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.MHO|OIPOOIUIHA 6O'IHI,IL[4 3A A(TI'BHO JIEr]EHI,'E.IOSPIIq' AT
rp.,qo6pnc, clc ceadrue r @p{ Ha y.paBnsEle: .p. no6prc. yn. na{aror xtr,os 24,M. 058/600160, O*c: 053/600414. e-maili oblbarbereon.net, Eu( l24t4llO2,
npenm@r@o or I-p CBftokp lotces nerpoB - Lt3n6rH,ftne! nsDenoD Ha
ap9{mDoro! sapneu! Hapnqarrto 3a (panom 863![IO]i{UTE"i, or elHa mp$a.

,,l,iJIAH MEIltql4HCKA AnAPATyPA. OOI6c celaMue B m. BaDHo 9()O2| 4pec pa qpeedxe )n. krp,n lltrBeoB o. o, LXK to'.o" a2. nDei.@;do or
AHha Xpn@ba B3*oBa, s (aqemoro n Ha ynpdnrer, HapnqaH/a/o 3a {Erxocr
U3IIIJIHnTEI, d !py.o crpua,

Bb3tlOXl,ITEJItT r I,BnaIHTiTEJUIT Hap,calr 3relHo ,,Crp,Hnre.,, a
,,Crprsa.., a! ocHoB!trtr€ s. l12 I or. or 3akoHa ja

o6lueciBeHm nopaqku ('3OII ), PeueHr€Nq27or O9.O8.2Ol9r. Ha Ba3,rtOXuTEJUI ]a
onpelm€ m tI3n!.llHl4TE.II da o6rrecrBeHa noplcxa c npelMq: nocrlska.

tnqpr4.r 3a flurft r! iiMBAJl-,4o6pnai' A{.

ce cuoqr ro3u Ao.oBop (,JlorcBoptlorcBopbi.) k Br3ndue Ha o6qecrBeHa
noplqa np{ de6nr€ ydoBrr:

I, NPEAMET HAIO|-OBOPA

.ll!,.09....m'q.,.,

q,eE l. npeaMd
(l) Blyoxorn,r B!3mra a ,trEnHlre"r np'eMa !a !o@

@6creHocm Ha Bbuom.ene Ha cne riffq,yprHJ MeaquqH$4 anapaDp4
IEOUBPU.IATOP Mapm: Life Point . Mo!€n: Bsic npou3rolurq: METsis Medical
Ltd., Typqur ,foama da npou3BoloBo: 2019 ..,(,,Mqu!dckr/..! amparyp! ). cDacno
Texs@eckaE {eqn(bnMub aa Bluo*{rsr r leranjHo onncaHa B TexH,cecKmo ,
UenoDo f,peuoxeH,e Ha l,l3nuH'Mi, uepslerHa qacr m noroBopa cpeu)
raqMxeqhm Ha Bauoxtrretr !a , npreMe { E rauarx ]ro.oBop.Haa rcHa $r,acHo
ycr@qm nocoqeH, oo rcny.

MoHooaHa. BTHUHa leou6p,na{{q

Texf,nqecM trrprMerpu sr Ao@BrHlra MeAtrlrrcna lnaprtpa

femMn sapaoora: p6cer H4rHxpoHrsrpaH I cnHxpoourkpac



3apeuaHe: Haa6$o !rea Bu@esae

EEe!ruq E ue no Mmrc d 9 cN@ or 5J !o 360J - 5. 10,30, s0. lO0, t5O.
200,300 n 360 J

t tPeE(mqBtue Ea daer{re cEnM cp6 BtuMHo rrqD$alrn ce 6yron{

6 MHorccp"rHH 
'doB" c trhr/. noaosu e treu q s3proHh

ADroMamceE rq 3a orl?tuaHe Hd .perM

I,lHAflrarcp Ja raperude

9 Brp@eHo 6arpnr c rHlukatup 3a mrHtrm Ha 6arepulra

l0 PdMept. 400 MM x 150 MM x ll0 MN

II Te.rcc nqobe r 6arepflr: 7 Kr,

(2) ocEH ,rocraxaD no q,Her l. npeaM4r Ha ,qomBopa sknbcBa n

l. locreG Ea Mearrr,tscmra eaparypa !o Mrcroro Ha !o@Bk4 nococeHo s

2. NoHdtlqcruaut
M@rrrHc@ @a!art!a;

3. o6yleHne m nepcotrua qa BcioMreD ra pa6@ c locraBeHara
M€a{ryHcka anapar4a;

4. mpslllrolEo o6cny$ue da lomsara Mc!,qolck atraparypa r .qocr4ka
s! Heo6xonrM,re s&rx ! Mareprus, B peMre Ha rapdllxoHHm cporj ccnraHo or
4raE ro no4rncBde Ha npm ercDoara'rrr nponoxeHne
Ns 2. Mareprdhq rcrcwamBre, ,lenHofule { yujo!,xla
o6dyxMse ca on{@n B T€xsqcec(oro bpeqoxe{ne aa IrrnuHureD.

(3) Ll3nuq!@n ce 3q@2a aa Bnuru letHowre no drHe' I ' 2 B

rexHuceckaft cneq,d,kalur Ha B6uoxn@r_
TexHtrqeckm n q€Hom npealoeHre Ha tsnuHro{ (otrio ca Hepslotsa qacr or
Hacrc'I@ aorcBop, ! cpo(oB* no sacro'Ill,' aorolop.

II' IlEIll.l fi HAqUH HA nrAtlAlrE
qnen 2, L[e{!
(l ) 3a BnuseHum Hs np@da 

'a Ao.oBop4 B!3norurdm
3mmn ra l&nuqureD o6E! uefla B p8Mep n! 2180 (!B xonrlk qo , ocfllecq)
neBa 68 IAC u2616,00 /@e cd n€Ea c BMbq€B IIC.
cnacHo LlesoBoro My npelnoxesue, Hep@€rna cao m saclorurr lorcEop.

(2) nococets,E q$! @ @anHr r B(mwr BclqM psxou {
Ha ltnMHarttr 3a EnuHes{e na npeem M s&rorurr Aorcmp, Mlo Ho He cdo:
p4xo;lxft 3a rpecnoprnpde Me lintscrc maparr?a

on*oBa{e, Ipdcnopr, paonaxowej roBapeH€! parosapBeej
{HcrunParq MoHtu! BbDexnNe B ercnroaruu , trpnBexlde B pa6orHo clcrcrHne,
rorcBo 3a nptreMae o6yeesre {a cncqrdnd,



b

]ffiqecM h kpMso roqaieHrM. Bcqw pu{o@ o msbp@4e da apaauoHqo
ooq)r6*e 3.poM h5.atuIlm lu rpy!. peepsHd lEn q (ohc)4\.mByr, lllm I
P4f,o!{ 3a o1!Tpa$8ee or l&lra@]w
reEnpddo@j BMqtu ue rc Bea Ea BBro)Me, ! norytu d mpd{rljosllE
ycroM r EleuroEqam (mBopEoo Ea l,bnwr€m.

(l) no@q€lnre B E&ro@r' Iorclop qeM ca $aiM, oc@d HenpoMeHesn

qnes 3. Il qi; s! ua(.,e
(l) fi,lanlas,rm ce rsap@ar B 6@pcx' rc84 c mareruo lgpexrde no

I tufr nqooFHs nr l,bnreFm:
.]..>+\J.. c.r'C zi j6o .$r 3 .1 3rn

,130mb efir e 4. - 0uNepo B*.tuels .a m{crr
noce!!@ nloMe& sa 68rcBaE My wefr B c!o( no 3 (r!,),an cctuo or MoMtrm
@ npoMam. B qyiat E tLllffi qe }ts€noM Bllloru rou B ro3

6moM cM*a ca HMe*o
(2) rbalddo Ea qeEsE no @Hd I no Mft,r@ ,qobBoD e %B6DEDa B

.mv 4o l0 nueuapd/ @ cr!,.Bbpu4m _"; *o*;. *
!o(:]4{e4rE tro dsHer 4.

- (3) 3a,!@ Ea nftrlutu, ce cqfr asEra qa 3@epmee Ha 6turoeG cMem

(4) Il[a.qd@ no mEer 2 ce 4Elpba ur! trpelcmrse Ha oelure
lo,EtrcaE !o(F em (wynar]@o:

l. llpr€Mo-trle!tuaHd lporcrc, 3a roc@rc Ha Me)rrjl@c(@ mapar}?ara
cepmokam, papeetu , ,Hm!r@, 3a clxp4eEre ,

aparlpa (rhmoxeqre x, I );
z. lpoDrcr 3a Aa M@u{scnam

dapa.t?a, nonnr@ o E@ crlwr h ,rrMoMouee o
alaqu Ha Me44drck€ dapaq?a (Ilpuox@e .Ns 2),

- l. Ilpmoxor e BBlpEelo o6tqeee Eo Merlll@cm trepco@, nocoq€s or
!€6m c Me@lIEcMfr mpar,?a (tlpuoxeMe L 3), rcm@ e

4. Oast?4 BlaleEa or lbmlMr@ B!ro]@ Drn
ynlrHoMorieno or Eerc r4€, c6!!pxa.qa Ec{w 38oro4 !M{m;

III. CPOI(OBE. M'C'TO I' YCIOBIT' IIA,ITOCTABI{A.
IIPEMUEABAIIE EA COECTBEHOCTTA II PIICI(A

.IreE 4. CpoeoBe r mcro !a aoslBr!
{l) Ha@{q@r loroBop Mb

crq n@etu E cpoka Ea EpcErroEoro o6cryMe ra Me@rckaE dapaT|a

(2) Cpo6r 3a rocfumm sa Me]@iqc&€ ealaatlaE e 90 &€Baaem/@q@!M,1e, mao or lsmE
(3) cpoEr e

eapar}?a e ? (c€n€M) kd€tsnapq (a sa M@eEckfr
dap!rr!4 or6@3aa B llp,€Mo-@eloaredn, rymoxo, npuoreBke lG L



(a) cpoGr 3a o6}!€s{e {a cneqruom (korm e npuoxnMo), nococeHr or
BleoMr€m rapa6oD c lvleftuuHc(ara maparypa e l0 (nem) (deHrapE lHnj clurdro
o namra {a noc@& Ha M€lrurEcmm dapaT}?4 or6enBaH! B np,eMo-@eadarenHrs
dpobrcr npDox€q{e )t, L

(5) faptuqroHHtrm cpok ra MeluukncKra anapartpa e 12 /llaHajecer/
@efiIapfi! Mseq4 {a np{eMo-npertuarenau nporcrct
npmox€nre N! I onr npoo(ona
MerrutHc(aE daparypa nprnoxesne Ne 2 (ftomro e np,roxnMo).

(6) ILnlrts,remr e An!reH aa nllpuBa rapaHunolso o6crlxndrc aa
loflaexam Melxunrc(a an.parypa, B peoE Ha mpmq,oHdn, cpo( no npeqolHam

(7) Mtcim H! !o@BM Ha Melrurscmm mapart?a e B r!. Io6psq, yn.
'ndaior xrroD' 24, MBA.[-Io6pnc" A,A.

qroH s, Yuo8trq maombM

l. lbnuHrretrr
6orersu' cpoK aa npexBap co6coeHocma n npelue na
BrtoxrM, MqrruEcMm maparyp4 npeaMd Ha no-aBrc, orrcBaprua {a
rexEnvecMre craxnaPn r Br Eoprnur ra ericnnoauqlt
Ha 66mpcM Bnx, @pI Orkarr, papeueHrr n mclpyqrn npenop4o 3a clxplHenre

(mofi c !py.8 loft]n €m r ee@ap!,
Tennqecxam c!e'$+mdnr Ha B63noMr€m r Te$reeckoro

2. l,Lnu{memr ryeama M€arrrsucxan ar.paqTs ra yndHoMo4eH
npe,emBmer sa BHnoxre,r. 3a cmftmtBU*o Ha nocrdeHam Mee@Hcka anaparypa
r npreMaHero t no Bu. rcrn
npelesHets npm(on, B QopMara s c6c c6Dprur4o crrracHo nwnoxeHne I
('npoeMo-ryelaareteH nporo(on!) m Crpm"r nnu rexa, ymnHououeHu
npeldaBrMn, cre! npoDepm riHeodBdaBrr" (HeaocraEuk,
!eQem,, noBpe!{.,rncu n/u ara Melr'uHcka araparypa
,/lfl npilpyxaauara r rokyMedEqrr { decoap, c
,AoroBop, (am xapmepudrrr B c BrcxBaEmra! npelcrsea{ B

Texstrq€cxorc npenroxerre na lr3nuu[Mr r TexH,qeMm o€luo"raurr Ha
Bruoxrrm). qd{we Ha o(o
o3xc@du ce ernacHo rcqm I Ha Hamr@m dnrcr. npreMo npeldsHHHm npmko!
6rpe ocsoD&rtro ra mstsm My ({oMep ra lorcsops), cepren noMep/cepkfiHn
HoMepa {D nPym ueHrnQrrupalu dapar}lar !eEs, npee

3. l&ndxrrrF yBeloMxBa Blsomrw B cpok or 3 (r!x) lHs npe@ap,rcnro
o roHkpsHrF ralr 0e ce {lBrpur oomBra'a Ilpa rpc@dpro da
Me!rtr!&(aE maparyps, I,hruHnMm ocnryprEa qa BEnox{rsr leo6xoArMoro
cnopei o6cromcrBara Bp€Me !a r npe.nela .a rBHr Hscb
Mox€ !e rqrBrrsa 3 (rptr) nsr.

4. npr (oqoarrpde Ha rDHr EecborBermH! Ba3noxrM
orxde aa nornxde npneMo-npelmarcr€r trporoxon. B qn cry{d, Crpere nolnxcEal
koE.rttnBeE npororon, B (onro ce onocBar
nocoqua cpocr. B rcfiro crqnre rue 6uar orlpaseHn. Cre! oftrtaHrBaHe Ha
rememma. Crpdre noanrcBar rBycrraHeH llpreMo-npeadareneH nporo(on 3a
npr€Me€ Ha aocrakar. B oyqan qe H€cloBerm{ma ca c r4rBedr n se 6!!ar
mrp ctsu 3 pdkqe Ha raleHu or BBroMrenr cpok. rnu np! 3a6@rEe Ea locrsnara
Ea MeuiuHckara &aparrpa c noBece or 30 (rp,a@{) au. B



npe(pam AomBopa, @ro, trp@o m nonyen H€ycmnm B paMep Ha 10 % (!ecq
npoqelm) or crof,Hocna !a norcBop4 xano n ,ua nonyw o6pano
udcoBo or Bayoxnrqr cyM..

t. nomncsaHm !a ryneMo-nlera4MHrr nporokon nprroxeH,€ I 6el
ra6dexM uMa cnnara Ha npneMae qa romBmra or crlea Ea Brlbxnrem! ocoer s
cnlqare 3a cryarx ,4a 6L4at yqadoDeH! np,
o6nMoreHm np€.rer sa Meffurscxan maparypa. IlpreMa!€ro
Meal!xHc@t amparypa c npreMo-npelaarenHnr nporo(on no llp,,oxco"e I lrMa
oftoEeHre 6M ycrmoBcHrft BnocneroBne B mpuu{oHsrr cpo( HsorBdcrBrr.

6. BBnoxrcur ce ranbrxoa ra 
'tseroM{ 

trrcNeHo ll3o6n
c{P"r, r4orBoEnrj rcrm He € Moftr !a FHae npn np,eMaHero Ha locmMa 3 cDo(
,qo I (tir{) ,aHd d )5saBdft r Ha .apeuoss!! cpo(

7. np8 sdrq€ sa rnHn nm@
no roc& 4 tonn nptr Hurcne Ha ckp{r! n@dBdcrBrrj xoacrarrpdr or Bbroxrrm
r clo6ureHr sa L13n6nsretr no pe]ra !a roem 6j ll3n6rMrmr seesr locrseHara
Me/luq{Hc@ anaparypa un! $
q&mtluur aorcBoP B cpoka, nocoqea nporo(on n/rnn B
pdyM€d cpo( cnen noiryca@e sa yBeroMneH{flo no ro*a 6j kottro He Mox€ e 6!!e no-
!H!. or 14 (qerrpnHaneer) Dr Mr ueHam no Ao.oBopa

lnn c pdxo!re 3a mTp4rsde Ha
HoclorodcrBurt4 do roBa He Doa{ !o npoMrqa s npe@m Ea noplmra ' 3anaDdqo

a lopMuraa ercnroaEqm !a MeanrrrHcka€ anaparypa.
8. B cr]"rdre sa HecloBerffB

4 B!3nox'rm 3, u. 2. r. 2 lpenr
orcrparDd@ !M I {rnHHeHsma ra ocrardrft ycroBr, 3a nru e. nperBueHn B

(2) MoEru ((o.am e npuo*uMo):
L l,bruH{r€nrr e rr!red !a trprxmq rcruxeH,eN Ha Bc,cru letHortr

cB6p3s" c Molne (hcrdMmal , BrBertaase !a Melrqrlcxara
maPary?a B cpo( oi 7 (ce!€M) kderaap8o aH!, ccnr4o o
npneMo-npertuar€nau npmfton npnnoxesre Ns L

2. 3a BBBpreEu! !a MeftusHcmra maparypa B
*mrcmaqm clpAnre, nrs ymnEoMoqenr or rrx ,rE noln,cEar rbycrpaHeH
nporokon, 3!B dopMara u clc caa6p@qso no npnnox€nre 16 2j seDsrflHa cacr ot
sacNtulxr loroDop. Bluoxmon lMa npaDo !a or(de aa nolnro€ nporokona ro

BdBeu#e Pd Melhurdckam drp4r)pa B

8ua Hsa6aBHaE I 6*npeurcrBeHa ynorre6a.
(3) o6yser{e m nepco{aa (xofarc e npuoxnMo):
L B crysai ee n3n6m{rerrr

(Mnorrunma n o6peoBdn 66!ar o6y!aBaH,, ron e
nrlxes na y8eloMu 3arcBa Bluoxn@4 nrcMeHo, Bcpo( or 14 ({*opkr{ecer) !E! ot
noarrcEue Ha Hrcrcrum aoroEop. BBroMrem np€aocr64 Ha l,l3nuHurdq cnlcx
na ,n'rar4 kom qelBa aa tunar o6tveHr 30 ps6ma c Me!u'rr!c@E eaparypa b cpo( or
7 GeleM) rsr or noiFdde {a Bnc$aH'm na lr3ruHrM
npelxorntu mPeq€Hne.

2. ltundHretft e @xe{ aa trpnuFqr o6yeearero
B!3noar€m B cpo( or r0 (!ecd) (dexlapHu rHn, cv,mo
npteMo-ryeaalaM{nr npororo, npuoxeHre }G l l,bn!m"r
aomacceE 6pot o6y!ddrr,, @@ ! nprclcmnm



ttc@upaEe M M€lrrrrHcxam daparr"4 rcro BpeMero ! rpaorsr Ha o6jq€rre ce
clrrm,4ar trocMeHo Mexny crtdrrq

3. 3a nBlptetsm 06r re!!e Crpsnrq rm ynlnHoMoqedr or rn ,nua
no!tucMr llydpecs npom(or, 868 diopMara ,6. c!!6pxaE,qo no npunoxeH{e N! l,
sePaa€rna qcr or raftrlrrr IorcBop. ltrnulnr€Dr oe Hocr nrcmpHom ra 3a6aMHe
u o6yqed,fto nopa& orclcrBr€ na cncurdoo{r ra BaroMrw no speMe !a nepxola
Ea o6yceHrqo, npr ydoBre, qe e yBe4oMsn nncMeHo Barnox

4. 3erHa oa cn€q{urcr!, norjexdu Ha o6yq€s{e e AonycrrMa B cpo( !o I
G!{n), re noreq€ or kaHrx.

rI.|eE 6. Kome U3nMHnrem e coFqnr aofoBophorcBoDu r!
pa6omra Ha .olnruHlrMre ce rp{eMa u B63roxrrcrr s

npncbcrBnm Ha tbnlrrmem n noa4nuHtrMr no pela r npn yqoDlrra Ha {aciorurt
IorcBop. npmoxnMr nM ltoGnH!'qr.

rh€H 7. IlpcMrfllEaHe tra co6qBeHom ! prcxt
Co6crmHoma n pxc@ or cryesnlo nospeMne r& no BaHe Ha

MelluHcftda malarypa npeeer Ha locmn npeMnraa or l,l3nHsnreD Bapxy
B33romr@ o oa nporo(ona 3a
Melllw{ckm tuaparypa B excnroararrm nprnoxeHre }te 2.

IV. TIPABA I' 3AI!JII{EHI'' HA CTPAEIITE

rljef, 8. IIp&a n uNx€Brs Ha ll]mrtrmst
l ICTlrE'qrr ce 3a.[MmBa

M€aruEcMft maparypa, npelMd !a Hamrljru lo.oBop, orrcEaprua Ea ExHrcrcnm
naPanerlni npelcrseHr B TqHnsecxom npe.qnoxeqtre Ha l,hnlm,rcrr u Ha
Texsoqeckara cneuro{reuD aa Bruoxr@r. oxoMnrex,ob
Ha er. 5, d. I q rynapyxesa clc c6orBer!,E loxlaresrni
co6crBeEoc@ 8!pxy Her Ha B63,oMr€rr B lo.oBop€srft cpoxoe n cbDacno ycnoBr4la

2. I{m6m'Mm e lnlxeH !a no loroBopa , !a
y rpMUM acxurrre rr npea - o.ne! rum impecqm q. B!uo^hretr.

3. l,bolm,rllm ce 3aalmda na mllpuBa rkyua no!,qp!m , rapdlroHHo
o6ctyxBde so MenrurHckara dapar}la s ptuMre Ea .apdqroHHbr cpoK npn
ycnoBmra n cpofton* Ha ror lloftBop. Gmfllo np, ycno.{ru na .lpasqrm.

4. lftnu{rerrr ce 3.l@rua !3 mrpMM !a cBo, cMna , B AomBopeurre
cporc.e scrcru Ae6orBffBrr, noBpenn, aeQ
Melku{HcKa mapsryPa nporB.u, r/rru oI(phu B paMME oa rapaH!troHa,r cpox.
rcHcranpdr r npelrBeqr no pe@ {a Hacror@ aommp {
rcnoBu. r.4rruHrrlM !e @bJmM np{ o crp$qBde ha noupw, i"a".r ,,n

npn mDlpDBa€ ra rapdu{oHHm o6cr}reaHe aa Enda cdo
opum{tu, paepBrq qerr r Marcpnun.

5. I,Lnuu@fi ce iarbrxoa !a cnsBa npdnnara ia BlrleuHd pelj Mmo I
cre&m ra 6eronacEocr E noMeqeHrm Ea l,l3nutsrtur n
n no lomDopa 6s aa npec! Ha HopMusmo npodcaHe Ha

pa6omm Ha Beox{rerr.
6. np, rc.uo r HapeMerHo n

AorcBop, I&rur{r€mr rMa np$o !a noryqn uedaB no lofoBop4 crnac{o onpeldeH,t

7. Ll3nHMrenrr e ia!:MxaBa !a cMFqr lomsopaoroDop{ 3
c nococeH{re B o4epaft My tro@3n6m,reD B cpok or 7 (ce!eM) D, or cobsde m



s&ro@, Ao.oBop. B cpo( ro 3 ,rds or cunsd@ sa romBop 3a no!"3nuHeqre rnn
Ha aonin6nrenHo coopayMeHxe 3a 3 ooeprara flolEnlnHure,
rrnMHmnr. mnpa@ rcn{e Ha lo.oEopa lnr qa lonbmrHHoro cnopayMeflne Ha

c'.r4 ee ca mnbmeE ydoBq{ra no u. 66, fl. 2 n l l
30n.

8. I,tunus'rwr oMa npdo aa nc@ or B6snoxrur Heo6xollMoro
claei:qBre 3a o6rq€cmrBnc Ha paborara no noroBopq BubsrenHo npelomBrHe ra
qymara trsoopMauxr , loxla,elm T nnlmeEre !a ldaopa , Ha H@6xolltMbr roccn
!o noMeurerqm !a Bluomrenr, B xoxlo ure ce Mofir{pa MelruHHc(m maparypa.

9. l,bn6m'rmr nBlpun o6yseHne
nepcoHtu, Ea Ba3noxrcn, B yrrsopeHsre cporcBe r r?aibnx, r 6.nmoo aoroBopelrre

10, tt3nlnHnrw e 6!xeH !a orcrpm!
r4e@H! Ha lMyqeqDm Ha B6nox,Em, xNo r na o6e

Bpee no speMe Ha , BaB Bp!3M
4BexIaHm ra MelrqrHc@ra oapary?a B ercnmar@r.

qi€n 9. np,B! tr laaankeHrr Ea El3noxmqt
l npr ao6po6B€crflo n roeHo druHeHne Ha loroDopa, BBnoxrrnft ce

34!nxsa !a 3mnarr o6UraD uela no q. 2, u. I or rcr lo.oDop! Guacfto yqosnrra n

2. B6toxrtn,r Ha MedunHcKam
dapart!4 npeNq Ha lorcmpa no pena na {. 5. 4o ofoBap, Ha lo.oBopeHrft
r3uckBdm, D cpo( ao 3 (p") ann cnea nrcM€rolo Mt yDeloMrBme. ftmo n aa octrryp!

cr n seo6xorrMure yqosa 3a MoErda

3. BBno)k@rr rMa npdo e ncfta or l,l3n6mrem aa EnM
MellqrHckaE alaparypa da no@celrr B u. 4, d. 7 m Aorclopa qpec, B cpo( ! 6e1

4- BBrox'r€m ce 3a&n*aBa r! GleildDa nps npoBeliade sa o6yceHnqo
cnrlTtra npnGmrero nM E norosopesorc DpeMe.

5, BluoxxftDr 8Ma opmo !a nonyGa r{OopMaunr no Bcx(o spoMe orrccHo

6. Bluoxbremr rMa npaBo {a pen$a!{r no dHoo€Hne H

Aoro@pa MemqrEcM maparypaj mKo no orHoueHne da MoE
ycloDrrra nocoqeEr B nacrorqlr noroBop n G.rrcHo rapdlnosHrr ycnoBnr.

7 Banoxhsm uMa npdo !a BnckBa or lt3nMHlffir 3drHara ha
{{aoB@Ba!ia c Tesrc4rure meq!4!kax{x !/unr rcdema Menrqnscka anaparypa

" 
wrpauDaH€ {a d€nocraEuurer no pela ! B cpo(oode.

onperqem EacrorrqK aorcEop.
8. B!!nox"r€r!r nMa npaBo !a oGde npreMau@ Ha lomaB

no Ao.oBop4 koraN l,t3nuHnrdrr He cnajBa
n,c$aHrm Ha no.oBopa s TexHncecxam mequ4rhkaunr. lorcro lj3!u{{rsm He

ehr,6r rd'iPo ycl03icE Ha aomBopa
9, BlsnoMrem lNa npao !a nuckBa or ,l3nMnrr€nr !a c

npeacrar rcnu or loronopx 3a c nocoeennre 3 ooepraQ My

10. BanoxrMm e &rxeH aa qe psnlocrrerBa noa k&Bam , 4 € Oopna
Dcrm npeaomek My or l&ntnrmreD rHoopM4nr. nMaua xapamep Ha ftpmscka
mtsa r pnqro ynoMesara or ]&n!r{n@r rcro r*aBa B npe!*seHac or rcrc ooeFa,



TAPAHIII'OHHA OTTOBOPHOCTtr TAPAHUUOHHO
06CJIVXBAIIE

ItDvcTotrItIt

( I ) rapd$onAa oroBopHocr
L 

'3nliEnremr 
rapempa nlrnam O}E(llroHuxa rclHocr fla MququHcmra

dapaDpa qlacro roroBopeHoD npe$dhdcehne. mno tr 6rno! ro fey{quec(o.J
nperroxen!€. Tesscecnara creu+kaqm u rexHn{eck@ o4!!pr, ra mqecrBo {

2. B pdMre m.apd!{osHnr cpo( l,IrndHr@rrt oerrNrB
cpelcrBa 0cneru HectuBeMBur sa Memrnnc@r anapar)?a, cbomdro noaMeHt
leoen pun eaqr /r,n rcMnoHeHrr .ap4ruots8rre ycnGrr I
Texrtqeckoro npwoxeE e HaltnMHnrw.

3. PessMosHoro clo6qenne na BlMoxnrsr Moxe !a 6ue mnpareHo no
odc, Heoos, €rempoEaa mua utr o6eEoBe{a norra. I&drrdrEDr e @6xeH !a
nnpaft cBor Gur$rqrpd! npelm@rr& sa Mrcio 3a rcHcrarrpne n
ueHrrd@pse Ea noBpeaara E cpor or 3 (T pu) Jlnr or nonlqaBMe sa peuearrroHnoro
c6o6ueE e m BlyoxdreD. npo Bnura€ {a cepD,3Hnr eMn Hs l,l3ruq{rdr c c rasr
KoHmflkd nPo.ord € v'B4uePom FrHtq..ao o6qJ^see. 3,4 Fa roBpclrrd.
pa6orrre , cpo6r ts€o6xoauM4 3a oMp4rBdm, D @a eDoo6psE eseMurpa.

4. Ibnans',@ra ce ,rillmBa !a mrlaE, Ha6nua noBpe,qa B cpok or 7
(c.n€M) lHr {r, no'kpas( casraHo o larara Ea (oEoanpedo {a noBpelam. npn

orcr?ffirDue Ha lamnnra noBpeaa B cpo( or 30 (rlu€cfl) arr.
l,bn6tHh€trr ocrrlTrDa Ea BlyoMrenr o6opoHa adapaxlT
Mompa , llBene n e(cnnoaerur, or ccrlkr Irn nolo6eH Mrc !o nlmmo orsrDdrBaHe
Ha lcoekra/noBperar4 Mr mpduoEmr cpo( Ha MearrrnHc@ra daparypara. B npouec
Ha mnparr{e, ce ylMxda clc cPoka npB rom e rp@o oMpdrBmm Ha noBpelara.

(2) rapeurorso Gep.Eso) o6cr$BaHe
I&rurIlMrr ce 3lncresa ft ocrrypn sa Bt3roxornr .aDdlroHHo

GepDrcxo) o6dyxlase Ha Mel'lr{HCME napar'?a B mpmuosHnc cpoK. fi3n6trre,m
@ sanuxaa ra rrssprBa c npqecrBo mpflllrlosEdo o6cnyxBNe Ha M€!,q,!cmra
anaparypa Hs B63roxrEm no DpeMe na qenur .ap&qroHeH nepno!, B cpox He no-Gclo
or I (r!n) nsr o nomnEde 3a sdEka 3a o6cryk@e or arma na Br3norrrsr.
fopasq"oHEoro o6cryxBde c Menres{ro Ha BBnomr€nr.
or oropx3opdu npel@BrMr Ea I,LnMrrEm, a npn {eB63Moxsocr B cepBnlHa
cr!)KlTs Ea Irrnlmrrem.

qnen r1, (l) np{ 3a6@e{o u3nHHeHne m rarr]freEU no AorcBopa or crpaHa
Ha l&nlmnrffi B Hapyuelre Aa npelBrleHrre B rc3{ Ao.oBop cpokoBe, 6orrr sanraua
Ha BlTox'Mr seymofi@ B ldMep Ha 0.028 % d cwam no u. 2, e. I 3a Bcek{

(2) npq 3a6da Ha B6rom
nnaq@e no AobBop4 cbum smmqa !a ljsnuHrrenr leyftdrc B psMep Ha r*oH!!F
nrx&r npoqem, nqrMe! BlPxy aanxqMara cyMa 3a Bcekr npocpoqeH neH.

(3) npr rerrnureEre or crra{a Ha ll3nHHnrw {a ?anuxeHnm My ra
o6ries,€ Ea n€pcoHda Ha Blfoxnr€tr (rc.arc e np,,ox{Mo), ttunbrHrremr lanxn
Heymnu D pasMep Ha 5 %oo6@mueHonoq.2, d l.



(a) npr dmewo (r!r n noBqe n6fl)
ft9duroffo o6c,q.c@e r/nn mpdrrolM peMom B cloka sa mp@uur4
l,bn!a!r@ ftne M Brdoro, Heymrlta B paMep na l0 % o o6qaE qesa no

(5) Iipr iMo rex3rrMeixe ra 3arrmesm 3a mpaHuroHiro. 06cn]ttBare
rn .ap€iuobdn peMon 6 cpoM no 6peu4qTA tbffi j]1ff Ha

BBroMrdr Eeycroim B paM@ ra 20 '/o (,E Aeca ryouenrt or crofirom Ea

(6) Bluo rem Moxe .ua rpdeEntpa o66'!ftHs. 3a nqe€rr Bp€4l n
trporycmm loE tro otuqu p e reydotn t dastrceo m
ycBoM{o Ea Ep4@fi 3a Bftm€mg

(7) Heycrof,sre ce 3alrl@3r Her'6'nH. nn' flotcnd€ or B
cresaE 6dro@ cM*a E c-vo zr' j6A q 3 * 3on
rDrxldar or Bluom or

I{I. UO,U3IIIJIHIITEJIII

rtr.c 12, 06I!! yqoB,s npmomm FM llo!retrurFdne
(l) 3a aBGpmee Ea letEoctr@ ro AorcBola, t&lwrem nMa npso m

, oocoqeu o, Eerc 3 ooep@

e) npoqem@ rqane sa no,E3
AomBopa Ee Moxe !a 6qe pdDdo @ nocoq€E@ B ooepmm E l&ruE'r€g.

(3) t'bllmrem &oxe ra BBcp@a 3a!ma E nocoq€m€
3a 6n1fieM€ m lomBops, x.m B nPeE ledrre B

3On qyw s !p! tr!€,E n€Em€ B 3011 ycroM.
(4) l{e*'cdo @oDopaocta 3a

BnlrrMe m McrorrBr aorce! n qr I,bftEh@-
(5) cub'tMdo Ea no.oBop c no,e3!ffiftr, tor'N He e o6Eer B oQepram

sa lblNmetr r 6e e B@qef, tro E!€M€ m Bmmme !a Aorcsopa no lpe,(lu,lennt B

3On p€! m lenuoc@ no aomBopa or @€, xotu He e
o6seqoDooe!frcmLLIIffi

Ao.oEopa ! e ocEoBgEe 3a elldpdtro lpe(pmsde m lorcDopa or elpa$ Ha

Baroffi r ra ycBosme Ea rIIlrM paM@ sa mpeqm 3a !3lrM€eg
tl,r.s 13, ,lloroBopr c troa4|remem
npr @bsd@ Ea Aommpre c !o@3ll1'Jtffit, ooeplldtr 3 orlephtr

Ea I&m'Md, nod€,user e nftx€E !a 63,qa!e yuoM r Fld!trt, se:
l. trpuomm€ MaFn ra AorcBoF @ 3aa6lNlrElm

2 rercrBma Ea noE3m'mtu Ma !a no!e,{ar tptro
EeBftDetue na,[o.oBop4

3. nltr muecrmee m rcEapolrm cr 4trrurq no lorcBopa BruomMr
@e Moe 68trpffideso m @B4ma rloBepm Ba rentr(rfr t ,1o(weaErr4@ da

tln€s 14. Pamanue c dorBndsm@t
(l) Kodro va.d o no!!ea4

!a 6a/1e ryen4aeEa rcro qrdes o6en m tLIr>Jrm Im Ea BBno){].trs,
Baro,l],rM 3@a DBlrpaJt(IeBre 3a @r %m Eptrtso Ea m@3ruIrl,r@.



(2) Patualmura no @qer I ce
ornpde{o d noAr3@xurerr !o Blyoxretr qpB 

'l3nuHntur, 
rciirc c aft*ef !a rc

npelocraBt {a B63noxuMr B l5-@eBeE cpox m no4 rsatsno My.
(l) K6M nc(sero tro drser 2 l.bnbrHnr€m npeaomsr cr!

(a) BB'ox,r€m nMa npso aa or(Me uanraxe no dn!€r I

3a rnauraR e ocoopeHo, .ao MoMeAra Hs oerpaHrBade M nprcrHam ra orftaa.

VIT. YCTOBII' 34 TIIEI{PAT'BAHD tI PA3BAJI'HE HA
IOTOBOPA

qnetr 15, (l ) Hamnq"rr Ao.oBop ce npeftparrea s cnelHnr€ Myqn:
L no BoMHo clrracne Ha cllaqrl€j ripaeHo B nrcMeHa dopMaj
2. c Boqme Ha yroBopdor cpok:
3. rcmm ca HacBn,nn cllreqleHn npoMesr BB +rrdclpaHqo Ha

o6r!€cBesa€ mplqtra - npeaMa {a loroDopa, EB6H npdoMourDrra !a Blyoxrrm,
x@ro mn Ee e Mom ur {e e 6xn filxeH !a npe@r4j trr, aa npeldBpar! c ntrcMeno
yBeloirneHre or Ba3noMreDr BelHda qe! HacftnDse Ha ocoorftnoBd:

4. npr HaccnsaHe Ha deBnHo
nm senpeaorBparuMo c!6nue or r3Blrpeler xapmopj Bautr
Aoroela (,,HenpeoronnMa cda) e cpo( no-aurr or 30 fftr.

(2) B!3roxmm Moxe !a nperyan AoroDopa 6d .De@sBecru€. c
YDeIoMeHre. rctpareHo !o ItnltHoED:

l npr c4ftMHo (r!n r noBece mn) s€runcnreHne da l,hruEmcm Ha
EpaauroHHo o6dtxB&e rtu n rapeunoEH, peMoHrr E cpoM Ha

2. npr ru{o seEnqqeuue sa 3ulneHMra sa lr3nHrurert
o6cDTDse /,rn mnlprB@e M tupasuroHHn peMom B cpoka no EpaHq,,mi {nt

3. ryu 3a6aa, npolMMna noBec€ m 30 (pnaecer) rn,rn np" nulo
TO HA Ij3NMHl@'

MelquuHckaE maparypa (xomro e nponoxrMo). n/nrn 3a o6yce!,c Ha neDcoHda Ha
BBromru (rcmm e npuoxoMo)i Mx

4- flronEa nolh3nbrHnrer, 6* !a e neuaprpd mBa B loryM.nmre 3a
ycacrue. unr rrno,tBo noe rrrmm r. koPro e pdnqeH o.
B qylj:lft, B ftonro 3erqao o,4BnBHlro e ,rBpucHo
4c caDacxdo Ha B!3roMrem r B crorBmne @ 30n r Hamrum .ao.oBoD:

(l) Blyomr€mr trpe$auBa lloroeopa D cryqare ro u. I I 8, d. I d 3otl.
6er E NM o6nqftqoe Ha l,l3nssrrerr ra npmpneHx or npexpauBando {a
aoNBopa Bpe4r, ocBeo *o npe(pafiDaHtu e Ha ocloBdtre u. I 18. d. I , r. I o 3Ot L

(4) npekparrEdero ctaBa se! ype,qalo Ha {oHd@Brre s
Mer.uy Clpem 3a ruBlpoesre m crpsa Ea l&nuHsrerr n olo6p€sr m Bluoxr ren,
nenaom no BnGnHenue Ha .IlorcBoE.

(5) B63rorurm Moxe aa paBd, IotuBopa no pua , npn yqoDnrm
npelB&esu 3 aerc Mr B npnt

lLtr€B 16. Haqorurun lorcBop Moxe aa 6!ae EMeHrs
CrraHrE npr ycnoEhD Ha cn. I 16 m 3On.

IX. HENPEONOJ'IIII\4AC'JIA



tlreB 17. (l) clpenre ce ocBo6oxq@ar or omBopHod 3a

c a. E kor or Ctpdre Ae Moxe E ce n$oBsa Ha renpeoaonrMa crn4 arc € 6!ra B

3a6da t de e rHdopM,pma apy&ra CrpaHa 3a B!3H&Badero Ha Henpeoaon{Ma c!na.
(2) Crldara 3&eBara or HenpeoronrMa cDa, e lnlxHa !a npelnpneMc

KHcv pdyi/Htr ycMut H /eP !o MxHNt r I o{eleFr e Bp.!q r orJ6x.
(3m x !a yDeloMx n{cMedo rpyMra cDda uaa6dHo nph H&EnBaHe Ha

(3) Iodm rrrc senpeoaonrMam

(4) He Moxe !a HenpeolonnMa cna oHsr crpd4 cho
re6petrocr nn ,q,rmesr re{crlrr dn 6*leddBnr ca ao
rrlnHeMe Ea norcBo@

NOTIbJITI'ITEJIHI,I PAITTOPEA6 I,I

rlnetr 18, 3a Bcn*r ncypeae$ E qacNruur lorcBop Btrpocn ce .p!,aE
,rct(Bauroro 6Hmpft o 3ft oHoaarncrrc.

rlnen 19. (l) ynbnroMonres! npe!@Borer! Ha CrpaHre,
nptreMar x npu. h mneHrq ro q.rrlPecqeo Ha hac.orM lorcuop ca

3A B!3,IOJ|{IITD,IT'I:
Tarma Hnrcmsa; Tqeood: +359 58601096i Emil: oblb@beqon.nel.
]A II}TI-TTTITTEJT,':
Iklh/-...L,2.'ay-a.qq r eneooH aJ ?. .a,:.? Fm'it: .r (%,-z tz t,:^ 

^(2) Bcnqn c@6ure!h 6!D3er c nnlnHe e;o m r-s,
Aorc8op. cnelBa Ia cllbpxdr HtuMeHownero , HoM€pa Ha loroBopa, !a 6aaar s
nrc!.M +opM, 3a letcrB,Mnoo.

(l) clParnre ce 3antn,naar aa ce rq4opMrpar BnMHo ra Bcqka rpoNrH! na
npeBHn cr cmq{, anpec"E c, Ha ynpadeHne, r€reQoHrr€

(4) odlurdHq nopecnorn€rqM Mexny Crp@lr ce psMem
{adorurr lo.oBop anpecr M ynpdne{re, ocBen eo CllaEm ne ce rHoopMrpar
nncMero 3a nptn cBon anp€cu, Iipl HeyBqowDse utr dtrBocBpeMeHHo yBeloMcB$e ia
npoMtoa sa a.upec, kopecnoueHunm qrpar€ra Ha anperr no HacrorUru loroBop ce
ccnar 3d sdtrnHo ,rnpare{n , ndyeeHu d.rpy.ad Crrma.

(5) Bc{wq 6o6qeHn, { yseloMreHn, ce Bnpdlrar no nouata c npenopb{da
nparka lfl no ($uep, ndcM€{nr€ yDeloMeam M€r(,y Cllarr no Hamrnrnr Ao.oBop

Bnparm ro lb*c reseprpeo 6o6qeuxe 3a
nolycdaHe d arp4qm {m no on€mpoHHata noua !a crtNnr€! ronnrcso c oreKrtoHeH

thetr2o. lr3nu{r@F HrMa npoo na npexsrp' cDorre npsa ffu
r@rxenu no sacroru{, IoroDop Ha rpaq Dqa, ocBeH E qycer npe@rneM 0 3On.

q,er21. (l) Bc{cM cnopoR, nopoae{" @r@! IorcDop,n
xcrc, ue 6!,[ai papemBN, nlpBo no 4BcHcue6eH pea cp$ npcrcsoptr Meey @de
Cr!a!, Mro s cnyqan na cnop, Bcrm CDaHa Moxe E mnpm, na lpyrara sa nocoeeH,rc
anper 3a rcpecnouerqrr no-aony no(da 3a npe.oDopr c nocoq

(2) B cnrqa' ua Hetu@me sa aorcBop€soo no !e!a aa npeEolsara d{He'.
Bcnw ctropore. noporeHn d rd, Io.oBop u

(



ctopoB*, om4{qr cc !o HNBft ru{rTse, {eaet@ro
nPsPmBde !q€ 66!ar m&mr $ parrexn&e 4 peEd4e no pe4 ra rll( o poloBo
roueltt,l1@ cu B r!.Io6prq

!tr@ 22. HsEoMoft da '@r or May3or no Ao.ompa rm !a
loltrjlrlr{T€rxo }mBo!€M ycroBB {e Bo@ ro Hr'lomom xa nptr? @Fa btr ra

npn no!trcbN@ Aorcep E npsam@rxa qe4,re

- 3a o6mrr€nmam no q. 54, d. I , r, I or 3OIl , cBnnfl€nmo 3a clleocr
- c o6@'Mc1t@ no q. 54, u. l. r. 3 6 3On - yloooBeperre 3a mnca Ea

ny6rnwr 3€nMetsu m o6nrxHaD !o cerarulrft Ha yldnrxa;
- 3o o6oomm ro q.54, d, l, a 6 - ylocroBepeHtre or oprdm &

l,3llM',l!@ efiur I frdda rscneK+n no rpyna ;
- epdorKr p npnsroe , ronalp@e 

'npueu€ 
sa

ras€moro EN ISO 9001 B o6lrlm m npo!@rmoN {/rrx 6pf
\tAetut ttm crma 3a ynp@dne ua Kaeec@r EN ISO 13485/13+88 ,/@

Aeuapaqn tro q. 59, u. I, a l, 6B Bp. c s. 53, u. 2 or 3MUn tro
3tluel*u o6pa3eq rbmoreue 16 3 6 roql{euralrma 3a y@me.

Eepa3!e@ @r o HMor!@ AorcBop € d.arft npxroxem, ueA

L npuoxeMc x, l tu q. 3, d. 4, r. I rbr€Mo-npe4lar.&r npmkd;
2. Ilpuo&s{e lE 2 GM u. l, d. 4, r. 2 - npolo{u,3, Mos@ r breeee B

ddparypa (rcErc € npuoxeo)i
3. ryuoxeHue N! 3 GM q. 3, q. 4, r. 3 - np@tron 3a B6peeHo o6y*sr€

Ha nepco{da Ea sBrom (rcIm e npno'@o).

Kru q,@rExr lorcBop ca rpboree:
L TdB$ecxa cneun+Bd@ do Bsom;
2, T*esecrc nDeuox€lre tsa tjrmEltrw:
3. Ile{om npennox4r€ sa l1!!@r:w;

H@lqln IoNBop ce nolnrca B 3 e4oo6Pa3Hr eBeffipa - aa rs

Bb3noro,it'i-l \ i
f__"d i.

fn.c.€ToBo,4&Er.-
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