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'MHOtOnPOO I4AFIA EOAHI4 3A AKTI4BHO AEr{EHI,IE - oEPllq"

Aof ossp N"19
m""..1|.,.!f,,..2018 roa. n rp. [o6puu, ua ocuorasue q,T . 1

o6rqecT seHnre [op6rIKx, ce cKJIIoqI4 Hacrotu]Lsr AoI'oBop Me)I{Ay:

"FIOBE MEAI4KT,I TPEIZA" OO!, c:sc ceAanl4ule B fp. 1000, pafiou

O6opurqe, a,qpec Ha yrlpaBrlct{I'Ie: yr. "Mocxoncra' 47 , EUK 20267 0720 [pe.4cTaBJItBaHO OT

3a I.I3IIBlllIltTeJI cloue CuueoHon loqen, B I(aqecrBoro My Ira.ylpaBuTen, o

Peruenue na B'!,3JIor$rreJIt Nq 121 18.04.2018 r. cleA npoBeAeHa IIpoIIe 3a B'63rafaHe Ha

tt c,t. or 3axoua :a

nop6qrc-i [o,4

lloBPI4q" AA
Xuron" 24,

EI4K 124141302,
eu /{r.rpex'rop na

u34e'lll'j. jA

E HA CTCHT

r43lBqBatq cTeHT,

qBaula c[cTeMa 3a

eeH Ne 2: 400.00

creHT, ycJroBen

6e: lrlvr{C :a 1

6alos: 900.00

:a o6uecrnesa
o6erra.

rer. 058/600160, tfarcc: 058/600414, c-mail: oblb@bereon.net,
npeacraBntBaHo or,{-p Tpu$orl Bra4uutzpoe ffopAanon - tr4gnr':tll

o6rqecraeua nop:bqKa run "orrputa", Bnlrcana n Peracmpa ua o6rq

Ns 00083-2018-0006, uapuuan ilPOAABAq 14

"MFIO|OIIPOOI{JIHA BOJII-II4UA 3,A AKTI4BHO
rp.,{o6pu.r, cr,c ceAarullle Ii aApec Ha ynpaBneHlie: rp, !o6pllu, yl'

ApyxecrBoro, napuuana KVIIYBAT{.
Crpanute ce cnopa3yMsxa 3a cneArloro:

NPtsAMET I]A AOIOBOPA [1 IIEHI4
9neu 1.(1) llpo4anaur'r npoAaBa Ha (ynyBaqa Me

Tr,proncrco ualrMeHoBaIrHe: ArthrosPico - crlcreMa 3a

flpou:noglrre,r: Amg International Gmbh
Itoa no H3OK: B04041012000001;
flo o6oco6eHa no3BuHt Ns 3: KopottapeH

ycroneu J'{b 3

Trproncxo HaIrMeHoBauue: Itrinll Rapamycin -
r4MtInaHTUpaHe Ha cTeHT

Ilpou:no4urel: Amg International Gmbh
Koq uo I{30K: 804041020000009;

o o6oco6eua no3lzql4fl Nl 2: l(opouapeH creHT,

(ucrr.rpucrornu) ,rena 6ee ffC :a 1 (eguu) 6poil.
IIo o6oco6ena no:uuat Ns 3: Koponapeu MeaIrKaMeHr

Ns 3: 758,33 (ceqerucrorr.tH, rleraecer I{ oceM JreBa 33 crorrluxu)
(eann) 6poft,

IIo o6oco6esa tro3uullfl Ns 7: Mea]rKaMeHT I'I3JIIb

(Aerelcrornn) ,nena 6e: .II/IC la 1 (eguu) 6pofi.
(3) llporuosHltre KoJII4qecrBa, flocoqeuu B .4oI(yM

rrop'bq(a He IIopa)I(aaT 3aABnlI(eHHe 3a I(yllyBaqa aa fI{ 3aKyllu B rTocoqe

CPOKOBE N HAIII4H HA |INAU]AHE
9ren 2. Cpontr Ha Hacroslll4s AoroBop e 12 (Anauaaece'r)

noAnrrcBaHgro nry. ,{oroeopr'r npoAtJl)I{aBa AeiorBuero cll llo cI(JIIo

Apyr n3rrr,JrHr4Ten cneA flpoBexAaHe ua o6ulecreena rlopr'rlKa.

r{apArzoJrorl{qHa geiinocr no o6oco6esa noguqu.s Ns 2: I(opouapeu ycloneu No 2

flo o6oco6eua nosaqu.a No 7: MeAuraveur rgrtqnaq 6aro
Trproncrco Har{MeHoBaHLre: PacSol - lreaaKaMeuT I'I3JI6 6alou
flpon:nognre.n: Amg International Gmbh
I{oa uo H3OK: B04043000000015,
3a Kor.rro e yqacrBaJr B nporle,qypara 3a sb:raratre Ha o6ul nop1,qKa.

(2) I{eHonnre npeAno)r(eHnr Ha npoaaBaqa ca KaKTo creABa:
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9res 3. MeAuqlrHcnare vs/lerufl, rqe 6t,4ar ,u

KynyBaqa B cpoK ao 72 (cegev4ecer ra 4na) uaca or MoMeHTa Ha
863JIO }I(I4TEJI'.

rrJrareHa or KynyBaqa no 6anKosata cMerKa Ha npoAaBar{a B cpo(
I(aJreHAapHV IHr4 cJreA u3AaBaHero Ha OaKTypa or npoAaBarra,

4o 60 (ruecr4ecer.;

eTo oT cTpar{a Ha

r{,'IeH 4..Il,tllxnmara Ha fipoAaBaga cyMa no BcrKa AocraBra rqe 6r4e

o'r [poAaBalra Ha

r{3IleJIUfl e He rro-

an'rera".
r4 pr{cKT,T oT

3a [oAa3[SJIHeHUe,
. B cpor< 4o 3

o cflopa3yMer]!re
n3npaqa Kou4e Ha

c .qoKa3aTeJlcTBa,

9leu 5. Cporcsr na roAHocr Ha locraBrr{rrre MeA}rrlr4rr
MaJrKo or I (elua) roAr,rHa K6i\,1 MoMeHTa Ha AocraBKa.

"MFAJI-!o6puu" A.4 rp. !o6plru, yn. "l1aHafior Xuroe" J\b 24, sse*o
r{leri 7, Co6crseuocrra Br,pxy AocraBrHr4Te MeAr4rlr.rHcr(r

IIPABA I4 3AI:bJIXEHnJI HA trpOAABAr{A
r{reu 8. (l ) llpo4a"aau:rr e AJrG)r(eH .{a cKJr}oqn AoroBop

KOTaTO e OO'B!IJ] B 3agBJIeHI4eTO CI4 3a yqaCTIIe nOJI3BaHeTO Ha IIO

AHli oT c$Ircr{BaHeTo Ha ,4ofoBop 3a IIoaIl3[GJIHeHVe I'j.IITI HA II
34 3AM'HA HA IIOCOTIEH B 3A'BJIEHI,ICTO NONA3II:bJ]HI4TEJI

AOfOBOpa I.iJII{ Ha IOIBJTHT.ITeJIHOTO Cnopa3yMeHr4e Ea B63IO)I(I.ITeIS
qe ca n3rr6JrHeHr4 ycJroBr4rrra no vl. 66, an. 2 rz 11 or 3OII.

(2) flo4ra:nr:rurirerr4Te HrMar [paBo Aa npeBb3Jrarar
AerlHocrvre, Kor-rro ca BrorloqeHri B npeAMera Ha AoroBopa 3a

(3) Fle:anr,rcanao or Brs3MolxHocrra Aa ce
orfoBopuocrra 3a r{3rrr,JrHeurre Ha AoroBopa 3a 06rqecrneua noptura e

u/unu EN ISO 13485/13488, ulutu eKBr.BarreHrua, c o6xsar s
uluttu n proeunra c MeIr4rIuHcKr,i r.{3AeJrr.rr.

or qeHara, nocoqeHa B ro:rona F sa Cnucrra c MeAr.rur.tHcKlt rtr,!.eIrur,
B ycroB[rra Ha 6ornuvuara rrae4vrllrHcra noMorrl.

r{nen 12. llpoganauTr e AJr6)r(eH Aa r43Aa4e B cpo(
MeAIiqI4HCKI4 t43 Ae rus.,

IIPABA 14 3AN:bN}KEHI4JI HA KYIIYBALIA
{reu 13.(1) Kynyravr,r r.rMa npaBo Aa npoBeprBa

oTAeJIHa AOCTaBKa, r{aTO IIpI4 yCTaHOBSBAHe Ha HeC6OTBeTCTBUe e

npoAaBaqa B cpor or 24 uaca.

M'CTO HA I43NbJIHEHI,IE Z IIPEMHHABAHE HA CO EHOCTTA
r{neu 6.3a naxcro Ha AocraBrHe Ha Me.4rzrlr.tgcxr4Te r43 ce ofipeaent

rT,JrHO r4Jrli qacTHrrHo uM rrofuBaHe [peMr4HaBa Bbpxy KynyBaqa oT Mo Ha lrplreMaHeTo
HM Ha MTCTOTO Ha.qOCTaBrHe C npneMO-[peAaBaTe.JIeH npoToKoJr
.4OKyMeHT.

Apyf paBHo3HaqeH

aJII4 noBeqe OT

(4) I{ynynaur,'r rlrMa Aa r.i3B6prrrBa Ar.rpeKrr{r4 pa3nJrarqaHr.it IIOAI.I3N6 JIHHTEII4TE
9reu 9. flpo4anaqrT e .qJIb)r(eH Aa aocraBr MeAr,rrlt4 Hcrlr
1. orronaprr ua r.r3ncKBaur,rrra rra ul. 82, al. 1 or 3M14;
2. orronapm Ha rtucr(BaHr,ura, rtocoqeHa n o6ssrenr4ero o[oBecTtBaHe Ha

o6ulecrueuara [op6r{Ka 14 B ,qoKyMeHTarluma sa o6qecrsenara Irop6
9reu 10. Ilpo4anaurr n cpoxa Ha ,qoroBopa e ArrlXeH:
L Pa wa pa3peuenae rzJrrz yAocroBepefiue 3a r6protsr4r Ha

LI3AeJrr{r, r,r3AaAeHo or trrbnrmuarelHlrr ArrperTop na I4AJI no pe.{a Ha
2, [a npwara H [oAA6p)r(a cprcreMa 3a yrrpaBireHrre Ha EN ISO 9OO1

noAIt3Il6JlIlI4TeJII{,
rlpoIaBaqa.

KOI,ITO:

eapo c MeAr,tltr4HcnH

Ha npou3BoAcTBoro

H3OK sanraua

rfues 1 1. L{euara ua 4ocraBrHure MeAHrIr4HcKu ri3Ae-rrl4s He o)I(e Aa e no-Br4coKa

3a ,{ocTaBeHr4Te
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(2) npu ycraHoBrBaHe Fra HectorBercrBr4e B Ka Ha AOCTaBeHI4Te

or 24 'aaca.
ce ycTaHoBtBa c

Me.4r.rur{HcKH uiIeJrufl KynyBaqbT e aJrb)xeH Aa yBeAoMr4 npoAaBaqa B
(3) Hecto'reercrBrlero Ha KoJrrrqecrBoro r.r Ka

TIOOTOKOJ]. CSCTABEH OT KOMI,ICUq. CbCTABEHA OT AJI5X}IOCTHI4TE TI{IIA HA

(4) B cnyuaft, r{e flporaBar{r'r B cpol( Ao 24 \aca uter no ar. 1

oc opl4 rII4cMeHo HecsorBe'rcrBliero Ha r(aqecrBoro, Tofi Mor{e Aa u lpoBepxaTa My or
yntJrHoMouleHa la6oparopua, qpe3 B3eMaHe Ha r(oHrpoJrulr o6pa:qu AOCTaBKaTa, r4nr,r

qpe3 cpaBHtBaHeTo Ha ,qocTaBeHIrTe MeAHIITTHoI{I4 I.{3AenI4t c
orrrcaHne uru cHI{MKt4 nDLr vqacrvero s o6uecreeHara Irop6qra.

9res 14. i(ynynaurr e AJlrblI(eH Aa sanJraru yroBopeHara
HaqrrHa H B cpol(a, onpe.4eneHri B HacTorrqrzr AoroBop.

HEYCTOIAKI4
Vreu 15,(1) llpu sa6aea Ha AocraBr(a or crpaHa Ha npo

(ABaAeCer I4 qerupr4) qaca, KyrlyBaql,r r4Ma rrpaBo Aa nonyqz
(nyna usro, eAna ,qece'ra) Ha cro or c'roftnocrra ua za5aseuata g
sa6ana.

(2) llpu ycranoBrBaHe Ha Hecr.,orBercrBlle B

AJIT,)I(OH Aa AOCTaBI'I JII.{IICBa{OTO I(OJIIIq9CTBO npl4 CneABalqaTa

or crpaHa Ha KynyBaqa B cpoK or 24 ,raca. flplr neusntrnenue
KynyBaqr,T r4Ma rrpaBo,4a noryqu ueycrofirca B p,BMep na 5 (ner) ua
Jrv ncBauloTo I(oJlItqecTBo.

(3) npu ycrauoBrBaue Ha HecT,orBercrBr4e B KaqecrBoro,

lorzcKBaHe or crpaHa Ha Ky[yBaqa B cpoK or 24 'raca, llpu ue
3aA6JrxeHr.re KynyBar{bT nMa npaBo Aa noryqx HeycrofiKa B pa3Mep

croft uocrra na nerarrecrBeHara .[ocraBKa.

(2) B cryvaure rro npeAxoAHara a;rr,rHes pa3JII4Kara Mer(Ay

AeicrBfiTenHo 3arJrareHara r{eHa e 3a cMerl{a Ha fipoAaBar{a.
r{ren 17. Kynynaur r uMa flpaBo la uaKa o6esulerenue

BpeAr.rre, (olrTo e npeTbpnrJr B pe3yJrTaT Ha 3aoaBeHara ulkrrv He(arr

Ha npoAaBar{a EeycrofKa, B pa3Mep Ha 3aKoHHara JrrrxBa.

9nen 19. Heyc'roftrcure, o6esqereHr,rqra 14 rIeHoBr{Te

lrora'r Aa 6r,Aar yA6pxaHr4 or BcrKo Atrr)rorMo Ha [poAaBaqa [Jrau]aHe.

IIPEKPAT'BAHE HA NOIOBOPA
9reu 20. ,{oronoprr ce npeKparflBa
1. c r4g'ruqaue Ha cpoKa, :a roftro e cxrrorreH, ocBeH B

BTOpO.

z. nplt ct4cTeMHo HeI€nbJIHeHI.te Ha AocTaB(rrre no

qac

MOCTpT{,

B pa3Mepa, no

noseqe or 24
pasuep na 0.1
scexu 24 qaca

B

3a

Aa .4OCTaBr4 MeAnr{r.rHCKrr rr3AeJllrrr c yfoBopeHoTo KarIecTBo rIpII AOCTaBKa, a npu
EHI{E HA TOBA

5 (ner) ua cro or

(4) B clyuaure no aJrr4Her.r 2 u 3, ar<o npoAaBaqlT Ire AOfOBOpeHOTO,

KynyBaqtT r4Ma npaBo Aa 3aKynI,I neo6xoauuure My MeAIIII4H

AocraBqr4K, Karo pa3Jrr4(ara Me)r(Ay ueHara no AoroBopa u 4efic'rnureru
3a cMeTKa Ha npoAaBar{4.

r{ren 16.(1) flpu orxas Ha npoAaBaqa Aa AocraBli
A3reJwrfl v,m4 npu sa6aea roeeqe or 48 (uerrapz4ecer u ocert) uaoa, T r.rMa npaBo aa
:arynn ueo6xogr{Ml{Te My MeArirlr4HcKrl Llc4errvtr or Apyr ,4ocraBrlur,

, rrpoaaBaqlT e

a npti noucKBaHe
TOBa 3a,45jDr(eHr{e

or cT oftuocrra ua

AasaqBT e AJrr,)fteH

v34erfifl oT Apyr
3a[JIaTeHaTa IIeHa e

MY MEAVIIIIHCKII

IIo aofoBopa !r

n6neH pa3Mep Ha

HaTa AOCTaBKa,

to tn. 16, ul 2

no ur. 2, usp,

u/u:ru xa.lecrno
u3BbprrreHr4 ABa

rlles 18. llpn sa6ana Ha [Jrar{aHe or crpaHa Ha KyrlyBaqa, IIOCJIEAHIZ'T A6JI)KII

or ctpaHa Ha npoAaBarra. flo4 cucreuno He 3n6JIHeHr.Ie ce pa.s6npa
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UJII{ noBeqe nbTr4 B paMr(r4Te Ha eAl4H r(aJTeH.4apeH Meceq, rzJrr.t floBeqe oT
Ha cpoKa Ha AofoBopa;

J. [pr.r cT,3.qaBaHeTo Ha ycJ]oBn[ 3a AocTaBKa Ha M

rrpeAMeT Ha AofoBopa cJrel [poBexaaHeTo Ha r_leHTpaJrr43HpaHr{ en
4. n clyuafi, ve 6r,4e npoMeueHa HopMarr.rBHara ypeA6a,

orrra{He ueodxo4rEnaoc'ma or .qocraBKara Ha MeIHut Hcr(r4Te r43aeru.s.

AofoBopa;
5. npr nenr:rr,rolr(Hocr Aa ce ocufyplr $uuaucupaue

nop6rlKara no upr]qrzHr{, Kor4To KynyBarrbT He e Mor6J1 Aa [peABr,r,4rz;

o. nplr [peycTaHoBrBaHe oT cTpaHa Ha KynyBaqa Ha M
KOTTO Ca npeABIlAeHV AOCTaBtHI.iTe MeAI4I_IUHCKr{ Lr3AeIIUfl,, H

TIDEVCTAHOB'BAHETO.

APyfr4 ycIroBr4t
9reu 21. Crpanure rro loroBopa He Morar Aa ro

npeABr.rAeurr s qr. 116 or 3OlI.
{tes 22. CrpaHnre no AoroBopa rqe perxaBar

onopoBe IIo B3aI,IMHO CBfJraCI4e, a aKO TOBa e HeB63MO)I(HO, I1O peAa
r{oMnereHTHrzrr c6A B rp, ,{o6przu, ocBeH B cryqar4Te, Koraro fipere
pe,qa Ha 3a[oBeAHoTo rrpor.i3BoAcTBo.

r{aen 23. 3a ncuqr<z HeypeaeHri no Hacrortrlr4r AoroBop 86
pasnopes6ure ua 3oll, nn3oll, 33! z T3.

(2) llpu [poMrua Ha Aar-rHr]Te rro peAxoAHara arl.rrtefl.,

InGXHa Aa yBeAOMTZ ApyraTa B TpH.4HeBeH CpOK OT [pOMrHaTa.

flpra crcran.rue Ha Hacro.rr[{vsr AoroBop ce
cJIeaHuTe AoKyMeHTIT 3a AOKtBBaHe JII4IICaTa Ha OCHOBaHI,I' 3a

no npr4xolrzre fi y,qocroBepeHrze or obullruara rro ceAaJrr4x]e,fo Ha
KAH ]J.rr IAT A Lr rrr4 yqacTHr.{ Ka;

- 3a o6crorrencrBoro rro "ur. 54, a* 1, r. 6 or 3OlI - ya
Ha 14snrrHUterHa arcHrlrrs "|rtasHa r4ucnerrrr4r no rpyaarr;

- pa3pe[reHr.je 3a T],pfoBl.ir Ha e.4po c MeAr.iuHHcKli
unr.i Apyf AoKyMeHT, yAocToBeprBaul [paBoTo Ha yqacTHvKa Aa Tbp
r434enus, r43AaAeH oT KOMITeTeHTeH OpraH Ha C6OTBeTHaTa Abp)r(aBa;

- ceprurf urar 3a rrprrJraraHe r4 nogtpxalre Ha cr.rcreMa

H:leu 24.(l) 3a sanr.rAnra aypeckr 3a rrprreMaue Ha cr,o6 cBcp3aHu c
Hacroruurr ,4ofoBop ce cMrTaT aApecr4Te, nocoqeHr{ B HaqalroTo Ha Aofo

Tpr4 nbTfi B paM(uTe

cKrrTe r.I3Aenr4r,

T6pfoBe,
pe3ynTaT Ha Koero

ca npeaMeT Ha

I.I3IITJJIHOHH9TO Ha

cKara AgiHocr, 3a

oT [puquHaTa rla

ocBeH B cJlyrlalzTe,

IIO I,I3N6IHEH}IETO

fllK npe4 po4ono
e [peArBeHa I1o

rue ce npunaraT

cTpaHa e

U3N6JII{I4TEJI'

BA3JIO)I(I4TEJT' 14 HA

I OT OpmHr4Te

rr3AaAeHo or tr4AII
C MEAI4III,IHCKI4

3a y[paBJ'reHr.re Ha

- 3a o6crorrencrBara rro 'tl. 54, m. 1, r. 1 or 3OlI - cna4 3a cbAr4MocT;
-:a o6crosr:ercrBoro rro un.54, ar. 1, r. 3 or 3OfI - yaocro oT opfaHr4Te

KaqecrBoro EN ISO 9001 u/uttu EN ISO 13485113488 ulunu nrua, c o6xnar n
o6nacrra ua npol,I3BoAcrBoro ulunu m,prosuxra c MeAr.iqr4ucKt4

- geKrapaqu.s no .{r. 6, ax 2 o't 3arona ga MepKr{Te 3 npa}Ie Ha rrapu
ctrrracHo llpuroxeuue J\b 2 xrna qr. 1 1, ar. 2 or lIfl3MI,llI - no
flpuloixeuue Ns 3 or o6pasqure 4or(yMeHTr,t KBM Aor(yMeHTarJkrfl.ra 3a

Hac:roxrquxr AoroBop ce c6cTaB14 rprz e4uoo6pasuz
npoaaBar{a u .rIBa 3a KyflyBaqa.

KVTIYBAQ:
#m

o6pa3eq
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Ilput1oucertue lYit 2,2 ^ mdtntrcume e odpaleq

Ilpedcmaon ce o odocodeHa notu4un ,tYlt 2: Ifuponapen

IIEI{OBO IIPEAJIO)I{EHI'IE 3A pI3IIT,JIHEHIID FIA IIo

or ,,Hoee Me,r{null 'lpefia" OO.{
c'bc ceaaJru[le n rp. Cocfrar, n.r, 1000, y.rr. ,,MocIcoecra" Nr 47
odulrlua Croruqua r.r a4pec Ha yflpaBnegl,Ie rp. Co$ur,
n.rc. 1000, yl. ,,Mooxoncxa" Ne 47
EI,IK / FYIICTAT 202670720
rrpeagrarj,'rrBaH or: foue CuNreoHos for(en
l:fl-l "'. B Kaqec'rBoro My Ha yflpaBllTeJr

flpcq,rarau qerroBo trpeAJror(euue no o6oco6errn rIo3flIIHq

400,00 (.rerupuotoluu rena) rreBa 6e3 AnC ga 1 (e.qv u) 6poii.

I IOAIInC Ha flpe,D,C raBntBaUIOTO Jlhqe fi neqaT:.

yurocen ll! 2

qKATA\

i, i
,ri,a\q)

* '1ll9i
;.{

,t,, ,i:t
foue Carueonos qen - Vnpaauren
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LIKATA

crorHHI(I4) neBa

- Vnpanuren

IlPuttowenue Jr[tt 2'3

flpedcnnan. ce no

illll'bunau cme$m, lcilooeH N J

-. mlt'narcumenett o6Prc e t4

o6oco6ens nwturlufl lfg 3: K' ,neduxattennt

UBHOBO IPE/IJIOII{EHI'ID 3A I43IIb"IHEHIIE HA IIO

or ,,Flose Meaurttt IPefta' OOA

"r'"'a"O-"*" 
I rp. CoQua, n'n 1000, yn 

"Mocrcolcna" 
Nl 47

o6uuua Clolr,t.rHa !I aApec Ha ynpaBfienl'Ie rp Cocptzl,

n.rc, 1000, yn, ,,MocrioBcrca" Ns 47

F]I,II{ / EYJICTAT 202670720

npgAcraBJlfiBali or fot(e Ct,lNteouos [-ot''es

EfH KaqecrBoro vY Ha VnPalt'ren

flpeA.nararrr l1eI{oBo rIpeAJroxeltHe no o6oco6ena no3utll'rl

758.33 (ceaervrsro'rl'IH IlerAece t Ii oceM JIeBa I'I TpllAeoer r'l

6er A',lC ta I leanu) 6Po[,

floanuc Ha npeac'I'aBJutBalqoro nl4qe 14 rl

t:

W



Itobl,14tl L)100 M !n flt'Htrrror XrrrooU4 I us8/6004r8 4)akc058/600414 tr, c'rrail;

.MI{O|OnPooI4AHA EO 3A AKT]4BHO AEI{EHI4E _

[Ipunotceuue 'l(t 2,7 * sudl'nttcumenetr obparcq

IlpeDcmam ce no o6oco6eua nosu4un Jfi 7: Medw<aneum-

IIIIHOBO IIPIIUIO)I(EHIIE 3A I43IIbI'IHEHI{E HA IIO

or .,I{ooe Meant<trt fPefia' OO,n

;;;';.o-;*; " 
rp' co(raa, u'r' 1 000' vr' "Mocnoncna" 

Ne 47

o6uuua c'roflh'tHa I4 aApec Ha ynpaBroHlre rp Cotlul'

n.r<. 1000, yl. ,,Moorconcrca" Ne 47

8141( / EvIlcTAT 202670'120

n pe.D.cr2 R n r Ra r'r or f oue C N'teonoe fouee

EIFI'. ---, KaqecrBoro vy tla Ynpalurel

flpe4;rarau uouoBo IIpga,!o)t(eHrle rro o6oco6eua n03l{untl

900.00 (aeserc;rorur) reea 6es /IJI'C :ra I (eluu) 6poft'

Iloanltc lta flpeac'raBrtBauloro rtqe H n

loue

fiU 6ano+

IIKATA

$



>4
O'I MOMEHTA HA

.MHOIONPOOI4AHA EOAI-I]4UA 3A AI(TI4BHO AETIE Pi4q'44

flpu,roruen.u.e ,\h 1,2 -- todTn cutnenen odparc4

llpedcmtcn ce no o6oco6ena nozur4un ll! 2: Koponapen ycnoaen ,Yt 2

TIIXHI{ qE C I({C tIP ENJI O}K D

IlolrrucairrErl ftrue Cluueor-ron fouen. EII{
Vnpaelrrel Ha,,llor;e MeAnrr,l Tpefia" OO{, c.l,c ceAaJruule: rp, Cotf , r.r<. 1000,

t4E

cu HA

yn.
47,,.Mocrconcra" Ne 47, anpec Ha ynpaBrroHfie rp. Corf rar, l.r<. 1000, y.r.

811K202670720"

l. flpe.ztlarartl Aoc'raBKara Ha MeAHquuor(o r43AeJrr.re:
'fr,pl'orcrco Har.jrMerroBnHHe: ArthosPico Cucrelra sa
flpou:no4u'ren: amg Lnternational Grn bFI

ra" N!

e Ha 9TeH'[ .

2, flexlapuparvr cpox ]ta BaJrHAHocr ua ocfeprara: 3
liurro c lloco,rclra 30 Iara Ha noAaBaHe ua odleprar a.

3, llplrevav cpor(a Ha !r3n'6JrHeHr4g ua nopr,urcara: 12 ecet) uecerla o'r
cKJ O(lBat{eTO Ha I(OtOBOpa.

4, flpueuav cpoKa 3a nJrauaHe: 4o 60 (iuecr4ece.r) 14 AH],J OT 2/,
6.r'tL.r.r3nbllrrBarJero Ha AocraBt(ara H H3AaIlauero na <farrypa or a3lt'bnHI4TeJI.x.

5. llpuerraarra opDKa lra AocraBr(a: .{o 72 (ce4ena4ecel ra 4aa)
3a[BtBaHel'O O'r CTpaHa ]la Bl3JtO)KI4Ter'UI.

6, IJpr.relrarvr cpot(a Ha roAHocr: He no-va-nxo o:r
Fra ao0l aBl(a'fa,

7. llpi'reuaru,ua. I43rIrbJIIlrIBaM BcurIIo4 riI3LIcKBaHI-Is Ita E

o6lnreunero r.r aor(yMerrraqrut a 3a yqac'flle.
8.,{exlapupau, qe /locraBrrrr4Te MeaurrrzHcr{H pr3a:Jrvfr:

rpr4) eceua oT aaTara.

1 (e4ua) ro

llOSPHq 9100 [)< )!r 'llaHailol Xulor]' 24 I 058/600488 4)rl(c 058m0414 El ernail:

14lllcrcBauulr lcbM MeauuuHcl(o'ro Onucasr.re Ha npeA!,raraIf oro Koa rro LI3OI{

N4arepliarr: CoCr' fle6eruua ua
crpala 0,065nu. l[nrafin Ha r{JrerKara
- sem i-open; MRI cttrr.rec'rlrl,rocr -
paramagnetic; CTei\tecr.lN4ocr Ha
Karer-bpa: 5F; [usaiiu: Rapid
exclrernge; Ealou: semi-compliant;
llole':na abJr)rc4ua Ha soAaqa: I 415
i\,1M; Boaaq: 0.014"; Br,Hueu
AHaMerbp ua uaQla: flponcnualerl
2, 1I: l{uc'raneu 2.6 Fl [rlNr.tra npu
Ar'raMer'6p Ao 3.00 (rrrrr): B, 12, 16, 19,
24, 28, 34, 38; flumuna npu
Ar4arvre'rbp uaa 3.00 (mm) - 10, 14, 18,
24. 28, 34, 38; {aar"rerr,p (mrn): 2,00;
2.25: 2.50, 2.7 5, 3.00; 3..s0, 4.00.

Marepua.n: CoCr . l[e6enuna na
crpara 0,065vr'r. [u:aftu Ha

KrerKa'r'a - senri-open; MRI
cbBMecThtvrocT - pal an laglletlcl
C:rellectl4N{ocr ua xarerspa: 5F;

.{u:afin: [i.apid exchange; Fzurou:

A'bJr)r(r{Ha Ha uo4ava:1 41 5 ulr;
BoAaq: 0.014"; Btsureu
.qr4aMer6p r{a ruarlra:
flpoxcurr.teureH 2.1F flucrwteu 2,6
Ii; !:saxcuua rrpu anaMerlp ao
3.00 (nrm): 8, 12, \6, 19,24, 28,
34, 38; .{'rnrraua rpr.r arraMerbp
uaa 3.00 (mm) - 10, 14, 18,24,
28, 34, 38; flaauerup (mm):
2.00; 2.25; 2.50, 2.'l 5, 3.00; 3.50,
4.00.

804041012000001



-MHOIONPOOI,{AFIA BO 34 AKT!{BHO AEqEHI4E - 6P141l"
D< yrr."llt!rfli or X roB" 24

ycJroBrjtTa ua 6ofiHl.r.tram MeAnlu4Hct(a roMolq, KaTo rIeHaTa, Ha KorTo
Ilo-BricoKa oT cTofrHoorla, Ao xorrro rH 3arraua I-{3OI(,

9, ,{er<laplipav cr,rJracfiero cr4 c Kray3ure fla npr{roxeHnt
10, B cryuafi, ve 66Aa onpeaeJreH 3a fi3[GJlHr.ireJr Ha nepT)

Aot(y[4elrrl4 yaocToBepflBarur.r Jrr4tlcaTa Ha ocHoBar]sr 3a oTcrpauqBaH
KaKTo ll cl,oTBercrBr4e'fo 0 IIocraBerrfiTe Kpurepl4l4 3a no,q6op:

10.1 . 3a o6crome:rcroara rro qJr. 54, an 1, ,r. I or 3Ofl
cr,/-tuMoot, lt3aaaeHo s 6-veceqHurl cpor( Ha BaJrr4Al{ocr npe.qlt flpeAcraB{}t

10.2.3a o6crosrercrnoro tro qJr, 54^ an. 1. r. 3 or 3OfI -
oprar*rre rro npirxoAr.ire lt y4ocroBepeHr.te or o6uquua:ra tro ceAzult4r{ero
Ha yqacTllu(a, u3AaAeHL, cne71 pelxel{ue1'o Fra BI3JIO)I(I4TeIS nO ql. 108
onpeAejrfl He lta H:ln'bJ[tuTeJ1.

10.3. 3a o6crorrencrgoro no ql, 54. an. 1. r. 6 o.r 3OlI -

I 058/600488 (llakc 058/600414 E crnsilr

r{a r43[ic(Bagasra ua ql. 82, al. 1 or 3Mtr41
8.2. ca nrlloqetiu s Cnftc:br<a o MeAurIr4lrcKI,I fi3aeJrut; Ko LI3OK :an,rarqa

rrpH nol(nr4cBaHero r.ra AoroBopa sa o6ulecrBefla noplqKa, Aa cTaBrI a(TyaJrHu

IrpeA.[afar t{e e

Ha AorcBop,
ce 3aabll)I(aBaM,

or npoueAypara,

cBI4AeTenCTBO 3a

opfauuTe rra tr4gnslsu're,rHa areFrrlnr "hanna r4HcrrgKr{r4r tlo rpyA , r,r3aaAeHo cJlea
perxerrHero Ha B:b3Jro)r(HTeJrr no ul. 108, an, I or 3OlI 3a orrpeAeJrrlre Ha

10.4. Parpeurenue 3a rr,proBr4r r{a e4po c MeA rlr4r{cnt4 rz3AaAeHo oT
tr4AJl ulu Apyr Aor(yMeHT, y,4ocroBep.EBaq rrpaeoro Ha qyr{A yqacTHr.ruH Aa
rbpryBaT c MeAr4rlnHcr(l.i r{3aeJrr4r, l.{3AaAeH oT t(oMneTelrTeH oprarj Ha aTa abp)r(aBa,

.4OCTOBepeHHe OT

BIr3JlOlI(ATeIlI Il
al. I or 3Ofl sa

ocToBepeFIue oT

r{a MeA}rquHcr(r4

c Mealrur.rHcr(H

sa PE unu ga

irpeAcTaB14T9Jr,

e y[:bJIHoNtoulr4Jl

Lt3BOII4TeJTLTe Ha

.ra3peueHHe uJrU yAoc'r'oBepeHHe He cr,r H3ucr(Bn oT nllorr3Bo
H3aent4s, ycrar{oBeHtr ualepr4Tollr4rra na Peny6llrra B'bJrrapl.rr.

I 0.5, Ceprr.itf ur(ar, yAocroBeprBautr, qe fracrHr4KT,T I,I nOAAcp)I(a
cacreMa 3a yrrpaBJrenr4e r{a (aqec.rBoro EN ISO 9001 ulntu EN ISO 13488 *rluttu
er(Br4BaJIetITua, c o6xBar n o6;rac'rra Ha npokr3Bol(crB o-to ulunu
fi3)le ufl,

1 0.6. Oropa:ral{Horruo nrzcMo, trblrHoNrou]Ho nnr4 Apyr paBH arreH IoI(yMer'rT,
fi3Aa.nen Ha rracTH Ka or npolr3BoAllTeJrr lrJrrr. or ylT,rHoMotqeHa.{ npeAcTaBhren no
cf{r.roT,ila na .rr. 10. arr. 2 ot 3l{1,1 :a npeacraBr4relcrBo r{a repr4Top
r(oHr(perr{ara npoqe,qypa. B c:ryuau.re, Koraro fi3AareJr e ylrt:utoMo
cne.!,Ba Aa ce rocoqpt t4 Aor(yMeHTlT, c xoitro npor.r3BoAr.treJrrrr
ynbnHovloueHur npeAcraRr.rreJr, Oropu:aqur Ho ce u3ucr{Ba or
Me1IHq14 Frcto.r u3 ae nh fr,, ycraHoBeHu ua repr4Topr,rrra ua Perty6luxa

10.7. lerrrapaqun no .u. 6, a;1. 2 or 3atroua 3a A.repKl.Te li3nHpaHe Ha napv
- no 3a.nbr)r(ureleu oOpaseq flpr4ror(eHlie J\s 3 or aoKyMeHTfi Ha
aoKyMeHTauHrrTa 3a yrracTl,re,

r roAfltac Ha npeAcTaBJlfBauloTo Jluqe Ic

IlpaBHTen



llolji'l,ltl9100 [i YI. Jl nit0rXlror],24 I058/6004{t8 (rar<c 05 8/6004 t4 Eernnit:

I4rucntanllt t( bNt Me,r{uuuHcno l-o
USiIEJIHC

Itoa no H3OK

Mareplia,r: Calbon-lon slainless steel,
,,1-lr.r :aiiu : orlopelra r{Jlerr(a; !e6e.rruua Ha
olpara 1 l0 pnr; I(pocurlr npo$r4r: <1.05
nr m ;,rlercapc'rno : Pan aivrr.r uur.r/S ilolirnr,rs/;
Exrunzurenlsa reKapcrB ra ro3a: 2,0
pg/mm; fiuzafiu: Rapid exchange;
flolnuep: 6aopasrpa4uv 3a nepuoa o,ll
uec l cerN{r,rqtt; MRI cr,nmecrun,locr -
paranlagnetlc;
nonpH'lfie'Io:npu6lu:prtenno 5

C:soruouer*re Mela:r/Apr,epral - l3%-
l5%: Flounnanrro rramrage: 6 - 7 a1n,
Marcnr'ra:rrro HiutrraHe: lzl -16 ahn (bur.st
plessr"re); Bruuerr Al.ralvrel r,ll rra ruac]tra:
llporrcnuaLreu 2.1 F ,{rzc.r.a.ne t 2,6 F;
C r,Bn,rec'ruA/rocr lra r(arerapa: 5F. Boaaq:
0.014": lrrrxrtra (mm):10. 14, lB, 24,
28. 34. 38.

[uaafiu:ornopena
.{e6e.nrzua Ha crpara 1 10
I(pocaur npo$un: <1.05
Jlexapc'rno:
Panavurlnr/Silolimus/;
Ener4aareH'r'ua re
Ao3a: 2,0 pLg/mm;
Rapid exchange; flonnr'r
6aopa:rpa4uv 3a ueplioA
mecT ceaMuuH;
c:r,BMlrcTr4MOCT - pararnagne

lle6e.uuHa
noI(pr4Triero :ttpH6lrzgl4re,tH o
pM; Ctorsoue
Mera,r/Aprepna - 13%-15
I-louzuaauo ual.srase: 6 -
atrn. Maxcuualno u
14 -l6 atrn (burst
Br,uuren Ar.raMerT,p Ha
Ipor<curuaneu 2.1 F
2,6 F; Cr,sr4ecruivocr
(are'rlpa: 5F. Boaaq: 0.01

f[urx:uua (mm):10, 14, lB,
28,3tt,38,

B04041020000009

"MFIOIOIIPOOI4AFIA FO 3A AK'I'I{BHO ADTIEHI4E - BPt4ri"

fllttutoercenue Nt 1,3 - tnd.utnnum.eJteH o1prceq

Ilpe)cm at ce o o1oco1eua n(Butryn Ifu J: K, nedurauentn
llllllGuul cnrctun, ycaooett ,lV! 3

Ra TEX*rnqECKo rrPEA!,rox(s3
S, llo4nucaua,qr foue C]rrr.reouol forlcr, E|FI

Vrpaenrel na,,llote MeAnrr,:i Tpeiia,, OO!, cr,c ce,Ialaqe: rp. (
",Mocxoucra" Nl 47, a.rqrec Ha ynpaBJreHue rp. Cotfur, n.n. 1000, yn.

H14E

KAI.IECTBOTO CI,I

ur, n.r. 1000,
ocroncKa" Ns

HA

yn,
47,

F,t4K 202670720.

I . flpe4Lrararrl aocraBtara Ha MeAr4rll4llcro Lt3\eJruei
'f't,pr,oncrco HauMelroB:tHHe: Itrixll Rapamycin _ Hsrrh

HNlrJIaHTUpaHe Ha CTeHT

International Gmbll

2. fiexmpupau cpol( Ha Banr4aHocr iri ottrerrrara-
Korrfo e llocotlena 3a Aara Ha noAaBaHe na ocbeotara.

3. llpneuaivr cpoKa Ha u3n.br!tet{r4e }ra nop.bltr(ara:
cr(J'Il0.rBaHeTo Ha aoroBopa.

cacTeMa 3a

3

12
r(. ^i.

OT

i,,,i ,,.

,::. 
' 

.. r.,'.' {ot\'o,}
Olr'1

(tpr)

{-;' i "r '



,tloltPHtl9300 f--< !r ' Ilalafior Xnrort" )4 I058/6004g8 dm(c058/600414 gernait:

"MHOIOIIPOOI4AFIA EO 3A AKT'I4BHO AEI{EHI4E - BPI4q'

4. llpuer',rar,,r cpor(a 3a fiJlauarie: ,qo 60 (urecrAecer) IIAapHr4 arrrd o'r
lr3Br,plllBaHero Ha aocraRr{ara u a3AaBauero lta cparrypa o:r

5, llpneuana cpo(a r{a /_(ocraBxa: [o '/2 (ce4err.r4ecer u IBa)
3arBtBatreTo 01' cTpaHa Ha Db3JIOXliTeJIJt.

6. flpueruann cpoKa Ha roAnocr; f{e no-MalKo 0T 1 (enua)
HA IOCTABKATA,

7. llpuelrana ,qa rl3nbrrruBaM Bcuqt(u I,I3rIgI{BaHu, Ha B,b3JI

o6eB{eH uero 14 llor(yMeriTarIfi ,I,ra 3a yqacT]4e.

F> 8. l[enrapupanr, rre AocraBrHr4Te Merr{quHcr(r4 r4sl\err4tr:

S 8. L o'rrouap.u'r Ha r4susrBagr4trTa ua q.n. 82, an. 1 or 3M14;-r\ 8.2. ca snlroqeuu n Cnuc:rxa c MeAlrul4rlcl(u r{3ae,,turl, Ko

nocoare'r4 
"-\

OT MOME}ITA HA

al,IHa r(bM i\40t\teHTa

H3Ol{ :annarqa n
ce npe,4JraraT He e

ItT Ha AOTOBOp.

ce 3aAbtr)l(aaaM,

aI(TyaJrHri

or npoueaypaTa,

- oBIiA9TeJICTBO 3a
eTo;
yAocToBepelrHe or
}IA Bb3JIO)I(I4TCJ1' II

yAocToBepeHue o'r
", u:4ageuo c,reg

Ha MeaHur,tHcl(r.t

eH npeIcTaBHTen,
e yn6r'rHoMolqHn

AllTenI-{Te Ha

e Ha nallu
HA

yc:loltutta ua 6olguquata MeAuluillcKa rloMou-1, (aro rlsHara, Ha Ko
IIo-Br4coKa or ororZHocrrrl, Ao t(olro ru sanraua LI3OI{,

9. lexrrapupana 06rJralcr4ero cH c r(Jray3a.re Ha npr.rJrolr(eHr4t
10. B clyuafi, qe 6u(a ofllleAenen 3a n3nbrrHHTeJr Ha nol)T,

rrpn noAuucBane'ro Ha AoroBopa sa o6ulecrBena nop6qKa, Aa
aor(yMelrTH yAocToBeprrBa lu raroaTa Ha ocHclBaHr,lr 3a
i(aKIO H Cl,oTBe rCTBI4eTO C rioc'IaBeHHTe I(pHTepxt.i Sa nO46Op:

10.1.3a o6crorrercrsara no r{n. 54, a.n. I, r. I or 3Oll
cbAr4Mocr, HsI(aAeHo B O-iueceqHr4[ opoK Ila BaJrrr/]Hocr npeAr.r [pe/I

10.2. 3a o6crolrercrsoro no qn, 5zl, an, 1, r. 3 or 3OlI
opralr!{r'c no fiplrxoan'fe tr ylloc,roBel]eur4e or o6rquHa.ra no
I{a yqac'I'FII4r(4, H3AAA9HI4 OneA peIUeHI4eTO Ha B!3JIO)r(ATeJIS no qJr. l ar. 1 or 3OfI ga

pe leullgro lra Bb3no)l(HTerr uo u:1. 108, al, 1 or 3Ofl ga o[peAenflr{e Ha
10.4. Pa:pelrr:nue 3a rbproBnr Ha cApo c MeAr4qlrrrcxr.r Ir3AaAeHO OT

LIAJI lura Apyl AotryMerrr, )/AocroBeprBarrl flpaBoro Ha yr.racTlu4ur4 aa
TIrplyBaT C MeALIUI,{HCK1I I43AeJMt, H3Aa,qerI O'r KOMneTeHTgI{ OpraH Ha 4T,p)r(aBa.
ra3perxeHHe r{Jra ynocToBepeHl4e r{e cr4 H3[icKBa oT [pou3Bo
r{3.4eJrHr, ycrar'roBer{h Ha 1ep}.tropnrra na Peny6nrzra BtJrfapur.

10,5. Cep'ru$uKar, y4ocroBeprBarx,, qe yqacrHrzKrbr 1r noa/lbpxir
cr4crer\da 3a ynpaBJreHue Ha r(aqecrBoro FN ISO 9001 wlutru EN ISO 1.3485/13488 nluw
er(Br,rBareHTlra, c o6xsat e o6racrra Ha npor43BDAcrBoro lrluau tr,pro c MeaHqHHcKh
ut: jfeltv'I.

10.6. Oropu:auuoHuo nllcMo, ntJruoMorrlHo rrJtr.i Apyr o3HaqeH AoI(yMeH'I,
npeacTaBaTen oH3AaAeH Ha rracTl{U(a oT [poH3BoAr4Te fl. r4Jttr OT ynbJlHoM

crvl4c r,Jra na ur. 1 0, al, 2 ol llMlrl sa npeAcraBlrreJrcrBo Ha repr4To ua PE lrlr.i :a
r(oHr(perr'rara npoqelypa. B c:ryvaure, xomro H3AareJr e ynaJlr{oMo

ollpeAeJrrHe Ha v3[6Jr]raTeL
10,3. 3a o6crolrelsrnoro flo r{Jr. 5z[, an. 1. r. 6 or 3Otl

opraHul e na I4gtt'tllHurelHa aneHr1fir "hasHit l.rncrerur4r [o rD

ciieABa Aa ce flocorlH tr A()I(yMeHTbr, c l(ofTo npol{3Bo
yn'LJrHoMoLr.\eHr.Jr npeAcraBHlen. Oropuilaqul He ce a3r4cr(Ba or
Me.4rf uHI{cl(!r t434e|rr4tr., ycTaHoBeI{u Ila TepI4TopI.itJTa Ha

10,7. ,{eKnapaqr4fi no qJr. 6, al. 2 or 3aroua sa

- no 3arbJr)l(nreleu o6pa:eq llpnloxrenue N! 3

aor(yMeHTaqr4r'r'a 3a yqacTpre.

,4,!"

"t loAItI4C Ha npe.rf cTaBlrrBarqo'ro nuqe r4 IrgrIaT: ..

- Ynpauu'rel
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Ilpunottceuue l{t l'7 - tadt'nacumeneu odpaseq

Ilpe\cmaott ce no o6oco6euo notuqu M 7: Medu<aneum'

T I,i X H I4 tI E C I( O II P EA JI () )I(E HI{E

I-lo.nnncanunl ['oqe Cr^{eouos foqes, E|FI KarlecrBoro cl4 [Ia
ur, n.r. 1000, Yr.
ocKoec(a" N 47,Vupanure:r ua ,,lloge Meaurtl Tpeiia" OO,{',cr,.c ceaallnlqe: rp' L

..Mocnoncral' Nl 47, aapec r,o ynpoun""'" r'p' Cotfur' n'r' 1000' yl'

F,LIK202670720
L flpealarat'r AocrallKa'I'a ua M sAuqugcl(o Ii3'['en]'Ie :

'ft'pl'orcro HauMeltoBalIl'le: PacSol r',teAI'IraMeur Iz3JIr,qBaur

[IpousnoAnre,r: amg lnternatiorial GmbH

2. .{ennapuparu cpol( Ha BaJlItAHocr Ha

r(ori'fo e nocoqeHa 3a Aara Ha no'4allaHe Ha oQeprara'

3. fipueuau cpoKa rra I43rlI,JIHeHI4e Ha nopbr]Kara:

clclloqBaHe'f o Ha .[ofoBopa.
4. llpaeuarrl cpora 3a rlJlauraHe: 4o 60 (urecr'4ecer)

lr3tsbpuBaHero Ha AocraBl{ara H }i3AaBaHero ua $anrypa or tlsur'li:

5. Ilpuemarvr cpol(a Ha AocraBl(a: Ao 72 (ceAelaaecsr u

3atlBfiBalleTO OT CTpalla Ha D'b3J]O)fETeJIt'

6. flPneltarvr cpoKa Ha foanogr:

Ha aocraBr(ara.

odleprara: 3 ( ) Meceua o'r Aarara.

) naeceua or

KaJreHAapHI4 AHI'i O'l

,tO$P14Ll9300 Ei yL"rlarItllior xr od'24 I os8/600488 {l)a(c 058/600414 B ernajl:

I(or ro H3OI(OnltcarHuc lra nPeaJraI aHoro
Mq[HulrHcKo rl3Ac449

tr4lucnna lttt Kl'M MeAl4lrr{Hcl{oro

B0404300000001 5DBM - trleAtlrauenT - I43JI1b

6aroH c aICIzBHo aAx

Beurecrllo Paclitaxel

er(cullnHeH'r BTHC (n-6Yru'r'

n-xe(cr4Jt uurPar)' Ctorsom
Paclitaxel xtu BTHC - 90/l
OrAerlne Ha Paclitaxel
pg/n'rm', PTCA Karer-rP

bi"hange, BoAaq 0,0i
Xugpotlliluo tloKpllrue
qac'rra RX' r{ec'rora Ha no

ua 6aroua c MealiKaMeHT:
o/0. I lounnanuo galsralle 6

16 bar. Pa4llousoronHra

Brr3yarHu rrnaPrePlr (Pt -

,{rrxcuna (mm): 10, i5,20,
30, 3li, 40; [uar'aerlP (

DBM - MeAHI(aMeH'l - l43JIbrIBa I
6arort c al(Tl4BIIo a,lIxe3I4BHo

Be[lecrBo Paclitaxel t4 eKcllHnlIeHT

BTFIC (n-6Yrul-rPu n-xel(cltrl

rturpat). C'sorsoueune Paclitaxel

rclr"r B'IHC - 90/10. Ourenrue sa

Paclitaxel 2,5 PgAnm' PTCA

I(arertp RaPid Exchange, BoAaq

0,014". XuApoq)l4Jll{o rol(pl'{rl4e Ha

qac'tra RX. Llecrora Ha no(pllrl4e IIa

6zuroHa c Me,l,ul(aMeuri 99,0 %'

I-{otunsa,ruo Halltrane 6 bar - 16 baL'

PaAuott:olonqu H Bl{3yaJl}ll4 Mapxepx

(Pt - 10. flr'rlltorua (mm): 10, 15,20'

25, 30, 35, 40; lluarrrertP ftlm): 1'50;

2^00'. 2,25: 2,50; 2,15; 3,00' 3,25;

3,50;4.00.

Ile no-ualro or 1 (eAsa

) qaca or



v
* Vnpanuren

/toEPHq s300 E yn."rlflrlailor xri-roB' 24 8 058/600488 tlraxc 0s8/600414 g ernail
"MHOTOTPOO}1AHA 6O 3A AKTI4BHO AE 1EH4E: PI4I]'A'['

o6rgneHnero u llol(yMetl'mqxara 3a yqacrue'

8. f\er<lapupav, qe AocraBttl{l'ire MeAHI1liucKlr Il3AeJIutl:

8 1' orronaplr Ha !i3l4cl$aHu[Ta Ha qr' 82' an' 1 or 3MI4;

8.2 ca gxltoqeuu g Cur'rc:ltia c tt'Ie'l'Ptullncl(lt l'I3aenl]t' tto

opraul.Ire sa l43n,'lna'terHa aroHqllt "I'lanua I'iHcnol<ullt no rp

lr-.rrr"nr"ro Ila Bb3Jlo)I(l{rer[ no ul' 108, al' 1 o'r 3OII ga-:^T:j::::: t

ctar4Mocr, Ir3Aaaello s 6-veoeqHutl opol( Ha BaJllll(uocl npeau lpeaqrdB

10.2.3a o6crosrercrno'f o rlo qr' 54' a:r' 1' r' 3 or 3Ofl

opfaHl,lre IIO npaxoAl'lre 14 yAocToBepeHl'le Or o6uuuzrra IIo ce'4anl4ille

Ha yqaclHl{Ka, h3;laAeHI4 """4 1',"O',"n""to fia B!3JlO)t(I]Tell no ql' 1

OIIpeAennHe Ha H3IILJII|TeI'
10.3 3a obcrotrercrl Boro no .IJI Stl' at' I' r' 6 ol 3OII y.D,ocToBepeHl{e O'I'

", l,t:aaAeuo olea
Il3TI6NHI4TEJI;

10.4. Paspeutenue 3a r'lproBl'{t Ha eapo c MeAliqfiHcKt{ u3AaAeHo oT

I4AJI ra:rn Apyf aol(yMen'r, yl(ocroBepfiBaq npaBoro Ha qy)qlesrP

rurryBar c MeAI4rIl4IrcI{lj I'I3,IleJIIrf' ll3l'aAelt * nllytt:*:::,p:T-::
Pa:plureutle LiJII'{ yAocroBepeulre He cH u3licllBa or npolt3Bo

r,3aerr,tr{, ycrauoBeH}'l Ha 'rep14 ropI4tra na Peny6luxa E'b;rrapl4t'

10.5. Cep'rn$ul(ar' y,IlooroBeplu-ol\ 
^11.y"?"tHI'II(6r 

n

cr4c'i'eua 3a vnpaBileHfie no nut""uo''o EN ISO 900i ralnnra EN IS(

el(Blll]a'ltell'fHa.. c o6xBar s o6:iacrra Ha llpoll3l}oAcTBoro n/ulI,t rl

7, flprzcmatu Aa H3nblII.IfiBaM BcI+I(u ll3I4oI(BaIllIx Ha B'b3Jlo

AOr(yr,l0HTall!',1{Ta 3a yr{acTl4e'

lloAnuc Ha flpeAcraBntBallloro Jlur(e fl ne

nocoqelll4 B

H3OK sa[raua n

c9 npearafar He I

KT Ha AofoBop.
Ce 3aAlbJlll(aBatvl'

craBfl aKTyarH14

oT rlpoueAypara'

- cBUaeTeJICTBO 3a

yaocToBepeHHe 01'

HA Bb3JIO)IUTEJI' 14

, ar. I or 3Ofl :a

yqacTfiuqu ,na

aTa A'LpxaBa.
Ha MealiullHCl(H

u nol{abpxa
13485/13488 n/urn

C MCAI-IqI,IfiCITI4

aqeu AoI(yMeHr,
npe,4craBllTeJl no

na PB luu :a
ri],eH flpeacl'aBaTen,

e yn'bnlIOMOUII{JI

u3nEpaHe Ha IIapH

Ao(ylvlSHTU IIa


