
' MHOIOIIPO@II HA EO HIIIIA 34 AKTI'BHO AEqEH'IE AOBPI4g" AA

LoroBoP 1/.31
,q{(.q?..77 .,2ola rc46 r!.Aohpqu, pd o.Hosqd/e u. II2qL1 o ldroda 

'ao6uecrBeH,re nopl{M. ce cMDso s&rorunr lo.oBop Mexny:
'MHOTOTPOOI4]IHA EOJIHI,IUA 3A AIOI4BHO NEqEH'IE-IOEPXq' A'

ry.Io6pre, c6c celurqe n aapec !a )Tpsneller .p. Ao6puc. yn. naHanor XlroB' 24.
H. 0s8/600160, 4*c: 0s3/600414, e mail: oblb@bdeon.net. EI4K I24141302,
npelcraMMo or I-p CBerorap EanceD nerpoB Urnlmr@eH lrpercD Ha
lpyxemoro. Eaptscera Ba3rrIOXl4TEI

"BIUIMEA EOOA. cld cerdroe B rp. Bapm 9000. a.qpec ra tnpasneHre yn.
,,nonftoDHft cseqdpoB l0, q.3, an. 4, EI,lk 200362439. npeacrdnrsaHo m BernH
A,aliaes MlTani onperorets 3E,inbrHmer c Peren,€ lYs ll/ 01.04.2019 ro!. !a
I4rnuHrftrHui Fpemp Ha B63ronr€tr. qe! npoBe!€Ha npo(e.i)?a 3a B!3nme m
o6@mera nople(a rnn 'mpm", c npea\{d: Aomka
Hapncd n3n btlHI,lTEI

LrpaHlr cc cnop4yMrxa ra oelHoro:

NPEAMET HA IIO|OBOPA !I IIEIII,I
Lber l.(ll I43naIHltTEIrlT locmr Ha BI3IOXI,ITEJUI Meeu{Hcx,re

,3!ernr no deaHnre o6oco6eH3 ncrq,,:
no o6oco6eHa nonur 1,6 54- 3arBopeqa cucieMa 3a BeM$e sa kp!B, 3a

kotto/(oxro e yeafBu B orprmra npo'rerypa 3a BBnafu€ {a o6qecDeqa noDlqo.
(2) Uetsp e rb Ha tnnl F,x fLt],l ca c"r,acno

ueao6,E npen oresM u ce cemMeHHs cao or aoroBopa.
(l) npo.HdHatu crotHocr Ea lo.oEopa 3a Bcrrc o6oco6era n@{uu, e

(4) nporHorHrre 3a o6uecrBeHa
noplqQ He nopMr 3uurxcHtre 3a BR3'IOXITEI' a n 3*ynu r nococeHm o6eM.

CPOKOBE !] HAqIdI.I IJA TUIAIIIAH€
qneE 2. Cpocr Ha uamrurk lotuBop € 12 Meccqa @ lalfr n

ny llomBoFr nporanxaBa len loroBop c apyr r3nlnlmet
cnca npoBOL!4e Ea o6u€crBeHa nopaRa,

qneE L Me&rr,sckrre x3lerrr qe 6@r aocrdrnx or I43n,LIHl{TElrt qa
Bl3tOlClrTEIt n cpok ro 72 (celeMnecer n !!a) caca or

qneH 4,Ib'mMara aa Ii3I1aJ]HI4TE.IUI cyMa no Bc,m orlq
6!ac Dar8a @ B b3rrlOXI,lTEL no 6&koBau cnerrc sa I,I3nIJIHTTEJITI B cpo( ao 60
(oemaecer) (deHlapE anr cnen EjraBad*o Ha oamypa m l,l3n bJlIIltTEJUL

LheH 5. Cponr Ha rclHocr H
vdNod 60 oo oro6u!m ord

MIICTO HA 
''3flAIHEII]'! 

11NPEM]'HABAHE HA COECTBEHOCTTA
rlnen 6. 3a Mrcro

'M E AJ-Io6pr- AI r!. Ao6pr. y r -raHJrd )GroB rv,24,3B"Ho,,6onda Fa d :e
Lbed ?. Co6crBenom Blpxy

no.lBde npeM,naBa BGpxy BA3JIOIOTTEJT'
irpneraHero nM pueMo npelmarenen lporoxor !n, lpyr



'MHOTOIIPOOUAjjA EO HIjI]A 3A AKT'iBHO AEqEHUE {OEPUT]' AN

NPABA I,i 3ANAJ]XEHII' HA 
'€N}IHI,ITEJI'rlneH 8. (l) Ii3I1A.IH]4TEI'T e mxets

rcraro e oorlxn cr 3a wa6ne
norrsnlDnM. B cpon ao I nfl or cMbcBaHqo Ha rororcp 3

ron!flrrEnEo cnopayMeE e

n3nlrlurenrr Enpdra konoe oa lo.oBopa nrr Ha lonHHnrerHft cnopayMelue Ha

rf34 ce ca 4ruxetsr ycroBrrra no cn.66. d.2 ! ll or
30I1.

(2) noe3nlrHnret"te HrMar npDo !a npeB!3nmr eala
aetromrq rcrm ca BI(mq€H{ D nDeeaa Hr loroBoDa 3a rolr3nGnseHxe.

(3) HsdnclMo
orrosop{ocm !a BruHelre !a noroDopa 3a o6qemBeHa nopleM e sa lEIlAJIHllTEJlt.

(4) BB3nOXtlTEr'tlT HrMa !a mDlprDa epenH, pannuen, c

qneH 9. l,BnUlHl4TEJltT c &r
l. orrcBapft Ha mnckB$nm rau.82, u. I or 3Mt r
2. c&BercrBar Ha mncGdrura na ArpemrBa Ha EBpon€ficMr napreeE

clBm sa hpona 93/79 Ec ra MeAnuncMre cpelcrBa ra !"amomxa (lVD) cNo 3a ,H
!trllo ,rudsocroeHn Me!{uxHco 4aenu no cM{clra na $ I, r. 12 or IP Ha 3MIl.

L orrcBaprr Ha turctuaHsrr4 nocoqeuu B aoryMeHdtroma 3a 06 rec$eHa

'lneH l0.l€nbIHI,iTE LqT B cpo@ sa aorcDopa e !ft*es aanMapapeueHrc
!n, ylocroDepeHre 3a Ep.oDnr Ea elpo c Me,[{{nHckt
i,lsnulmemu aipemop Ea tlAI no pela Ha 3MI,l.qjd 11. l€nUlHliTErUIT B cpofta Ha lorcDopa e qlx€d !a np,nda r
nollapxa cndeua 3a )npdnenne Ha kacccnm EN ISO 9001 n/qm EN ISO 13485/13488,
!/urtr e@rrdeHrH4 c o6x8ar 3 o6nacm 3a npor3Boacnoro r/nro Gprc8nm c

LLneE 12. lBnAIHliTEItlT B cpo( darrrTa ra

NPABA t,l 3M!JD(EHI'' HA BA3JIOXI,ITE.'UI
rlned 13.(l) Ba3IO'CTTEJUIT rMa npso !a npoDeprBa xor,{ccrBoro Ha

Bcrka oraensa aocmk4 karo npo ycrdoBrBee oa necaordcrBoe e lnaxets na ysenoMn

I,Bn!fil,lTEJUI B cDo( or 24 qaca.

e) npn ymanoBrB e
MelHlxicku uilerur Ba3JIOX'4TEI'T e Arlxeu !a yBeAoM! Il3nar'IHI,lTEJlrl B cpo(

(3) Hec&BeroEuro u kaqecrsorc ce ymEoBrBa c
naua Ha B63JlOXllTltUl.

(4) B c,)-rat. qe U3nUIHITTETUT B cpo( !o 24 caca cre! yBcaoMrBmdo no
oxe !a {rM nposePMm v)

or ynbmoMolq€ua ra6oparopm. qpB BeNme 3a rcmpomr o6Pasrr! or aocraBnra u!
{p4 cpdrBe@ c npercEBeHnr€ Mocrp!,
onrcafihe hr{ cbsMM npn yqadum B o6uecrBeHara noplw.

r{,eH I4. B b3IOXal4TEItT e @6xeH !a 3annarr }roBopeEara u$a r paMepaj
no HaenHa r D cpo(4 onpelqeHr B Hamrurr !o.oBop.



.MHOTO]1PO6I,IAHA EOAHI]UA 3A AKTI,IBHO AEqEHUE -TOBPUq' iT

HEVCTOIU(lj
qxeH l5.(l ) npr u6da Ha rocraDna or crrNa Ha ISnaUHllTE UI c noBeqe or

24 (Ddecer r qflp,) ceA Ba3IOXUTEJUIT lNa npdo !a loryqn leycronm 0
paMep Ha 0.1 (Hy'a qDo. eaHa aecda) 3a cro or croflHocft Ha 3a6seEara locraBka 3a

(2) np, ycramBrsane ra H*lorBdBre s rcnsceoBom, I,l3[MHliTE'lt f e
o rcrrcecrBo npn qenBauara locr$Mi a npr lorckBaHe

or crpaHa Ha B!3JlOtalrTDJlt B cpox or 24 caca. npr o€nua
Ba3r'IOXtTE ItT uMa npaBo !a no,y\s leycrctrc B paMep Ha 5 (na) Ha cro 01

(3) np, ycreoBfldc sa secorBermrxe B @cecrBm, U3IIAIHI,ITEI'T e
c yroDopeHoro nqecrBo npn cneaeqara

aom8ka, a np! nohc(BaHe or crlaHa Ha BA3rrlO)tMTEJUi B cpok or 24 eaca. tjpn
Hre BA3IOXUTEJUIT rMa np o !a no!t{! Heyftnrc B

paMep qa 5 (ner) Ha cro or crotHoma ra ts€mcecrBeHara aocmBm.
(4) B cnr rdre no drEe{ 2 ! 3. *o I,BnMHUTEJUIT He locraBn

lorcBopeHoro, B63JIOXI,ITEJUIT ,Ma npso !a ro$ne neo6xo/rrM,re My Melru,Ecru
r3Aerux or lpyf lomBcKj nm paftMm Mexny ucsara no lorcsola r lenmrenEo

a ll3natlH]17En'.
LheE 16-(1) np, ortra Ha I43naIHI,iTEJIt .qa !o@8, 3uBeHnrc My

!n{ np! 3a6asa noBece or 48 (cflpr!€cer o oceM) caca,
Ba3IOXUTE.,I'T oMa npao E 3aryns Eeo6xo,uxre vf, xerulrqHcM Ble,nx or !py.

(2) B oyca,re no npeftoaHara dnHd pamkaD Mexly ueEara no loroBopa t
,(encBrrerHo 3mrareHora qera € 3a cMma Ha u3nUIHl,lTEJlr.

LIneE 17- BA3IOXTTTEI'T {Ma npaDo !! lcm o6snrftsse B trueH paMep
Ha Bpen!ftj tronro e ryftpoff B p*ymr Ha 3a6seEara dut

LLeH I 8. npn 3a6aBa ra mallrase or crpda qa B63JlOXI,lTEJlt. nocrelslrr
luxtr Hs I,BnaJUI,ITEL o€ycrcI@i B paMep Ha ia(oHsam ,nBa.

qn$ 19. np{ npeKparrBtue Ha lorcBopa nopanr lenolrHe
c4drrre, BuoBHar! crlaHa trMx, E€ycrotM B p4Mep Ha l0 % (aecer sa cro) or
npordo3Hm motHom 3a loroDopa.

I{,eo 20. HeysorMt. o6*uereEbm { ueEoBrre psrnku no s. i6, u 2
Momr aa 6uaa yllpxasr or Bcrxo F xrMo Ha U3nUIHITTEJUI nraqaHe.

NPE(IAT'BAHE HA AOf OBOPA
rlreH 21. Aorcsoplr ce npeqarrDa
L c ,! lae na cpo(4 3a xotro e cMroqe!, ocBen s cryearr no q. 2. ,rp

2, nln cn@Ho Henrune!,
ot crrda aa ll3nl'lHl4TEJlt. Ilor crcteMlo ps6rpa ruoBa.
rBbPueM lBa 'nr 

noBeqe nc$ B pNMre Ea ennr (ueHnapeH Mee'rj un roBe{e m r?n
nlD B pdknre Ha cpoka na rcrcBopal

l. nF cb3&BaHm Ha ycnor,r 3a
nFe!,vd Ha ,orcDopa cre! npoBer(qdao qa u4i?dmrpasr enenpGsu 6!rc8e.

4. D qlqan, cc 6!Ae ryoMeHefia HopMarrBHa€ yp€A64 B peynrar Ha ftodo
ornaaHe Heo6xo@Mocm or ao enu, ko4rc ca npe@ff na



a?yfu ycrloBtlrl
qneH 22. Crlutrr no aorcsopa ,e Momr aa

nperBqleHr B qr. I16or3On

'@oEpre.

_. , rPr ce o!/.yph Orddcipc{endp.ryr'3 rc rrflcxhtr. rohm B!utoxljTFqrl {;v,,", e 
"Der_!,.

fo 
'3MeMr, 

ocBeH B cnyqaxrej

, 
q,er 23. Cr!e@,o notuBopa lll€ peumar

I:y'1erl'h 6r B D. ao6p,,. "."., " 
*,"-;. ;;::f:Jii:fl#;:H"'#T:

pead Ea seoselHoro npoBtroamo.

- 
qreh 24.3a &!ep seyp{eH ocy ue ce nph h.aiparore,cbft Ha 3On, tln3on.33,4 u 13.

..__.-,.. 1*' 25.(l) 3a Bd'aH, dpeq 3a np'eMue Ea c!o6qe&,, cB!p3*n cpectr5. nococehh D Hae.m ca nombopa.

-_ 
tz) |pb npoMfl, Ha ladd4le ro lpe4olHara turHer. cho.se_da.a..ps, e,rr!,Ma !a yBeloMr rpymD B TPrlneBeH cpo( or trpoMrbsra,

*.-*_,l.fr "rfr :ffi #*T;Hfr 
"HX""":"T.Jffi #*n ;,Hxffi :c &pnelire 3a mn6oDi

I l::6.cjr-,IT:eE rc u )1.._ r.,..o3on.."ua-o
!nou 54.d t._ l-tO" y,"***"r. *,,"",Ha rlorreHr 3qluxeHur,

o1"' "".p- aoop^ - -n." ;;;';;H;.";;. lil:'*;:"J:::::ffin :;arca Ha ny6 [qhtr orMxehH,
ro no u.54. u. l, ,. o yao(rcsepe k o.opmdh.e danrlrMrsHa mHlnq "fmBHa Bcneou norpy,a,i!

r\i -^ - 
c. ( epr!94 a,. r!o@8eDr8a!r sHelpeha chftMa € ynp&neHHe pd Kacq l so -orN.Du quu h/Mr EN tSO .Ja85/tJ488 u/trnp e,sasdep.""...O**, , "0.. ,,,nPonBmfl.hrc u,hn{BproBh
l Aedapqur no u. 50, u. l. r. L Bbs Bp. ^ qn. jJ. d. 2 o, lMt4f no3an6xx@rsu o6pa3eu npMo&sre x! 3 o o6paqrr ;o(yl'eHn qa aokyMeHrarrMre 3a

npaox€Hxr GM @roBopa;
l. Ildco npefioxsre;
z, I exHnqec(o npeuoxefire 3a BnuHelre Ha xog6crcra.

,.,.. ...,!:1;*-' B rpv qHoo6pturh eue{n,,pd. elrH ,qr'rr bldx IrLr x l8s 3a Bt3JlOXt4TEIt

IZ3rr1)IHxTEtr
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'MHOrOfl POOIIAHA BOAHtjUA 3A AKTtjBHO lEqEH14E _ AO6P119

TEXEl,tqEc(o NTEANOXEI]I,tE

. noerce/n bqmL AnanlyH Mypu Ef;
ce aah{ao na) Hc 6/rlMLA OOI

I nptucrsw oqrture { /ia(rye no 060.o6eHa ror. , . r.r .d
ep ar o6a ad"anu 4o1u4b. tu .,!no 4t),..ht,,\a.

.., 2. neMp@N cpo( na Mnndoq !a o4elrara :r (rp!) Meeua or !ara,a,
e,e sa ooepiam.

- r rLp{eMtu cpo@ Ha 
"3n6,neH,e 

Ha noprcmmr 12 (!!da,qecer) Meceqa orcubsuft raaorcBopa
4. np,cMe cpoka 60 (u*r!4erl (uenaapHH lrr or

B,qaB&m & OaKrypa or !3nurhcn,.) r 1p,tuN cporc sa rocruxa !o 72 (ceaeMlecer ! rl!a) qacn or MoMen a I affBrBaHeb or opaa Ha $3nox,M,.
6. npreMtu cpore na .orHocr: He no,Mu(o oi 60 % or 06

7. I€uaplpN. ce c6M H&pdnr rreHoBh npe4noxenu no Bcrq&
soMenrrarypr. BMbcerr B o6oco6eHara nq,ur, (rc.aro o6oco6eHaD n6nun, trknrolBa

n|@oxe[ae jh 2 - tudu&umq.H o6pue4
tlpeocnddt.. no odxa o'ocoAeha,or4&, jd ko,no

3 nprde !a BnusrBtu sc
o6rBne{,eto, loqrenmlrlra * ycacBe.

9 leuap{pe cunrcrero cu c maJtsre ra nrmux.H,, rpoem Hanorobop
I 0, B qycan, ce 6!!a onpers

np, nom{cBeero ra aorcBopa 3a o6rueoEHs nop!c{a, na npeacms, drryujM
aokylem" ynoturcprEalln 3a or'l)an,Bere or opouelyDara.

eH,r klxetu! ja noa6opl
i0.1. 3a o6@rrercmara no er. 54, tu I, r I or 3On cDlAerd-Lo r!
,3!anero B 6-M4e$u! cpo( Ha BunAnocr nFe!, npercrasrneroi
102. 3a oocror@dBom no cn 54, o l, r. I or lon ynocroBeperrc r.

,nma Ha iy6,,q{q ia.!6rxe!r, r3aa.aero or optu,re no nprxonHre; ylocrosepertre ol
O6unHa rpal .4o6prc u nm@ Ea ny6rrqHn 3arMrc{{rr ylocroBepesre or o6lrHnafi no
ce@ruero Ha yqad!,@ 3a mn€ na ny6r,qd! 3anareHnri

10.3. 3a o6crorrqcBoio no s. 54, d. I, r. 6 - yrocrouepeur
?l3nu{rMHareBqu fnuHa xscneKrlr no tlyla i

10.4. Cepr,+,kal, ,loqoBeprsaq DreapeHa cscrcMa ra ynpa
mqecrBorc EN ISO 9001 /hrr EN ISO 1348511433 uthtu erDrDuerl\1..
o6nr@ ha npomBonqBoro ,&r, 6p.oMrra c Me!{urrcM anaparypa; fri

^\r6;ir\



10.5. Ieuapa$, no q. 59. tu | " I *",*_*-""" 
"6edn;;;;;;i;.1,;,, ;".1r:;i,ill,':"il_i,:*yf :l:

,a6tt tt@: y^ock@eochshd n _--, tn*"o o^.-;;;;A;:;:;"ffi;f;e- "o*' tu'' t0 r ap'66u oo ca uoud,,,

noAnuc xa npelcl@rsaqrob ,
27 l2 2018 rc4 rHx.EtrkH arara{x MrDsa-yn,ar(rk..6d!,!o { Oqk,u, mx,,;o)\

\//


