha noaaBaHe na otbeprara.
3. flpraevam cpo(a Ha r43n6JrHeHr{e ua nopr'urara: 12

ci(J[oqBaHe'ro a aof oBopa.

ecer) rraeceua or

4. llplrer'rarra cpor(a 3a nJraulaHe: ao 60 (lrecraecer) AHr4 OT

rr3B.rrlttJBaHeTo Ira AoclaBI(ata H H3AaBaHeTo na @arcrypa oT H3flT,JIHLITe.II

5. flpnevrau cpor(a Ha aocraBr(a: Ao 72 (cenewaeoe'r u Aea)
3arB,tBaHeTO OT CTpaHa Ha B63JtO)KLITeII.

6. flpr,rer,,rau cpo(a Ha foAHoc'r: He no-uamo ot 1 (e4ua) ro
HA ,fOCTatsKa',t'4,

7. flpueruana aa r.r3nbJuifBaM Bclrrr(u ,r3r.rcKBaul4t I.Ia B63JIo

oOgl:retine ro I,t aot(yMeHTaul,ttra 3a yqacrue.
8. {exrapupalr, qe AocraBrnr,r're MeArJ{uHcnu u34elrvt:
8.1. orronaplr Ha H3licKBaHr4qra sa wl 82, a;r. 1 or 3ML1;

' 8,2. ca Br(Jrloqerln e CnlrclKa c MeAr.rq[Hcr(r] r.r3AeJrl.is, Ko

vciroBugra rra 6olHlt.tuala MeAXI-Ir4HcKa noMolq, Karo qeHara, Ha K

ro-Br.rcoxa or croiinocrra, Ao l(orrro fr4 3a[Jrau]a H3OK.
. 9. /]erclapupau cr,rJracuero cH c r(Jray3are Ha trpuJloxeuut

10, B c,ryuaii, .re 6bra onpeaeJreH 3a rr3nr,Jrul4Ter FIa nopb

OT MOMEH'IA HA

K6M MOMEH'fA

NOCOqEHI,I B

H3OK sanraua s
ce npeAJrafaT He e

Ha AOfOBOp.

ce 3aATrJr)r(aBaM,

nplr rroanHcBaHeLo na AoloBopa :a o6lrlec'rBer{a noprqr(a, Aa cTaBt ar(Tya,MH

-]OK) \'reHrr4 yAOCTOBeprrBaUllr Jrr4rrcaTa Ha ocHoBaHr,lr 3a oTcrpaHtrBaH or npoueaypaTa,
Ka(To H cborBerc'rBHero c nocraBeHrlTe r(pHTeplII4 :la no46op:

10.1. 3a o6crorrercrsara ro r{r, 54" al, I, r. 1 or 3OlI - CBI4ACTEJICTBO 3A

ero;
yAoQToBepeHr4e oT
HA Bb3JIO)I(I4'|EJI' H

, ar, 1 or 3OfI sa

cb.f lti\tocT, I43AaAeHo e 6-t\4ece.tltI41 cpoK Ha BaJIuAHocr npe,qt4

I 0.2. 3a o6crofll'erctsoro no rrrr. 54. al. 1. t. 3 ot 3OIl
oplaHrire no npnxoanle lr yrooroBspeHr4e or o6rrlr4Hara no
Fra .vriacTHr{Ka, ll3AaaeHu cr'lea pelreHueTo Ha B!3JIo}I(r.tTeIt rto .Ir. I
on pel(elrHe Ha u3n5IHHTeJ1.

10.3. 3a o6crosrencrBoro no rrrr. 54. a"r. 1. r. 6 or 3Ofl y,uocToBepeHue or
, u3aaAeHo cneaol)raHr,ire Ha tr4gnbrHnterua areur{ur "fnaeua HHcneKIIfit no rp

pcuer{uero Ha Br'3rorru'rerq no u-ir. 108, an. 1 or 3On 3a onpe,qenflHe Ha
10.4. Pa:peruenlie 3a'r;proBr4r sa eApo c MeAHrdHHc(r{ EJIH'I, I,I3AAACHO OT

i l,\Jl nrru apyr /.lor(yMer'rr, y.4ocroBeprBarr npaBoro Ha yqacTr{ullr4 Aa
r.bllfyRalt c MeaHIIuHcto4 H3AeIr4rr, r43AaAeH oT KoM[eTeI{TeH optaH Ha abpx(aBa,
ra3peuerjhe r4Jrrl yAocroBepeHue r{e clz u3ricKBa oT rlpo HA MEANqI]HCI(N

l!l:(e.{rrt. ycraHoBeHri Ha repu'ropfirra Ha Peny6nnxa B6nrapur.
10.5. CeprurfrrKar, yaocroBepeBaul, qe yqacrHurtT np

cucreN,ra 3a ynpaBrteuue na (aqecrBoro EN ISO 9001 r,r/urli EN ISO
eFrrHa, c o6xBar B o6lacrra Ha npon3BoAcrBoro r.i/ulu rr,p

10.6. OroplrsaunorrHo rrr4cMo, nbJrr-roMorqHo nrH .qpyf

\

44,

II ]

u noA[6p)iia
13485113488 ulunu

aqeH ao
r{a y.IacTlll.il{a oT npoll3Boal{TeJlq I.iJIIt oT yII'bJiHoM
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"MHOIONPOOHAFIA BO 3A AKTI4BHO AEIIEHI4E _ OB n.{"AA

cMr,rcbra Ha !rr. 10, a.lr, 2 or 3MIrl :a [pe.4craBlaTeJrcrBo Ha .rspr{Tep

r(oHfiperHara npoqeAypa. B clyuaure, Koraro r.r34areJr e yur,JrHQM
cneABa Aa ce [ocoqr4 I4 Aor(yMeuTbr, c nofito [pou3Bo.qr.rrerrrr e

Ha PE raru :a
npeAcTaBr4TeJr,

yn6JrHoMorqvn
),nbJlrroMoqeurir pe4craBareJl. Oropusauux He ce r43I4cI{Ba or flpo AIiTeJTHTe Ha
i\reAnu14r{cKr.I u3lie ufl, yoraHoBer.fl4 Ha Tepr4Topr4rTa Ha Pely6,'rr,rKa E.bJrfap

10.7. [erc:rapauur rTo r{rr. 6, 2r. 2 or 3arona :a
- no 3aAlJ'rxruTeJreu o6pa3e[ llpraloxeuue N9 3

:lol(yMe laqu{Ta 3a ylracTfie.

l lo.4llr4c Ha pe,4cTaBJrfiBa[IoTO nrfle U I1eqaT:..

Eresa ona, Ynpanurel

^failapn
eHTL , Ha

q(



"MHOrOilPoouAHA DO 34 AKTI4BHO AEI]EF{]48 o6PI4rt"

Ilpuaoucenue lYlt 1.4 - ndt nucumanen o6parc4

Ifpedcmuaa ce no o6oco6eno n.osu4un Jlb
u3nlrqGmU cmenm, lcnocen J\! 4

TEXHI4IIECKO IIPENJ'IO

flo4nucauara Eleua lo6pena Maxaiinona, EfH ,

Ha ynpaBr.tren Ha ,,MaKMea" OOI(, crc ceAalrarqe: rp. Corf ur, u
IrpeArlraAr.re, y,'r. AAaM Muqxeruu Nl 48, o$uc 4, agpec ua
i360, x<.r<. Mo4eprro npealpaarie, I.rr. Alar,a Ml.rqxeel4q Ns 48, o6lrc 4

Ite0uR(MeHnt

EHI4E

, B (aqecTBoTo cli
1360, xc.r, Mo4epHo

eHHe fp, Cotlnl, n,x,
BUK2004s9233,

1, flpe4larav aocraBr{ara Ha Merr4rltrHcxo t43aeru.re:
Tr,proncno [ra!rMenoBarrue: Biomime -Sirolimus

cTelfroBa QtrcTeMa

llpornno4u rel: Meril Life Sciences pvt,

r(opoHapHa

AOljPI,lq 9300 I yJr 'naf0ijor X raB" 24 I 058/60048g (Jr{kc 058/6004t4 E ernail:

I,ltucRsa rrllg t(r,M Me.rIuutr]tcrroro Koa no H3OK

Marepua,r: CoCr. L605. le6eltrna na
crpara 65 pir,r (0,065rrlrrr nru 0.0026,,).
Recoil: 3%. CKtossa e; 0,29%,
Jlerapc'r'no: Sir.olinius. EnBunzursnrua
reKapc'r'BeHa Ao3a: 1,25 ltglmm2;
floruuep: 6uopasrpa4rzr',r Lr

6uoesnN4ecrr4r4. [\uzaiiu: Rapid exchange,
xubpuAeH - orBopena a 3arBopeHa
xle lra. Flolruua:ruo HaJrrrralre: 9 atm.
Maroauarno HalrqfaHe: 16 atm (burst
ptessure). Balloon overhang: < 0,5 urrl;
Br,rtureu .ariaMetr,p lta tla{rra:
flpor<onua.neu 1.9F- lilcralen 2,7F; Ro
MapKepH: 2- [lnaruaa/LIpuaufi..
hgnJro:saeivra Ab;l)r(liua aa rar.er:rpa: 1 4 0-
142 crr,t, Cr,nilrecrnMocr Ha rarerrpa: 5F.
Borraq: 0.014" llnn 0.36 ulr. .{.rllrllla
(nrrn): 8, 13. 16. 19,24,29,32,3j,40"44,
48. flaair,re'rr,p (ninr): 2.00, 2.25,2.50,
2.74, 3.00. 3,s0, 4.00, 4,s0.

Marepual: CoCr
le6eluua ua crpara 6
(0,065ur,r Lrrrt 0.
Recoil: 3%.
0,29V6. llexapuBo: Siro
EKel4sarenrHa JI

aoza:1,25 ltglmm2; II
6aopasrpa4rzv
6hocr,e\4ecru14.
Rapid exchange, xu6p
oTBOpeHa a 3aTBOpeHa

HonauHaluo nal.grane: 9
MaKcfivaaHo HarrraHe:
atm (burst pressure), Bt
overhang: < 0,5 vira; Br
AHaMeTlbp HA IX
llporcnualeu 1,9F
2,7F; Ro Mapr(epu:
I1n:nwualllpupuir.
I,1:rr,ro:eaeua A6Jr)riuHa
r{arerbpa: 140-142
Cr,nvectzuoct ua
5F. BoAaq: 0.014" uttu

atm.
16

oon

2-

HA

cM,

0.36

80404102000003 8

"'i1.,!'"'' ijt"

* r!
q,

\
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r\4M. ,4'LnxHrra (nrrn): 8. 13. 1{,.

19,24,29,32, 37, 40, 44, 48.

{uaverop (rttrn): 2,00. 2.25,
2.50, 2.75, 3,00, J.50. 4.00,
4.50.

"N4IIOIONPOOI4AHA FO 34 AI{TI{BFIO AEqE]"II4E . N.OEP

2. fenrapnpau cpo( Ha BaJrr4Iuocr Ha

nocoqeria 3a AaTa Ha rroAaBaHe Ha oQeprara.
3 (rprz) ir.rece oT aaTara,

3, Ilpnerllanr cpgr(a Ha H3ri,rrHeHr4e Ha nopbqr(ara: 12 (.nsa*at ) iueceqa or
c KJriortrJaFteTo Ha ltoroB0lta.

4. flpueuaru cpor{a 3a nlrauaue: ao 60 (mecrAecer) naJre

IllBl,puBaHero ua AocraBr(ata 11 r.l3.l{aoaH("To r.ra rfarrypa or r43rl'b:rr'rr4TeJrr.

5. flpuer,ral,r cpo(a fla AocraBr(a: Ao 72 (cetteruecer la,qua) uaca o
3a9UrlBar{eTO OT C',IpaHa Ha B b3JrO)I(LrTeJIt.

6. I-lpueriaair.r cpoKa ria roAHocr: I-Ie lo-naa,rrco or 1 (e4ua) roauna
a iloc raB(aTa.

7. flprelrarur Aa LI3n'bJturrBaM Bor4rlr(Lr lr3LIcIrBaHut Ha B:b3JIo)Irr4TeJIt
(r6rrB.rteHHero lr Aor(yMeHTaIlHllra 3a yqac'[LIe.

B, /.{er<naprapau, rre AocraBrrrlllTe Merlnrlr4uc(lr r43AeJrritr :

B. 1. o'rronaprr ua r.r3t4cxBaHusta na .u. 82, an. I or 3M14;
8.2. ca g(Jltoqeun n Cnuc'l,ra c Me.qlrqriHcr{ri r434errr[, Kot4To

\ c.rorJlrrra ua 6o:rr.rnqtrala Menuqt{Hcna ltoMol1. Karo UeHara, ua Korro
i:o-Brrcot(a or croriHocrra, Ao r(orro rn sau,raqa H3OK.

MOMEH'fA HA

MOMCH'I'A

nocoqeHu B

I{30 3anJraula

anafal IIe

AOfOBOp.

aK'r'yanHr.r
qeaypara,

c'tBo 3a

or 3Ofl sa

BepeHHe o'f

a:bpx(aBa.
MeALtIII4tl0r(fi

noa.rlf,pxa
13488 u/nm
MeAUrIr.rHCr(l4

.(tlu or

B

e

BepeHHe oT
L)irral.lr.r're ro upuxoaure r..r yAocroBepeHue or o6rqugara no ceAa;urulero lla o)r(ltTejrrr 14

9. fieuapllpana cbrJracr.iero crr c r(rray3rrre Ha rrpr{Jro)r(eHtis npoer{T r-r

10, B c.rryual'r, .re 6'raa orpeAeJres 3a rr3ltJrHr.rreJr Ha noptqi(ara, ce
IIpl noAnucBaHero lra AoloBopa :a o6qec'rBeHa rlop6rlt(a, .4a npe4
.ltrl\\'\leH'rl.l ylloc'l o BeptiBalJlH JI14llCa'fa Ha OcuOBaHI4t 3a OTCTpaHfiBafie OT

ii"rr..To rr c'boToeTcTnL{eTo o rrooIaBeHllTe rtphTepI4I{ :a no216op:
10.1.3a o6clolrelclnara ro q:r. 54. a:r, 1. r. 1 or 3Ofl - cs

c;.tr\rocr, !r3Aarxfllo n 6-NreceqHul cpoK Ha tsarLIAItocr rrpeAu npeAcraBrlHero;
10.2. 3a o6crosre:lc rnoro fio rrr'r. 54, arr. 1, r. 3 o.r 3OfI - ya

!{a \rracrrrrrr(a, Lt3AaAeHr.{ cneA pglxeuliero r-ra BTr3JIo)KI.ITe,'II no qr, 10B, a:r,
\)n I)eJe-ltHe lIa It3 l,JIlttll'en.

10,3.3a o6crosrercrnoro no qn, 54, a:r. 1, r.6 or 3Oll - ya

10.5, Cep'r'u$rlnar, yjtocroBeprBaxl, r{e yqacrHr4K6T npunara
tircrerlfir 3a ynpanJreHfle Ha r(aqecrBoro EN ISO 9001 trlutu EN ISO 13485
e LiBtrBareri'r'lra, c o6xBar s o6racrra Ha tpou3llollcrB oro qluwt rtproBurra c
lil_'leJuifl.

oJlrarir.r.r-e lra 14:nrlunte,rHa areHr_tHr "lrrasua I4HctteKIIt4s no rpyAa", HO CneA
FcLreririero r.ra Bb3Jro)r(r4'r'eJrJr no .1"q. 108. al. I or:3Ofl 3a oflpeAenqHe Ha

10.4. Pa:peureur.re 3a 1-bpfoBr.tr Ha eApo c MeAurIaHc(u rlt:,l\em4tr, Aaaer.ro or
II:\,[ r.r,ru /]pyr Aor(yr\4er.rr, yAocroBeprBaul npaBoro Ha qyxaeorpirHHrlre AA
ll'llf VBaT C MeAHUI.iI{CKI'I V3AeJlLt}is., H3IaAeI{ OT (OMIIeTellTeH Oprall Ha CTTOTBOTH

I)a;lteueuue IinH yAocroBepei.rue He c[J H3ltcr(Ba or ITpoI43BoAIzreJII]Te !ta
ir lle,r14rl, yc J'aHoBeHt4 r.ra reprit'oplirrra ua Peny6lura Er,lrapux,

ri3ianeu
c\lt4cl,JTa

b.o

c.:t

10.6. Oropu:aur.ronHo nr4cMo! nt:luoMorlHo ulrr.r apyr paBno3r.raq AOr(yMeHT,
Ha yrrxcTHHKa 01 fipoH3BOAHTeJlg l.tJ]Il OT ynsJrHOMOLqeHI4t n
a ul. 10, a,r, 2 or 3MI4 sa flpeacraBfireJrcrBo ].ra reprzropl4sra H

Ta lpoueAypa. B c.ly.ranre, Koraro u3Aarer e yrrtnHoMorrleH
a ce uocoLIlr t4 Aoi(yMeHT]T, C KOTTTO IlpO]{3UOAU.reIflT e

PE



"MHOTONPOOHAHA DOAH]4UA 3A AI(TI,IBHO EPI,lq"
llOEPuq 9300 Li yn "lla|l0no1 XrrroB" 24 I 058/600488 {[akc 058/600414 n ernail:

yfibJruor\,roqeHur lrpgAcraBr4Ter. Oropusaqur He ce r.r3i.rcKBa er AI,ITEJII4TE HA

NIeAutlHHcttz rfiAeJrrrt, ycraHoBeHU Ha reprzropnrra ria Peny6riurca
10.7. !,er<lapaulrl rro ru. 6, an 2 o'r 3aroua :a MepKHTe Ha napr4

- no 3art:rlr(ra'renerr o6pa:leu flpnloxtellae ]'{b 3 or
lol(viueHTa LIITa 3a vqacTue.

floAnnc rJa npeAcraBnrBarloro JrHr-le H n

Enena I

or(yMeHTr4 Ha '

Ynpanuren

X
qK

4



l4!9 l-onry oI44!4 !g4u4r_tA 34 AKrulB H o AEr{EHr4 -.40BPI4ri"
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IlpuLtoctcetLue Jylt Ll - w|lrnarcumenen o6pate4

Ilpedcmaon ce no o6oco6ena notuttun Jlb I: R,

TEXHI4TIECKO I]PENJI

cmenm, ycnoceu ,N! I

}ITEHI,IE

U

L flpeanar.arra locraBr(ara Ha Me.4ltunucKo rz3AeJl{e:
Tr,proncno fi ar{MeHoBa}rlle: Nexgen- ro6a,rr_xponao

tI r

IIpou:rno4nrel: Meril Life Sciences pvt.

/{er<,rapnpau .po@
I(o.{To e nocoqeua 3a Eura Ha noaaBaHe ua orbeprara,

3

3. Ilprzen,tau cpo(a r{a ,rn,ur"a""" Ha nopbqr(araj
ct(JrlorrBatreTo Ha,qof oBopa.

B I(aqecTBoTO CA

1360, lr.r. Mo4epuo
eHr4 e rp. Co{lul, l.r<.

, EL1K 200459233,

cr4cTeMa 3a r(opoHape[

804041012000026

( ) laeceqa or aarara,

ecer) veceua or

I(areHj(aprrH aHr4

llODPaq 9300 D< y]|,IlHnit(rr XuroB,' 24 I 058/600488 (l)nKc 059/600414 E

h ur cnna r r r r lr rt ono rue;;u;rr c-i;6 Onncarrr.re ua Koa no H3OK

Malepnal: CoCr I-605. Ae6erruna Ha
crpara 65 pir,r (0,065nau um 0.0026.,),
Recoil: < 3%. Cpe4Ha :ary6a lmearr
rolesholtcn ing): 0.29 %. J\nsa a:Ilapid exchange, xrz6pu4eu
orBopeHa 14 3aTBOpeHa r(JreTKa.
I-loursaluo r{aJrrrfaHe: 9 atm.
Marcraualuo lraJnfane: l6 atrn (bur.st
pressure), Balloon overhang: < 0,5
Mtur. IJT,HUeH AuaMerbp na ruarfra:
I lpo(cllMaJreu I ,9 F lucraleu 2,7 F.
Ro ir,raprepra; 2 - l7.taruna / I4puaufi.
tr4:no;r:naeua AbJt)r(ulra rra r(arerbpa:
140 crr.r. CrsruecruMocr r{a r{arerbpa:
5F. Bo4av: 0.014,. utru 0.36 rrrrl,
Arrxuua (mm): B, 13, 16, 19,24,29,
3_2a 37 u 40. {Havetup (rnm): 2.5,
2.7 5, 3.0, 3.5, 4.0. 4.5.

Marepua.n: CoCr.

.{e6enuua ua c.rpara 6
(0,065vu utru 0.0026,,).
3%. Cpe4na sary6a
foleshortening): 0,29 %.
Rapid exchauge, xu6p
oTBOpeHa r.i 3aTBOpeHa
I-Ioir.rnsaauo Ha,rsrase: 9
Maxcanaa,rno uartraue: 1

(burst pressure).
ovelhang: < 0,5 irlrv, B:t
AltaMeTbp Ha
flpoxcavaren 1,9 F [u
2,7 l-. Ro vaprepz: 2 -
Vlpuguia. I,Isnoagsaenra
Ha Karertpa: 140
C'ssl4ectfin4oct Ha xa
Boaaq: 0.014" ustu 0.36
,.{r,rxuua (mm); 8, 13, 16, 1

29,32,37 u 40. [raaruerup (
an.7 s, 3.0, 3.s, 4.0. 4.s,

ltM
il: <

H*

atm.
atm
oon

cM.

5F.
MM.
ar1

eTo oT cTpitHtt tra B b3IO)r(14 'f eJr[.
) uaca o'r na

cr fP



l.lODPI4Ll9300 Dd yn.'Uaraiiof Xrnl)!r'24 !! 058/600489 (ha(c058/600414 Ee-firail:

"MHOIOTPOOI4AHA BOAH 3A AKTI4BHO AEqEH]4E - BPTIq''

6, llpuertlau cpora na roAr{ocr: Ile no-r,.ralro or 1 (eana)
HA AOCTABI(ATA,

7, flpuetraau Aa I43nbnHtBaM Bcltq(u r{3ltcltBauHs lra Bb3Jr
o6fisreHueto 14 Ior(yMeuTarllirra 3a yqacrlie,

I(bN,I MOI\,IEIITA

IIocoqgHu B

H3OI( sanraqa e

flpeAJ'rafaT He e

9. fiernapupalr clftracriero c]r c Kray3r.rre Ha npr.iJro)Keur4, n Ha aoroBop.
10. B clyuaft, .re 6bAa onpeAeJreH 3a r.r3rrr,Jrurrrer Ha nop.b ce 3aAbn)l(aBaM,'npa rrornucBaHero Ha rofoBopa sa o6rqec.rreua nop.bqKa, Aa cTaBt aI(TyiuIHI4

oT npoqelypaTa,

cBI4A9TeICTBO 3a
c],a!rMocT, H3AaAeHO e 6-naeceqnal cpoK Ha BaJTI4AHOCT npeAH peAoTaBrH

10.2. 3a o6crolrelcrnoro no ul. 54, ar. 1, r. 3 or 3OlI -
opraHr{'re iro [pr4xoAr4Te !r yAocroBepeurze or o6rqlruara rro ce.qantrqero
Ha yqac'rHnr(a, lr3AaAeHr4 cre4 pgrterrr.ieTo na BB3JrOr(r.rTeru no qn. 10g
onpeAentHe I{a I,I3II'6JIHI,ITeJI.

10,3. 3a o6croqrerc.rnoro rro rrJr. 54, an. 1, r. 6 or 3OII - aocToBepeHHe oT
opraHrrre ua l4sn.r,ruureaua areHrlr4rr ,'fnanna r4ucnsKutjlt rro 1ty , r{3.4aIeHO CneA

.AOr(yMeHra y.4ooToBeprrBaulr4 Jru cara r{a ocHoBaHr.r,I 3a oTcTpaHrBaH
Kar{To r.I cl,oTBeTC.r.BHeTO C rrOCTaBeI.rHTe l(pHTepr{r] sa nog6op:

10.1, 3a o6crolrelcrnara ro qrr. 54, an. 1, r. I or 3Oll

peueHr{ero Ha B'b3lro)r(ureJrr no u:r. 108, an. 1 or 3OII 3a o[peAeJrrHe Ha ]
- - I 0.4, Pa:penretlre 3a rtproBr.ir Ha eApo c Mear4r{r4}rcKri LI3a

Ibpr)/BaT c N4eAtlrIHI.tQI(H ri3aeJlflt, r.i3.4aleu oT I(oMneTeHTeH OpraII Ha
Pa:peueuuc l.rJru yAocroBepelrue He cr4 H3ucKBa or npora*o4r.n
n3,1e-qtrr, ycranoBeHl.i Ha repuTopr.rrra ua peny6lura B\rrapun,

10,5. Ceprratfrarar, yAocroBep.[Barq, qe yrracrHurgT

er\BrlBMeHTHa, C O6XSar s ooracTTa r{a npor.rsBoAcTBoro u/r.tlz rtpro
3]1ejlI.t.g.

10,6. Oroprasaqaor{Ho nr4cMo, ntnuoMotrluo r4:rr4 Apyr paBH
lr3J.aAeu Ha yr{acTHuxa OT llpoa3BoAl.tTe fr ,ut I oT yn]JTHOMOIIIeH&'
c\lrcblra ua un. 10, at, 2 or 3MI4 ::a [peAcraBr4TeJrcrBo Ha repr4Top!
NoHKperHara npoqelypa. B c,ry.ranre, Koraro r43AareJr 9 yrlbJrHoMo

- no 3aabr)r(uteleu o6pa:eu llpuloxenrle Nq 3 or o6
-tnK\:l\{ellTaulzrTa 3a ygacTl{e,

floAnac Ha rrpeAcraBJrrBar{oro Jr}rqe n ner{ar:. .

I4AII nru 4pyr roKyMeHT, yAocroBeprBaul npaBoro Ha qy)KA yqacTHr4uu Aa

ocToBepeHae oT
BIb3JIO}I(I4TEJIfi 14

an, 1 or 3Oll sa

r43AaneH o oT

aL,p)KaBa.
Ha MeALIUIZHCI(A

C MEAI4IIEECKU

arreH AoKyMeHT,
npeIcTaBHTen IIo

Ha PF uru sa
rrpeAcTaBr.tTeI,

fi nolJl:bp)r(a
cLlcreua 3a yrpaBrreHne Ha KaqecrDoro EN ISO 9001 u/unu EN ISO 1 485/13488 ulunu

c.rerBa ra ce nocortr4 r.r aor(yMeHT6T, c noftro npoa3Bolr.irenrr e yn6JrHoMoulr4tr
\ n b.r'r Fror\,r oll_leHrlt npeacraBul'en, Oropu:aqur He ce I43I4cr(Ba or
\re-trruHHcr(u rr3Aenur, ycraHoBelrr Ha reptrropr{rra r.ra peny6nrana $rlrap

10.7. .{ernapaqufi tro qJr. 6, aa, 2 or 3ar<oua 3a Mepxrrrg cpeuy E/)'

paBuTeJI

/a
Eleua .{ osa, Y


