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nrca sa rt6r,st 3an5ryenrt, BAalest or opr@ft no nptxolutei or o6unsa rp6!

Io6pns ! or o6ul@ara no ce,cd'mero Ha tqac1uM;

10.3. 3a o6do,mcrBdo no u 54' d l, r' 6 _ vrcmoBePeE{e or oprdre sa

I,i3nlrHma de{Irnt f!@tsa {Hone('Im no llv,aa :

.0.4. CepDdhar' ylonoseprBu sqeqleHb chftMd $ vrDadePtre Hb

rNemolo EN ISO 9oO "/d; E! ISO lt48tlj',88 n//rr emhMeHBa ( o6sar B

o6racm na npomBoacrs@ "/nt fttrcBl@ c n€Mpcm€tt nporrm4

10,5. lspenense 3a trponDo,cmo no q. 196. d 1 or 3IllXM, B u)"rare
e nporBoerd q me['fa nempmedft rpot}ld nom

opodrt{r4 rfr Ha Pspe 0ed lao u z or 3InXM B cBUr so aro

l rdds!6r e BHoclH n npenld teKpmennre npoarmq, rc{ro Bract:

10,6,.qeuapalrlt tro d 59, u l, r' 3, sc! Bp c e' 51, d 2 or 3Ml'tfl !o
3anlrxroE{s o6pseq nprtoreste Np 3 or o6patrnre aox}dean sa noqderm{'ma 3a

3o64e,c{r: VdochosePeN@ na naw 10 2 u lt) 3 npt'sa da ca Edade|u

cned datuna Ba onxpuareno Hd kPo4eatpana

tloann( Fa rpelotlmuoro rrue {

(a-p EMm AtexcarlpoB AeeD)
i\



Ilpua@Ete Jt! 2 |aon,k@u.H o6r@u
'rpeo.has'te no ouko o6oca6eko nor;a@, ,4 xo,no R ,od,sa o4epna

TEXHUqECKO IIPET JIO}I(EII14 E
IIo o6oco6csn trduqu N! 1

.",,,,,"Jy;:5,:#::;"oNePa Ba o6oca6e'ana na3u4u 3a xa'na npeacnaa'ne

^.. .." ,._ 1,*"-_, lJr"y:l Ane(ca,4os roqetr, ljfrr
aia llpashd H, .,MxaEKc" ooa, *. 

"cldtilul"t"Tn;.:i,Ttit"_*;""Hi:i;r""."_il$,,'tF"x.y#

npEATLAaAM CJIEEMTE yCJIOBlutl

"".""" -,:i"Ji:HT,:'#::."##:ffi i*T:Tlo:ff;i;,q1ffi ni,*,
"-.*-""1*Hfl*#* 

da bl' ein€ Ha nop6qm,a: 12 (rDea{€cer) Meeqa or

3. Ilp{eMe cpo(a 3a d,aJ@e:mnlprBd{o sa aocturara , 4na!@ero ,a
4. fipreMry cpoka !a nocrska:_dBrbseo o qlea !a bbuoete4.

I 5. flp{eMtu cpo@ Ea ronsocr]

ro 60 (Eecr,{er) rdreHlapH, !H! oramftaorBDuH{r,t
24 GBaaecer a sq,pk) caa or MoMe{ra saIO

\ 6. AEKnApI,ipAM, qe nooerH,re ,e(apobe!, ,!o!y@:

'.".'"""Ji;#fi'T""t-1T;l: Jilfffi,l* vrochBepeqh€ 3a pe.trcrlaqk qa

3rnxM. 
62 qrclaltr !a Bt &soo, ed,recqom no

likH#Lli;^:;.SHffi":J."TJ,",iff TTi;,J**"*"-,"pe-v,vp*a'a uepa no np{'o*-" ,i""jiiir;,''i^'" " "p-''* * .-***. **.^* * oJ." pf,til,ili j;i ;" lloffiil.::,;j"".ji

- 8 l]ptrqd !a reourBe sc,q!oorueHnso I ro{)4f€H@hrra ra ,asqhe.

!F,

9. ,qeMap,ptu c!.,ac!@ c - '.-ieqre da ,p,,o,ied,!



l0- B dyqan, qe 66!a onpelen€! 3a BdHlH $ qoP!s@4

ryr ronmcB@do Ea lorcBopa 3a o6'neBesa tu!!w' !a rye,4crdt Mvmn
aio)-.n-u yoo..o""ptu* ra orcrlctBdrc o' npoue'sD'm'

uehh e klmpd ja qoaoop:

10,1. 3a o6cro'McrBam no q 54, u l. r' I o 30II - cBtneMmo 3a

clmrocr. Bran@o D 6-M@ewm cto( Ha BunaHocr npelu npqci:rmfl]

10.2. 3a o6@rrenolom no u 54.u l,r'3or3On vAocroBepesm 3a

mnca Fa nY6r!{ 3a,l! Ed! flaqlesu d op'ere no np{rcnm' or o6lqtda rpca

Ao6prc { o o6lqsqm no cerarx4@ ra P&rmM;
10.3. 3a oocmtrer@oro do q 54, d- 1, r' 6 - vrocroBeleste or oprenle Ha

Ir3@rada aMum fnssa recneq{t tro rpvm ;

lO.4 Cep.iS/M-. y0o.mseptB& Bhelpeds c!flela 3d vapNerhe Ha

**dBmo EN LSO oOOl p m EN lso 1J485/11488 /hrq erBisueffia c o6rsa1 6

o6nacna Ha npomsorcom utu@ EprcE'fr c ,emp@eM dpoarm;

10.5. PsleEeMe 3a lpo!3BoAcBo no q 196, u l ot 3IIXO4' B orvq@re

h rpeMm 'eraFmehxe 
lpoAdr' Ko/ro

.po-uoir!u. * u, p*peues 
'qo d zor lriD(M rorltu!'korarc

wadHtsr e BsoctM { npent@ !*apd&!de ryontKt, kom Nau;

10.6. AeMapallm no u 59, u 1 r. 3, B!! Bp c qn 53, u' 2 d 3Mlm no

ealdx'MH{t o6pseu llpuo*esre N, I or o6paunr€ aottdeEd sa no(t {eHta@D 3a

3464e$kd: vdocnosepeflsna na daqtu 10 2 ! 10 3 nPt6aa do u Bdaoexu

cned AanMa n onkpueaeno Ha nPolpdtpMa

floaruc Ha npeac1tl,maqm qnuet ne%r:

(n-p EMrn AIercsapoB AdeB,



Ilpuotueaue,I! 2 - tudhnMMaea o6rBe n
Ilpe)chau ce 

^o 
su@ o1ocoaaa aosiqu, sd Mno.e nodasa ohepnn

TEXHI,qECKO II P E A JI O )K E E I,I E

IIo odoco6eH. no3,qM N] 4
(MoM nacowne N^epa sa o6@a6eBand n

ntuxurAko npedroxes@) 4314"' 3a \otna npeAcnaAne

Ilonnrcem !-p EMrn Anc(aHnpo! ,qaHcB, Efp

.,, rnosoBrro rocc- No 2Jl. T bnl oB.Kn tr.fl ftp ..Eon,o... F,r K I I t26s8;t: ' '

TPE!.'IATAM C"IEAHATE YCIOBI,'I:

""""* - ^:j"fl :#:T,:"##,XTf;:ffi J*r,ff :4:H;::iffi ;r.1,*'
"-"****TIil#* 

!a rcn64e!',e qa noplkra: 12 (Eqaaecer) Meceua or

3. IlpreMe cpoM 3a ,nan]alel
tr3Brp[B4tu &lo(furaa, rcr@eqo Ea

4. nPtreMM c!o@ Ha nocfuM: Ao3uMBmfto o crpea !a E6eoxh@.

.!o 60 (uecr!<err rfleHqapH, rHr d
eahypafrBD@rrent

24 (!!a,leH, cq,p') laca or MoMeEra q

6. AE(,[AP],1pAM, ce notu,!re rekpcGe!! opoayn,:
Dapeue{{e ,a ynoQe6a rrr yloc.osepeHhe o p.rhep4r4enerapfteHu npoltKr no u.2l.u tor3,r[t(M:

3InxM. 
6.2, oqoEapf !a a3ucnBe@ 3a rcceccq 6$on&ts@r , eo,ucser

5, I1p{eM@ cpoxa Ha rcrsocl He ,o-Muko or 60 % @ o6ursra tuA{ocr s

IEKIAPI4PAN/ k npeetraara ueHa pa nekaomedfl( , pusJnqr, roh..
ch( n,dMqatr c ny6rqu I cp"!ma, re epeDn rpahrD ueca no lp/,oxehhF v, 2 o trlc. 1ow,eHa B koroda Mona/o8qa.41qhtrepa da 6tua peoepeprda c_orBon € !e4,,hHpda.a! esha

1.

8.

-IlpreMeja 
lmbEBtu rcIm

t ,[oxtaremr]rljm 3a )4€Qr€.

AeMapqptu 6.nac,ero cr c xr **,," -^^-*._- _, ..:,-*.***^*w
- l"lM' 'r-\'.



I 0. B dyran, ee 6!,la onlend€E 3a Bmnurd Ha tuplqMtai
npr no.4uclNero sa loroDopa 3a o6qecrBeHa topd(4 na npeamM mydct
lo(yMeHfl y,Io@BeptBalud 3a @rlawce d npolrea}?m,

Me o c loc tueHrr t?q Epu d no!6op:

10.1. 3a o6mflermd no q, 54. d. l. r. I d 3(]Il - cBllettctBo 3a

6!qMod, mIaIeHo B 6-ue@q,t cpo( s3 Bdt,lAoo !pen! npeacrstHero;

10.2. 3a o6ooflenmorc no q. s4, u. 1, r. 3 d 3OII - y,rocrolepeH" 3a

tunca sa ny6rEH{ 3a.uuxq!!i 4aen€rr or oprdre !o nptxoam, or O6IItHs rplA
Io6p{q r or o6rqrEara rc c€auuuero na yqarsn(4

10.3.3a o6croftncBoro no q.54, d. 1,1.6 - yno@BepeH{e o opmMre Ea

!{3nmrEma sreEurr "InaBHa lHcnenrur no rpynarrl

10.4. Cepmomar, yaocroBeptEdq BtenpeEa ctmeMa 3a ynpdeue sa
(aqemoro EN ISO 9001 r/rm EN ISO 13485/13488 n/ne eBnDueErca, c o6xDar B

o6dcd Ha npor3Borcrr@ qtunr cpmBUm o reMpf&H! trpo,qlmi

10.5. PspeueHne 3a npo!3BoacBo no q. 196, e, I m 3,rlnxM. B cnlAere
rcmN t ram6r e npGDoArM ! trpcjuda neMpcrBesnre ryonJ(rtr, rc{rc
npoBBerrla, xn, sa Papeueule 3a BHoc no q. 196, d. 2 o 3jlnxM, B cnl ram rc.aro
l4amrsr e BsocrM u npeu@ reGp@eMre n!oAm!, rcm sHactr

10.6. AeMapauM ro q. 59. d. l, r. 3, BbB Bp. c qt. 53, d. 2 4 3MIdn !o
3a.Ilrxoenm, o6paeu Ilp,@xe!!e {, 3 d o6paqte !o(ra{em ta aoqa,€mElntra 3a

3aduenso: Vdocnooepel@tua no noNn 10.21 10.3 npt6sd Aa cd tudaaeHt
\ uea danama Fa omxpaa4emo Ha npo4edypaba

roannc {a npeactunBarllolo n""" , .",", /,i-i
(n-p EMUI ArexcsapoB Ae€Bl }]
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