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Asec.Ul.,..'!./..'....2017 roa. u rp. /]o6puq" rla oclloBarl''1e qr. 172 u crl or 3al{oHa 3a

o6qeclseHHre ropbrll(H, ce ct(JIroql{ Hao'fo-nlllllq l' '4ol'oBop Mc}I(Iy:

"llJlllAK-Jll43I4Hf " flooll. cr,c ce.Irarrulqe B rp. Baprra 9002. parXotL

flpuuopcnu. aApec I{a yrpaBrel{ue: y:r' "tr4naH Boropoa" 12, e'r' 2, E14K 10i506445'

fipcl\craBMBarro or flraueu Arrrorior] I{zuraiiAinltee, onpeAenelj 3a H3nl,JlnI'lTeJl cjle/'l

npoBe,rleira rpoue.4ypa 3a B'L3JraI aIJe tra o6rlecrlena nop'i,rlKa fhil "orxpnra" NI 00083-2017-

0005, c lpe,rlver: Ilepuo71t|rna rocraBKa lla MeaI4LuiIlcKI4 [{3,I]cnut 3a Ilyx.'rl{Te Ira,.MEAJrl-

!o6puu" A!, napuuarr iIPOIIABALI 14

" MH Of OIIP OO I4'II IA 60 JII'II4I lA 3A AI(ThR H O j'I EqEI II4E -/IOEPI4 LI " A/l
rp. .1]o6puu, c,sc cera,rurqe u aApec Ha yrpaBJ'IeHI4e: rp. l{o6pnu, yn "flauaiior Xu ios" 24,

'rer. 058/600160, (rarc: 058/600414, e-mail: ohlb@bqesllLe-l' lll4l{ 124141302,

npeac'r'aBJtgBalto o'r l{-p l'pn$olt Bita.atlr,Inpos hop/tarros l4:nr,ltnnt erclt ,l]upert rop rra

ap)/xecruo Lo. rlapu!talla I{yl lyBALl

Crpauu're ce ctropa3yMtxa 3a cJIeAIIoro:

TIPEAMET HA llofoBoPA 14 l]tltll.4
ri:ren 1.(1) Ilpo4anaur,'r lpollaBa rla KyrlyBaqa NIe'4I'lIli'lHcl(I4Te h3Aenat llo:

O6oco6ena noluuurt Ns 54: Iloco6tls 3a [3MepBalte ra Kp']rBIIo lJa:lt{rar}c,

O6oco6eua nosutll'u Nl 64: Yc rpoficrlo 3a rlHXaJIalu4I4 /liei16u xa:tep/;

O6oco6eua lto3r.lr{tJrl NQ 66: Tec:r-Jleu'r'r.1 3a I43McpBatIe lta fJllol(o:lll c llllol(oMep

GlucoDr allto, ora(oBxt1 rro 25 6p ;

O6oco6esa [o3r]t{Htl Nr 71: l.larpaiinuqu 3a aBToMarHqHh ill4ilcru;
06oco6cr.ra no3l:1unr l$r 73: I(on6raurzpan recr 3a IlapKot uill4, 3a xoq.Io/ttol'l.l.o e

yqacrBar B orl(plirara rrpoqeAypa 3a B63JlaI alle Ha o6uecrscua ttopr'l]Ka'

(2) I{erjnrc Ha MeAr{ru4Hcl{rire r43ltejr}{rrra rro cborBerl 4lg o6oco6ertu [Io3lllll4H czl

c6fnacHo IIeIIOBOTO llpeAno)Kelltle Ha yqac rHLIl(a

(3) I lporuo:ltll.t'l e I{oJlHrlecrBa. rocotlcHtl

llop'6ql(a He nopaltllaT 3aJl'bJl)l(ellHe 3a K)/llyBaqa Aa fl'l
Il aoKyMeH rai!xrrrtt ra o6ltlec'ttiena

3aKytr r4 B noco.tclrng o6ev.

CPO1{OBI1 14 IIAtll4lt HA IIJIAI-UAFilI
r{lelr 2. Cporur.}Ia ltacro'lrltlr lloroBop e 12 nacceqa or llal a1a Ha noAlll'tcllallcro

vry. /loroeopr,r npo,lr,trxtala lieitcTBHeTo cl..i llo cKJlroqBaHeTo IJa ltofollop c /lpyl l4:JfIlJIlA'ICJI

clrea rIpoBe)r{Aatte ua o6ttlecreenti rop'bql(a.
r{:ren 3. Mernttuttoxnre u3AeJrHt tqc 6r,Aal' lloc'laBqHI'l o'f llpo,{zlBalla Ha

KylyBaqa B cpor{ Ao 72 (ceaerraAeceT u 4aa) uaca oT MOMeIJTa Ha 3atilflBalleTo ol'cTpalla IIa

B'.b3il0rtlrreJlJI,
g.ilerr 4. ,1_lr,lxial,rara Ha pol(aBaqa cyMa [o BCtI{a O',f,'len]Ia /loc'faBKa tr(e 6t,lie

lljral'eHa of KyilvBaqa no 6anlrosata oMe'lr(a Ha npo/laBaqa B cpol( illo 60 (urccr)\ecel)

KaneHl.(apulr AII!,I cJlea I'I3ItaBalle lo lta (laxrypa or llpoAaBaqa'
Llnert 5, Cpotc, r ua t'o/tHoc'l Ha llocraBtHI4Te MelluuuflcKL I'1:ll'(eJlt'ts e iie Iio-

Muurxo or 60 % ol o6iqara ro.4troc r ll MoMcrrfa IIa llocraBlta-
M'Cl.ol.IAl43fIl'IIIL.]I'II4EI,4IIPEMI4I-IABAFII]IIACOIjCTBI]]J]OC-f.,j,''
gJlerr 6.3a ur]cro Ha ,40cTaBrHe rra MelLH i ln CI(h',re U:l,rl.erHt ce ollpelleJlrl

"MEAJI-/{o6puu" A/[ rp [o6pra't, yrr' "IlaHafior Xn |os" Nq 24, :neiro ,,Bo'rtruuua au reKs

tl-ncn 7. Co6crteHoclrit Bbpxy AocraBttll4Te Me,IlHItllHCI(I'l H:'4ellut l'l pucKl'T o'r

II'SJIIJO I4]II4 qaCTI'lqHO I'IM lLofhBauc rpeMHHaRa B',Lpxy l(yllyBaqa or MoMeHTa Ha plieMaHel o

iw'l
,l!l



r{M Ha MICTOTO Ha ]IOCTaBqHe c rtpl4eMo-nlleAallareJlell IlporoKoJt ]1nl,1 /-tpyf paBIIO3rIaqelI

AOI(yMeH't.

IIPABA I4 3AA'brllKEljl4fl FIA llPoliABALlA
r{:reu B. (1) Ilpo.uara'lr'r o AJl6)I(elt Aa cKnrcql4 /(oroBop 3a oAu3rrl)ru(rHlle'

I(ofaro e ooqBlrJ B 3a{BjreHucro cn :ra yqacrne oJr3Baliero FIa nol(l43lI6JIH}4Te'rr' B cpotc lo 3

AHr4 OT cKnrcrlBaHero Ha I(oI oBop 3a uoau3n,I)JIHOH fie aJ7l4 HA 'lloIlGJlUUTeJIFlO 
Clolla3yMeHne

3a 3aMtHa Ha llocoqeH u ,o"o,ranraTo noal'131I]'JIHI4 fejl l43It'bJiHI4TgJiflT U3npallla KOIli{e Ha

AO|OBOpa I'lJII4 I'la /\on bJIIII4TCJIHO'tO Cflopa3yMeIlI4e Ila B63JlO)I(UTeJI' 3aeAHO C AOI(a3aTeJlcTBa'

qe ca u3rt'sllHeHl'l ycJloBl4tra no 'Ir' 66' M 214 11 or 3Ofl'

(2) fl o4u:ll:ru'lreJll4Te HsMar rrpa]lo Aa IlpeB:b:lnarar eAHa !tJ1I4 lloBerle or

Aeitnocrute, I(oI'ITo ca BI(JII0qeHIl B [peAMc'fa Ha aoroBopa 3a Iloall3rlT,JlH0HI{e

(3) I-le:aelrcuuo or Bl'3Mo)l(Hoc'fra Aa ce u3rloll3Bar rloAl-'l3ll:bJ ltl I4TeJlil '

orroBopHocrra 3a Ii3MrJIlIeHae Ha AOfollopa 3a o6ulecrBeua nopl'ql(a e Ha rIpoaaBaqa

(4) Kylryuaulr HtIMa '4a Ir3BT'pulBa AI{peKTI.lH pa3lrnauralrHt c Iloltt'l:lrl'JIIlt'lrenure

gleu 9. I lpoaaoaqT'T e 'ltrbr(eu Aa AocraBq MeAI'll-lHHcI(u l'J3AeJIIlt' i{o}lro:

l. orroBaptr Ha lr3ucxBaHl4qra lta 'l:r' 82' a'r ' 1 or 3M14;

2. clo.reercrnar ,ru 
"ar"nounrrra 

Ha j{nperrrr.rea Ha [inponei'ictcurl uapJlzlMcHr l't

Cl,ee.ra rra Eeporra gg/79 EC :a N,reA}lurir.rcKl.rro cpelrcrBa:ra rtnarnoc rr'rrta (lVD) czlMo 3a i4l{

Blnpo ltl4afl{oc frlllrlu Mer!}ll-(uHcKlt i'I3Aerut llo cMI'tcr,JIa ua 
"6 

1' 'r' 12 o'r llP ua 3M14

3. ollonapxr Ha I'I3l4c(BaHI'Iq'f a' nocoqelll4 B AoKyMellrarllls'ta :a o6llecrsena

op',bql(4. 2 r,{Ma DAtoeueHlte nII4
{len 10. Ilpo4anauur B cpo(a IIa AoroBopa e allr'xeH l(a (4Ma pa3peueHr

yAocroBepeHlle3a't],pfoBll'lllaeApott"Itu"tttt"3!em4't'I'l3AaIeFIOOrtr4strr',Jll-t!',1'reruutl
gupexrop Ha tr4AJl no pe4a ua 3M14

9:ren I l llpoAasa'Itr B cpo(a Ha Aol oBopa e '{JIr')I{eH Aa npl4Jrara 14 )loA'ltrrp}Ka

cllcreMa 3a yrpaRneHlie;;;;";" EN ISO 900i n/urrz EN ISO 13485/13488' n/nnra

eKBI,tBMeII'rHa,co6xuarso6racrraHaflpoll3Ro]lcrBorou/ulrlTbpfoBl4tracMeAfiutlllcltH
u3Aeruq, .hov.l"rrnr "2 nooraBeltl,ITe

gnen 12. fllro;lana'rr'r e AJI'I'xeH lta I43aaAe n cpor (lanrypa 3a aoora

Me,rllt ll14I I CKI'I t43119JILt{

nPABA 14 3AAbjl)l{El{l4t FIA l{yilyllAllA
9:reu 13 (l) Kynyea'rr' l uMa rlpaBo /(a [poBcptBa l(oJtl{r]ecrllo'ro lla RctKa

oTIeJIHa AOCTaBI(a. KuLfo pH ycTaHOBtBaHC Ha ilec'bo'rBeTcTBI'{C C lIJll)}l(ell lla yReIloMh

npo.4aBalla B cPoK 01' 24 qaca'

(2) tlps ycral{oBlBalle Ha HectorBercrBI4e B I(aqec'r'Bo'fo }ta Aoc'raBeIlI4Te

Me,[ltu1!lcl(H l'13Aerl]t KytlyBaqtT C AJtG)I{Clt Aa yBe^oNll4 llpoAaBa'la B cpol{ o'f 24'raca

(3) Hecrorne-r'c fBl4ero Ha KoJII'lLIecrBoro I4 Kaqec'tBoro ce ycraHoBlBa c

llpOTOKOJt, C]>CTaBe]I oT KoMI4CLttl' C'l'jc'fal]etla O r '4JI1'Itl'lOC'fItl4Te 
llr'11'(a Ha 1{yllyBatla'

(+1 u 
"nvuu', 

le ;;;;;;;;; cpoK ).ro 24 qaca crrea vBer(oMrBatteLo no a'I 1

ocropllttl4cMello""""u''o"'"'tul'leroHaKaqecrBoro'roiituoncellalicl(anpoBep(araMyo'i'
yn:brlHoMollella .rra6oparopul' qpe3 B3eMal{e Ha KollrpolltlH o6palun or Aoc laBl(ara' xJII4

qpe3CpaBH'IBaH.',.on.,/-l.ttuut""t*tA"'|"'ucKI{I{3AeJtugcllpeacTaBeHl'jreMOCTpII'
o[I{caHI4e I4JII4 cl-ll4MI{I4 npl4 yr{acrl4ero B o6]JleorBoHara [opbrJKa'

r{nen 14. rcynyou-ro, e AJll,)r(eH Aa 3anJraru yfoBopellara rleHa il pa3Mepa' [o

Haql4Ha }t B CpoKa, oflpeAene]ll4 R Hac'fot lntt llofoBop'

" MI-rof oIIpoqrl4^].1A Tio^llIiI 1434 4Kll'1D[q4!l:1lt-Ul4lt
- /,ioJlPl{ll' A/i

Ao*"" n* i< t,, 'f ltrrni'iol xrlroB" 2
,,lrllralbergorr ret
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,,MHOIOIIPO(DI]AFIA BOAI{I4IIA 3A AKTI4I]IIO A]'IIELII4]' _ IIoBPI,lq'' A/I
llOIiPLiLl93002{ly:r'll. aiiorxnoB'24 I0s8/6004884) rc058m04l4 p'e.m it:obtbrrDbcrsorncr

9ler'r 15.(l) Ilprz :a6aea Ha /tocraBr(a or c.r,paHa rra lpoAaBaqa c noBerrc or 24
(Aea4ecer u uernpu) qaca, KyrryBarrl,T r.rMa rpaBo Aa nonyqtr neyc.roiixa n pa^:uep na 0.I
(Hy,ra r1llo, e4Ha 4ece'ra) Ha cro or croiiuoo'rra ua:a6aeer.rara Aoc.r.aBKa za scet<u 24 \aca
3aOaBa.

(2) flpu yc'ralroBrBaHe Ha rrec'bo'lBe'rcrBr4e n r(oJl4LrecrBo ro, lrpo,1aBaqlr c

,IJl',b)r(eH aa /locTaBl] Jl14llcBar{o'l'o r(oJIH'tecTBo rrpH cJic/tBarIlal'a lloc'taBr(r1, tt Itpt4 troHcr(BaHe
o'f crpaHa rta KyrtyBarta B opor{ or 24 taca. llpn rrcu:rl1,.lruelrLic a tor]zl 3altt)Jr)l(e rr H e

KynyBaq'br HMa upaBo Aa nonyqu Heyc'fofiKa B pa3Mep Ha 5 (r1er) Lra cTo oT croi.:irrocr-la na
Jr4rcBauoTo r(oJr ri rr ec'I B o.

(3) llpu ycraHoBrBaFre lra trectorBercrBr.re B Kaqecl'Boro, [poAaBaqrrT e ,.In6]r(elr
Ia aocTaBli Me,]}lrurlcKr] H3Aerr.Ir c yfoBoperroTo KaqeclBo Itpj.l creaBarr(aTa aocTaBr(a, a IIpH
norlcxBaHe or crpaHa Ha KyuyBaqa B cpor( or 24 'taca. flpra ueu:lr,lneilr{e Ha rola
3aa6n)r(eHl{e KynyBaqbT ri\,ra [paBo Aa fro]ly,ll, L'ycroilKa B pa3Mep rra 5 (rrer) t.ta cro oT
cToHHOCTta Ha HeKarrecTBeHaTa Aoc'f auKa.

(4) B cly.raure o arr{Her4 2 u 3, axo npoAaBaq6'r' fie ,,rocraBl llor.oBopeHoroj
KyryBaqbr r4Ma ltpaBo aa 3attyrLr,r ueo6xolluvure My MeAHqfiHcKr.r r.r3lleJlr.lr or apyr.
Aoc'raBqr4K, Karo pa3nr4r{ara Me)Klly uel{ara I]o Ao|oBopa n 4ei;ic'roa'relH o 3afirarel]al.ta rleHa e

3a cMeTKa r.ra npoAaBaara.
LIIeH 16.( 1) Ilpu orxas Ha Jrpo.4aBaqa Aa AocraBri 3arBer.rrrre My MeaurtuHcr(r.t

r431errr4tr riJrn rrpu sa6ana none.le or 48 (uerrlpn4ecer u ocev) qaca, KylyBalrr,r r4Ma [pa]lo /1a
saxynu ueo6xoAaMIrTe My Melr.lrlHHcr(H r.{3/1enat oT ltpyf ltoc'faBrtr.JK,

(2) B c:ryuaure no [pel(xol(Hara anr4uer pa3rJir(a'fa Me)r(ity r(eHa.t.a no JtoloBopa r,r

IeLIC',fBU renHo 3arrJIaTeHaTa qeHa e 3a cMeT(a Ila Itpo)laBaqa.
9neu 17. Ityrryna-rrr r4Ma rrpaBo l(a ucKa o6elqerenlre ts rir,Jrcrr palNtcp na

BpeAHTe! r{or.rro e fipe'r;plrrJr B pe3yJlrar lrc ga6agetar a u/n t Hettaqec'l]eHara Aoc.raBl{a,
t{leH 18. llpu :a6aea lra lllrirl.r.taHc or c rparra rra KyrryBaqa, trocJreAHr.irt, JtbJr)r(r4

Ha upoAaBaqa fleycTotKa, B pa3Mep r'ta 3aKor{rraTa rHXBa.
tliren 19. Heycroiinure, o6e:;rqerenanra 14 uer'roBr.rre pa3JrI4KLl no .r:r. I 6, aLr. 2

MOraT Aa 6T,AaT yAbpX(aHD O',f BCfiKO /lbjr)r(r.1Mo Ha npoAaBarla llJralllaHe.

IPEITPAT-qBAI]E HA JIOIOBOPA
rl"rreu 20. f{oronopr,r ce rper(parrrBa
l. c lrgruqaHe Ha cpoKa, 3a Koii'uo e cr(JilorreH, ocBen B cnyqaure lo .r:r. 2, r.r:lp.

Bropo.
2. npr.r cr.Icrenano HeI.i3lt6JiHeHlte Ha rocraBr{r4Te rro r(oJIIrqeclBo a/la,ru raqecruo

or crpaHa Ha llpoAaBaqa. 11o4 cr.rcreuuo FIeI43 ll'bjlHet ILJ e cc pa:6r,rpa rar{oBa. H3B.t prrieHlt ,I]la
I4JII4 nOBerIe [I'I)TH B paMKI4'Ie IIa eII4ll KaneHltapell i\,feceu, IiJ]I, llOBeLIc oT TpI4 fl1trfi B paMI(HTe

Ha cpoKa Ha nofoBopa;
3. npa cr,s4aranero lra ycJroBr,rr 3a ,{ocraBKa Ha Meaurlr4Hclc{t e r.l3aeJruq,

ilpeAMeT lIa IorOBOpa Cnell IIpOBet{/laHeTO Ha ]lellTpaJ.lLt3Hpall}:1 enel(TpOHIlt4 ltbproBe.
4. e c:ryuafi, qe 6ue' r'rpoMeHerra flopM a'r Hrr'rara ype46a, n pe3yxrar lra noero

ornaaHe r{eo6xorr.rMocrra o'r' AocraBKara Ha MeAr.r[lrHcKUTe H3l(eJtHfi, r{ord |o ca I]pe/lMe-r' Fra

lloroBopa:
5. npia Henr,:irloxlrocl Aa ce ocufypr.J cpuuaucNpaue 3a H3nr)Jtrrer.ruero na

[opbrrKaTa no llpurluHlt, Ko]tlo I(yIIyBalr])r He e Mo ,Jr Aa npeIBruH.

APvft4 vcJIoBI4t
9len 21 . Crpaur,rre no ,rlofoBopa rre Mofar Aa lo a3MeHfl-1 , ocRerl B cnyqavte, y'

[peABr4AeHH s .rr. I16 or'3OfI. 11 4I

I



]lrnert22.CTpaHI4TeI]o'LloroBopauepe[IaBarB]'3I1I41{IiaJlI4'fellotr3tl'billjelruero

clopoBe Ilo B3auMHo cT)fjlil!.1{e, a al(o ToBa e Hell'b3NIOX(llo' llo peAa Ila fllK [peA poiloBo

r(oM ereHTl'Iltqr cl,A B fp 4o6puu' ocBetl B cJryrlalt'te' Korafo lpereHrll'ltra e rlpearBeHa no

peaa Ha 3aIIOBeAHOTO IIpOI',t3BO'IiC'fBO '

Llleu 23. 3a Bc qrii HeypeAgHl'I ro tracrotql4tl AoroBop Bl'>npocu ue cc llpunaral

pa3flope,{6xre Ha 3OIl, nfl3on, 331{ u 1'3'

9:ren 24 (1) 3a BanIr'4Hll aApecl{ 3a flplleMal]e rta cr'o6uleuul' cB:bp3al{}'i c

HacTotllqfl{ AOTOBOp ce cMflTal aApecI'ITe' IIOCOqeIIu B Haalajloro rla AoroBopa'

(2) Ilpn npoMqFla Ha aallHllre no rlpeAxoaHara aluI{et' cborBerllafa c'rpalla e

l(Jrb)r(Ha Aa yBeAoMI4 I(pyfara B TpI',lAIIeBeH CpOK OT llpoMqrlzlra

llpu clcrauue Ha Hacrotljll-jtr l'(oloBop ce IlpellcraBuxa or H3illtlHHTer'f,

cneAHll're ao(yMeHTI4 3a AOKa3BaHe Jllrllcara Ea oclloBaHl4t 3a oTcrpaHsBaue:

- 3a obcroqtelcTBata lIo qrt. 54. arr. 1, r. l or 3oII . ceUae,reJlc,fBo 3& a,I-AlIMoc,fl

- :a o6crolterctuo 'o 
no 'ttt 54 ' ast ' 1 ' r'' 3 or 3011 - yaoclosepelrue o r opl allHre

no npI4xoAI'ITe fi yaocroBepeFlne or o6rtlr'rtlala no cellaJll4lltero Ha ll b3JIOrtIireJI t L Ha

(aHAI4AaTa I4nI4 yqacTHuKa;
-:a o6ctoqrelcrBoro rlo 'rn 54' aJ l' r' 6 - yAocroBeperl'ie or opraHllre Ha

tr4srt'b:tl{urerHa areHlrl{rt "f:raega uFlcneKrlllt rro'rpyAa ;

- pa3pefleHlle 3a TbproBl4tl l]a eApo c MeAI4ur4HcI{I4 vu\e ne" ld3AaAeHo o'r' I4AJI

lrjll4Apyfl.(oKyMeHT,yno"'ontp"uu*lpaBoroHayqacrlll4KaAar6pryBacMeaIIilI4I'lcKI'I
I43I\eIlrrA,I'l3AaAerl o l I(OMI te',f eHTeH opfaH Ha c'LoTBerHaTa AbplI(aBa;

- ceprutpurar au 
"p"nutu"" 

u no'L(I(6p-xaHe FIa cucreMa 3a yDpaBneHl4e lla

KaqecrBoro EN ISO SO'i "iJ"'";N 
ISO 13485/i3488 ralra:tt'r eKlluBarlerrrrra' c o.xeat I

o6nacrra Ila IlpoI43BoAc'fBo Lo lt/nltu TbproBltt'fa c Meall11HllcKI'l l43reJlvt

MFIOI'OIIPOcI) t4AHA B-9 3A AKrl4Blt o AB'II!11I4 Il Jo,D!-l4l] 41l

AOBP14.l9300lX yr'' flaHai:i01 XuloB" 24 rr{ 05s/600488 d)aKc058/600'll4 
g crn ilr oblbl4bergon'ncl

flpra:roxte Hul l{T,M aoroBoPa:

1. Texsuqecrco [peAJIo)KeHI4e 3a I43l11'rHel1lle ]la rlopbql(aila;

2, I {euono npeAJlo}l(eHI4e'

,l lac'i'oquusr aol oBop ce cbcraBl{ n rptl e4uoo6pa':nu

ilpoAaBcqa l'i ABa 3a l(YnYBaqa

IIPOAABA1I: KYIIVBATI:

el(3eMllJltpa. eAUH 3a
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IlpLurotrccnur: ,Nl 4 .* sndrn:ttcr.t ntenen odpa:sar,q

Ilper)cnmct (:e n.o 6cttK o1ocodeul nuuqlrlJ 3(r. Koflrno ce noo(ta(r oqt(p (t

T]]XI{I4qECI{C) uPIt/TJIO)t{I4 IItI Ii

flo4nricaHttnr: fllauon ArlofioB I(a,rafr,4lgren, Efll 6403111169, s l(aqocrBOTO cl,t jla
Ytrpat;ri'rert ua IlJIll AI{-JII43l4l-lf EOOA, crc celtarrr.rirle: rp. Baprra, al(pec na yrpaBrcr.r14c yjr. ,Ll-l)
lzlnau lioropon Ne12, El4lt 103506445,

1. flpe4cranrtvt o(rep'L'a :a yrracrtre no 06oco6erra n03ur.u.lJl N! 54. floCjO l;l4tl ',) A
I,I3MEPBAI Il] Hz\ 1(PbI]1 IO IIAJI'fAI-II]

2, {er<,raprzpau cpor( ua BaJ'ir.{llHocr rc o(tcltrara: 3 (rpu) vecerla or aa.r,a.frr, r(orro o
nocorrelra 3a aaTa rra IloaaBaHe ira oq)ep'raTa,

3, llpueuau cpona ua u3rlrrJn.rern4e Ira llopl,ql(ara: 12 (71narra1ecer) N,receua o.f ct(Jlro q Jlzlu c.r.o
rI|r aoroBopa.

zi, Ilpneivav cpor(a 3a IJlal](auet Io 60 (utt:cr/iecer) rcalerrllaptnr lLnl,I o.f l,r3tl,ltJrj latlct o Lrir

lloc f algr(ara n r..l3llaBilr re ro r ra rltarcrypa o'l n:jlr1,lru r.r'r'elr r,
5. llplieuavt ollol(a rja /Iocragl(a: l{o 72 (ce4ervrleoer a 11ua) ,.raoa or. lvro j\4es.t.ar r.la 3arllBalro.rr)

oT c rparra Ha ut3Jro)rfl,rTejrrr.
6. Ilpr'iellarrl cpol(a lia roArloc'r: IIc no-ua:uto ot 6A o/o or o6rqala |o,lt-loc'l lt NtorvLoL rL lrir

aocraBl(4.
7. l[ettlapuparvt, '.re cL,l4 r']aLtpaBI,rJI uer{oBu npeAno)r(e;.rr4Jr 11o BcurrI(I4 lroN4err(Jrar)i l] 

j.r.

llliJtioqellli n o6oco6ena'lit lr03I4rlHt (xoraro o6oco6eHara ro3t4ur4t Br(JIor.rBa ttoverrrr:raL.yp;,r ).
8. flpiaellau /Ia H3nrJn]ItBaM Bcr-iqr(H r43rlcr(BaHr.it rIa B'r)3Jro)r(a reJrr, rrocoLlellr,l r 06.rn:rerrrreLrr

r,r lI0KyMerlTaqr4rrTa :ia yqasl L'l9,

0 T I,ra l la "r-,'-^ -^."'.- \u,rqiHTpaTI{ 3a X€NIO.4l{aJIli3a C]>O'[BOTCTBaT lla l43llCI(BallHt'la, llOCOqe l,l Il-lexr.ru,recnara 
crLerlu cf nr<aqul.

i 0. l{cn,rapr.iparvr cT)f.ruzrcr4e'ro cr4 c nJray3ure Ha rllrrJro)l{eHr4l npoenr Lra AoroBop.
11, B c:ryuaii, ue 6t,ga ortpeAeren 3a H3lrbJlHliren rra lollr,rrr(ara, ce 3a/11)Jr)r(aBa 4, 11p r ,-\..

uoanucBallero Ha roroBopa 3a o6tileurlclra nol)bLIt(lr, l(a r1]e/lcraBr aI(T.yzrnl.r14 lto I( yi\,r e rlr.r.r

)i,rlocToBe p'lBar]ll.r Jlullcara Ira ocr'roBaHr4rr 3a oTclpalrrBarre oT tJpo{elypal.a, t(ul](.ro
o'LOTBeTCTBHe I O C Iroo',farlelrlrTe r(pt4repu14:a lo46o1t:

- :a o6crorte:rcrBa'ra no ( tJl. 54, ay. 1 , r. 1 or ll O1l - cB j4lterellc lrlo 3it o h/.tl4i\,roo.f ,

- :a o6cro.rl'L'elc l'Br:)ro lo lul, 54, an, 1, r' 3 o'r' 3O11 - yzLo c'ro lcllot.r t,t c o J olll ailt.t.tc Jri)

rllll'lxoAl{Te li yAocToBep0lILie o r o6np'rlrara ro ceAaJII,ll](eTo IIa B'Ir3Jro)r(lr'r'eJrrr H lra liatr/.1l4l.tif t a J.IJJr.l

)/tlaoTli14xa;
-:a o6clo.n'Leltc'rBo'ro tto qn, 5rl, ar, 1, r, 6 - y4ocroneperir4e or ol]far.u,rre tra l4sru,rrrrr.rleLrla

alelti.tJ.lt "l,ran ga uHorrel(ltr.lr r o rpyAarr ;

- pa3ileneHHe 3a l"bplOBllt IIa e llo C i\4eAI4l(l.iHCI(!1 3AenH , l.l3lla/lello Or I4Ail t.tJ .J lLl)\,j'
Itor(yn,lcll'r', yrlocloBeprBa l rpaBoTo Ha y'iacTr 4l{a Aa'rLp|yBa c ivre/u4rltit{cIrtr u3}\eJtr4n, u3itla)l()lIo.t.
i(oiulleTell,feH ollfafi Ha cTroTBeTIIaTa iI6pxaBa. Pa:]petret le I4nH y/-lo0ToBepe]r He He clt t.r3r4cJ|lir o.t'

IlpoH3BoILiTeJll,ITe Ilal \rtel(u LIll HoI(LI I.l3lleJIr:l'I, ycTal{o]leHI.i IJa TepHTopHnla Ha Pery6lnna Bt,:t|altrUr:
- ceprl,rcfl4rar 3a Illlunarar'ie u IrOAIiT,pxaHe Ha cr4cTer{a 3a yfipaBJlet]qe Ha r<a,rec'L'so.Lo LiN

ISO 9001 rl o6JIacrl'a Iia rpou3uoltclBo'ro fi/uJrLr 'fl,proB1,rrr1a o Mel(uJIlrrrcnr{ ri:ll1enul r.r/rsrr.r
cuclreN4a 3a )/npaBnerr4e lia r(aqec'fBoro llN lSO 13485/1 3t188 r4ltrrq er(Br4BaJre.urlta;

11o21r'ruc lra rJ llcac reln:rrrBar rtoro Jral(e u Ileqar: . . . .......

j,\
l/ lti,'

I

a
//

t{-JtTI3hHI Iiflrttvc r Arr,orroB l{tnflir,,rxfrctr. \'rrpln.r rc,r rr" l,l



Ilpunotrcerttte llit 4 - vdt'tt:ttcunlerctl oOpa3etl

lIpet)ctttultst ce t'lo BctLt<a oouco6('tla nEttt(LltL' 3Q tiott tlro ce nodactt o(tepnut

't E xlrlrtllll c K O tl P E/l'1 0 )lt It H ll ll

floArtucantll'r.fhalteuAurol-tolKanaiilllcuejr,]lfl]6403111169,rrl(aliecT]]o.l.oc'4l.la
VDasurert ua EJIIIAI(-JItr43I4I'I| Eoolt, c6c cel\a.]ll4lrle: rp. Balrtla, alll]ec lla yrtparllerlr,rc yll' /\-p

l4nan boropoa Nq12, Etr4K 10350'5445'

l flperc'rautl{ o(reprrr:a )/qacule no o6oco6etra rLo3l'tu4tl Nl 64 Yc'LpoiicrBo 3a I4llxaJlalllll'l

/l!eli6r,r xa;LeP/

2. lercrlaplapatrl cpol( Ha BaJluIIlloc'r' na ocf epr:alal 3 (rpu) vccclttt o f lra'ra'fa' l(0t l{l u

uoco(rer'ra 3a Aafa IIa nol(allaHe tta odleprzrta 
--^. l

3'flpueivtaucl]o(al|a":,''un,',e',o,"lJt|Ilop1:alit3T0l12(ltrarlaltece.r)MeceJ(ao,|ci(nlocjl]allcl\)
ttu 

"ollofio,r?."rorvr cpor{a 3a rtrla iallet po 60 (ltecr4ece r) tt a:r ettTtaprt l'L Iil'll4 o' u3rrl'lllrrBallc'o llil

.rtoct aBl(ara I'l l43l\ailaHefo rra cjlarc'rypa o]' I4:1]T',JIuI4 f erlt 
.-.

5. flpr.revrarvr apor,n "" ui"..^iia: flo72 (ce4etvr;1ece't n,rtsa) qaca or NloMelfra Ha:]atB'rllzlrJe'fo

oT cTpalla IIa B'L3JIo)I(I4lleJrtl. 
^.,- r.i o/^ nr o6rrrara fonllocT B A,lo\,tel,l'fa Jta

6. Ilpucl'rarrl cpol(a Ha ro'4llocr: Ile no-raalno or 60 % or o6llara roAllocr B i

on"1l'lor,.nnup,'paM, qe c6\'r HarpaRux )"":i:..^:f*"..'l::l11.,i::"J1i#l,';l,?)'"""n"''''''
gl(JloqeHll s o6oco6eHrrra nn-:o"o in'o'u"o o6oco6enara tto3r.q'l'l BI(IIIoqBa uovtet ttt'ta'i'ypn)

8'l1ptleNlauAaI43111,JII.I'IBaMu,'',.""u""'.ooHli'1llaB!3Jlo)I(1,{TeI'i,llocoqeHl4l;o6ltllen-tler.c,l

" ^.-,;t;ililt#[1,;1]'i:t,i,i;.0.-fr4 3a xeMo/.(r4arr.13a cbo.*er0.r.Bar rra r.J3r.rc1(Balr'rr'r., rocoqelri'r rl

'l'extr t.r,teCitaTa ol Ieq14 q) liK ar\14 tl

10 f'ercnapuparu ""t"ut"t''o 
cH c I(lla)/3l'lre ua rllll4Jlo)l(elt14t nlloel(i lla /loloRoll'

1i.1}clryuaii,qe6,t..AaollpeAeJiel'l3al43I],j'JIIL},IToJIr]a]lo]],I)Ll](a].a,Qe3i.|,I1,bJt)I(0I3!Iit'I,Il|)|,|
LioAfllicllallo'f o nu uo'ou'l'u :a o6rlec'Lsella "op]lltju' 

/la pe/-(craBt zrl(Tyarllll'1 1'ol(yl\'lell f rt

yl(ocroBelltBaljlu'ntt'""tnIIaoclloBatititl3ao'fcTpalltllalleolrlpolle'L(yllafa't(alifo11
Cr,O'luC,ClBdClO C nOCl:lLcllh l{- L(ph'lCpl4" i" ilullOOp: 

'

_:a o6cr.o.q.relcruor*-,,o uri 54,'eur, 1,'r, 1 Or 3Ol1- CB Hl(e'f oJIC lllo 3il c]'',t-lrl 14 o 0f i

- 3a o'ocroflrerc'tnu to'"''o"un 
'j+' alt t''r' 3 or 3ofl - )/'I(ocroBellelll4e of ollfalll4'rc llo

npuxoAHTeI,]yAocToBol]gL,Il,leoro6rrtuui,lraIoceAanI{UIeToI]ilB,I)3J]oxI,r|eJl'l14LIal(al]Il],1,t(a'|.a],IJlj,l

(-i'lr

,"tnttt'j'lXnou".ro,r.re,rcrBoro,,o qn. 54, arr, l, r. 6 - yAocroueper'r r,re of oprar'tl'tre lla fl3irl'nHlrl0rrla

areilulr'l fraBlla;J::"H;1"#1lixrio" 
c MeAnwrr.rc(r4 r43Aenur, 1.13/raAeHo or IzIAJI r'rrfi /rirvf

llo(yA4errf, yAocroBeptBal{ IlpaBoro nn yuut'"'*u /ta r6pfyBa c Me'4h[llttclQ1 l13l\erut' l43llaael] o f

r(or,tnerellTeHopfallliatuo'""'.,'utu4"pntu"o'PaspeulenltellJl14y'l-\ocroRellelI 
ellecl4l'l3t'l01(Btto'1

Ill]ol,l3BoIll,l,feJtI,fIeIIa\4e.I\llLtl,1I'lc'.u,,o.4.n"n,ycTa1'1oj}e1Il1lIa.|e])I,ffo1]H,I.fattaPeny6:tlitta1J.t'ttra1lt,t:
.ceprn(llttar3allp]4nzlfalLeI{iIo]1Al,p)l(alte*,o",u".'..n,n,oyn1,onu.,,n,"tlarl<a.lclc't.t;o,L.o]::N]

rso e001 t; ob:rac.ta "^ ';;;;;;;o';;;:'.'::'iY1:llt;?:'ii;:,,:"):l:i1'trtcttH 
t'r:Ar:rrt'tr trltt ttt

l)u yuu r rJ v\/J1.v! ^", "-' "ir"".nro.r, 
f,iN ISO i3485/13499 u/Hrr' en;''t 

'a'er.r.rLin;Cllcrelvla 3a yIIpaBJlellI4e Ila lta

floAli.rc Ha [per,oraBrtBa[lo fo Jll'llio ]'l fieqar: ' "

Ilnauetl Att'rollotl i(alaiiAxtr'iel' Vnpantirel lta

Y--1tl



Ilptutoarcen ue LW 4 * zndttruct.t utet et t o(tpateq
Ilpedcntac.n ce rn lct[Rft. o6rsco(tetta n.o3uL\utt,3( RotuLo ce n.odrnt o(tepmn

i,-i,r,
I t\{

T D X lI Ll LI Ii' C K O lI P Ii] lt JI O )It Irl tt U 11

flo4nucaHunr lllar,reu Aurorroir lta,raiiaxneB, Efll 64031 1 1 169, n t(aqecmoro 0I:r riit
Yupanurel na EIIIIAl(-JIZ3l{lll EOOrq, c:bc ceAanull1et rp. Bapua, a!,pec lra ylpaeler.tue yr, /_l-p
l4rau 5oi'opor; Nsi2, Etr4lt 103506445,

1, Ilpe4craurivt o(tepra :a )/Llac.rl.le no o6oco6eria llo3r.trtur Nl 66, 'fec'r:-ler.t'rr,i 3i:l lr3ivr!-jllrralc
Ha rJrror(o3a c rnrc(oN4ep G|"rcoDl auto- oua)(oltr(a rro 25 6p, l.r:rlr 4p,

2, f]erctrapr.rpau cjlol( tra BaJrulutocT r.ra o4)eprara: 3 (rpr.r) rvrccerta o.l ,rtrrf a ra, t(oll' l.0 (l

rocoqer'ra 3a 4ara rra roAaBaue tta ocf eplala.
3. llpuerutau cllor(a rta u3l'bJurerlue rr0 rrop]:Lurat'ir: J2 (4oana,tqeoc'r') NleceLla ot cr{Jt rorJ llau re.fo

rra aofoBopa.
4. lllruevrarrr cpol(a 3a rlJ'IarqaHe: ,{o 60 ([rec'r.4ocer) rrarerr2lapHr,r Ar'rr4 o'r ll3jlt)prjlBatret o l.l zl

nr.!t.U{(.11.1 .1 ,. Jln )al.eTo fl (l :lK.)pr of k ,1,) I hf\'Ir,l
5. flpueual,t cpotta l.ttt. AoctaBl(a: llo 72 (celer'nlr:ce'l n 2qna) qaca o'r ivrol\,reu1a ua 3artrBaLrofo

oT cTpar.ra ua B Tr 3 J 10 )r(H1 eJ'l Jt.

6. lJpnel,ral,l cpo(a ria foarlocr: Ile uo-rurarr<<l or 60 % or o6rlara ro;1rloc'r B r\,rorlerrra 1il
a0cTaBI(4,

7. ler.rraplrpavr, ue cr'M l.ranpaBun rlenoBu npeArro)r(etrHr rro Bcnarr(r.i noMeur(JlLrr),1)r, j

BI(rIorIeIJLI n o6oco6et.tara losnqltl (roraro o6oco6eHara rio3r4rlfi{ Ilr(JrroqBa rtoueunlzrryptr).
8, Ilpuellavr aa Li3rf't rHlBaM nculirsr r43r,rcr(BaHr4rr rra B L3Jro)r(lrreJrrrr l-rocoqelr.i g o6rr,'rer.rr,rer o

14,r.tot(yA4err'tarlHrrTa :a yqaq'1i4a.

9, flpelil alar I ur:r) l(oitqeH'lparu 3a xer\4olllraJrr,r3a clolle'fc1 Ba'r r'rat r.r3 r.lorclar r lrrJ'r a, noco,rcrJr.l r:l

'fex 
t t t.t'tecrta'ta clerlrL(tnr<alqu.rr.

10. l(erclapnpavr cbtracuero cH c l{J'ray3r4Te Ha rrplrJroxer r }.rJr lrllocr(T l.ra .4oroDop. t.1:.
ll. B cttyuaii, qe 6rAa orpe/(eJrerr 3a r,r3n'h;rrrureJr tra tiollbrrrara, ce 3alfbJr)t(alaN{. ltlll

no^fn4cBallero Ha Aorollopa ta o6uqeclnerra ropr,llr(al lla npe/-(craBrr ar(1'yalulH llotcyN4ellfl,l

)/AOCTOBeptla llr II4nCaTiI r.ra OCr'rOBarrl4tr 3a OTCTpalrrrBaHe oT fipo[ellypa.fa, r(zlJ(:to 1.1

Cl,O. lrc - Cl lJlleI O C ..OC l llrer:l llT0 l(p1.1'l epl l ll .]f nOA6Op:
- :a o6crolrerclBara no q:r. 54, arr, 1, 'r. 1 o'r'3Oll - cBr.rAereJrcrBo 3a c,t'lltrr,loc't ;

- ga o6crorlelcrBoro no un. 54, ari, 1, r.3 or'3Oll - y2loclonepetule o.f oll.allr'le ro
nllt{xoahre l.t )/llo crolep er'r 14 e or o6rilur'tara no ceAaJr}4ulero Ila BT>3J10)I(HTeJII !.r rra r(arrll4/-\ara t.r1tr.t

yr'lacrll14I(a;
- 3a o6cro[reJlc:fBoro Iro qLr. 54, a:r, 1, t, 6 - yAocroaepeH!{e or oprarr!{'re rra l4:nr,rnr.r-t etr r zr

afeH Llr.rl "]-lanua IaHcnel(uia no'fpyra'r;
- pa3pelxei{fie 3a 1'6lll olll4tl IIa er:(l)O c lvleAlrtlHllc(h H3AeJrv!{, I,i3/la,1elro o'r'Zf\,r] l.lJnr /lllyt'

,(o1(yl{ell',t, yAocToBeptBalll pal)01o IIa yrlac'fHl (a lla fi>pryBa c N4eALIllt4r.rcr(H r43[-\eIufl, r,l3lta.lletr o1'

I(oi\,r rerelrreli optalr ua c'Lo'fBerlrara /lr,p)r(aBa. Paspeueulre nnu )/Aoc-J'oBellen r,r e rro cr.r r.13r'ror(Ba o1

[]]otl3-l]oI],ITeJII,fIeFIal,IeAI4]lIH1lcI(l4I,j3,]eJ1I{',yo.1.t}IO]]eIjI{
- ccplnt]lirar 3a rllr{rafaue u noA/ltlln(a}te ua cucloi\.1a 3a yrrpailJrcltue tLa r<aqecrlo'ro l:.lN

ISO 9001 I o6racrlzt I.Ia rllori3Bo/lc'rsolo ptll.rJta 'nrpfoBr.lt'ra o i\,J e/(r.r lr,r rio;c.r u3jt,eryx rtluyy
cucreiua 3a )/npaBnelrue IIa I(alrecrlol'o ]lN ISO 13485/13488 u/ra,ru er(Br,ulaJrenlLra;

llo,rlrra c lra tt]le,t1c'f aB JI JrBarl\o1'o Jltille H n0 LIar' :, .

lllalr err Anro no l lta.n aii;prHeB, Vup al t.t'lcl lra



I I p tut o c rce r t tt e .AL 4 - :t a dt'n u c uttt eL rc t t o d p cts e t q

Ilpeicnrt.on ce o actKt. odocodetta nuLu(utr,3o rennlo ce nor)a.cu o(tepmtt

T I' X H II I{ II C K CI ]I P tr T JI O }IT E I-I I4 D

floAnncaulall fl,rarrreir AHrouoB l{araillrrcuen, Efll 6403 1 1 1 169, n r(arrec'LBoro wr rra
)/npanrl'Ler ua llIIllAI(J llul3l4l-ll EOOA, or'o ceAarurule: rp. Baprra, alpec Ha yrpaarenue y_1. fl-1r
I,luau Doropon N!12, lil4l{ 103506445,

1, l1pe4c'L'anrv o(f ell'ra 3a yr'irlcrr.ie no o6oco6errzr \ra3v|\ufl Ne 71. FIAI{P A iltLlV.tl-yll :lts
A1]'IOMAT14LIFIU T II4NET U

2. flennapapav cltol( rra BaJrriru-rocr ua oifep.r.ara: 3 (rpn) vec,erla ot. ll4.rrri.a, r(sr.l.o c
rrocoqeHa 3a Aara r.ra. noAa]laHc r.ia ocf ep'rala.

3. flpi.ienrrar,r cpor(a Ha llsnbrHelrue tra rropnrrirara: l2 (4larra4ecer) ivrecerlil o.f cr(Jtroq]laH clro
r.ra aoroBopa.

4. llpuelrrair,r cpor(a 3a rJra[lar]e: go 60 (]1recT4ecer) tca.Jt et.r/lzrplr h ll] ,t O t. lr3B.r)l)1jlt]alt{ct o ltiL

.[ocraBr(ara n r.r3l]aBar.rero rra cf an'rypa 01 r43 rbJ'r lr l,rl elrrr.
5. Ilpr'retural,t cllol(a rrer Aoc'faBI(ar no J2 (peaetcaecer u 4na) qaca or NroMelrl'a ra 3aluruascr{)

oT cTllaHa rra B'L 3 tlo )r( 14 TgJrrL

6. Ilpuel.tall cpolta. Ha loAuocr: IIe no-va,rt<o o'r 60 %o or o6rrlara forlrocl'B t\,loiueH.t,a Jlil
AOCTaBI(4,

7. f{exlapnpavr, qe crrM rlalpaBr.rJr r,\elroBr.i trpe/]JroxeHurt ro ]lcr,iLrrc.r Jror\,rcl11(jlrfr.yllr.r,
lll(Jlloqelill n o6oco6etlat a n03r4tII4' (ltora|o o6oco6errara [o3]4rtr.rr BI(rtor ta novcrrr<.uar.y1:ra).

8. flpueual,r /(i:t l.r3ll.t,nrltllaM Bcr4qrc4 l,r3r.rcr(BaH HJI rra Br)3r o )r(H'r'eJrrr, rtocoqelil,] s ofirn:les r.re.rr
r r,rtoriytrelf f aulj'Ta 3a yqacTr.ie.

9. flpeanaranr,rre I(o1r uellTllulrll 3a xeMoArlaJIu3a cGorBeLcrnar rla H3r.icr{lali r,irl'r'a, uocoLieur.r rJ

l exnn,.recxa ra clreqrrf uxaqur,
10, llernapr.iparvr c6rracr4ero ca c r("rlay3lire Ha lpuJlo)r(eHul nlloer(.t ua llofoBop, (-_-\.
i 1 , B clyuali, .re 6r,Aa onpeAexeLl 3a u3u6JTIIr.r'feJr r'ra nopr,qr(ara, ce 3 erl"I'r,Jr)r(13:ri\4, 1pl.r

IIOAIrucBar'Ie'ro Ha AofoBopa :a o6ulecrnena op6qr(a, Aa rrpe/lcTailr ar(.l yzurnt.l l(ot(yt\,icttfl.r
)/,r,locrolleprlBall{l,l JII4rcara lta octroBaHl,lt 3a oTcrpaHrBalle or I I po r(ellyp al.a, r(aJ(,fo t.l

ctoTBeTcTBl,lel o c riocTalleFlu'l'e l(llu'rellur,t :a lo46op :

- :a o6crorrrencrBa:r'a uo ,rJr. 54, tur. I , r', 1 or !]OfI - cBr,rre'rerc1']lo 3a oi,ll r,ri\4 o c.r;
- :a o6croirrelcrBoro rro .ll, 54, ar. 1 , r. 3 or 3Ofl - ylocror'leper.r r4e 01. opfarpr'rc Lro

IlllHXoAHTe LI y/1oc'1'oBepelli.le or o6lqtzHa'ra I1o ceAaJrI] IeTo lta B L3Jlo)r0{Tejrr n Ha Kar-rI\r1)\Lr')'L), t.tira
y.racTrr!rKa;

- 3a o6c't'ol'relc'fBo'ro no .u, 54, aLr. 1, r. 6 - yaocrolepeHi4e o'f oprarrr4'fe r.rzr I,l:lr,l r.rr.1 e.1tra
at'eulllrl "l-ltanlra l.rl crer([Hl no 'rpylarr;

- lla3ller uerl l.t e 3a'lbpfoBlrr Ira elqlo 0 Me,,ll4 ut4r.rcnlr u:11\eJln,, tr3r,(a/lelro o.t. l,lAIl uJlr.r ltl))rr.
llorr;,14"0t'4, )raoc foll0llrrB?ull npaBoTo Ia yrrac'j]rr4Ka lla'frrllr)/Ba c NJe.Ll r-(r.1rJCrfl.t t.J3jleJt!lJr, u3ltallcJt o l

l(oi\'lue'ferl'rell Ollrall Ha cl)oTBeTtlaTa A'LllxaBa. Pa:peueuuc t4Jur yl.toouoBepejltde lto cj.r 143r,icr(Ba ot'
U llo r.r 3BoIlHTeJr ri'f c tL lvrgll!lqtrr{cr(r4 r.i3AeJlur, ycTaltoBeHH rra TepHTollt.rr|fu rra Perr),6n1.1t(a lj.trrraltr.r:r;

- ceprucfr.itcar 3a rpr4Jrararre I4 rolLxbpx{aHe lra cl4c'feN{a 3a )/tllarnetrlle ua rraqect.ro.ro l:iN
ISO 9001 B o6JIacrra rra trpo!r3Boltcrsoro u/r.JJr plrBI]roB!rr'fa c \4eAur.tH1lcrct4 tr3lleJlurL r.J/t.Ljl.l

cr4c'reMa 3a ynpaBneur4e Ha r(aqecrBoro EN ISO 13485/13488 uluru er(rr{Barrelrri.ta;



IIp tutotrcen.ne ,M 4 - srht'nercuntenen o6pueLl
Ilpedcnmon ce no Gctt.Ko o1ocodeuu txo3tLIUttt' 3o Kotlnxo ct; ttttduca

T II XH 14 LIE C I{ O IIP EA JI O }I{ E H'I J}

llolnucanrur ll;rameu Ar'tlorros l(uafiA;rureu, EfI-l 6403111169, n rauecrnoro cll ua

vnpau.trel sa EIIlIAIt,Jltr43I4FIl- EOOA, 06c celtarrrrqe: rp. Bapua, aApec FIa yflpanlenne yr. /J1r

tr4san EoroDon N12, lll4l{ 103506445,

1 , flpeAorasrrxa oftep-ra sa yqacrlre no o6oco6etra no3tttu4t Nu 73, I(OMBi4FII4PAIl TE(l'f 3A

IIAPI(OTl4l lI4
2. [etclaprEpav cl]or( Ha BaJ,luArroo-f ua orfeprara: 3 (rpn) r,receqa o'f /[a']ltffa' I(ot'fo (l

locoqeHa 3a .{ara IIa noAanaue t.ta ocfeprara.
3, flpnerrau epoKa lra r43[T,ruel[re lra flopr,qr{ara: i2 (ABarlaAecer) Nleoe{a or ol(ltloqBal]e fo

r{a AofoBopa.
4, flpaeruana cpol(a:ta nrau]aHe: Ao 60 (ruecrlecer) Ita:reu4apltr'i Allu o'r' I,l3Bl,llijllltlHe'I'o 1la

AocraBr(ara I.{ H3AaBaIIero lra cl atcrypa or I43IIsrHI'ITeJIt.

5. flpueuav cpor(a Ha AocraBr(a: Ao 72 (ceAeuftece'r' 14 ABa) qaca or MoMgltra iIa 3atrBtrllaHe ro

OT CTpaHa Ha Bl,3 JI O )I(I4TeJI t.
6. flpner'naru cpo(a t{a roAl,rocr: I-Ie :ro-laarmo o'r 60 '% or o6l(ara roAl'loc'r il l\4or4el-J tul lla

aocTaBI(4.
7. flelCnap[patvl, qe C'bM I.IaIpaBI4JI rleltoBa npeAJlO)l(eHut nO BCI4r-lI(l'l IIOMefII(J1aTyp]'|,

Br{JlroqeHr4 ir o6oco6elrara lr03r.irlHr (rcoraro o6oco6eHara r03uil}tt BI(JIIor.IBa IIoMel'lr:rarypn).

8. llpueualu Aa r]3flt>nlltBal4 BcrIqnl4 I43HcrcBaHI.Jtr I.Ia B'L3Jlo)I(HToJ] tt, IlocoLIeIII4 R oOtBrlclll{

l..r aol(),McH t:lulltra 1J ) qac:ru-.

9, 11pe4:raraHule I(otltlerrparl4
Texur.rqeoltata cneqnrf nlta l1l'tl.

10. [en,,rapllpaivr c.Lr..IraoHe.fo clr c r(Jray3lrfe Ila pl.rJto]l(etrHr rrlloor('I ua /:(of oBop,

11. B cjlyuaii, qe 6sAa olpeleneH 34 r{3llbltrrlrrejl }Ia nOpI)rlI(aTa, cc 3tu(bJlx(allal\'l, lllll'i

nOArlt4CBaLIeTO I{a AOTOBOpa Sa O6lteCrneua rrOpr,ql(a, Aa IIpeAcIaBI altTyalt]l14 /1Otc1'14*ot', ,''

yaocToBell,IBau]H JIIIfiCaTa Ha ocHOBarI'It 3a oTcrpall,iBaHg or llpoqeA)/paTa, Kal('ro I'l

CLOlBetClBhCfO C no\lTaBC)11'jle Kpljlephh ra nO46Op:

-:a o6crorre:rcrBara no LIJI. 54, a"'r' 1, 'r' 1 or 3OII - cBl'iAerercrBo 3a cb/lriA4ocr;

- ga o6c.ro;rre:rcTBoTo no un. 54, an. 1, .r.. 3 or 3011 - yaocronepeHlle o'f opfallHre 1lo

itllHXoALITe r.l yr_Iocrollepetrlle or o6[U.iFrara IIo ceIal]I4r{ero lla B}3JIo)!(I4Ter[ ii Ha l(a ]-IAl'l,|lal'r a rlJll'l

)'lilcl llHI(al
- sa o6c,r.orrercrBoro rro.rl. 5uf, an. 1,'r. 6 - y2locronepeHlle or opralll4re lla 143nrrJll'Mrer tl a

rrenurr 'l-rashr HHc.tctcttut no lpyAa';
, pa3peuer{ue 3a Tl,pfoBr4n Ha e,4po c Meltr4ur,ll.rcl(Ic H3AeJIHtt, I43AaAellO OT lZAJl lltll.j llp)'l'

Aot(ytvrerrl, yAocToBepJ]Bat.( npaBoro a yqatcrr'llil(a Aa Thpfytsa c NIeA]1lIl4llc(H l43,Ilerl4t, h3lallell o'f

r(ot4[ereHTeH ol]faH lra c'I)o ltBerHara ,Ili,pn(aBa, Pa3peL[erl]4e i4r]l yAoc'iloBeperlue Ile cll l'131'lcl(Ba o f

Il]]ol43Bol-li,iTeJII4TeHaNIelu4ur4l.lci(!{I,l3A0I1I,I'1,yc.ra1,1oi,}0H},IlIar"ep],i,fol]I,IJI-I.attaPetty6'rtuxaB's.ltra1rtt:
- cepruc!lrnaT 3a trp.allaral]e 14 noAAlrpx(aHe Ha ci.lcler4a 3a yt't]laBJIellHe tla t<aqec'l tlo'to L,N

ISo 9001 B o6racrra llil llllou3BoAarsolo H/lirl4 l-bproBl'{rfa c l\4eal.lLll4llci(l'l 143)LeJttltt 14lnJlt'l

cucreMa 3a yrrpaBJreHl4c r1?r r(aqecrBoro llN ISO 13485/13488 ulu u eI(BI4BaIerITtla;

Iloarllc FIa IllloncraBJltBauoro JIuqe I4 reqar: , , . . .
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Ihalres Aulortou I(arafiAx<ues, Vupanurel Ita


