
"vqo_oroooh^dA 60\P/uA rA AklfB roAE\EHI4L AOBpr- \A
aoFs',lm lj r th{io

PEIIIEI'IIE
no cn, 108, r. 1 or 3aEotra n o6nredBeB{re nop}cM

M5/ 15 lnpN 2019 ro!,

Ha 15.04.2019 rc!. np,uDq! pa6oram cn koMtrcrf4 HsHacc
qn. 103, d. 1 or 3On 3a pa Oeprm {a yq&rHrqrre B
npouerJ?a 3a BlM{arc !a ooure-Eera nopbqKa rrr rroftpnraii c npeAMq: Ilepnolrqna
locraBra Ha (o!!eHTpai! 3a xeMolnurua H parBop, 3a ncatrH4rerum m reMolrure8u
anapa Mapxa: AK 98j Mo!s: Bio Vesion, nporsBolcBo Ha Bdlq Cmbb Gmbro 3a
Hr'@re Ha orleneH'e !I'dr3Ho neqeHnei' Ha "Mnomnpo4unsa 6qHnua 3a annDHo

npoue4eara € oftp,m c PemH{e ir! I or 20.01.20i9 .o!. Ea l,hnuxrrenqhc
atpeoop Ha !p'*mBm. no o6rM$ue N 902021, npenncrc I! 00083,2019 0001 B
peruc6pd ca AreHqnma 3a o6qecrBeHn noFqk!, o6rBeHa B O+rudeH sem{( Ha
Erponenckb cloi no! lve 2019/S 053-133271.

I(oMhc!,E e EaEaqeHa clc 3dos€! Ie 9l / 08.04.2019.o!. Ha l43nurne,Hrt
llupemp Ha "M6A-rl-Io6prq' A,q rp.,qo6pke, B cbcrm:

IPEICEAATE"'I: L I-p Etrcep tHrcB 6oreB - 3&ecrnnx,up€mop

q"qEHOBE:
2. A!8. f€op.r CroficeB Mrr(oB - Dpx* Ha.paromcxr loroBop B MEAJI-

3. E cna ADq&oBa BerurcBa ercnepr o6rrecrBeHn noplqM.

O+epfl 3a ycartre ca npelcraBmn yramnurel
L "[mEPrAJIEHlr(An OOA npr€ra c d. N,3851 / 0].04.2019 rc!. B

2. TMAIBEHA AIIAIIIOCTTII(A" DOO.4, np,@ c rx. N! 3893 / 04.04.2019

KoMnc,,ra € Mac,pda ycacr!
I.''UHTEPTA,IIEEI|I{A'' OOA:
Ll. Ha nlp8o Mrmo ro o6o.o6eHa trmrurr Ii r: !o@!m Ha Mcfla cyx

6rmp6oHar 3a npo.mBr{e !a xeMo!,u6sr psrBopr.

2. 'MAPBEHA AI THOCTU(AI' DOOI:
2.1.H!frpBo Mrqo:
IIo o6oco6esr trolrusi Nr 2: IocraBfta Ha mcera c psrBop 3a noumarc Ha

Ilo o6oco6eda tro3urq r! 3: Iocrafta ra kacera c pdrsop 3a noucrBde !a

2,2. tla Bropo Mroo tro o6oco6cr! no]nutrr Ns r: .[omsfta sa racetu cyx
6!rcp6oflfi ? npxllnrse E xeMolnsB8u pmEop!.



"MHOIDIPO@I4 HA BOAHUIIA 3A AKTI4BHO 
^EI]EHUE 

- AoEptjrt A,4

B ,uoHana cu no {. 103. d, I n 3On (oMnclrra e lpe@oxnra Ha
B!3noxxrflt Ia 65riar ctroqeH!,4orcBopn c uacrpdule Ha nlpDo Mrcro )AaqHxu{.

Ipororcinre n ca ny6nnxyBaHn Ha .poOnra Ha
xtrtTaqa!aanpec: hnr/hp.nbal-dobnch,contauctio l4ll

npenBr! ropsoro, ftae siex npe@r!, qe 3a ycacrarq,r ca lliuHeHn
ycnoDura no cn. 109 or 3On, H!ocHoDffle cr. 108. r. I or 3On

P E UI I' X:

l.3a rjnlnlrrenr Ha o6oecrBeHara noptlka ohpelenrM yqacrHrqrre:
l.l. "IIHTEPTAJTEHTII{A" OOI: Ilo o6oco6csa ro3luur Ii 1: Aocrdka Ha

xada cF 6uap6o{ar 3a nprrorBrHe Ea xeMolrdrmr parEopn.
I ,2, 'MAPBEHA IT A|HOCT'I(A'' EOOI:
Uo o6oco6eBa n8rqnr Jl! 2: A

no o6oco6csa trotrur Jl! 3: Aocrska Ha mcda c paisop 3

2. Ha Brcpo Mrcro uacnpd ycad{nxa "MAPBEHA A'ATHOCTIIIAi
DOOI no o6oco6eHa trolnutr, Nl : Aocrsna Ha kac-a cya 6rrcp6olar 3a nprNrlrHe
Ha reMonrdr3H{ pamop{.

3. C oflp€nderm 3a rlnutshutr yeacrHr@ na ce cnDcn lorcBop 3a
o6uecrBeHo nopbcna cpo( cnq MBme
onpelenrHe Ha nndHFen (xotuo e lo-lleBeo or nonyeasaHm or lqam,(a Ha
Hacmruoro pe!'euro, do de npe!, nrrcee Ha l4-nHeBeH cpo( or yBenoMrBaHEro Ha

leafruu3apeueHrero 3aonpeaurse ra r3n6rHnDr.
4. npr noan{cnerero Ha lorcBopa! BnMH{Mm cnerBa !a npe@su

amyuHr lotryM€Hrq, yrocNBeprBa@ 3a orcrp rB4e o1
npoqerypar4 ka@ tr 6orB4Brero c nocraeMr€ xpmepoh 3a no!6op:

3a o6cromcrBara ro u. 54, u. l. t. I or 3On, cDnaflermo 3a cblsMocrl
- 3a obcromncnoN no !'. 54. u. I , r. I d 3On - yaocroBepeHne o opmH,re

no np{xo!}re u ylomBepesre or o6uHara no ceadruretu
kaslxaara M! ye&rdrrc;

3a o6cromcEoro no u. 54. dr. l. r. 6 ylocroBepeHne or op.drre Ha
l,lsnanHrM{a areH@r "haBEa nrcneklnr no nyla :

- cepmo!ftar ra np,tree , rorllpxde
xaqecrBom EN ISO 9001 /u, EN ISO 13485/13488 r&nn eksrsoeHna, c o6xnar s
o6rsm Ha npou3solcmoro ,/nnu EproB{m c M€$rrrHckn Ejldrtrr.

- Aeuapalrr no cr. 59, u. l, r. 3 or 3eoHa 3a Meprure cpenry nlnrpde Ha
napu - 3arlnx'@Hnr o6pa€u npMoxeH,e J{e 3,

IF He e mn*m lpr cMDcDtuqo !a lorcBopa npelmBrHflo sa
caa{Mocr @ npelcrd,rsuoro nrue m ysadHsM 4MAPBEHA

,qldAf I{OCTI4I(A' EOOA.
5. Hacmrnroft pereHue ra 66!e EnpareHo !o t noruka B rprqleBeH cpok or

mlaBaH{o Mr. B !e{r Ha nnpusm peueHndq ,qoua$r r npomkonlr or pa6orara
3a troM,c,tra !a 6uar ny6m(yBao! B npo{runara (ynysaqa.



.MHOTOIIPOOXAHAEOAHIILIA 3AAKTI{BHOAEIiDHI,IE AOBPI'!'AA
rd'Maed'er sdr !s!@eFd

6. IIHootMr@ 3s €xmq.sm lorc&p Ia e nnpsm E AOn 3a BrrcM€ B
P.m6pa sa o6ue6elllre @IEq!, s cpox rc l0 .q!r cn€n €@'!4do sa noroDopa

7- B leM {a n}6r{ryBd@ sa o6rMeM@ s BMlm€ e o6ue@en.m
noPlqF .aorcloPBr e o6qsm@ loFcxa Ia ce nyonrK}tsa B dpoohg m r]lyEau

3 Aorr'.HD!'@ no tpo*xnaHm {s trpoq€lyrao ,ra e 6xF@lm no
nmcdqo {a 5 rcAr& o.a npr'@ue€ rcftmedrso Eo aorcEop4

PeEeHHft Mox€ /ll 6hae o6MEdo B lG,ErcBen cpo( d nuywdno uy
npea KoMrcI@ u 3a![rD !a xoHqlellrma c konre ao suoer€rr,

M
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