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4. s ctyean, ce 66ae npoMelela soPMamBHam vpe'c6a D p*vndr Ha Komo

d,dre reo6".!;"ma - !o !dH'. (om ca npe@m Fa

aorcspa;' 5. rDt l{€Bl3MoxHocr !a c€ ocr')?tr OtFarcnPare
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' MHOIOTIPOoI4AHA BOAHI,IUA 3A AKTUBHO AE']EHI4E - AOBPI49' AI
T

AIAPTA - IIM rooA
MsArquEck!

OljuuHa r pdr.4o6prc % n{i, d ea ry6 | r HH 
'ubnxeAh. )!o' mB"pepve

h.'..k

TI}EAJIO)IcEHI'

no! pcadrHa.a -led € ne.^oBa V,prtsosa. EI H - d-re.e., io.r
ha vnp Ewea Q,arcaa ce arffiflocru a) HE 'Ampra-UM EooA @1hu.M ce uveno ra
)cacnr!xd). .." ^.-dxuq c,,{orHu Eo.poD, yn. ,30-ra", N, I , o6qnHa CroruqHa, anpec

np,tonel"e Jtt 2 - ?tdMxettuerea o6pBe4
npeddn$ ce no ouxt o6oco6ehd Mtu4r4' 4 rcaN ce nodoot ooe,

TEXHUqEC(O

,Hr EorpoB, yn. ,30-m . N! I , 06@A! CronuqHa, El,l( 121096923,

rxrca {a ay6nq rFr rmxeH{r. ri0Medo o. oprdrr Fo rpx\olme. )!

i. ,.,,^:i!DrM o4eFa 3a yqam€ no o6ocA6eda no3&u! lv, I 0
(MMt nocaeene Hovepa ao a6oco6eHana nduw, tu xotno npeacuo*he

2. leKaprpe cpon Ha BurlHoct Ha ooepraD: 3 (rpr) Ma€]la m laram,
xorro e rococesa 3a lem Ha noraBde Ha o$eprara.

3. npocMe cpon Ha nnliHeue Ha nog6qkam: 12 (aEdanecerl M@eua or
cnFqBseN Ha lo.oBopa.

4. npneMe cpon 60 (n€craecq) weliEpEn rB ot
tr3Bed@Hero Ea rocraxao s BAde{o Ha dadt9a ot u3truH'r€m.

5. IlpreMd @oka Ea ro@xa: Ao ?2 (celeMlecd r rEa) qa

rdBrBeflo or cr?ea Ea B63nomreD,
6. npnwe cpom Ha roaxocr: He no-Muko or 60 % or o6uam .oaHocr B

?. IeuapupN. ce 6M Hdpstrr q€HoBn nperuoxeH{r no &xcku
HoMeEMarlpn, DxrFsem B o6oco6eHao lolDqtt (korarc o6o66eHam ncnunt BlmeBa

8. npreMd na 4nlBtBd Bc! nt, nococeH, r.

o6rMeHnqo r ao$resra{urE 3a yladne.
9. AeMapnpN clDacnm c oayllre Ha npntoxeHnt npoem sa lorcrq{
10. B cnyqafi, qe 66Aa odperereH 3a Ecnqqren 3a nopcqkami ce Mna

npr noaoucBdm M ao.oBopa 3a o6lrecrBeHa tuplcM, @ npquat
ao(yMenru ymcloBcptBauru 3a mrlamBNe or r

e re rylepru 3a non6op:
10.1.3a oom'rnftad no q. 54. d. 1. r. I or 3OII

GrBMocr, Braneuo 3 6-Me@q.r clor ra Be,IEocr ryea{ npeloatP
10.2. 3a o6tumqmm no qr. 54, d. I, r. 3 or 3On - ).

xnca na ny6nrcHn 3ElMxefirt;



'MHOTOnPOOIZAIIA EOAHI{iIA 3A AKr[BhO AEIjEH]]E -lo6Pl',ltl AA
rotMtr0lqdretr q i lubed@

I0.3. 3a o6croretcBoro no 4 54, d. I' h 6 " vaocmB€peHte or oprdrr€ na

fi3nM{tuna ddlr,t 'ftdEa nEcrexlrt tro IpvA6' i
10.4. CePMd@t, yaodoBepsor! Fe4eda dqwa 3a vnp@eede Ea

kaqedMo EN ISO gobl u/xE EN ISO 1348t134h8 {/Mn eBn@e!ru, c o6xBat s

o6racna m trpo!3BoA@oro n/xm BpmBxma c MeII4recM dapary?ai
lO.!. neuarott no u t9. u 1,. 3, BLE Bp c c'' 53, u 2 @ 3MUn do

ranumtrHut o6pseu nptnox€sne L 3 @ o6pau'it loxvMesrn tsa aoqMeHrailtda 3a

)qadxe 
2 u tot dp'68' ou M /ooauu3164.*$4: Ya@nBePeHBma no n'qtu r0

cneo aanatu Ha odkpuoa^ena Hd npo4eowana ' /'z'

nomrc 6 npeacrMBdroro mqe tr necati .

IIeE& fl.srcBa Map4oha _ YnP@En
(rMe, 6anrn{o t o.Mtt, &EMoo)



'MHOIONPO@IiAHA EOAHI'iqA 3A AKTI'BHO AE'IEH]jE - AOBPIj9
qcm'r db@nFim

/ffi MEArrlrHckr koHcvMAr/Bx

npuo&eEue 1! 2 tnlMerhde obPbe4
npedctu|@ ce no ectlo o6o.o6ena iotu4tq' 34 Kot,to ce noooso oqepnt

TEXIIULIECKO NPDT,'IO'{(EITI'E

noanncaHaHara IIeEG nerrcra Mapnrosa, EfH
Fatn@Bmel (uhucaa ce oisr,.nud) sa ..Arapra_llM' EoOA @nuctu ce weno da

rvacn, ,r. c* cerurore: '. AorHq Eorlos v' 40 6 N' I o6urHa c onrcHd. upe'
;"y e c..4otrv borpoB )t 40_ a vo I o6r/Hat rcni{Ha' h( 1210o6021'

'' L npe!@BtM o+epra 3a ) lm€ no o6oco6eia no3nlrtt )r'g 4l
(MaM hocolene rc$epa 4 o6aco6e tu no3,11u n kotno hPeacn@he

2. IeMapxpN cpo( !a BmnEocr {a oo€pta.ar I (rp') M@eqa or latara,
lanee Ha ooeprard

3. npreMe cporc aa BruHeHHe Ha noF{nrai 12 (aBdar(m) Mecera or
cknbsdHft Ha aoroBoPa.

4. nptreMe cpon 60 (recr,{ecs) rueuapHn aHn or
nrBalusdero Ea locrabxsa ! ruatBd6o xa darrypa or bnlnnflret'

5. npneMN cpo(a Ea aomaB@ Ao ?2 (cereM.ued ! -qBa) qa

3dB(6em or ctlda Ha BnnotGl@
6. npneMd cpofta aa roNom: l'te no_Mdrc d 60 % or o6q5o rcruocr B

7. AeMapnpd, qe cbM Hdps{n ueHoM trpelroxeHtt no Bcrqku

HoMeqsar}ln, BxrFqeHn B o6oco6eHara no3!uu' (rcmro o6oco6eHam no3t'rn' EmlDa

8. Ilp{eMN !a BndmdM Bc

o6rBneHrtu x noxracEdqttta 3a y!a-ue.
9, ,IeMaptpe GMacnero ct c uaFre sa lpuoxeEm npoen Ha norcP
10. B qylan. se 6!,Ia oryeaqet 3a mnltmrd Ea nop!*at4 ce 3anrr

np! ooanncBdqo Ha aotuBopa 3a o6lremesa lop6q(4 ra npeacist
lo(yreHu y,cocroBeptBanrt 3a otlpartBde or trP

ennre tpttpuu 3a nor6opi
10.1. 3a oocrctrenoBa@ no cr' 54. d 1, r' I or 3on tP'

ur cpo"uaBdr! roc- nbeft npelc tutdi
r0.2. ?a o6c.otFclBo o no cl <4, d l r' ) d lOIl -

nkicd m ny6tueHt 3a,{!EeM, ruandro or olwnre tu nptxoalrei\vrl-
O6ulHa rpan Ao6pnq 3a nsrca !a drfmwt 3a'4drettt: vlocronePeH'& or o!

nnca Ha nY6mcHn 3a!6!x€Htt:

ATAPTA - IIM rooa
ilEd



10.3. 3a o6crotret@oro no q 54,u 1,1.6 - vAomBepexre o oprone !a
I&.uHsr€da Ntqtt fnu{a tsct*qm rc T?vla ;

lO.4- Ceprs+tkar. yao@eptMll BHeIp@a cucreM 3a vnpdtcdne Ha

k'qe.m.ro EN ISO 9001 thn! EN ISO 13485/11488 t/ntr exstBqerrFa. c 0614r B

o6nacrm Ha nDor3BolcrBorc lrltlt GproBma c Mearun{cka daParvlal*-'_- 
io.i. I*"0.*" 

"o 
cn. 59, u 1. r' l, BlB Bp c u s3' d 2 or 3Mun no

3aauxrtnsm o6pseq IlpsloxeMe 
'G 

I or o6lalrnre no(vMeHn sa ao(taeHralrlm 3a

"MHOTOIIPO@I,i HA EOAHI,iLIA 34 A(TI4BHO AE9 EH 14 E - AOE!!1I tlq
,io*- e1eB, .**" r*.! rd!!!!!144ry!_!:s_.9!q :

3odae@: VaomoeepeAttno ho notk! 10 2 u lA l hPa6dd aa ca uldade4t

c rco aanona 4a onxPuaaHe no ha npoltedwam

nolnrc M rDelcaMtB@orc nnqe { neqr:. ':.

U€nn neErcsa Maptrcsa _

(Ne, 6alrMo i Oe'tut, r



.MHOIOI1PO@],IAHA BOAHI4I1A 3A AKTIJBHO AE(IEHT'iE AOEPII']' 44

,,/

ror6es{44!d0i I qrfl di@b<sd

AIAPTA - IIM rooa
MEArUxrcku KoHcvM4rt4B14

\l!7
i;[,!r

npuotedue .lb 2 -3adfutwnuat oOPe4
npeOc,na ce no tuRt o6o@6ena "otq6' 34 kot,to ce noooso oqephtt

TEXH14TIECKO N PEAIO'(EH dE

noan{cdeora UeH{a nerroBa l'4aprHosa lrH '
Ba vnse'ftn (nnuc6a ce ahffH,cD,,) Ha .,A.apia'l-IM EooI (Bh'm ce wemo Ha

'-..,*a,.."-*aa"rur". AonHr borpou./n 40_ra- !o l o6u/Pd''oni{H'p dpe'
pd v rpaMePve c. Ao,hh bo,poo yn .'0' o_. Ne I o6una Cm' H{Ha Ll'l( l 2l0q6o71'

l. npeao@tM ooepm 3a yqrcrt€ ro o6ocb6eBa uo3nrlt L I 7

tuon ***^i '.""p' ,a o6oca6eaano nosuttu sd kottua hPedcn@ane

' 2. IeMaDqlN cpo( Fa Dd'l cm * ooeprara: 3 (r!n) M{eua or asdo'
ldue Eo o$oprara

L npneMN cpoG Ha BnlnseE e Ha no!!ql@: 12 (.4BaHantrfl) Meceqa or

cMroqBddo * aoroEopa.
4. IlpreMN cpom 60 (ueoaecer) (uexaapEn rH! or

sraBdd Ha +MYPa or mndHtrM'
5. npreMN cpoka tsa noqaBxa: Ao 72 (c.qflaecer x ,a!a) qaca or MoMem !a

3dBrBdelo @ caafla Ha BsnoMtett
6. ndew cpoka u rcrHocr: se to_Mairc or 60 % ot o6trra€ rolHocr B

7, Aeuapnpd, q. clM smpdu 4esoBr npeltox€Hnt no EcscM

HoMeflMarypx, Bmq€Hi B o6oco6enam no3dut (xbfrro o6oco6eHata nolHuHt D@oqBa

8. npnNd !a 6ndme 8c!c
o6rBr$qflo ! lolq{emaqttt 3a yscrne.

L Aeuaptpd clr,acrdo ct c da}lur€ {a npqnoxeE t npoem E

10. B ctyqat, qe 6!m onpelenet 3a Bn6nsxret $ nopcqkafr c

Ha aoronopa ra o6u€crBena noFqna, !a nFelr

loxyMeH$ ylodo@ptEatrrt i
arcatt Kpur€pnn 3a nonooP;

10.1. 3a o6crodcrBara no q 54, d l, r. I or 30'
6@Mocr. u3a5,qeHo B 6-MeceqHnt cpo( d! tut,4roqrnpea, rpero

10.2. 3a o6drrsmob ro u 54, d. l, r. I or ?

nmcE sa ny6nrsHu 3anEnxerxt, EAaneHo or opwre no npuxo.

o6ursra rDar Ao6pnc aa ntnca Ha nr6tnqds 3qdxemt; v-qomoD

cerdnuero Ha 

'qaoduka 
3a n{nM Ha tv6ntcis 3andxesm:

I



, MHoromooi{nrA Eo^Hljtl,a 3444ryE4q 4E!!!!1!:-!p!!!!i!A
@phe" maFr.-. r- ! .*&"rys!:9gr-!jij:Ij!!gge=l

ja6ae*ko: vaocnasepelwda no noqku l0 2 u 10 3 npt6@ ad 
'a 

8do'eHu

\eb dtuama 4a onxpt'a4eho M npo4edrpMa

10.3.3a o6ro'l@rMo no qr.54, d. I'r' 6 _ vaocroE €nne or oprdxre Ha

l43nlrsll1wa @ru{s 'fBEa 4Ecnerult no rpvaa i
lO4. cesru&m,. vlocioBepsBu BHc4P$a *cEMa 3' )]o@ecqe Ha

ka{ecrBoro EN tSO ooiJl ,/{; EN ISO '1485',r1!88 
to\uu erMMenH4 c o6x!d B

o6raLTa da trpo!3BoAmolo ,/nm 6!rc8{m c Melltrmce @apatl?4-*'"- - ;0i il;;;* 
"o 

s to. u r. I r' BbB Bp' u 53 d 2 d ivr'n no

,-***nnn, oop-.|, npn,ox.H he No 3 d o6ptuum !o{v!eu M ha aoRn'eH @qt ra u

Ilo,cmc ta trFroa3mE@oro

llesE nedko6a MapnnoDa _ Y'P'
('Me, 6aurflo ' Oe,nd, &d


