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TEXgTqECT{O

Io o6oco6esa nBlrrrr l& J

23 23 ll

109

.ll3 l19

noEncmur CrorH llB!troB l(oneB. ErH
-. o MBP-B$mc, B Mqcmtrm Mr Ha lllnroMouHn( Ha TAITI

MIHr{EBA BA3OTEBA-I43MHmets Arpenop u TEOPfU nETKOB 6A3OTEB-
npelcelEH ra C,4 Ha OAPI(O,I AI 6c celarnre ! alpec Ea )TlaBreHne: .p.Bypmcl
yn. 'Ce Creodo" Ir28, EIi( 1022271 54

nPEAthrAM CIEAHI,IIE yCJIOBITJi:

1. AeMap,ps, cpo( !a Bu,nlom Ea ooepra€, {o !e tro &d( or I (r!,)
M€ceqa or na&rA korrc e rccoqsa 3a lara ra nordu€ Ea o4eplaB:

3(r!r) Meceqa.
2. npre}@ cpok! Ha dIHreMe Ha nopleke: 12 (qBealafl) M@eqa or

c@saEero !a norcBopa
3. npreMN cpom 60 (u€crrecq) weqrapHn nE, ot

4B6puBaEtu ss aocr$xaD n rcr@d{o !a Qmypa or {3n6rE'rw.
4. np{eMtu clorc ra !ocr@M: Io 24 (lBaqecer n sdtrp,) q

3uBrBaE@ oi cana !a B4noMl@.
5. npreMtu cpom ra rclllof: He .o,Mu(o or 60 % or o6uara rcaHoq e

6. AEKIAPI4IAM, qe locrsrsre n@prBed, nponynu:
6.1. uMar pspereE e 3a yrorpe6a Mr ylomBepeHtre 3a pemctra@, ra

neMpcBeM ryoA)'@ rc q.23, d. I or 3JIIIXMI
6.2. ortuDapm !a BncberrE 3a Fcemo, 6sonac'oo n eonrec,ocr tro

3JAXM.
7. IEK,IIAPLIIAM, ce npeq{asara qera Ea rercpcrBenrc npo4m,i ko!rc

ca !(mkH! D Ilo3mEE{r re(apcrBeE cn,ry ! 3&rarraE c oy6mc!! cperqBq Ee e
tro 3trco(a m ldynnpaEad !@a no &{roxeme N, 2 m nICj nocoq€qa B Mo,a M
Gmfirco m de6m, mwr^ 'a H! tua peoepe4sa crcnHom 3a Ed,imraf,im rHeDHa

MHOtOmOOU,lllA 60 A 34 A(ir4BllO r.t!tt!Ht1E -

ITPEAJ.IO)l(EEl|E



r6e6@ooN6x@k actu, drdat{Md
'MHO|OmOOI4JIHA 60 34 AK'IIIBHO JIEI]EH,E .IOEP'Iq'

3. IpreMtu aa BnamrBtu B
o6@emm { ao(,demalmm 3a yqacrre.

9. AeMaprpd clrr&xm c{ c uaFlr sa @rnoxe!{r rpoem Ha lomBoD.
10. B L44an. a 66rs olperen

np/ no4ncBtue.o Ha Io. oBoPa k o6uenBeHa nopb@ !a npeldaM ar.rldHfl /
ro(rreHm yrocmBep$d[, 3a oMlNrBa!€ m npo[eltpara,

eHre kprcptrtr 3a no!6op:
10.1,3a o6florrermBam ro q. 54. o. l, r. I d 3On - cB!]laenmo 3a
BAsnero B 6-Me@qMr c!o( Ha !d{!nocr npe4i ryeac@rrm:
10.2, 3a o6w,r€rmm no u. 54, u. l, r. 3 or 3On

ry6rrsr 3q@xecn& BAaneHu o opruure no nprxo4ire. or O6urHa rr€_q
ot o6qrHam no celurlqm m l4acErkai
10.3.3a o6crorMoloro no qn.54, u. l,r.6 - ylocNBepeHue or opr@rr sa

I,L.HHnrma NEqu fruHa !Hcne(@ no rpyna";
t0.4. CegM4ekar, ylocloBep,su BselpeEa c,cr€Ma 3a ynpaMerne Ha

ncecBm EN ISO 9001 ,/um EN ISO 13485/13488 /rnn etunDuelrs4 c o6xBar D

o6racra Ha ryoBloldlor ,/nm cpmBrma c neMpmes! nporJm;
10.5. Papeue!,e 3a npoaBoacrBo no en. 196, d. I or 3InXM, B crlqure

korato ,laciuGr e nPosBoauEn x np€iuda n€rcpmrcn{re nporym!, rc,ro
npor3Berw5 rnr Ea PapdeHre 3a BHoc no qn. 196' u, 2 or 3Jll]XM' B ql"ranre rcrarc
yqrcmmr e Brocm ! npellda neftpcrBeHnre npoalm, xonro sH&rl

10.6. Ae@paqM no q. 59, d. l, r, 3, BlB Bp. c q. sl, d. 2 s 3Mlrn no
3a!6t)(rjfuH!r o6paeq rbqoxeHne l,G I or o6psrrrre Aoftru

3a6q.tuo: ydomoaepe\uno ko ftoett 10.2 u 10.3 npa6ea aa ca waadea,
oted Aamna M onkpBah?na Ha hpo\eA)pana

nomrc Ha npeasaMBajloro Mle r necar:.t

/Cmn KorcB -YnlnHoMoueH npeacrsru-

/(



'MHOTOMOOWIEA 50 34 AKIUBHO IEqI.I!,4E - NOEP'III' A
r6@screcsu! a. mxr d r@&r@ d

Ilp .towLue lb X iaitwxthue{ o6p8e4
IlpeAcnn$ ce no suw odoco1eio asq8, ro Ro,no ce nu@6t oqepna

TEXIIUTI ECI{O IIPEIJI O 1ItEH I,E
tro o6oco6eM tr@rqM r! 2

nolnrc&M Croqr l,lBaHoB Koncs, ETrr
T MBP-Eypr&. B kacecr!@

MUHqEBA EA3OTEBA,I t3ru{hMeE AuDemoD {
&e!ce!am !a cA Ha oAP(O,r AI cc @@;e !
yn, ,,ce crddo.. N!28, EI,t( I02227154

Mn Ha nbnHoMonrn,k Ha TAttl
fEOPflI I1ETKOB 6A3OTEB,
alpec 3a ynp&reHnq rp.EypEc,

EPEIIA| AM CITIEAHI,ITI YCIOB]4'I:

r leMaprptu cpotr Ha Bu'lqoo !a o4epfm, Ho !e tro,ftpaDk or 3 (r!,)
Meceqa or !amr4 (orto e nocoqeHa m laft Ha ma@de Ha ooepmD:

3(rpr) Meceqa.
2. np!€Mdr cporc Ha tunM{esre !a noplkamr i2 cqBe4!trd) M*eua orcmse@to M lorc.opa.
3. ry{eMd cpofta 60 (Eemaec-) @eEAapH, lsu orr3BrpuBd@ Ha lomakra , araBem Ha dmrlqa or rnqHnrenr.
4. npreM& cpom qa loourcr Ao 24 GBqaecfl u ceupu) cac

3mmaseb or crlea ra BlMomrtu.
5, l]p,eNN cpo@ Ha .oaroo: He lo-Merc or 60 % or o6urara rolqoo B

6,IE(JIAPUPAM, qe noo@rfuE ,exaptuelu upoaynn:
o.r. {Mar pa3peuew€ 3a yn@pe6a !m ylocmBepe!,e 3a

neMptue4 npon m! ro s. 21, d. I oi 3IIx<Mi
6.2. or6Bap'r ua mrc$aH{m 3a €qecrso, 6eonacnocr n eolk@nom no3JlIlXM.
7. AEKIAIr fAM, ce lpearffdara qela Ha ncxdpcrBe!,r ,po!y@! (omo

ca 8uFqe" B no3@EHm 
'eMpcrBer 

cnn4x ! 3&ndqa!x c ny6,nH;cp;!{s!, re ero-Mcofta or peryr4pesm 
'reHa 

no llpMoxsqe t6 2 or [rtc, nooqeE E korcna M
rcroxsocr F on4oBre, BqdeEa {a 6aa leoepelma oonsoq 3a leolMpamra aqeBlaTffS)

8. IlpleNN aa Bn6'mry B
o6mte!,m r no$/Memlrrra 3a ysacrre.

::n:rapqejs ft-mae.oo c Mar *-c ha nDH-oreFH,,poen da,oboop.
,u. b cnrw, qe bb!. onpqded T fTtldllH qa noF6itpn rc!tucFstu sa lomrgrs 3a #RemEem noFr,qa. aa trpelqr@, arydtu

a



'MHofomoohrHA Eo A3AAK']4BIIOTIEq!H!iT NO6PT4I'

,co(rvem yrccloBeprBaDr! 3r @ryalBaEe or npouelypara,
eH{re (Pmepr! 3a no!6o!:

10.1, 3a o6morrercnara no q. 54, u. l, r. I d 3On _ cB,rsencmo 3a6@om, rula4eEo B o-MeceeHnr cpo( Ha Bu,aEocr npeln @eafiasrHdoi
10,2.3a o6cftrrermolo no sn.54, d. l, r. I @ 3011 _ yAoc@lepeH!,3a

Jlma ro nt6rr chf d,0Er^ed s. n,rtuew o. op.ufle no npf \o!ft. or o6uc, .pu
Aooprc tr moburrHara no ceM
,, 10.J. 3" o6mr eroBom ro u t4, u. t. -. o - y,ohBepes{e or op_d/r c,rtnuHhw Nqum ,,fnmH

r0j1:.S:pl-gf*I. )ecoBeocBU scelpeHa .uftMa ,a rnp@ehtre Ha€careom FN I<O a00r u./n FN tso 8485-J488 rrrh pMstuemr", c o6xM Bo6racrr Ha I pobrcm mrc | dtr ap oBdmc ncrapc.seHi npory4-h,
ru.r pdpeueHie f npoi,Bo4mo ro u to6.r td tflnxM. scm re rpo)Bo0ftn { npeMm ,enapc.Bdhr e rporyflj ^o|onpomEerqa5 mr Ba PapeneHre 3a Moc no q. 196! d. 2 or 3_[IN{M, B qr"qre (dam

]namHn6r e srocnM n !pe!n{a rc&pcrmE e ntoa/m, rcuro EHacrj
10.6,IeMapaftr no cr. 59, u. l, r. 3. $B !p, c u. 53, u, 2 or 3Mrrn no

3a.[Hmrerurr o6p4eu npMor€Bne Ns 3 @ o6psqre lonweqtu da ao&lemaqu,ra 3a

. . 3obata,c^n: yaocnoaepehBna m holku 10.2 , tO.3 rys66a Aa ca 1ltaaOetu
dted AMana Ha onkpusa|edo aa npo4edtpafra.

I-IoIruc sa npenm@rsdloro nnle , rcqaai. ,

/CtotrKo,cB ynlmoMolq€rnpencnBrrat
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