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PEIXEHI4E

rro q"r, 108, T, I or 3ar<ona sa odrqecrreuure nopbrtKrt

Ne25 /27 cerrreMBprr 2018 ro4.

Ha27.09,2018 ro.q. npr4Krrorir4 pa6orara cr.r KoMr,rcr4rra, Ha3HatreHa Ha ocH.BaHue
an. 1 or 3OII :a pa3rJrex.qaHero r{ orIeHrara na orfeprure Ha yqacrHlr r.rre B

3a B:b3JraraHe:a o6tqecrnena rtoptqKa rrzn "orrpura" c npeaMer: llepuo4rzvua
Ha Kog{errrparr4 3a xeMo,4l,raJrr{3a, pa3TBopr{ :a 4esIau$ercqur Ha xeMo,q}raJll_t3Hr.r
lr r4 MeAr4rIr,rHcKu rt34eIfirs, 3a HyxArrre Ha orAeJreHr.re ".IJraa.nrzsuo leqeure" sa

6omruqa sa axrranno leuenze-lo6pnu" A,{.

flpoqe4ypara e orKprrra c PelreHze Nq 16 or 21.06.2018 ro4. na I,IsnsnurrreJrlru,
Ha Apyx(ecrBoro, no o6xnlenre Ns 858008, npefircra Ns 000g3-201g-0009 e
ua Areuqurra sa o6rqecrneurz rtop6r{Krr, o6sseua s O$uqnareH Becrur4r( Ha

crrog noA J\b 2018/3 119-270225.

Kouracrzrra e Ha3Har{e'a c6c 3anosea J\b 206/ 31,07,201& ro4. ua Zsnuu prreJr'us
ua "MEAJI-,{o6prau" A! rp. ,{o6puu, B ctcraB:

IPEACEAATEJI: 1. .{-p Ezcep _f,nron Boree- :an.-4r.rpeKrop MeAlrrIt4HcKa

TI"IIEHOBE:
2. A4n. feopru C:roftqes Murroe - rcprrcr Ha rpDKAaHcKr,r ,qoroBop n ,'MBAJI_

AAr
3. E:rena Aranacosa BerrzKosa - er<cnepr o6rqecrneHlr nopbrrxr4.

OSepru sa yvacrrae ca npgAcralr,rJrrr yqacrHrlrlure:

1. "ETPOIIAJI TPEfrn" OO{, npuera c nx. l\! 7313 / 27.07.2015roa. e 10.45

2. "AbqMEA I{HTEPHETAHbJII EOOL trphera c sx. Nl 7l]14 /
8 roa g 1 1.50 .{aca:

3. "MAPBEHA AIIAIHOCTI,IKA" EOOA, npr4era c sx. Ns 73 15 I 27 ,0j .2019
00 qacal

4. "I4HTEP|AJIEHI{KA" OO.{, npuera c nx. Ns 7319 127.07.201g ror. n

5. 'TCOOAPMA TpEfr4Ug1"''A[, npuera c ex. J\b 7382 / 30.07.201g rol. n

6. Tf MEAEKCTT OO{, npraera c sx. Ne 7383 /30.07,2019 roa. n 10.15 .raca:
7. "EyJIMAP MJIr OOA, rprrera c BX. Ns7384 130.07.201S roa. s 10.20.{aca;
8. "OPE3EHI4yC MEAI4KBJI KEIIP SbJIIIApI4fl'! EOOA, npuera c nx. Nr

.07.2018 ro4. e I 1.20 vaca;
9. "XEJTMEA EbJIIAPI4TI'i EOO[, nplrera c ex. J\b 7392 / 30.07 .201g roa. n

MMI4CI4$Ta e KJIaC[paIa yqacTHIzIII4Te IrO CJIeAHI4{ HaqVH:

1. O6oco6ena rro3rrrlus j\! 1: KonqeHrp aru 3a xeMorr4urr43a:
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B Aor<naAa cr4 [o qr. 103, u. 3 or 3OII KoMrtcusra e fipe,4JroxlrJra HaB'3Jroxr.rreJrr Aa 6s4e cr.nroven 4oroBop c KJrac[p*r" iu ,rrp"o Mrcro yqacr'r4lr4.
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flpe4nu4 rop'oro, Karo B3ex npenBrrr, qe 3a yqacrHr4ur{Te ca r4srr6Jr'e'r4ycJroBr4rra tto 'rr. 109 or 3OlI, Ha ocHoBaur4e vn, 10g, r. 1 or 3OII

1. 3a lrsn-r,rrarelu na o6rqec.rneHara fioptrrra olpe,qenrM yqacrHrarlure:

:: ;H:}tj{g.lJglHErrrAnr,r,, roo4, ",. .14*"u1. n rp. co{izr
liruJ,,lXyll,:'lllllj:__pd"' rrose'eq, uop"" ,u vnpiln","", 

-fr';;;" 'ft, #tl
::l^-1-:rrj-r-ri:, npeAcralJrrBarro or Kaper Haxoraac itoseQyc Maprzx BaH Brzrraep6eer<,BnIrcafia fipoKypa sa Kpacz^afip lnnanrpon flauen, no ooocooe"a ,tor"u""'-'l|n z,Me4rzrluucnu 

".g"orr .u *"roAr.rrLrrz3a: HoMe'Knaryprz 11! J\! 15, 1g, 1g,20,21 w22,1.2. "MAPBEHA ArrArHocTr4KA;i Eoo.{, c:rc ;"o;il;" ii. coar"1799, appec Ha ynpaBneHr4e: paftoH Mla4ocr, N.x. Mla,4ocr 2, yn. ,Cnern Kunpunu," 44,Er4K 200600292' npeAcraBrrrBaHo or Harq Eu"rurrruu fpu.oeBa, ro o6oco6ena no3urlusJ\! 2: MeAuurancKn rr3AeJlhr 3a xeMo{r4aJru3a: uoveHrc,ra.rypa J\b 23.
1.3. "I4HTE*IAJIEHtrfKA" OO[. c.rc ."r-r,rr. a rp. f,ooaun 4003, pafioucereoen, a,{pec Ha ynpaBneHr{e: yrr. 'H9npe4rr; l, er.i-,nnx fis5sgiii,}i";;r;;#;*"or Crair.reou Euen Hr.rr<onon, rro O6oco6ena no3rrrlufl Ns 1l KoHrIeHTparr4 3a xeMoAr{arnr{3a,HoMeuKnarypr.r J\b J\! 1, 2, 3, 4, 5, 6, 7 u g.

1.4. "MEAEKC" OOA, cr,o celarrr4rr{e n rp. Co$zx 113g, o6rqr.rHa Cro.lr.ruua,paion_Mrragocr, a,4pec Ha yflpaBJr_e'ne: x.K. ,'fopy6nxue',, yo. C*onourno .".";iii,'bUf103267194, npercraBJrrBaHo or Enaun an"n"*lpou .q*en r.i Be:uEsap Anroson lparoen3aeAHO rZ [oorAeJrHO, no O60co6ena rro3trquff JYir 2: MeArz4ascK' rr3AeJrr.r,3a xeMoAr.rarrr3a:HoMeuKrrarypr4 J\b J\b 9, i0, 11 r.r 12.
1.5. "opE3EHI4yC MEAIIKbJI KET,P EbJIIApI{.fl" EOO{, crcceAMr4[Ie r rp. fa6pono 5309, agpec ua ylpaBrreHr.re: yn. ,,Jfto6en Kupuu.o*; i?,, 

"r. 
o,EVIK 107516166, rpeacraBnsBa'o or fio.rra itir*o* peiauVlnus,Xpr.cron t;";;;;r"II IIOOTNCJIHO:

llo O6oco6ena rro3rrrluq
noueur<,:raryprE J\! 13 z I'M4.

J\! 2: MeIrErlaHcKr4 r43Aerr4.{ 3a xeMorrzaJrr43a:

U3A9JI 3a XeMOAI4a!'Ir43I{I4
IIo O6oco6ena flo3r.rquff M 3: Me.qrzuunsru

araparrr: rroMenKJrar)?r4 }lb )l! 34, 35 u36.
i.6. 'TXEJIMEI EbJTfApI4rI" EOO{, crc ceAarrr4rle n rp. CoSm 1309,o6rquHa Cronrvua, pafton Br,^spaNc,4aHe, alpec Ha yrrpaBJreHne: yJi. ,,Uap 

Cunaeon,, 20, sx, I,er. 1, an. 3, EI4K 130477290, ,rp"4"ru"-"uro or Barenrr.ru Xpicron ip;;;, ""
RUff:U."" 

rro3rrrlrff M 2: Meauq[EcKr.r r*Aerrr4r.u *.*oo"_r.u: uovem:rarypu Ne 16 u

2. Ha nropo Mscro KracupaM yrracrHr4rlrrre:
2.1. "ETPOIIAJI TpEfrA" OO{, no O6oco6ena ro3r.rqrs M 2: Me.4zrtancrar.r3Aeni.rr 3a xeMoAnaJrr.r3a: norraeurlrarypra No 27 uNs22,
2.2. tt4\'MEI,]IHTE'HEIIIAH'JI', 

EOOA, no O6oco6ena no:uqraa J\] 2:MeAu[nucxa rr3.4ejrrar 3a xeMo AvaJrrta:.roueunnarypra Nt 16 n Ns 17.
2.3. "COOAPMA TPEIZAI4HI" A{, no O6oco6ena uogr.rqnq J\! 2:

2,4. I'XEJIMEA ET,JIfApI4q" Eoii{n no boj."o"""'"i#u"i"'Ll z,Me4raquncru ns4enu.{ 3a xeMoAr{.rJrr43a: HoMeHr{:rarypu J\b Nb Ig, 19 n20.



, 3, C onpe4e.neuure 3a r,r3fitJrurrrerr{ yracrHr4ql{ ,qa ce cKrroqfi AoroBop 3a
o6i\ecrneua nop:sqKa B eAHoMeogr{oH cpoK creA BJrI43aHe B clrJra Ha pelrenuero 3a
oIIpeAeJItHo Ha I,r3rr6JIHr4 TeJr (xoftro e l0-AneeeH or noryrraBaHero or ncrzvr<u y.racrHr.trll4 Ha
Hagrosrqoro peuenr.re), Ho He npeAr] pr3'fpr\a e Ha l4-AUeneu cpoK or yBeAoMtBaHero Ha

"MHOIOIPOOI4AHA BOAHI4 qA 3A AKTT4BHO AEqEHI4 E _ .4oBpr4rt,
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yr{acTHr4rlnTe 3a pelreHr{eTo 3a onpeaeJrrHe Ha r43n6JJHr.rTeL
4. llpz no4nucBaxero Ha AoroBopa, r43rrbJrHr,TeJrr4Te cJreABa Aa npeAcraBtr

aKTyaJrHr,r AoKyMeHTr4, yAooToBeprBarqr4 Jrr.{[caTa Ha ocHoBaHr,rs 3a oTcTpar{rBaHe oT
lp9qeAypaTa, KaKTO r{ Cn OTBeToTBT4eTO C flOcraBenrzre Kpr.rTepr{n sa nog6op:

4.1. 3a o6crosreJrcrBara no u;r. 54, at. 1, r. 1 or 3OII - cgzaerercrnu sa
ocr, r.rgAaAeno s 6-r4eceqnus cport Ha BaJrr4AHocr rrpe.qu npeAo.raBrHero;

4.2. 3a o6croqrercrBoro no r{Jr. 54, a,r. 1, r. 3 or 3OlI:
- yAocroBepeHr4e or opraHr4Te no npr4xo.qr.rre 3a mznca na ny6rr4qHrr 3a,46Jr)r(eHur,

o cJrel perrreHr.IeTo Ha Bb3JrOXr,rTenr 3a oTKpI{BaHe Ha [porleAypaTa;
- yAocroBepeHr.re or O6rquua rp. ,{o6pr,rv 3a rurca na ny6mtvnu 3a,4brxenrzs,

9JreA perxeHr4eTo Ha B:b3JrOlOtTeJrr 3a oTKprnBaHe Ha nporleA)?aTa;
- yAocroBepeur.re or o6rqznara no ceAaJrr,uqero Ha yqacrHr{Ka, a3Aa"4eun cJre.[
Ha B63.lrO)Kr,rTeJrr 3a oTKpr,rBarre Ha rrporleAypaTa.

eTo Ha B63JrO)nr4TeJrr 3a oTKpr4Bar{e Ha lrpoqeAypaTa;
4.4. Cepru$uxar, yAocroBeprBarl qe yqacrHu*br rrpr.rJrara n noAA'p)Ka crrcreMa

ynpaBrreHr4e Ha (aqecrBoro EN ISo 9007 ulutru EN ISo 134g5ll34gg ulutru
c ooxBaT B ooJracTTa Ha npor43BoaciBoto u/un.u T,bpfoBl4rTa c MeAI,rrIr4HCKrr

4.5, [etruapal4ur no qJr. 70, r. 2 or 3MI4|I * rro 3aa6nxrrrerur.r, o6pa3e[
sue N! 3 or AoKyMeHTaIurra 3a yqacrrae.

5. Ha ocuonanrae -c.n, 67 , a:r. 6, nrn Bp. c arr. 8, r. 1 or 3OlI Aa r{e ce r.r3r,rcKBar IIpIz
qBaHeTo Ha .qofoBopa AoKyMgHTrZTe, KOT4TO Ca [peAcTaBeHr4 OT r{aCTHrzqr,ITe B
)BKr,rre c odeprnre r.rut

5.1. Or ''ETPOTIAJI TPErIi' OOT:
- cep:rr.rQrar<ar 3a rrprrJraraHe 14 rrogtpxaHe Ha clrcrgMa 3a yrrpaBreHrze Ha
EN ISo 9001:2008, c o6xear n o6nacrra Ha rrporr3BoAcltsoro Ha MeArrrIr4 rrcr(r4

- cepru{urar 3a nplrJrarafie r,r rlogbpxaHe Ha crrcreMa 3a yrrpaBJreHr.re Ha
ISO 13485:2003, EN ISO 13485:2012, c o6xsa:r s o6racr.a Ha npor.3BoAcrBoro

4.3. 3a o6cro.{:reJrcrBoro no vl. 54, an, 1, r. 6
ua tr4snr,rHurerua arenql,rr "firanua rrHcrrerrrut

SKIIII3qieIM.

5.3. OrirME[EKC" O0{:

or 3OlI - yAocroBepeHr.re or
rro rpyAa", rzslareHo cJrel

5.2. Or I'IIHTEPIAJIEHI,IKA" OOA:
- cepru$rErar 3a nprrna.fane r.I ornbpxaHe Ha cr4creMa 3a y[paBreHrze Ha
EN ISO 9001:2009, c o6xnar n o6nacrra ua rrproBr4rra c MeAr.rr{r4Hc*' r43,{err.rs.
- ceprraQznar 3a npr,rraraHe 14 [orAcp)rcJre Ha cr,rcreMa 3a yrrpaBJreHr4e Ha
EN ISO 13485:2012, c o6xsar n o6lacrra Ha rtproBrrrrra c Me.rrvurrHcKr4

- ler<napaqux no vl. 10, r. 2 or 3ar<oua 3a MepKr4Te cpeqy lrsnrzpaHe Ha napr4 *
treleu o6paseq llpranoxenrze Nq 3,

- cepTnQr4KaT 3a npzJraraHe 14 rroAA6plKarre Ha crrcTeMa 3a ynpaBJreHve Ha
xaqdcrsoro EN ISo 9001:2015, c o6xnar e o6:racrra na rupr.oBr.rrra c MeArjrlr,rHcKr4 r,r3,4eJrrrr.
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B cryvaft, qe nsroft or yrracrHr4ur.rre, onpeAeJreHr,r 3a u3ntJrHnreJrr,r Ha
nopbrrKa rro roqKa 1 or penreunero, He cr;rroqfi AoroBop r4ra He ,r3n\rrHrI

Blrrra no wt. 112, an. 1 or 3OfI, 4oronop Aa ce cKrroqr4 o yqacrHuKa, racr4par{ Ha
MrcTo IIO Ta3LI IIO3LIqU-f, Lr HOMeHKJIaTypa.

7. Orcrparunav or npoqei{ypara yr{acrHr.rKa "XEJIMEA EbJIfApII{" IEOOA
o6oco6eua rro3r{rlnfl J\! 2, uotrenr<narypu J\! 21 lr J\b 22, ua ocnonaur,re ql. 107, r. 2.

"a" or 3OlI, r'i,fi na:ro e [peAcraBr4n oQepra, r<o_rro He orroBops Ha flpeABapr.rrenHo

o.

H

Aa
3a

o0rBeHr.rTe ycnoBr.rr Ha nopBqKaTa.
MOTtr4BZ:
Yqacrnrzr<m e npeacraBr4Jr no o6oco6esa rro3r4rlr.rff No 2, uolrenrnarypn Ns 21 u

Np 22 cularrara or Kara,Tor, Ha Korro vsllelttrl'Ta He Mora.r aa se u3c.rreABar B AocrartqHa
ETT. HE iUOXE AA CE YCTAXOBI4 HAJII4qI'IETO UA TOP6A U TOTI,J]HIZTEJ]HII KJIAMIIII RT,M

r4 BeHo3ur,rr rpafi. Krlr cnr4MKara e fipg.qaraBeHa ra6ln4a ua aur:ruftcxn egrax, c
4 na 6rnrapcrcu, or Ko.f,To gbIIIo He Moxe Aa ce HanpaBlr a3Bo,{ 3a ctorBercrBl4ero Ha

B ra6:ruqara e rocorren MoAentT Ha rrr4nrrvre 3a xeMoArrurJrr.r3a cro6pa.:no
Ha npoll3BoArrreJlfl n BtrAa MalIEHa, 3a Ko{To ca [peAHa3Haqenu. He uoxe

ycrauoBt4 HaJruquero Ha rnricKBaHr{re A aMerpr4 Q 30 za HoMeHKJrarypa Ns 2l u A 22
onenr<narypa Nb 22.

llpe4loNenzero Ha yqacrH Ka no o6oco6ena nosnqzx Ns 2, nolreurcrarypu Nl 2 i
u Np 22 se ctorBercrBa Ha rrpeABapr4TeJlHo o6sseunre vcJroBr4fl.

MOTZBZ:
flo o6oco6eua rro3r4rlrrr Nl 2, uoueuxnarypu lft 24 u Ns 25 He e noAaAeHA rrr4To

eglia o$epra.

9. Hacrorrqoro pelreHr.re Aa 6:'.Ae r43rrpareHo ,qo yqacrHr4rlrzre B TpriAHeBeE c,poK
or r43Aa3afiero uy. B Ieux Ha r.r3rrpaqaHero perxeHrrero, AoKJra,qbr r.I nporonoJrr4Te or
pa6orara Ha KoMracprrra Aa 6r4ar ny6.nraryBaHr{ B npoonlra Ha KynyBaqa, npri ycJroBrzrra Ha
ttr. 45, wr.5 or 3OlI.

10. I4urpoprrlaunq 3a cKJrroqeHr.rr AoroBop Aa c9 r,r3npa.Trz n AOII:a Bnr4cBaHe B
Pequcr:spa na o6rqecrBeHr4Te lropbqKz, B cpoK Ao 30 .qnn cneA cKJrrorrBaHero Ha,4oroBopa.

11. B aeus na ny6lr.rxyranero Ha o6qsreHr4ero 3a B63Jraraue na o6qecreiuara
rroplqra aoroBoprr :a o6ulecrneHa rioplqra aa ce ny6luryna n npo$ra:ra na r<ynyna.ra,

12. [or<yuenraqr.rJrra rro [poBexAaHero Ha npoqgAypara Aa ce cbxpaHrBa ,4o
I{3Tlrqalrero na 5 ro4raru creA nplzKrloqBaHe It3rI6JIHeHI4ero Ha AotoBopa.

Pelrenzero Moxe Ia 6r4e o6xalnano n 10-4nenen cpoK or nonf{alaHero My
upeg Kouuctxra 3a 3arr{Lrra Ha KoHKypeHqr4tra c Korrrre Ao Bt3Jroxr.rreJrr.

A-p
r43


