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Ha ocnosaHrze u.29, at.L or 3axona sa o6qec-rBeHxTe rropcqr<ll l3Otll ,

868 Bp63Ka c rrocrtrrrzlo ua 16.04.20 15r. r4cKarre 3a rrpe,q,ocraB.rrHe Ha pa3.rrcueHr{e
oT cTpaHa Ha I<aJt4krllar 3ar(y[ra^ AoKyMeHTa]rys. sa JrqacTIIe B flpoqelypa 3a
B63naranre rra o6ulecrBeHa rropBrrKa rro peAa Ha 3OII, c frpeAMe:r: ,,{,octanKa Ha
MeAraqrzHcKr4 KoucJrMaruBvr 3a HJDKAT4Te Ha ,,MrroroupoSrrarra 6oarrrzqa 3a aKTLtBHo
AerreHr4e - B5rprac" AA", [paBrrM cleAurare pa3.scueHr4rr ilo AorqrMeHTarlr4rrra 3a
[poBex<AaHe Ha rrpoue,zrJlpaTa :

,,Bre apr3Ka c o6rqecteeHa nopbqKa c [peAMer: ,f,ocraexa rra MeAr.rq?rmcKpr
Kouc5rMarvrBvr 3a IrJDt<Ar4Te rra,,Mrror.oupo$rrnrra 6onrraqa 3a aKTr.IBHo Aerreurae
B5rprac" A,f[,", orKpI4Ta c Peurenze Ns 109 or 16.03.2015 r. na ]rlsuraHlrrelgrair
Ar4peKTop rra Mnoroupo$zzrrra 6oanrzqa 3a aKTr4BHo Aerrerrr{e - Eyprac A,.[,, xaxto ra

Ha ocHoBarJvre *t. 29, a* 1 or 3OII, Mol-fi 3a pa3scHeuurs. o:r Ba:ua crpaHa 86rl
BpBBKa c v3rorBeHara AorqrMeHTarrvrr 3a Jnracrr4e e o6geeHara rrpoqe4/pa.

Cmzracrro rexur.rqecKara cneqraSrararryq or AorgrMeHTarr,LTrrra 3a J lacrr.re B
npoqe,e(para, rrpe,qMertT Ha o6rqecreeuara rroptrrKa BKArorrBa 332 6poa o6oco6errra
Trozurr\krrz, Karo Bc-sKa o6oco6eHa rro3krrrr4rr e pa3AeleHa Ha HoMeHKAarJp:uvr e4lr,Hvrrryr
14 rracT oT HoMeHKAaT)rpHr,rTe eAprHrzrlt4 cvbAEp)KaT noAHoMeHKAaTJapHrr e4rzrrvqa. B
rrpr.r^ox<eHTa TexHr4qecKa cneqrasrararll4rr He ca nocoqeHur KorturirecTBa 3a Te3v
rroAHoMeKlarypHt4 eAfiHlrq?r. Haupznrep o6oco6ena fio3r4rlurr No 189,
HoMeHKaATypHa e4vrrlvrr\a Ns2 cbA6pN(a 18 rroAHoMeHKAarJrpHfi eAr.rur4qr4 c
pa3AIATIHLI pa3Mepl4 Ha I(OHIIUTe II I4rAlITe, KOeTO IIpeAIIOAaIa pa3AlIrIHvI e4vlHI/II{IJvt
rleHfi, 3a KOTATO HrrMa rrocorreHfi rrporHo3HLT KOAr{qecTBa.

Ctraacrro vzr. 57, azr. 3 ot 3OII 14 rrocolreHrrre B AoKJrMeHTarlrarrra yKa3aHr4rr,
KOTaTO ) IaCTHr.rK rIOAaBa O$epra 3a rroBerre oT eAHa o6oco6erra Ilo3r.trll{rr, rr,tlaKoBe
No 2 u. 3 ce [peAcraR.rrr 3a BC-rrKa or rro3]rqur4Te. Kora:ro AoKJrMeHTrz ur

rzrr$opvraqraa, cbAEpx<arrT,q ce B nzrrar Ns 1, ca eAHaKBrz 3a ABe krgu rroBerre
o6oco6errrr rro3l{r$4u, no Kor4To ) racrHLrKtT J racrBa, gbrrlllTe ce rrocraBsr caMo B
rrlr{Ka no rro3r4qr4rrta c rrafi-M€lltK rropeAeH HoMep, Karo roBa o6cto-arencrBo ce
otSeagssa B crrr4gbKa Ha AoKJrMeHTrzre, gbA6p){<arrl ce B flzrr{KoBere Ha ocranalrare
rro3r4ul{u.

Cmuracno AoKJrMeHTarIurrra 3a f{acrrae B rrpoqel5apara
C oraeA Ha roper43lox{euoro, MoA-s 3a cleAHr.rre pa3scHeHr.rrr:
Brnpoc Ns 1: Kax Aa ce w3qurcr\yr o6ula,a crofinogr Ha Aa,(erra

rroAHoMeKlarypHa eArznrnqa 6es [oco'reHo rrporHo3Ho KolrurrrecrBo sa rre.fi?
Banpoc Ng 2: Kov ca AoKJrMeHTurre ur zrr$oprvraqraara, Korzrro ce pa3lr.rqaRar 3a

BCaKa orAeAHa o6oco6erra rro3urr\urs., 14 cAeABa aa $zrypr4par caMo B rroAaAeHvrs. za
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sborBeruara o6oco6eHa rro3r{rlr{rr rr,trrK Ns 1?"
Omoaop Nel: Ilpra rzsrorB.rrHe Ha rleHoBoro rrpeAlo)KeHr.re ea o6oco6eHa

rro3rrrlas, 3a Kosro s Texuz.{ecKara cuequrSuxaqu r He ca nocorreHra rrpotuo3Hu
KOALIteCTBa Ha HOMeHKAaTypHraTe eAuIrauII\uI. BKAIOTIeHI4 B rre.ff, a CaMO O6qO
Kolr4rrecrBol6poilt 3a gborBerHara o6oco6erra [o3rzrlurr, B KoAoHa,,I{eHa" ce [ocorrBa
CaMO eAI4HLITIHaTa IIeHa Ha npO/QfKTa IIO gbOTBeTHaTa HOMeHKAaTJ4)Ha eAUHUIIa OT

o6oco6erranra [o3rrrqzur, 6es Aa ce rrocoqBa r]porHo3Ho KolrrFrecrBo, Karo Ha
rrocle,qul4rr peA ot ta6azqara ce r43rrlrcBa rrporHo3Horo Kolr.rqecrBo., gbrlacuo
TexHr.rqecKa cuequ&IlKarlrirrr. Ha peg ,,O6u1a srofinocr 6es eKA. flfiC uo rro3prqurr
Nq....." ce [ocorrBa ocpeAHeHara LIeHa Ha HoMeHK arypHr4Te eAraHraqfi, BKAroqeHr4 B
o6oco6ega:rafiogvr\yrt, JrMHox(eHa uo o6uloro rrporHo3Ho KolraqecrBo 3a rro3r4ur.ffrra.

Orrosop Ne2: Pagnz.rrrz 3a Bc.aKa orAeAHa o6oco6erra rro3r,rqr,rrr ca cAeAHr4Te

AoKJrMeHTra z wnSopu aJ1;zrs:

- EC ceprrz$rzxar ur ur eKBI4BalreHT 3a HaHecena CE MapKrapoBKa
BBp>(y rz3AeAraeTo r4^r4 .qeK^apa]J.us. 3a gboTBeTcTBI{e, 3a rrpo/Qrr<Tr4Te, 3a Kot4To
ceprrz$rarar 3a KarrecrBo e rrerrplrlox<ErM sbrlacrro frapexrraaa %la2lEI4O sa
BKAIOTIeHLITe B gbOTBeTrraTa O6OcO6erra nO3IIqIzrr HOMeHKAaTJ4p:r.VT e4vrrvrr\w.

- ISO 9001: 2000 r.rzrz ISO 13485:2003 lanvt eKBprBa,rellT, rz3AaAeHra Ha
r{Mero rra rrpou3BoAr4Tel-fi, 3a BKAro.leHraTe B cborBerHara o6oco6erra rro3uqurr
H O M eI{KAaTypIJIa e wrlJT|I.lry .

- frprl yc^oBr.ulTa Ha JEIacTrze uo o6oco6enra rro3rarlr{rz c Ns 9O Ao Ns
332 (cnequ$raven MeAr.rr[4HcKr4 KoHcJrMarue), J racrHr.rugre rrpeAcTaBsr Karalo3lr
Ha rrpeAlaraHrzre rrpoA)'KTra, BKlrorreHr4 B gborBerHara o6oco6erra rro3r,lqfirr. 3a
rrpoA)[<Tt4, c KollTo Btsaox<rarelsr e pa6orran ilpe3 rrpeAxoAHara roAr{Ha, ToBa
Lr3r.IcKBaHe He e 3aAEAx<r4TeAHo. IIpz roea o6ctogtezrcTBo gbOTBeTHIarI KaH.AvrAaT
no4po6rro orrlzcBa gborBerHoro o6grogrelcrBo e oSeprara cur, Karo KouKperkr3krpa
rreprzoAr4Te Ha AocraBKa ur AocraBfrHure or Hero cneqz$ravHz KoHc)rMarurBur.

fiorgrrvrerrtrare cAeABa Aa ce ilpeAcraBsr BGB BvrA vr c o3uatreuurs- B
crorBercrBrze c r43racKBaHurfiTa, pa3rrrzcaura e PaeAet, 6.2. ot O6rqrare ycloBrarr 3a
npoBex<AaHe rra o6rqecrBeHara rroptrrKa.
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