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,I[,Hec, 3o.o4.2o15r. e rp. Byprac, B r43r6lHeHr4e peurenrze Ns vI -109/16.03.2015r. na I4sn. Azper(Top na "MBAA - B5rprac" Afl,, ea rpoBe)KAaHero
Ha orKpraTa npoqe44)a 3a BB3AaraHe Ha o6rqecreerra rroptrrKa c rrpe,q,Mer:
,rflepuoAu'rrru AocraBt<H rra MeAurtruucrru t<oHcyMarrlBrr ga H]rlrrA,rrre rra(MEA.1l-5yprac"d.{,.", KoM}rcr4.:r orpeAeleHa cbc 3auoee4 Nq VI p
182130.04.201Sroa. na I4gu. Ar4peKTop na,,MBAA - Byprac" A.I[,, e sbcraB:

Ilpe,4ce4atezr: I,lpena llerxoea - rA. ropr4cKoHcylT na,,MBAA - B5ryrac,, Afl;
rfnenose: 1. a- p feoprrz Mrzrapos - HarralHrax I XO;

2. L- p Ta:rxrra Hprxouroea - Brzpycolor;
3. A - p Aanawert llerxoe - H - K orAeleHr4e yHl, B

KaqecrBoro cr4 Ha pe3epBeH rrleH rropagz Saxra Ha orsbcrBr4e Ha A - p Auton
lprzropoe - Har{alHrzx OAZA;

4. a - p Aun tr4u42Noea - craprrlr AeKap B orA,eleHr4e rro
xeMoAr4aAH3a;

5. rvr.c. Teo,4opa Tovroea - cr. MeA. cecrpa OAI,1A,
6. Benw-rxa leoprrzeBa - Harralnux MTC,

e 11:00 e A,qrvrranncrparr{BHrari r<oprryc na "MBAA - Byprac" Afl, upoee4e 3aceAaHr{e,
Ha Koero 6gxa pa3rAeAaHV BHecetture npe,qlox(eHr.rs 3a yr{acrr.re B ropHara
frpor{eA)rpa.

B Haila,rHr4s rlac Ha arpo"a*4*a"o Ha 3aceAaHr4ero Ha KoMr{ct4rrra or
AeAoBoACTBoro Ha "MBAA - Byprac" A,{ 6erue [peACTaReH crrvgbK Ha rroAaAeHr{Te
o$ep:ru, rroA,nrzcaH or Bt3aoxrzreaa, KaKTo vr 34 6p. oSepra or cAeAHllTe
yr{acTHr4qv:
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Qupua BxoAsrrt HoMep, Aara rl rrac

1.
,rKanarue.q," EIOOA rp.Bpauar x.B.

,rMaa,zlocr'6a. 11, sx.f, er. 1,
an.1OO

43L2 I L7.O4.2OL5 r.; 1 1,lO .r.



2. ,rEuro*re.q,' OOA rp.Co$nr, 6y,r.

"IIap 
Bopnc UI" Ns2O1 A 4730127.O4.2OL5 r.; 1O,OO .r.

3.
Eeaaesap-fama Aenr OOA

rp.Ilaoa,q,us, 6ya. rrXpuero Eores
138A

4748 I 27.O4.2O15 r.; 13,3O .r.

4.

HnSoruea EOOA rp.Co{un, 6yr.
,rAKa.4. llsarr leurostt Ne2E, EugHec
rleHT'Gp CepAuxa, crpaAa 1, era>x

3

48LO128.O4.2O15 r.; 9,45 x.

5

Qpeaenuyc MeAur=rr Kerp
Eirarapux EOOA rp. fa6poBo, ya.
,rAro6ex KapaaeaoB" Ns 26, er.4 4815 I 28.O4.2O15r.: 1O.OO.r.

6
,rMe.q,xmexc" - IlerposattEf

rp. Co$*sr ya. ,, Kocra Aya.res"Ne
16, 6a. 244, arn. 47

48L6 I 2a-O4.2OLSr.: 1O.OO .r.

7
,rPefi MeAuxsa" EIOOA
rp. Co{uE, ya. ,rBea.ro
Ararracos"Ne 12rau. 13

48L7 I 28.O4.2OL5r.: 1O.OO.I.

8
,rCapA:nume,q"EOOA rp. Co$ur,

xr.x. ,rXa.4,:xu Aururmrp", 6a. 115,
sx. f

48Lg I 2a.O4.2OL5r.: 1O.OO.I.

9
, rf{r.rrueA Hrrrepxerrrautrr" EOOA

rp. CoSus, nB. Aoseneu, ya.
,rEurAat'Ne 48, er. 5

48L9 I 2A.O4.2OLSr.: 1O.OO.I.

10

,rMeAuuuHcxa Texrruxa
HxrxenepuHr" OOA rp.Co{nr

1750, rK.K.rrMAaAocr L",6a..28 B,
yrr. r r,{,ururrrtp MoArtoB"

4820 I 28.O4.2OL5r. : 10. 1O.r.

11
ET, Tema - Hsan rlepnenxog" rp.
Byprac, ya. ,rCarrcHrrrra" Ne 15, er.

3
48561 2A.O4.2OL5r. : 15.3O.r.

L2
,, MeAuxtrr Epu,a,x<" OOr(, rp.

Co$ua LL64, yn. ,r3aarouptx" Ne

13, er. 13, ax. 1, er. 4, arl.4
48671 29-O4.2OL5r. : 9.CC'r.



13
,, Kap,4,uo Me.4uxtat'EOO,{, rp.
Co$na LOL?r 6yo. ,,I{ap Bopuc

III'Ne 23, er. 3
4868 I 29.O4.2OL5r. : 9.OO.r.

L4
,, PuAaxoru" EOOA rp. Co{ua

'1618, ya. ,rKoaoMau" Ne 1, o$nc
2L7

4869 I 29.O4.2O15r. : 9.OO.r.

15 ,, Creparue,q" OOA rp. Co$u*
L4O7, ya. rrXpucro llenos" Ns 4 48701 29.O4.2OL5r. : 9.OO.r.

16
,, Arapra - UM" EOOA

rp. CoSn*. 17L2, >x.x. ,rMaaAocr -
3', 6a.3O4, er. 1, o$nc 1

487L1 29.O4.2OL5r. : 9.OO'r.

L7 ,rExoc MeArlxa" OOA rp.CoSua,
yrr. ,rfozram Bparan" Ne8

4874 I 29.O4.2O15 r.; 9,3O .r.

18

,rMe,q,urex" OOA,
rp.Co$ua, ya. ,rfoa.aru Bparan"

Ne8
4875 I 29.O4.2O15 r.; 9,3O'r.

19
,rfroc" OOA rp.P5rce, y,r. ,rllap

Kaaosu" Nel1A Bugnec l{exmp
,rEmp 1", er. 1

4902129.O4.2OL5 r.; 10,10 v.

20
,rfaruuAop Erarapue' OOA

rp.Co$ur, 6yo. rrBuroura" L52,
er.2, ant.6

49Og I 29.O4.2OL5 r.; 1O, 15.r.

2L
,rMapaena' OOA rp.Co$ur, rK.N.

,rMaa.q,ocr" 2, ya. rrCaern
Kuupuan'Ns44

4904129.O4.2OL5 r.; 1O,16 .r.

22 PCP EOOA rp.Co$u*, y,r. ,rBuxrop
fprrroponu.l" N93, er.1, an.1 49OS I 29.O4.2O15 r.; 1O,16 .r.

23 ,rByaruap MA'OOA rp.CoSun, ya.
,rflilpuxt'Ng32

4907 I 29.O4.2O15 r.; 1O,3F .r.



24 ,rYnu$apru" d.{, rp.CoQur, ya.
,rTpafixo Crarroes" Ne3

49Og |29.O4.2OLS r.; 11,OO u.

25 ,rErpouaa Tpefi,4" OOI{ rp.
Erpouone, 6ya. rrP5rcrru" Ne19 1

49LOl29.O4.2OLS r.; 11,OO .r.

26. ,r,{,uaxeru" OOA rp. Ilaoa,qrrB, y,r.
,rfipecaaaD Ns '15 49LLl 29.O4.2OL5r. : 11.OO.r.

27
,rEArax - Angunr"EOOA rp. Bapxa
9OO2, yA. ,, A-p Hsax Eoropos" Ne

L2

2a ,, E.rra 90 M'OOA rp. Co$ur,
1233, ya. rrBpans" Ne 82 4916 I 29.O4.2OL5r. : 11.3O.r.

29 ,,CaHu MeA" EOOA rp.Co$n*, 6y,r.

"IIap 
Eiopxc III" 2O1A, oQuc 1

49L9129.O4.2O15 r.; 12,OO 'r.

30 ,rAfi BII.([I Eraraprts" OOI rp.
Co$un L756 49291 29.O4.2OL5r. : 12.4O.r.

31 ,,QepomeA I"EOOA rp. Byprac
SOOO >x.x. ,rAa3yp", 6rr. 74, n.x.57 49241 29.O4.2OL5r. : 12.5O.r.

32
,rAxBaxfiru"d.(, rp. CoQua 1582

,rlfpy>x6a 2"6ya,.,rIIpoS. I{uerax
Aaeapou"83

4928 I 29.O4.2OL5r. : 13.2O.r.

33
,rCoSapua Tpefianur" d.{, CoQu*,
VA. ,rA. Cran.res" N95, Co$aprua
6ngnec rayGpc, crpaAa A, er.12

4937129.O4.2O15 r.; 14,35 .r.

34 ,,Aana MeAuxaa' EOOA rp.Byprac,
ya. rrBofi rrurrrxatt Ng7

4938129.O4.2OL5 r.1 14,4o .r.



35 ,rQapxoa" d.E[ rp. Eyprac
YA. ,, Cax CreSaHo" Ne 28 49391 29.O4.2O15r. : 15.OO.r.

Ha saceg,aHrrero Ha KoMrzcursra rrpt4cbcrBaxa cAeAHr4Te Ar4qa:
1. Mapzneura lletpoea lleueea, B KarrecrBoro cyr Ha J,TrtAHoMorrIeH

rrpeACTaBr4TeA Ha ffwrrarsp .(,raurzrpoe - r,r3rrtlurrreleH ArapeKTop Ha
,,Co@apura Tpefi4unr" M;

2. He4xa lpraropoea .Kasaxoea, e KarrecrBoro cvr rra yrrBAHoMorrIeH
rrpeAcTaBrirTe^ Ha Eaxa lletpoea - yIIpaBI{TeA Ha ,,EKoc Me4rzxa" OOA.

Ilpe4ia Aa rrpr4crbrrtlT K6M orBapsHe ua o$eprr4Te, rrlerroBere Ha KoMr4curflTa
rroArrrzcaxa AeK^apar\ukr, y4ocToBep.rrBarrlH t\yrrrca rra o6crosTeACTBaTa, rIpeABr{AeHr4
e vn. 35, arr.3 ot 3OII.

C,reA Karo rrprz ycnoBkrrrra Ha u3B6prrreH orleA KoMucrz rra KoHcrarr4pa, qe
o$eptrare ca rroAa"q,eHkr B pauKkrre Ha cpoKa, o6geen c rry6nrarryeanruTe e cafira Ha
AOII v AB o6ne,^,eHue 3a rrpoBex(AaHe rra o6rqecreerra rrollbrrKa, Karo
o6osHa.reH:,z,sra Btpxy ctrrlara cBorBercrBar Ha pa3[opeA6ara rra tt,. 57, azr. 1 or
3OII z rz3rncKB€tH:,z,:,.ra rra Btsno)Kvrrets', rrocorreHr4 a r.6.2.3 or O6rqzte ycloBr.rrr 3a
npoBex(AaHe Ha rrporleAypaTa, KaTo Bcpxy rr,tlrKa e o6OarrarleHo raMeTo Ha
JcracrHraKa, aApec 3a KopecrroHAeHrru-rr, Saxc u e-rna7l, rrpeAMer rra uporleAypara,
HoMepa ua o6oco6eHr4Te fro3prqr4r.t, BK^rorreHlz B rrpeAAox(eHkrero, Kar(To ra BxoAsrrl
HoMep, c qac lla rrocrBrrBaue Ha rrpeAlo)KeHr4ero B AeAoBoACTBoro rra Bggzrox<urret$.

Ilpe4ll Aa rrpr4crtrrrz KbM orBapsHe Ha rroAaAeHrrre flpeAnox(eHr4rr,
rrpeAceAarel-sr Ha KoMrzckrrrra cro6ugz Ha rrpr{cbcrBalqr"e rrpeACTaBr{TeA Ha
yr{acrHr4quTe, rre ctrlacuo .ra. 68, az'.4 vt a,r.S or 3OIi rqe 6r'lar noKaHeHra Aa
rroAfrr.{ruaT rr^rzKoBeTe c rleHoBrz rrpeA^ox(eH'ul,I. Ha ocTaHa^r{Te J racTHr4rlr4, KZIKTO ril

AoKJrMeHTutae, c'b1'bpr{<arrlkr ce B rrlrzxose Ns2 ,,Ilpe4,ro:xeHr4e 3a rz3rrGlHeHure Ha
[opb.tKara". Axo tlgxofi or rrprzcBcTBarrvlTe >l(elae Aa ce orKa)Ke or ragvr
npeAocTaBeHa My B63MOX<HOCT, CAeABa 3a 3AABVI N(eAaHrZteTO CUr 3a OTKa3 OT
noArrr4cBaHe c AeK apar\fis..

Ilpe4ctaeurreturre rra J racrHr,rrlr-rre, rrocorreHx no - fope [peAcraBr.xa
AeK apaql4l4 3a oTKa3 oT IIpaBoTo Aa IIo.([IrrIIIaT rIAI4KoBeTe c qeIIoBI4 IIpeA O]Ke}luIs-
Ha ocTaHalr{Te J racTr:rr\ur, KaKTo r-r AoKJrMeHTprTe, crAtpx(arqr ce B frlLrKoee Ns2

,, IIp e44oxreHr{e 3a 14 3rrBAHe H ure Ha nopruxara" .

flpe4ce4a:rel.ar Ha KoMkrcrr rra rrpkrcrBrrr{ r(6M orBapsHe na o$eprfiTe rro
peAa Ha TsxHoTo IIOAaBaHe, CAeA KOeTO O[OBeCTI4 /q,OKyMeHTr.rTe CbABpx<arrvl ce B
Tgx, cbr^acHo rrpr4^o)KeHklgT crlkIcbK.

l.Ilprr frpoBepKa Ha AorqrMeHTr{Te sa rro46op, [pe.4crErBeufi c ofrepra:ra
ua ,TKAIIAMEA" DOOA, EVIK 203273675, ceAalrarqe lr aApec Ha ynpaBleHkre: rp.
Bpaqa - 3000, x<.x.,,Mnar'r.ocr",6A. 11, ex. l, et. 1, arr. 1OO, npe4cr€r-Bl-sBar{o or
$rcxoearr Bacra.r,e-CepboN(a - yrrpaBrzren, 6erue ycraHoeerio, .re cbc cgrrrara
fracrH?rKtT BHac.s [peAAoN(eHLre rro o6oco6esa r]o3r{qz r Ns 27 t, tz e [peAcTaBerra B
ctorBercrBrzecpa3rropeA6arasa.r,r.5T, art.2or 3OIIz sbI5px(a:16p. n.r.rrxNsl-
,flor<5nvreHTrz 3a uo,q,6op", 1 6p. rrnux Ns2 - ,,TexHr4.recxa o$epta" Lr l6p. urrux Ns3 -
,,IJ,euoeo [peAlox{erkte". Iipe4z Aa rrpurcrrrrrz KBM orBap.aHe vt rrpoBepKa Ha



AoKyMeHTr4Te, rrpeACTaBeHH c rrlraK Nol, npe4ceAarel-rrr Ha KoMrzcvrrla rrpeAcraBr{
Ha rr^eHoBeTe I{a KOMIrtCr4rITa Aa fIoAnI4IIIaT IIAIIKOBe No3, Czre,q KoeTO OTBOpt4 nAIzK
No2, z rrpeAcTaBr4 3a rroArrr4c cBAtpx(anqfiTe ce B Hefo AoKyMeHTra Ha rrleHoBere 11a
KoMrrcrz.srTa, cAeA Koero orroBecrkr AoKJrMeHTr4Te gbAtpx<arqn ce B rrlr4K No1,

gboTBeTcTBileTo Ha rrpeACTaReHLr?e Aor(yMeHTVr, C Te3kT frOCOrreIII,I B CfrrzcbKa.

2.IIpw rpoBepKa Ha AoKJTMeHTi.rTe sa rro46op, rpeAcraBerfi c o$eprata
na ,TEIIKOMEA' OOA, EI,IK 130421337, sbc ceAalr.rrqe r{ aApec Ha ynpaBleHLre:
rp. Co$vra, 6ya."I{ap Bopuc iII"Ns 74-76, rpeAcTaBlsBalro ot Znanrxa llerpona
flerrresa - yflpaBrlTel, 6eure ycrauoBeHo, rre gbc ctrqara J racrHraKbr BHacs
rrpeAloxeHrze rro o6oco6ena rro3prqx r No 118, n e rrpeACTaBeHa B cborBercrBue c
pa:nope46a'ra na utt. 57, att.2 or 3OII z cBABpx(a: 1 6p. naux Ns1 - ,,(orgrrvrenrra 3a
uo,q6op", 1 6p. rrlr.rK Ns2 - ,,TexHrzvecxa o$ep:ra" z 1 6p. rr,rrzK Ns3 - ,,I{eHoeo
lpeAAox(eEt4e". Ilpe4z Aa rrpr4crbrru KGM orBapsHe r,r rrpoBepKa Ha AorqrMeuTr.rre,
rrpeAcraBeHz c rrlr4K No1, rrpegceAarel-fiT Ha KoMr.rcvrfiTa npeACTaBr4 Ha rr1e11oBere
Ha KoMr.ICr4rITa Aa rroArrrzrrraT rr^l4KoBe No3, cAeA KoeTo oTBopr4 IIAr.rK No2, ur
rrpeACTaBH 3a rro/q[uc cb.(6px<arrlr4Te ce B Hero AOKJTMeHTIZ Ha rrAeHOBeTe Ha
KOMI4CIIIITa, CAeA KOCTO OIIOBCCTIZ AoK)'IvICHTI,ITe CbAGpx<aII$4 Ce B rrAI4K No1,

CBoTBeTCTBT4eTO Ha rrpeAcTaBeHI,ITe AorqrMeHTUr, C Te3Ur IlocorreHrzr B cr]r{cbKa.

3.Ilprz rrpoBepKa Ha AorqrMeHTrzre sa uo.q6op, npeAcraBeHr.r [peAcraReHfi
c oSeprata rra "BEABESAP - IAMA AEHT" OOA, EI4K 115812656, cbc ceAalrarrle
kr aApec Ha ynpaB^eHze: rp. Ilzroe4,we 4000, yA. ,klE,ant Pag,ocnanoe" No 2,
npeACTaBA-aB€l-Ho ot Trzxovrwp I4eanoe Myp4]Nee v Ctogn fiop4anoe Touree
ynpaBr4Telra, 6eure ycraHoBeHo, rre gbc gbrqara )riracrHl4K6T BHacs [pe.qAo)r{eHr.Ie IIo
o6oco6enrz rro3r.Iqzrz NQ, Ns 48 v 49, ur e [peACTaBeHa B gborBercrBLTe c
pa3rropeA6ara na un. 57, a-t.2 or 3OII n sbABpx(a: 1 6p. nazxone Ns1 - ,fl,or<5nvreur.z
sa no46op", 2 6p. rrlrrKoBe Ns2 - ,,Texuz.{ecxa oSepra" fi 2 6p. nnaxoee Ns3 -
,,I{enoeo [peA ox<erare". Ilpe4z Aa rrpt4crtrrrir KbM orBapsHe ur rrpoBepKa Ha
AoKllN{eHTrzTe, rrpeACTaBeHu c rrlrzK No1, rrpe4ceAarel-rrr Ha KoM]rcurarra rrpeAcraBrz
Ha rrneHoBere Ha KoMlrcLrsra Aa rro4trvrrrrar uzrr4KoBe No3, cAeA r{oero orBopr4
rrAt4KoBe No2, u npeAcraBrz 3a rroAnr4c cbAtpx<axlrzre ie s tgx AoKJTMeHTw Ha
r{AeHoBeTe Ha KOMrrCVr'ITa, CAeA KOeTO OfrOBeCTr4 AOr(yMeI{Tr4Te gbA6p)Karrl,\ ce B
fr^rz[KoBe No 1, cBr.l,acHo rrpeAcTaBeHr4rr orrrrc, KaKTo I{ r43BGprrrv IIpoBepKa oTHocHo
CBoTBeTCTBI4eTO Ha rrpeACTaBeHr4Te AOrqFMeHTVr, C Te3Vr rrOCOrreHLI B Crrr4g6Ka.

4.l7pw rrpoBepKa Ha AoKyMeHTLrre sa rro46op, [peAcraBeHr{ rrpeACTaBeHr4
c o$eprata na ,,HHQOMEA" EOOA, ELIK 121155656, sbc ceAalr.rqe Iz aApec Ha
yrrpaBleHrze: rp. CoSua 1463, p-H Tpza4zqa, 6ytt. ,,Bvrroura" No 81, er. 4,
npeAcraBl-sBaHo or Kalrrzrr A:ranracoe Krapaxoe - yflpaBrzrea, 6eure ycraHoBeHo, r{e
cBC cbrrlara JnracTrrTEKET BHacs npeAAoN(eHVe rro o6oco6errz rro3r{rlr4ra No, No 32,79
ru 21O, v cbABpx<a: 1 5p. rrnrrK Ns1 - ,flor<yvrenrrz, 3a uo.q6op" 6es o6osHarreHr,rrr 3a
Korz no3krqr4r4 e orfrocuut, 7 6p. nrzx Ns2 - ,,TexHrd.recra o$epra" 6e3 o6ogrra.rerrvr-s
3a Kolt rro3r.rqlrra e oTfroct4M uI i 6p. rr^rrK NsS - ,,IJ,euoeo upe4aoxreuze" 6es
o6osua.reH?rs" Ba Korl rro3rzuvur e orrroczwr. Ilpe.4w Aarrp:,;,ct:brrur KBM rroArrracBare lra
nAr4K No3, KoMlzcuirra rr3BGprrru olpeueHKa orHocHo oKorrleKToBKara Ha
rrpeA^ox<eHr{ero cbr^acHo ttt. 57, al.3 ot 3On. Yctanroeeno 6erue, qe cbD^acHo
zrrSoprraqrrata [ocorreua Ha rrALrKa c o@eprara, J racrHlrKBT rrpeAcTaBs
rrpeAlox(eHrre 3a 3 6p. o6oco6eura rro3r.rqrrv. B cruloro BpeMe uAraxose Ns 2 rz Ns 3 ca
6ee o6osHa.reHvIs. 3a Halurrr{e Ha ctAtpxrarrrra ce B Tsx rrlrzrKoBe. C orae4 rra
o6cro.srencrBo, ye rrlvK Ns 3 ce orBaps Ha rro-Ktcerr erarr or frpoqe,eapa:ra (vzr. 69a,
azr. 1 or 3OlI) , 3a KoMr4cvsra He e Hurlrrqe ocHoBaHure Ha ro3r4 erarr Aa r43B6prrrll
HeroBoro orBapsHe vr upoBepu Halr4rlr4ero rra orAelHkr rrl'rKoBe Ns 3 rro



o6oco6errrzre rro3r{qww. flopagw HerrpaBr{AHoro KoMrrAeKToB€lHe Ha o$eptara o:r
crpaHa Ha KarrAuA,ara vr rrpeAcTaBsHero Ha o6rq rrzrzx Ns 3 3a KoMrzcvrfrTa e
HeB63MO)KHO Aa II3IIBAIIrI 3aAbA){<eIIIlIeTO CIUI Aa IlpOtsepw 3a HaAYIIII{eTO Ha OTACAHI4
3arrerraraH?r rrlr{KoBe Ns 3 uo o6oco6errzre rro3r.rqruw w Aa 6:''lar rrocraBerrr4 rroArrr.rcr4
BGpxy Tsx sbr^acHo r{3LICKBaIJwflTa Ha rr^. 68, a-rr. 4 ot 3OII. 3a xorvrzcHrrTa He e
Ha.nkrUe 3aAblx<eHkre?o Aa rrpe3roMLrpa c6A6p)KaHr4ero rra [ArlK Ns 3. Apryueu:r e
rol3a craHoBr4xlero Ha KoMrrcrzrrra e Peurenve Ns 11341129.O9.2O14r. na BAC, IV
oTAeAeHr4e.

C orae4 Ha ropHoro, KoMucvsra rrpeAlara Ha I4gurlHzrelHr4rr ArapeKTop Ha
,,MEAA - B5rprac" Afl., rrpe4zroN(eHLrero ua ,THHQOMEA,' EOOA na 6le orcrpaHeHo
,t o.l,".Hrre rrl. 69, ax3 or 3OII, B68 BpGsKa c rrl. 57, azr.3 or 3OIL

S.IIpz rrpoBepKa rra AoKyMeHTLrre sa uo.q6op, rpeACT€rBeHrz rrpeAcTaBeHrzr
c oSeptara na "QPESEH[ryc MF'rrtHKbA KBbP E6ATAPIIfl" ooA - rp. fa6poeo,
EVIK 107516166, cBC ceAalr.rrrle 14 aApec Ha yrrpaBleHze rp. Ia6poeo, 6ya. oTpetrz
Mapr, No9, upe.4craBl-sBaHo or Lltz,s.?lttnee - y[paBLrren, 6eure ycra]roBeno, rre 61bc
ctxlara 5rvacrHrzKBT BHac.s npeA^ox{eHkre rro o6oco6enz rro3Lru,r4t4 No, No 255, 286,
288,289 pr 29O,lI e rrpeAcTaBerra B sborBercrBrae c pa3fropep:6ara Ha rrl. 57, a.d,.2
ot 3OII z ccAtbpx<a: 5 6p. rlrrKoBe Ns1 - ,r(or<ytrenrr.r 3a uo4,6op", 5 6p. rlprKoBe
Ns2 - ,,TexHrz.recxa o$epra" yt 5 6p. u,rzxose Nq3 - ,,L{euoeo flpeAlo]r(e*ure". Ilpe4rz
Aa rrpHcTBrrr r(BM oTBapsrHe fi npoBepKa Ha AoKJrMeHTr4Te, rrpeACTaBeHLr c frAI,lK
No1, npe4ceAarel-flT Ha KoMrzcvrsrra rrpeAcTaBr{ Ha qleHoBere Ha KoMr4cr.Drra Aa
fioAr]r4rrrar rrxaKoBe No3, czre71 Koero orBopu rrltrKoBe No2, ra flpeAcraBfi 3a noArrHC
gbA,bp)Kaulr4Te ce B Tsx AoKJrMeHTr4 Ha rrAeHOBeTe Ha KOMLrCLrsTa, CAeA KoeTo
o[oBecrrz AoK],'I\,teHTvrre c'b4'bpN(arrlra ce B frlLrxoee Nol, cbrlacHo rrpeAcTaBeukrrr
oTrLrc) K€Ir{TO 14 r43BBprrrr4 rrpoBepKa oTHocHo gboTBeTCTBr{eTO Ha rrpeAcTaBeHrrTe
AOKyMeHTVT, C Te3UI [OCOrreHr4 B CrrIIgbKa.

6llprz [poBepKa Ha Aor(yMeHTrzTe :a no,46op, rrpeAcTaBe:u:r, rrpeAcraBeHr4
c o$eptara Ha Ef "MEAIIMEKC - IIETPOBA", EI4K 040070237, cbc ceAalzrrle rzr

alpec Ha yrrpaBleHr4e: rp. Co$za, yA. "Bp. MN..ra,qwuoBkr"7, rrpeAcraBl-rrBaHo or
Enxa lletposa - yrrpaBr4Te,t, 6erte ycranroBeHo, rre qbc ctrrlara J racrHraKtT BHacs
rpeA^o)KeHlre no o6oco6enz rro3HLIr4Lr No, No 90,94,95,'99, 1OO, 101,7O2, 1O3,
lO4, 106, 236, 319 ut 32O, 14 e rrpeACTaBeHa B cborBercrBLre c pa3rropeA6ara Ha qA.
57, at,.2 ot 3OII s sbAtpx{a: 13 6p. rrlr,rKoBe Ns1 - ,,4,orq,,vrenrr4 3a uo4,6op", 13 6p.
rrlr4KoBe Ns2 ,,Texuz.recxa ofrep:ra" ur 13 6p. rrlrzKoBe No3 ,,I{euoeo
rrpeAloN(erkre". Ilpe4ra Aa rrpxcTbnr4 KGM orBapsHe rz rrpoBepKa rra AorqrMeHTr{Te,
rrpeACTaBeHH c IIAr.IK No1, npe4ceAaTe^-sT Ha KoMrrcurglTa IrpeAcTaBH Ha qAeIIoBeTe
Ha KoMprcvtsra Aa rroArrvlrar rrlr4r(oee No3, cAeA Koero orBopr4 rrlprKoBe No2, ll
[peACTaBra 3a rroArrr4c cbA6px€ry,rTe ce B Tsx AoKJrMeHTrr IIa TIAeHOBeTe Ha
r(oMLrcrlrTa, cAeA Koero orroBecrrz AoKyMeHTvrre cb4'bp)Kaulfi ce B rrnraxoee No1,
gbr^acHo rrpeAcTaBeHr4rr ofrLrc, r(€r-KTo vt Lr3BBprrrr4 rrpoBepKa oTHocHo
cEoTBeTCTBpTeTO Ha rrpeACTaBeIII,ITe AoKJTMeHTUI-, C Te3IlI frocorreHfi B CfrrlcbKa.

7.llpr4 rrgoBepKa Ha AoKyMeHTrrTe 3a uo4,6op, rrpeACTaBeHr4 rrpeAcra-Beurz c
o$eptara na "PEE MEAHKtA" EIOOA, E'VIK 201682755, ctc ceAalrrrrc n aApec Ha
yrrpaBleHrre: rp. Co$za 1505, p-n CnarzHa, KB. Pe,qrua, yn. ,,Belvo Aranacoe" No
72, all. 13, npe4craBl-sBaHo ot ExarepvrHa IIeT poea flxgrureaoea - yrrpaB:zlel'6erue
yCTaHoBeI{O, qe CGC cblr1aTa J IaCTHI{KBT BHacs [peAAOx<eHLre fIO o6OCO6errrz
ro3rzrr,Ht4 No, No 6,8, 10, 17, 16, 17,25,33,36,97,93, 169,'784,22O,22L,222,
224,312,313, 3L4,315, 316, 317,318 u 331, u e npeAcraBeHa B cborBercrBr,re c
pa3rropeA6ara na -rzr. 57, a:z,.2 or 3OII u cbABpx(a: 25 6p. rrlrzKoBe Ns1

,f,,or<yrreHTr4 3a no4,6op", 25 6p. rrlvKoBe Ns2 - ,,Texnzuecxa o$eprd' u 25 6p.
rrlr4KoBe Ns3 - ,,I{euoeo [peAlox(erarze". Ilpe4z Aa rrp]rcrrflrz K6M orBapsne r4



rrpoBepraa Ha AoKyMeHTrzre, rrpeA,craBeHr4 c rrAHK No1, upe,qceAarel-sr Ha KoMt4curfrTa
rrpeACTaBH Ha rrleHoBere Ha KoMratct4rrra Aa rroAnvlrar rrlrzKoBe No3, cae71 Koero
orBopII rrAr4KoBe No2, rz npeACTaBr4 3a rroAnrzc gbA6px<aqr4Te ce B Tsx AorqrMeHTrz Ha
TIAeHOBeTe Ha KOMIZCUI,ITa, CAeA KOeTO OrIOBeCTLI AOKyMeHTI.ITe gbACp)KArrTi I Ce B
rrAraKoBe No1, clrzracHo rrpeAcraBeHLrs orrkrc, K€rKTo rz tz3Btprxt4 rrpoBepKa orHocHo

8.IIpz rrpoBepKa Ha AoK]TvreHTETe sa no46op, [peAcraBeHr.r rrpeAcraBeHr c
oSeprara na "ctPA)r(}rMEA" EooA, 131316061, crc ceAalzrrqe ll aApec rra
ynpanlerrr,re Co$ua, pafion "Ilo4yflHe", xr.K. XaAx<r.t fiuv:zrrp,6.r. 115, ex. l, er. 8,
an. 1.O2, npeAcraBlJrBanro ot Muua llerpona - yrrpaBuTezr, 6erue ycraHoBeHo, rre c6c
c6[Iara'J racrHrrKtT Buacs flpeAlox<eHze rro o6oco6esrz rro3rar1]r]r No, No 80, 83, 116,
720, 126, 727, 129,13g, 150, 752, 175, 196,227,239,239,240,247,2g4,2g5,
296, 297, 298, 299, 300 z 301, u e rpeAcra*eHa B sborBercrBue c paauope,46ara
Ha rrl. 57, att'.2 ot 3OII w sbAtpx€: 25 6p. frar4KoBe Ns1 - ,florgnneurvr 3a no4,6op",
25 6p. rAr4KoBe Ns2 - ,,TexHn.recxa o$epra" u 2s 6p. uzruxoee Nq3 - ,,I{erroLo
rrpeAAox(eEfie". Iipe4u Aa rrpt4crBrn4 KBM orBaprrHe ra frpoBepKa Ha AoKJrMeHTr4Te,
rrpeAcraBeHr4 c rr^r4K Nol, npe,qceAarel-flT Ha KoMrlcurflTa npeACTaBz Ha rrleHoBere
Ha KoMr,rckrlrra Aa rroArrvrrxar rrlrzKore No3, cAeA Koero orBopu rrlt4KoBe No2, z
rrpeAcTaBr.r 3a rroArrr4c cBAbp)KArrVrTe Ce B Tsx AoKyMeHTr4 Ha rr^eHoBeTe Ha
KoMrzcr4sra, cAeA Koero oloBecrr4 AoKyMeIITLITe cb.4Bpx<arql,I ce B rr^t4xose No1,
c6t^acHo rrpeAcTaBeHrzrr orrt4c, KaKTo H r43B6prrrla [poBepKa OTHOCHO
SbOTBeTCTBIZeTO Ha IIpeACTaBeHI{Te AOKyMeHTIz, C Te3LI rIoCOlIeHH B CnlzcbKa.

9.IIpu [poBepKa Ha AorqrMeHTrrre aa uo,q6op, fipe.q,craBeHr.r rrpeAcraBeg1'1 c
o$eptata na "lfBtrMEA HHTEPHEITTtHGA" EooA, EI,IK 130928s43, aApec:
rp.Co$ua p-rr Cpe4err ya."Ien.Ilapeucoe" 51 er.2, rpeAcraBl-rrBaHo or yrrpaBr4Te6-fl
Kapea Balr Bznaep6eex - yrrpaBzTe,r, 6erue ycraHoBeHo, rre cbc gbrrlara JnracrHr.rK6T
BHac.s rpeA^ox<eHrre fro o6oco6eHz rro3r{rrr{r4 No, No 98, 17g,265,266,269,269,
275, 277, 28o, 281, 282, 283 u 285, u cbA5px<a: 1 6p. narzx Nq1 - ,,(orgrrvrenrv sa
uo46op" 6es o6ogrra.rerrra-s 3a Kor4 rro3rzuur4 e orfrocrrrM, 1 6p. 11Ar4K Ns2
,,TexHl4qecxa o6epta" 6eg o6ognaqeHrzs 3a Korz rrogvfiryrr' e orrroct4M ut l6p. rrzrvx Ns3
- ,,I{eHoso [peAlox{euue" 6e3 o6ogrra.rerrurs. 3a Korz rro3r{qkrv e orrrocrau. llpe,4z 4a
flpr,rcrBrrr,r KbM rroArrrzcBarre Ha frAHK No3, xovrzcvrrra rasssfrura onpeueHKa orHocHo
or(orrAer(ToBKaTa Ha npeAlo)KeHr-reTo c.rrAacno ttt. 57 , a,r.3 ot 3OII. Ycrarroeerro
6erue, qe cBrlacHo zu$opMar{Hrrra rrocorreHa Ha rrlt4Ka c o@eprara, J racrHr.rKbr
rrpeAcTaBs rrpelAox(euue 3a 13 6p. o6oco6errz rro3Lrqrzr{. B c"ruloro BpeMe rr6r.rKoBe
Nq 2 z Ns 3 ca 6es o6osHarreHLrs 3a :r.alvr-:.ne Ha sbAGpx{arqr4 ce B Tsx rrnzxoee. C
orAe,q, rra o6cto.grelcTBo, rre rrnr4K Ns 3 ce orBap.fl rra rro-KGCeH erarr or rrporleAypara
('rn. 69a, arr. 1 or'3OII) , 3a KoMrcursra He e Halr4rre ocHoBaH:ze Ha ro3r.r eran Aa
rz3BBprrrll HetoBoro orBap.sHe 14 npoBepz Halr4rruero Ha orAeAHr4 rrlxKose Ns 3 no
o6oco6errure rro3r.Iqr{u. flopar(u Henp€rBr4lHoro KoMrrAeKToBaHe na oSeprara or
crpaHa Ha KaHArzAara vr rrpeAcTaBsrrero Ha o6u1 rrrrrax No 3 3a KoMrrcr{rrra e
HeBB3MO)KHO Aa r43fr6AHrZ 3aA6A){<eH,{eTO CV Aa frpoBepw 3a lJa&urqrreTo Ha oTAeAHr{
3afierraraHrz nlrzKoBe No 3 rro o6oco6errzre rro3rzr1lrr w Aa 6rlar frocraBeHr4 rroArrr{cr4
BBpxy rsx qbllacHo r43prcKBaHu.ara Ha rrl. 68, azr. 4 or SOII. 3a xorvrrzcrurrrra He e
Halrzqe 3aItlx<eHvrero Aa rrpe3roMr4pa ctABpx<€rnr4ero Ha rrlt4K Ns 3. Apr5rrrerrt'e
rrol3a craHoBr4xlero Ha KoMt4crrrrra e Peurenwe Ns 11341129.O9.2O14r. na BAC, IV
oTAeAeHI4e.

C or,te4 Ha ropHoro, l<ovrvrc:N:rra [peAlara Ha If,sfi:lz\rrwrelrrzrr Ar.rpeKTop Ha
,,MBAA - Byprac" A{, upe4no)KeHr4ero sa 'Abr{ME4 I,IHTEPHEIIIbHbA" EOOfl 4a
6r4e orcrpaHeHo Ha ocHoBa:rlre rrl. 69, az,,.3 or 3OII, 868 Bp63Ka c qA. 57, azr,.3 or
3Ori.



1O.IIpr rpoBepr{a Ha AorqrMeHTrrre sa no,q6op, [peACT€rseHLr rrpeAcraneHrz c
o$eprara Ha ,,MF.4HI{ilHCKA TEXHHKA HHII(}IHEPHHI' OOA, EVIK
83 164 1528, c6c ceAalrzxle fi a,qpec Ha yrpa*AeHlre: rp. CoSza, pafiou,,MAaAocr",
x(.K. ,,Maa4,ocr 1", 6.,r,. 2BB, [peAcraBl-rrBauo or yrrpaBzlels. llo:rrxa Xpracr.oea
letoea, 6erue ycranroBeHo, rre cbc gbx{ara yrracrHrzKtT BHac.s fipeAlo)*<eHrae rro
o6oco6enrz fro3rlrlrzrz No, No 1,2,3,4,5,8,9, 1A, 11, 14,27,22,23,24,25,'26,27,28,
29, 30, 37, 32, 33, 34, 35, 41, 49, 49, 50, 51, 52, 53, 59, 60, 61, 62,63, 65, 66, 67, 77, 79,
79, ffi,84, 85, 86, Bg, 9o,97, E2,93,97, l@, 109, 110, lI1, lI2, 113, 114, 115, l2l,
169, 176, 785, 1%, 217, 223, 2i29,231, 2%,',237, 242, 247, 25\, 2gg, 296, 3O4 u
329, vt e rrpeACTaBeHa B cborBercrBvre c pa3nopeAlara rua v,t. 57, att.2 or 3OII 11

c6ABp>Ka: 79 6p. rrnrzKoBe Nsl - ,f,orqrrvreurLr 3a uo,46op", 79 6p. rrlrzKoBe Ns2 -
,,Texuzvecxa o$ep:ra" u 79 6p. unraxose Ns3 - ,,I{euoeo [peA ox<ent4e". Ilpe4a 4a
rrpucrtrrrz KbM orBap-sre H npoBepKa Ha AoK)lueHTraTe, rrpeAcraBerrz c rrar.rx No1,
IIpeACeAaTeA-flT Ha KoMHCPITITa IIpeACTaBLI Ha TIAeHOBeTe Ha KOMI4CIz[ ITa Aa
rroAnrz[rar rr^r.tKoBe No3, cne4, r(oeTo oTBop]r rrALrKoBe No2, Iz IIpeAcTaBr4 3a rroA[r4c
c6Abpx<arqrzTe ce B Tsx AoK)rMeHTI4 Ha r{AeHOBeTe Ha KOMrZrCt4.'ITa, CAeA KOeTO
o[oBecrr4 AoKyMeHTr4Te c6A6px<arrlx ce B [Ar4xose Nol, gbrlacHo rrpeAcTaBe1111rr
oIII:tC, KaKTO 14 kI3BbpIIIH rIpOBepKa O?HOCHo gbOTBeTCTBfieTO Ha IIpeACTaBeHrzTe
AOKJaMeHTVT, C Te3UI rOCOrreHV B CrrI4CbKa.

11.IIpu rrpoBepKa Ha AoKJrMeHTrzre 3a uo46op, rpeAcraBeHfi
rrpeACTaBeHz c oSeprara Ha ET "TEMA - IIBAH YEPBEHKOB", EvrK 040685708,
cBC ceAa^rrrqe kr aApec Ha yrrpaBAeHLTe: rp. Byprac, yA. "Canzeunqa" Nq 15, er.3,
rrpeAcrapAsBaHo ot lrle,ar:. HNxozros r{epeerrxoB - ynpaBLrrel, 6erue ycraHoBeHo, rre
cBC ctxlara JrqacrHr4KtT BHacfl rrpeAlox(eHrae rro o6oco6errz rro3rauvLr No, No 1,2,4,
5, 6, 7,9, 10, 11, 14, 75, 17, lg, 24, 25, 26,27, 36, 37, 39, 40, 42, 43, 44, 45, 46,
47, 48, 49, 50,54, 55, 56, 57, 60, 62, 63, 64,71,72,73,77,79, gl, g2 vr gg, u
cbA6px<a: 1 6p. rrAHK Ns1 - ,fl,orqrrvrenru 3a no4,6op" 6es o6osHaqeHr{rr 3a Kot4
no3raquu e orfrocltM, I 6p. frlLrr( Ns2 - ,,TexHzuecxa oQepta" 6eg o6osHa.rennfl. za
I<OUI rro3rzqlrzr e oruocr4M ur 1 6p. rrnrzK Ns3 ,,I{euono upe,4,ro;reuue" 6eg
o6osna'reHvr:- 3a Kor{ flo3prq]rlr e orHocr,rvr. Ilpe,4w Aa rtpwcrlr;rrvr K6M rro,qrrr.TcBaHe rra
rrALrK No3, KoMHCrrIsra kr3Btprrrv olpeUeHKa oruocuo oKorrleKToBKara Ha
rrpeAnox<eHr-rero qbrlacHo .rn. 57, a,r.3 or 3OII. Ycrarroseuo 6erre, qe gbrlacHo
zrr$opnraulrsra rrocorreHa Ha rr.tr4Ka c o$ep:rara, y.racrHzxtt [peAcraBfl
rrpeAlox<eHrze 3a 46 6p. o6oco6errra rro3rrqarr. B cuqoro BpeMe frlt-rKoBe Ns 2 rz Ns 3
ca 6es o6osHa.renvrs ga Ha^ptrrr4e rra c6A6p)KarrlrE ce B Trrx rrlr4KoBe. C orae4, rra
o6crogte,r,crBo, rre [AuK Ns 3 ce orBap.s Ha no-KBCeH erarr or frpoqeAypata (.ra. 69a,
a,t. 1 or 3OII), 3a KoMr4crzttra He e Halkrrre ocHoBaHrze Ha ro3Lr erarr Aa r43B6prrrx
HetoBoro orBapsHe Lt rrpoBepu Halrrrruero Ha orAeAHr4 frlvKoBe Ns 3 rro
o6oco6enzre rro3rzqrzr:,z.. llopagw HerrpaBlrArroro KoMrrAeKToBaHe ria o$eptara or
crpaHa Ha KaHAr4Aara 14 rrpeAcraBsHero rra o6rl rrarzx Ns 3 3a KoMr4cvrsrra e
HeBB3MOX<HO Aa uI3rrb&IJur 3a,q6^N(eHr4eTo crr Aa [poBepvr 3a HaAvrrrr4eTo Ha oTAeAHr4
3arrer{araHr4 rrlrzKoBe Ns 3 uo o6oco6errNTe rro3r4r1rzt4 kr Aa 6rgar rrocraBeHz rroArrr{cr4
BBpxy rsx ctrlacHo r{3xcKBataursra Ha rrl. 68, a,t. 4 oT 3OII. 3a xovrzczrrra He e
HaAr4Ue 3aA6&{<eHvrero Aa [pe3roMr4pa gbA6p){(aHrzero Ha rrlr4K Ns 3. Apryvrerrt e
frol3a craHoBr4ul,eTo Ha KoMkrcritITa e Peurenze Ns 11341129.O9.2O14r. na BAC, IV
oTAeAeHIae

C or,re,4 Ha,r'opHoro, r(oMucrasra rrpeAlara rra IrlsutlHl,z,lrel\liruts. ArzpeKTop Ha
,,MBAA - Byprac" Af, upe4aox(eHr.rero Ha " ET "TEMA - HBAH HEPBEHKOB,, Aa
64e otcrpaHeuo rra ocHoBaHr{e rrl. 69, art.3 ot 3OII, BBB Bp63Ka c irl. 57, a,r.3 or
3OII.



12. IIpz rrpoBepKa Ha AorqrMeHTr4Te 3a uo,q6op, rrpeA,craBeHrz c
o$eptata Ha ,,MEfl,HKBA BPHA)K' OOA, EI,IK 2O23498L4, c:.,c ceAalrrrqe r{
a,r.pec Ha ynpaBleHr4e: rp. Co$ua 11,64, p-rr Aoserreq, )r<.K. KB. Ao3eneq, y .

3,ta,oepax No 13, an. 4, rrpeAcraBl.sBaHo or Benqzczrae I4saHoe Arr4,orroe v-
Mznerra IIeTxoea Aprray4oea - yfrpaBurret\Lt, 6erre ycraHoBeHo, ire c6c cbrrrara
JrqacrHrzKBT BHacs [peA oN(eHrre rro o6oco6ena rro3rzqzur No 190, u e [peAcraReHa B
cborBercrBLre c pa3ropeA6ara na tt. 57, a-t.2 or 3OII z sbABpN€: 1 6p. uarzx Ns1 -
,,(orgrurenrvr 3a uo4,6op", 1 6p. rrnux Ns2 - ,,Texuzvecxa o$epra" w l6p. nnrzx Ns3 -
,,IJ,euoeo [peAlox(elakte". Ilpe4z Aa np]rcr6rrr{ KGM orBapsHe ur rrpoBepKa Ha
AOK)lNreHTHTe, npeACTaBeHr.r c [Arzr{ No1, upe4ceAaTe^-sT Ha KoMt4cfiqTa rrpeAcTaRr.r
Ha rrleHoBere Ha KoMprcurrra Aa rroArrrz[rar rrlr{KoBe No3, czre,q Koero orBopr4 rrArzIK
No2, ut irpe.4ctaer4 3a rroArrvc ctAtpx(arru{Te ce B Hero Aorq,,rvreHTr Ha rrleHoBere Ha
xorvrubrzara, cAeA Koero orroBecrr4 AorqrMeHTfiTe cBA6px(arqlz ce B IIArrK No1,
C6IAaCHO IIpeACTaBeHLIS OTIUIC, KaI(TO uI II3BGpIIIrI IIpOBepKa OTHOCHO
CbOTBeTCTBIZeTO Ha IIpeACTaBeHI4Te AOKIaiIeHTUI, C TeSVI fIOCOqeHLt B CfII4gbKa.

13. IIpu rrpoBepKa Ha AorqrMeHTr4Te 3a uo,46op, rpeACTaReHr4 c
o$eprara na ,rKAPff,r{o Mr4HKA./r" EooA, Ei,IK 2o798o9o1, c.rc ceA€rlr4rrre la
afl^pec Ha yrrpaB^eHr4e: rp.CoSzx - 7672, p - H Kpacuo ce^o, 6yn. ,,I{ap Boprzc III"
N023, er. 3, o$zc 1, npe4craBlsBarro o:r Arrexcanr4rp KoncranTraHoB Ma42xapoe -
yrrpaBrzTea, 6eure ycTaHoBeHo, rre c6c c6ulaTa J TaCTHI1IKIbT BHacs [peAAOX<eHrZe IIO
o6oco6eua rro3uqrzrl No 187, H e rrpeACTaBeHa B cborBercrBr,Te c pa3rropeg6ararua
vn. 57, az'.2 or 3OII er cbAGp)Ka: 1 6p. unNx Nsl - ,{orqrnreHTu 3a uo4,6op", 1 6p.
rrlkrK Ns2 - ,,Texuuuecxa o$epra" fi l6p. nnux Ns3 - ,,I{euoeo npeAlox(eHwe".Ilpe4z
Aa rrpr4cTBfrrz K6M oTBap.aHe 14 rrpoBepKa IIa Aor*,lvreHTraTe, rrpe.4cTaBeHE c fr urK
No1, [peAceAarel-ar Ha KoMrncrrsra npeAcT€l-Brr Ha rrlenoBere Ha KoMtzcvttffa Aa
IIoAlIIrxar rr^r4KoBe No3, c,te71 Koero orBopr4 [AkrK No2, rr [peACTaBu 3a rroArrt4c
cBABp)I<arrIr4Te ce B Hero AoKyMeHTvr Ha rr^eHoBeTe Ha KoMr4cvrflTa, cAeA KoeTo
orroBecru AoKyMeHTr,rre cbAGp)Kaxlfi ce B rrzrrzK No1, cmzracHo rrpeAcT€[BeHrzs orrr4c,
KaI<TO W pr3B6prrrlr IIpoBepKa oTHocHo cboTBeTCTBrzeTo Ha rrpeACTaBeHr{Te
AOrqIMeHTvr, C Te3kI [ocorreHl,I B cII]Ic6Ka.

14. IIpz rpoBepKa Ha AoKJTMeHTrrTe 3a no.q6op, rpeAcraBeHrir c
o$ep,ana Ha *PHAAKOM' EOOA, BVIK 175040885, ceA€rlr{rqe ur aApec rra
yrrpaBleHue: rp. Co$zx 1618,par7oH p-H Bzroura, yzr.,,lozravr 6parant" 10, er.3, al.
an. E15, npe.qcr€rErl.sBaHo or,Il,e.ro lletpoe Ae.ree - ylpaBrrrezr, 6eure ycraHoBeHo,
rle CBC gbIIIaTa Jr.IaCTHLIKGT BHaC.s [peAAON(eHI4e rro O6OCO6eua rro3krUurr No 327, u e
npeACTaBeHa B sborBercrBkre c pa3rropeg6ara Ha rrl. 57, a*2 or 3OII z cr4rpN<a: 1

6p. unzx Nsl -,f,ox5,lvrerrar43a uo.q6op", 1 6p. rrzrzx Ns2 -,,TexHuvecxa o$epta" LT I
6p. u,rvx Nq3 - ,,[erroso rrpeAloN(e:r.kre". Ilpe,qrr Aa npucrbfru K6M orBapsHe Ia
rrpoBepKa Ha AoKyMeHTr,rre, rrpeAcraBeHz c rrlr{K No1, upe4ceAarelsr Ha KoMkrcvrstra
rrpeAcTapr4 Ha rrleuoBere Ha Kouurcursra Aa rro,q,ilvrrnar rrlr4KoBe No3, cne.4 Koero
orBopx rrlrrK No2, rz rrpeAcTaBrr 3a rroArrr{c gbAtp)Karr1lrre ce B Hero AoKJrMeHTra rra
rr^eHoBeTe Ha KOMrZCVrrrTa, CAeA KOeTO OrrOBeCTkr AOr(}'MeHTLrTe gbABpx<2rrpr ce B
rrlrrK No1, cmaacHo rrpeAcraBeHras ofirac, KaKTo rr r-r3Btprrrll rrpoBepKa orHocHo
CSOTBeTCTBI1IeTO Ha IIpeACTaBeHVTe AOIq'IyIeHTUI, C Te3UI IIOCOTIeHITI B CIILIgbKa.

1S.IIpu rpoBepKa Ha AoKyMeHTLrre sa no,46op, rpeACTaBeHfi c o$eptara
Ha ,,CTEPAMETI OOA, EI,IK 131048325, rp. CoSna t4O7
pafion p-H Aoseueq, yA. ,,Xpracro Ifenor" No 4, rrpeAcraBllrBaHo or leoprrz l4rnaroe
Ilonoe - yrrpaBkrrel, 6enre ycraHoBeHo, r{e cbc gbrrlara JnracrHprKtT BHac.s
rrpeAlox<eHLre rro o6oco6erru no3vrrzr4 No, No 48,49,50 u 53, u e rrpeAcTaBerra B

cBorBercrBae c pa3nopeA6ata na uur. 57, at.2 or 3OII z sbAtpx{a: 2 6p. rnrzrKoBe



Ns1 - ,florgruvrenrLr 3a no46op", 4 6p.rrlkrKoBe Ns2 - ,,TexHueecxa o$epra" w 4 6p.
rrnr4KoBe Ns3 - ,,Lleuoeo rrpeAlox(eume". Ilpe,qr,r Aa rrpLrcrBrrr-r K6M orBapsHe r,r

rrpoBepKa Ha AoKyMeHTvre, rrpeAcTaBeHrz c rr HK No1, upe4ceAarel-rrr rra KoMr4cursra
npeACTaBw Ha rrleHoBere Ha KoMprckrsra Aa rroArrr{[rar rrlraKoee No3, cAeA Koero
oTBOpr4 fr^rzrKoBe No2, ut IIpeACTaBkr 3a rroAnuc cBABpx<arrlr{Te ce B Tsx AoK)rMeHTr{ Ha
lIAeHOBeTe Ha KOMPICUI;ITa) CACA I(OCTO OIIOBeCTI4 AOKyMeIITvIre C'bA'bpX(aTIIJ.I Ce B
fr^r.rKoBe No1, ctrnacHo rrpeAcTaBeHrls orr?Ic, KaKTo vr vr3B'bprn.u [poBepKa oTHocHo
CSoTBeTCTBIZeTO Ha rrpeACTaBeHLrTe AOrgrMeHTIa, C Te3Vr frocorreHrr B CfrrzgbKa.

16 .IIpz rpoBepi<a Ha AoKyMeHTHTe sa no46op, npeAcTarleHra c o$eprara
na rrAfAPfA UM" EIOOA, E'l4K 121096923, ceaarurqe ra aApec Ha yrrpaB^eHrze:
o6qzrra Cro.rra-rna, c..{,o,urrz Borpoe, yzr.40-TA No 1, [peAcraBl-rrBano or I{enxa
Ilerxbea Maprznoea - yrrpaBr,rrezr, 6erue ycraHoBeHo, rre cEC cbrrlara J racrHrzKtT
BHaca rpeAlox<eHr4e ro o6oco6enpr rro3Lrrlkru No, No 100, lOL, IO4, 123,724, L25,
726,127, l2B, l3l,132,133, 134, 135, 136, 137, 139, r3g,140, L4l,142,143,
744, 745, 146, 147, 149, 149, 150, 15I, 152, 153, 154, 156, 757, 158, 159, 160,
761, 162,763,766, 167,168, 169,vr c6Atpx<a: 1 6p. rlrzK Ns1 -,"(orgnvrenrr4 3a
no4,6op" 6es o6ogrra-renrag 3a Kot4 rro3vrrryrl;r e orrrocvM, 1 6p. frnraK Ns2
,,TexHu.recxa oSepra" 6es o6ogHarreHr{.s 3a Kov no3r4qr4rz e orrrocr4M u 1 6p. uazr Ns3

- ,,I{euoeo [pe,qlox<eHkre" 6e3 o6oeHa.reuwt ga Kor{ rro3r4qr,ru e orlocr,LM.
Ilpe4rz Aa rrplrcrtnr{ KBM rroArrLrcBaHe Ha rrlr.tK No3, xorvrzcvrflTa kr3Btprxu

olperleHKa orHocHo oKorrleKToBKara Ha rrpe4Aox(eHrrrero gbrlacuo .rrr. 57, aur.3 or
3O[. Ycranroeeuo 6enre, qe ctrlacuo rrr$oprvraqzara rrocoqeHa Ha rrArurKa c
o$epta,a, J racrHkrKtT rrpeAcraB.rr rrpeAlo)*<eHrrre 3a 45 6p. o6oco6enz rroezqrara. B
ctrrtroro BpeMe rrlrrKoBe Ns 2 u Ns 3 ca 6ee o6oeHarreHzrr 3a Halurrue Ha gbAcpNGtrILr
ce B Trrx rrlkrKoBe. C orzreTl rra o6crosrelcrBo, r{e fiAprK Ns 3 ce orBap.fl Ha rro-KBceH
erarr or rpoqeAypa:ra (va. 69a, a-t.l ot 3OII), 3a KoMr,rcursra He e Halrvr1e ocHoBalrrae
Ha TO3I4 eTarr /q,a rr3B6prrrlz HeroBoTo oTBapsHe v rrpoBepv Ha^r,rq]reTo Ha oTAeAHLT
rrlr4KoBe Ns 3 no o6oco6errure rro3urrrzut. llopal,u HerrpaBr4lHoro r(oMrrAeKToBaHe Ha
o$eprara or crpaHa Ha Kar^Av{Aara vr [peAcTaB.rrHero na o6rq rrzrrzx Ns 3 3a
KOM?ICI4.gTa e HeBB3MO){(HO Aa IZ3II6AHLI 3aABAN(eHIreTO CvI Aa IIpOBepIa 3a HaAIalIIAeTO
Ha orAelHra 3arrerraraHrd frlkrKoBe Ns 3 rro o6oco6errrrre no3r4ut4t4 fi Aa 6r'p:ar
IIOCTaBeHI4 IlOArrvrCIz B6pxy Tsx gbr^acHo LT3IutCKBaHIutttTa Ha rIA. 68, a,,\.. 4 Or 3OII. 3a
KOMLTCIITTTa He e HaArzUe 3aACa;{<eHVreTO Aa npe3roM?rpa C'r,qlpNraHLrgIO rra ntrrx Ns 3.
Apryrvrenr B rrol3a craHoBr4rqero Ha KoMlrcurrra e Peruenrae Ns 11341129.O9.2O14r.
ua BAC, IV or4eneHure.

C orne4 Ha ropuoro, KoMkrcusra rrpeA ara rra I4snglnzrer:uaras ArapeKTop Ha

,,MEAA Eyprac" AA, rpeAlox(eHr4ero Ha ,TAFAPTA IIM' EOOA Aa 6T Ae
orcTpaHeHo Ha ocHoB€rr{Ee tt. 69, arr.3 or 3OII, 868 Bpt3Ka c rrl. 57, at3 or 3OII.

77llp:a rpoBepKa Ha AoKyMeHTllTe aa uo46op, rpeACT€rBeHr{ c o$eptata
na "EKOC MEAHI(A" OOA, ELIK 831029075 , c6c ceA€rlrrrq,e r4 aApec Ha
yrrpaBleHze B rp. CoSua - 1606, y,r. "Arvrz Bye" No 52, rpeAcraBl.srBarro or Eaxa
Aaexcrzeea lletpoea - ylpaBrrren, 6eure ycraHoBeHo, rre cbc gbrrlara J racrH?rKBT
BHac-a ilpeAlox<eHfie rro o6oco6enz uo3vrrryrra. No, No 83, 195, L96, L97, L98, L99,
2OO, 2Ol, 2O2, 2Q3, 2O4, 2O5, 206, 2O7, 2O8,2O9, 226, 259, 3O7, lr e rrpeACTaBeHa
B ctorBercrBze c pa3rropel6ana Ha rrl. 57, a,t.2 o:r 3OII z sbAtp){<a: 19 6p.
rrlvKoBe Nsl - ,fl,or<yvreurvr sa rto4,6op", 19 6p. rrlltKoBe Ns2 - ,,TexHraeecxa o$epta''
u 19 6p. nlr2rKoBe Ns 3- ,,[,e;roeo flpeAlox(eu?re".Ilpe4ra ,4a npiac, rrfi KBM orBap.aHe
kr rrpoBepKa Ha AoK),rvrerrTzTe, [peAcraBeHr4 c rr.traK No1, [peAceAarel-ar Ha
I(OMIZCETITa IIpeACTaBVI Ha qAeHOBeTe Ha KOMLICUIrTa Aa IIO.4,III1IIIIaT TIALIKOBe NO3,

cAeA Koero orBopu rr.tr4KoBe No2, v rrpeAcTaBr4 3a rroArr]Ic gbAcp){<aru,rrre ce B Tsx
AOKJrMeHTI,I Ha lIAeHoBeTe Ha I(oMkICIzItITa, CAeA KOeTO OfIOBeCTUI AOKJrMeHTLITe



cGABp)KarrIr4 ce B rr^rrKoBe Nal, cbr^acHo rrpeAcTaBeHurs- o[rutc, K€rKTo w :E3B:',pr]trvr
rrpoBepKa oTHocHo cBoTBeTCTBr,IeTO Ha rrpeACTaBeHI.ITe AOKyMeH?Ur, C Te3Ur [OCOrreHr4
B CfII4C6KA.

18. IIpu rpoBepKa lra A,oKyMeHTLrre sa uo.q6op, rpeACTaBeHrr c o$eptara Ha
,'MF.4HTEX" OOA, EHK 13L392221, sbc ceAalr4rqe H aApec Ha yrrpaBleHkre
Co6va, parlorr "Kpacuo ceno", y . ,,AMkr Bye" 52, npeACTaBA-sBaHo or Ezrra
Aaexcrzesa l4tvtesa-Ilerpoea, 6eue ycraHoBeHo, ire cbc cbrrrara JrqacrHraKtT BHacr
rpeAloiKeurze ro.o6oco6enz rro3rqr4ra No, No 38, 55, 302, 303, 304, 305, 3O6, r,r e
rrpeACTaBeHa B cborBercrBr{e c pa3rrope46ara Ha rrl. 57 , art.2 ot' 3OII, ra sbAtp){<a:
7 6p. rrnr.rKoBe Nql - ,florgnnenrvr 3a no4,6op", 7 6p. frlraKoBe Ns2 - ,,Texuuvecxa
o$epT'b." w 7 6p. frlrrKoBe Ns 3-,,L{erroBo rrpeA,Ao>Kenkre".Ilpegrr Aa rrpr4crBlr4 KGM
o:rrapaHe rz IIpoBepKa Ha .qoK],rvreHTHTe, rrpeAcraBeHil c rrAIzK No1, npe4ceAare^sr
Ha KOMI4CVIfiAa IIp€ACTaBI{ Ha r{AeHOBeTe Ha KOMLICIII ITa Aa IIOAIII4IIIaT fr,rr,rXOee NO3,
cAeA Koero orBoprz rrlr4KoBe No2, u [peACTaBrz 3a rroAr]Hc cBABpN(arq]rre ce B Tsx
AOKIr'{e}ITr4 Ha rr^eHoBeTe Ha KoMrZcr4.rrTa, c^e.4, KoeTo onoBecTl1t .q,orq/,]reHTHTe
cbAtpx<arqra ce B rrlr{Kose Nsl, crl,racuo [peACTaBeH]rfl orrrzc, KzrKTo kr w3rrbprrrvr
npOBepKa OTIIOCHO CbOTBC?CTBI4CTO Ha IIpeACTaReHIuITe AOKyMeHTII, C Te3I4 [OCOveHI{
B CIIIZqbKA.

19.IIpz rrpoBepKa Ha AoK],r!{errTraTe aa rro,46op, rrpeAcTaBerrr4 c
o$eptara Ha ,rfIOC" OOA, BVIK 010277348, cbc ceAalrzrqe v a,(pec Ha
yrrpaBleHLre: rp. Co$raa, pafiorr ,,KpacHo ceAo", xr.x. ,,KpacHo ceAo", 6z'. 12, Bx. ,,A",
et. 1, upe4craBl-slBaHo or yrrpaBrrTelr4Te Kapa fl,znrr.rrpoe Crvrrzaos u Becezra Koneea
Crvrra,tosa - yrrpaBkrrenr4, 6erue ycraaoBeHo, rre ctc cbrrrara JrracrHrzKcr BHac.fl
rrpeAlox<eHrze rro o6oco6enrz ilosvfiryrfl No, No 9L,92,93,95,96,98, L72, 173, 186,
226, 228, 229, 23O, 231, 232, 25O, v e rpeACTaBeHa B ctorBercrBze c
pa3rropeA6ata na ut. 57, an.2 or 3OII z cbA6px(a: 1 6p. naux Nsl - ,,(orqrrvrenru 3a
rro4,6op", 16 6p. rAfiKoBe No2 - ,,TexHrreecxa o$epta" ra 16 6p. rrlrrKoBe Nq 3-
,,I{euoeo [peAloi*rer:kte". Ycranroserro 6erue, qe flprz rroAroroBKa Ha rrpeAlox<eHrzero
crz JrqacrHLrKtT He ce e cro6pas:r. c ur3urcKBaHzgra pa3[r.rcaurr B rrl. 57, a,r.3 ot
3OII, ctrlacHo xofiro 3zlKoHoB cGCTaB, rrpr4 yc^oBrre, -re 3a orAelHzre o6oco6esw
[o3r4rlrzt4 ce rr3r(cKBar pa3lr,rqHz Aor(yMeHTr4 3a nog6op, gbrrtrLrre ce flpeAcraBsr B
orAeAHLr rrlr,rKoBe ,f,oxyrrenrpr 3a no.46op". B xour<persis. ca5zvafi, pa3lr4rrlrr.rre 3a
BCxKa o6oco6ero flo3rrqus AorqrMeHTur ce flB.:.Bar Karalo3r4Te Ha BKlrorreHrzre B
o6oco6errata rro3lrqvs MeA. KoHCyMarvBvr, ceprn$zxatute 3a ,,CD" MapKt4poBKa,
KaKTo z cep:rz$HKarur ISO na frpolr3BoArzTelzTe. B rasz Bp63Ka sa L7.O4.2015r.,
rro rroBoA pr3LTCKaHo pa3.rrcueHrze, BrsnoN<rrrel-rrr e rrpeAcraBr4l Tar(oBa c r43pt4rrHo
yKa3aHr,re 3a crreqzSr,r.rHrrre AoKoMeHTv 3a Bc.sKa o6oco6erra rro3nrlrTrr, Koero
pa3scHeHkre e uy6alrKyBaHo e cafita na Bsgno:rrzrel-5r. IIpz resr,r o6crosrezrcrBa e
Halrzrre xr{flore3ara rra v,r. 57, a,r.3 or 3OII, gbrlacuo Kosro 3a BcgKa orAeAHa
o6oco6ena rro3r.rrl,zur cAeABa Aa ce rrpeAcTaB.ar orAeAHr4 rr.ttzKoBe 3a no46op,
cBAbpN(arqll c[r4sbr< rra Aor(yMeHTrrre rz KaKTo rz cneqzSrrrrHlrre sa o6oco6eHara
rro3rr1rarl AoKJrMeHTra. ApryrvreHT B frol3a craHoBr.rqero Ha KoMr,rcvrflla e Peruerrze Ns
51 or 22.01.201,4 r. Ha K3K uo rperncKa, nx. No K3K-7537121.I2.2O13 r. z
Penrenze Ha K3K No 1455/20.11.2014r., no rperrrzcKa K3K-173712014 r., Perrenze
Ns 37211O2.O4.2015r. na BAC, IV o:r4,eaenrae.

C orae4. rra ropev3lo)KeHoro vr Ha ocHoBaHrre rrl. 69, at.1, t.3 o:r 3OII,
KoMr,rclrsra rrpelAata I{a rz3rr6^Id],aret\tr]{s. Ar4peKTop I{a ,,MBAA - BSrprac" AA,
rrpeAlox(eHzero na ,rfIOC" OOA Aa 6r1e orcrpalreHo or ylracrLre B rrpoqe4apara.

2O.llpu rrpoBepKa Ha AoKyMeHTrrre sa rro,q6op, [peACTaBeHH c o$eptata
Ha ,,IAMHAOP BBAIAPIIrI" OOA, E,WII. 831426123, ceAa nrrle w aApec Ha
yrrpaBleHr4e: rp. Co$rz-a 1142paftoH p-H Cpe4eqyn. 13-:rz MAPT 11No 11, er. 1,



npeAcTaBl;rB€l-rro or yrrp€rBrzrel-E flKo6 OSep - yrrpaRzTe,L, 6eure ycranroBeHo, rre cybc
cGrrlara J IacrHkrKtT Buac.fi rrpeAlox{eHr4e rro o6oco6errra rro3vrrrypr No, No 327, 328,
330, u e rpeACTaBeHa B sborBercrBlre c pa3rropeA6ara rra vn. 57, att.2 or 3OII u
ctA6px<a: 3 6p. rrlrzKoBe Ns1 - ,f,orgruvrerrrr4 3a uo4,6op", 3 6p. rrlraKoBe Nq2 -
,,TexHr4vecxa o$eptd' vt 3 6p. uzrzxoee Ns 3- ,,I{enoeo [peAAo)KeHLre". Ilpe4ra 4a
rrprzcrtrrr{ K6M orBapsne r{ npoBepKa Ha AoK},NreHTHTe, rrpeAcTaBeHra c rravx No1,
fIpeACeAaTeA-flT Ha KOMHCIzI t?a [peACTaBLI Ha TIAeHOBeTe Ha KOMI{CLIIITa Aa
rroAnrzlrar rr,rrzKoBe No3, cne4, r(oero orBopr4 rrlrzKoBe No2, z [peAcraBr4 3a floArrrac
cBA|bpx<axIIITe ce B Tsx AoKyMeHTr4 }Ia r{AeHOBeTe Ha KOMrrCVrfrTa, CAeA KOeTO
orroBecTla AOIqT,{eHTLITe CbAbp)Kalr1v Ce B fiAr4xOee No1, CrTAaCHO rrpeAcTaBeHr.rrr
ollric, K€IKTo 14 pr3B6prrrr{ rrpoBepKa oTHocHo cboTBeTcTBrzeTo Ha rrpeAcTaBeHr4Te
AOKyMeHTUI, C Te3Ur fTOCOTIeHII B CnI4gbKa.

2L.TIpu rpoBepKa Ha AoKyMeHTr.rre sa uo46op, npeAcraBeHr.r c o$eprara
na ,,MAPBEHA" OOA, EVTK L2I677845, cBC ceAaarzrr{e rz alpec rra yrrpaBleHr4e: Dp.
Co$za 1504, pairoru O6opzu1e, ya."Ilpo$. Acen 3na:rapoe" No 10, ex. 1, er. 1, at.2,
rrpeACTaBA-sBaHo OT Benzsap Armorrog Aparnee,
Auton Bognoe Au4,onoe, Auna Zeanoea Illrp6axoea ynpaBprrer*r, 6erue
ycraHoBeHo, rre cBC ctrrlara J racrHrrKtT BHacs fipeAlox{eHue [o o6oco6erra
rro3lrqzuI No 2, u e [peACTaBeHa B sborBercrBrre c paeuope46ara Ha.ra. 57, att.2 o,t
3OII u cBAbp)Ka: 1 6p.rrlrrr( Nsl -,f,or<5ruvrenrra 3a uo4,6op", 1 6p.r,rr{K Ns2 -
,,Texu[{ecxa o$epra" rz 1 6p. rrlvK Ns3 - ,,I{euoeo rrpeAlox<e:rrkre". Ilpe4z 4a
rrpr4cTbrrr4 KrM oTBapsHe 14 npoBepKa Ha AoKJrMeHTlrTe, rrpe,q,cTaBerrra c rrzrrax Nol,
IIpeACeAaTeAJIT Ha KoMI4CtltITa IIpeACTaBLI Ha TIAeHOBeTe Ha KOMI4CI4rITa Aa
rroArrr4rIJar rrnr4KoBe No3, cne4, r(oero orBoplr rrlrrrK No2, rr rrpeAcTaBra 3a rroArrr{c
cBABpX<arruTe ce B Hero Aor(yMeHTur Ha rr^eHoBeTe Ha KoMr4cur_fiTa, cAeA KOeTO
orroBecrkr AoKyMeHTrzre gbArbpx(arqrr ce B rrlr4K No1, cunacHo rrpeAcraBerzrr ofn4c,
KaKTO kr r,r3B6prxr4 rrpoBepKa oTHocHo cboTBeTCTBIlIeTo Ha rrpe/4,cTaBeHIITe
AOKyMeHTIZ, C Te3r{ IIOCOTIeHH B CfII4gbKa.

22.IIp*r npoBepKa Ha AorqrMeHTr{Te sa no.q6op, rpeACTaReHLr c oSeprara
Ha ,rPCP" E(OOA, EVIKI2|7O6547, cbc ceAalr4rqe u aApec Ha yrrpaBleHrae: rp.
Co$za, pafiou,,KpacHo ceAo", y.l. ,,Brzxrop lpzropoe" Ne3, rraprep, rrpeAcraBl-rrBaHo
or yrrpaBl4rea-s Pa.ro Cre$aHoe Pr,r6apoe - ynpaBxrezr,'6etre ycraHoBerro, rre cbc
CbIIIaTaJ IacTHHI(B:l BHaC.fl [peAAOx<eHLIe [O O6OCO6errz rro3krUkr]r NO, NO 6,7,9, 18,
59,7O7,108, 188, 189, 308, 3O9, 310,311, w e rpeAcraBeHa B cborBercrBze c
pa3ropeA6anra na.rzr. 57, a.t.2 or 3OfI v c6Atpx<a: 13 6p. rrlrzKoBe Ns1

,,(or<yrrenrur 3a uo,46op", 13 6p. rrlt4KoBe Ns2 - ,,Texukreecxa o$epta" z 13 6p.
rrAHKoBe Ns 3- ,,L{eaoeo npeAlox<erLre". Ilpe4rz Aa rrpr4crtfrLT K6M orBapsHe Lr

rrpoBepKa Ha AoKyMerrTr4Te, rrpeACTaBeHV c rrlLrr( No1, upe,4ceAarel-sr Ha KoMrrcz.sra
rrpeAcTaBrz Ha r{AeHoBere Ha r(oMlrckrrrra Aa rroArrLrlrar rrlrrKoBe No3, czre4, Koero
orBopx rrlr4KoBe No2, z rrpeAcTaBra 3a rroArrr4c gbA6p){<arr1uTe ce B Tsx AorqrMeHTrz Ha
rr^eHoBeTe I{a KoMklcvr,ITa) c^e,( KoeTo ofroBecTlz AorgrMeHTr{Te gbA6p){<axl}I ce B
rrAr.IKoBe No1, cH.l,acHo rrpeAcTaBelJurs. orrlrc, Kar(To uT rz3BGprrru IIpoBepKa orHocHo
C,bOTBeTCTBLIeTO Ha rrpe.qcTa-BeHl.ITe AOIqTMeHTH, C Te3IrI ilOCOTIeHI.I B Crllzgbr{a.

23llpw rrpoBepKa Ha AoKJrMeHTLrre aa uo46op, rpeAcraBeHrz c o$eprara
ua ,,BVAMAP MA,, OOA, EI4K 137748628, ceAalr.rqe lr aApec rra yrrpaBleHr4e: rp.
Co$ua 1000, pafion p-n Bztorua, KB. MauactupcK"r irvrBa7.:rz, yL. ,,llkrg)rar", No 32
rrpeACTaBA-rrBaHo o:r Mapvezra Cuacoea la.rescxa - yrrpaButrel,6erue ycraHoBeHo, rre

c6c cBrqara )AracrHvKBT BHacs [peAlox(eHrzre rro o6oco6euz lroezqau No, No 32, 40,
43, 54, 55, 79, 719, 281, 282, 283, 285, 14 e rrpeAcraEleHa B cborBercrBze c
pa3rropeA6ata ua -r,r. 57, att.2 or 3OlI kr ccABp)Ka: 1, 6p. rrlrzKoBe Ns1

,florgrvrenrrr 3a no716op", 11 6p. rrALrKoBe Ns2 - ,,Texuu.recxa o$epra" z 11 6p.
rrAHKoBe Ns 3- ,,I{euoso [peAlo)Keravre". ". Ilpe4,rz Aa rrpracrBrrrr KGM orBap"sue rz



rrpoBepKa Ha AoKyMeHTrlTe, rrpeACTaBeHr4 c rrnrzK No1, npe4ceAarel-sr Ha KoMrzcurfrTa
rrpeACTaBH Ha r{AeHoBere Ha r(oMucr{sra Aa rroArrr{rxar frnkrKoBe No3, c,reg, Koero
orBopt4 nlraKoBe No2, rr rrpeAcTaBrr 3a rroArrt4c crAGpx€rr$lTe ce B Tsx AoKyMeHTr4 Ha
qAeHoBeTe Ha KoMprCVrgTa, CAeA KOeTO OrrOBeCTr4 AOrqrMeHTr{Te gbA6p)Karrr,rr ce B
rIALtKoBe No1, ctrzracHo rrpeACTaBeHr2Is ofrr4c, KaKTo 14 I,I3BBprrrH. rrpoBepKa oTHocHo
cBoTBeTCTB?reTO Ha rrpeACTaReHr4Te AOKyMeHTUT, C Te3Ut [OCOlreHr4 B CfrLrcbKa.

24.lIpvr rrpoBepKa Ha AoKyMeHTlrre sa no46op, rpeACTaBeHu c o$eprara
Ha ,,YH}I6APM" AA, EI4K 83 7537465, ceAalrzxle v a4pec Ha ynpaBneHr4e: CoSux,
pafiou p-n Cty4eHTCKr4, Nr.x..(spreHr4rla, yn. ,,Tpa:ixo CtarroeB" 3, npe4,craBl-sBarlo
or yrrpaBlrre^.s Orrlan Kzpv,roe lla-rrageee r43nBAHraTeAeH Ar{peKTop, 6ette
ycraHoBeHo, rIe cGC gbrrrara J racrHr{KBT Blrac.fi [peAloN(eHr4e rro o6oco6errut
rro3rzrlr4r.I No, No 2541 256,257, ut e npeAc?aBeHa B qborBerc?Brae c pa3rropeA6ara rra
.ra. 57, a,t.2 o't 3OII z ccAgpx(a: 3 6p. frnr.rKoBe Ns1 - ,flor<yvreuru 3a no.q6op", 3 6p.
frlr4KoBe Ns2 - ,,TexHr4uecxa o$epta" ur 3 6p. naraxose Ns 3- ,,I{erroso [peAlox<enkre'.
Ilpe4z A,a rrprzcrBrrr.t K6M orBapsHe ra rrpoBepKa Ha AorqrMerrTraTe, [peAcraBeHr4 c
rrllrK Nol, npe4ceAarelsr Ha KoMr4cursra [peAC"aRr4 Ha rrleHoBere Ha Kowvrcvr:rra Aa
rroArrurrrar rrlrzKoBe No3, cae4, Koero orBoprz frAHKoBe No2, z upeAcraBr4 3a rroArrr{c
C6AGpX<aIIIZTe Ce B TgX AOI$/INIeHTH Ha TIAeHOBeTe IIa KOMI4CI{fITa, CAeA KOCTO
o[oBecrr4 AoKJTMeHTr,rTe c6A6p)Kaxlr4 ce B rrlr4xose Nsl, ctrnacrro flpeAcraBeuurs.
oII?tC, K€I-KTO kI LI3BBpIIII,I IIpOBepKa oTHoCHO CbOTBeTCTBIIeTO Ha IIpeACTaBeHLITe
AOKJTMeHTUT, C Te3UI rIOCOTIeHIZ B CfIIlgbKa.

25.IIpz rpoFepKa Ha AoKyMeHTr4Te sa no.q6op, rpeAcraneHLr c o$eptara
na ,,ETPOIIA/\ TPEftA' EOOA, F)I4K 122055819, AapJ"' rp. Erpouo,t., 

- 
6y.r.

"ryrcKrl" 191, flpeAcraBl-sBar{o or yrrpaBrzrel-rr Pocuqa Mzxafinosa llerr.resa -
yrrpaBrzren, 6erre ycraHoBeHo, rre qbc gburara J racrHr{KBT Buacs [peAlox{eHr4e rro
o6oco6enz rro3xquu No, No 10, 1 l, 256, 260, 261, 262, 263, 264, 265, 267, 268,
269, 272, 273, 275, 276, 277, 278, 282, u e npeAcraBeHa B sborBercrBr4e c
pa3nopeA6a,a na .r.n. 57, a,n,.2 or 3OII u c:',grp>xa:'17 6p. rlraKoBe Nsl
,florqnrenr?r 3a no716op", 77 6p. rrnrrKoBe Ns2 - ,,TexHrzvecxa oSepra" z 17 6p.
rrlrzKoBe Ns 3- ,,I{euoeo [peAAo)KeHLre". Ilpe4z Aa rrp]rcrbrr]r K6M orBapsHe r.r

rrpoBepKa rra AoKyMeHTrzre, rrpeAcraBeHlr c rrnrrK No1, rrpe4,ceAarelflT Ha KoMHCrzflTa
rrpeACTaBH Ha r{AeHoBere Ha KoMrrckrrrra Aa rroArrra[rar rtlfiKoBe No3, cae4, Koero
orBopu rrlraKoBe No2, rr rrpeAcTaBfi 3a rroArrr4c cbAbpN(arrlkTTe ce B Tsx.q,oK]'NreHTra Ha
r{AeHoBeTe Ha KoMprcurflTa, cAeA KoeTo ofroBecTl{ AoKJrMeHTr4Te gbA6p)r(arrll4 ce B
fr^rzKoBe No1, cHnacHo rrpeAcraBeHl4s ollr4c, K€rKTo 14 r43Bbprrru [poBepKa oTI{ocI{o
CGoTBeTCTBI{eTO Ha rrpeACTaBeHr4Te AOr{yMeHTH, C Te3r{ frOCOrreHIa B CIIr4CbKa.

26. llpla rpoBepKa Ha Aor<1-MeHTrrTe sa uo,q6op, rpeAcraReHrr c oSep:ra:ra
na ".(,HA XEM" OOA - rp. IInoBAurB, EI,IK 115321600, sbc ceAalrrxle ra aApec Ha
ynpaBleHr{e: rp. Ilaon,4rze, y . "IIpecAaB" Ne 15, rrpeACTaBA.aBaHo ot Hraxozrari
Bezr.res - JmpaBr{TeA, 6enre ycraHoBeHo, qe cbc cbrrrara JrqacrHrzKB" Brracs
rrpeAlox{eHrze rro .o6oco6erra flo3vqv.fl No 233, ra e npeACTaBeHa B gborBercrBrrre c
pa3ropeA6ara na tt. 57, att.2 or 3OII z cbA6px(a: 1 6p. uaux Ns1 - ,,(or5,rvrenrvr za
rro4,6op", 1 6p. [AvK Ns2 - ,,Texuuuecr<a oSepra" z 1 6p. rrlzrK Ns3 - ,,IJ,euoeo
rrpeAlox<enkre". Ilpe,qrz Aa rrpucrtrrr,r K6M orBapsHe pr upoeepxa Ha AoK),rvreHTrrre,
rrpeAcraBeHz c rrlr4K No 1, rrpe4ceAarel-rrr Ha r(oMr4curflTa rrpeAcTaBrz Ha rrneHoBere
Ha KoMlrcr{rrra ra fioArrrzrrrar rrlnr(oBe No3, cAeA Koero orBopu fTALTK No2, u
rrpeAcTaBr4 3a froArrkrc c6A5pN(arrr,I1ITe ce B llero AorqrMeHTfi Ha lr.^.eHoBeTe I{a
KOMVICVIflTa, CAeA KOeTO OrIOBeCTII AOIq/'IvIeH"?I?e gbA.6p)I€IIIl4 Ce B TI1\I4K NOl,



c.I)r^acl{o IIpeACTaBeHIzg Ofrurc, K€tKTo ur r43BBprrrr4 frpoBepKa oTHOCHO
CSOTBeTCTBI{eTO Ha npeACTaBeHIaTe AoKyMeHTLt, C Te3I{ TIOCoTIeHZ B CIIVgbKa.

27.tlpw rpoBepKa rra AoKyMeH?vre 3a roA6op, rpeAcTaBeurir c oseprara
na "EAIIAK AH3I{HP tooA - rp.BapHa, ELAK 703765736, crc ceAalr{rqe v aApec
Ha yilpaBlerrrze rp. BapHa, yn. nZeanr Boropos, No 12, rrpeAcTaBlraBar{o ot llaa:vrerr
Ka,tafiA>xpteB - yupaBwret, 6eure ycraHoBeHo, qe qbc cbrrrara J racfHrzKtT BHacs
rrpeAAo)KeHHe rro.o6oco6enz rro3r.rrlkr?r No, No 14,20,21,23,24,26,27,29,30, 31,
32, 47, 48, 49,50, 58, 62, 63, 80, 87,88, vr e rpeACTaBeHa B sborBercrBfie c
pa3fropeA6a:ra na .r,r. 57, az'.2 or 3oII ur crABpx€: 21 6p. frlnKoBe Nq1
,.(orgrri,reuTur 3a rro,4,6op", 21 6p. rrnrzKoBe Ns2 - ,,Texurz-recxa o$epta,, Lt 21 6p.
nazxose Ns 3- ,,I{enoeo rrpeAlox<enne". Ilpe4lr Aa rrpxcTtrrrz K6M orBap.rrHe ra
rrpoBepKa Ha Aor(yMeHTrrITe, rrpe.q,craBeHu c rAr4K No1, npe,4ceAarel-sr rra KoMr4cvrflTa
rrpeAcTaBr{ Ha rrleHoBere Ha KoMrrcr4sra Aa rroAlrzrrrar rrlr{KoBe No3, czre4 Koero
orBopr4 rrAr4KoBe No2, ra rrpeACTaBH 3a rroAfrrzc cbAtpx(arrlkrre ce B Tgx AorqrMeHTr4 Ha
rr^eI{oBeTe Ha KoMrrcul5lTa, cAeA KoeTo ofroBecTr4 AOKJrMeHTr.rTe gbAlpx<arrvl ce B
IIAr'rKoBe No1, clrzracHo rrpeAcraBeHr4.rr ofrLrc, KaKTo H r43B6prrrr4 npoBepKa orHocHo
CbOTBCTCTBI4CTO Ha IIpeACTaBeHfiTe AOIgfMeHTIzt, C Te3u IIOCOTICHIZ B CII14C6Ka.

28. IIpa rpoBepKa Ha AoKyMeHTlrTe sa no,q6op, rpeAcraBeHr.r c o$eprara
na ,TEATA goM" ooA, Ei,IK 130469816, ceAalrzure lr a,'(pec Ha yrrpaB1eHqe: rp.
CoSraa 1000 pafioH p-H O6opzrqe, y . AyHAB No Ig, Bx. A, er. l, ar. 2,
rrpeACTaBA-aBaHo or JmpaBlarettr Teo4op Zeanoe 3av$rapos - yrrpaBr4tea, 6eure
ycraHoBeHo, rre cbc ctrrrara J racrHr{KBT BHac.s rrpeAlox(errr.re fro o6oco6errrz
uoszqnz No, Ns 243, 244, 245, 247, 248, 252, 327, 328, 329 vr 330 , v a
rrpeACTaBeHa B sborBercrBr,re c pa3nopeg1ara Ha rrn. 57, att.2 ot 3OII iz sbAtpx(a:
10 6p. rrlr4K Ns1 - ,,(ox5nvreurvr 3a no4,6op", 10 6p. rrl]rK Ns2 - ,,Texnzvecxa oftepr.a"
z 10 6p. rrlr4K Ns3 -,,I{eroeo npeAlox{e:rrne".Ilpe4ra Aa rrpr4crbfrr4 KBM orBapsHe H
rrpoBepKa Ha AoKyMeHTr4Te, rrpeAcraBeurz c rrnr4K No1, upe4,ceAarel-fiT Ha KoMt4ckr:rra
npeAcTaBrz Ha rIAeHoBeTe Ha KoMLICIITITa Aa IIoAIIrarrIaT uAI4KoBe No3, cne4 KoeTo
orBoprz [ArrK No2, z [peA,craBu 3a rroArrr.rc gbA6p]{<arqr4Te ce B Hero AorqrMeHTr4 Ha
rr^eHoBeTe IIa KOMr{CVrsTa, CAeA KOeTO OrrOBeCTr4 AOrryM.eIlTr4Te gbAG,px{arql{ ce B
rrAr{K No1, cHnacHo rrpeACTaBeHHrr orrxc, KaKTo 14 r43B6prrru rrpoBepKa orHocHo
CGOTBeTCTBLIeTO Ha IIpeACTAReHIZTe 4OrgnreH, UI, C Te3UI IIOCOTIeHITI B CrIh CbKa.

29.TIpu rrpoBepKa Ha AoKyMeHT?rre ea no46op, rpeAcraBeHr4 c o$eprara
lra ,,CAHH MEA' EIOOA, EI4K 121427533, rp. CoSua, pafiou Czrauzua, Nr.x.
,,fBopoB", 6tt.52, er.3, upe4,cr€rErl-fiBaHo or Hae4ap flzvrur.poB - yrrpaBtrrel, 6erue
ycraHoBeHo, rre cbc cbx1ara J racruurKBT BHacs [peAlox<eHl4e fro o6oco6errrz
rro3r.rqrlr4 No, No 256, 257, 258, 272, 273, 274, 276, 278, 2BO, 281, 282, 283, 2BS,
287 , 288, 29o, 292, 293, 332, v e rpeAcraBeHa B cborBercrBrze c pasrrope a6ara ua
tr. 57, a*2 o't 3orl z cBABpx<a: 19 6p. rrlt4KoBe Ns1 - ,florgrvienrrz 3a uo4,6op", 19
6p. frlr{KoBe Nq2 ,,Texuuvecxa o&epta" vt tg 6p. rrlr,rKoBe Ns S- ,,I{euono
rrpeAAox<eEkre". Ilpe4z Aa rrpr4crrrrrr KBM orBapsHe r.L [poBepKa Ha AorqrMeHTrzre,
rrpeAcraBeur{ c rrlr4K No1, upe,qceAarel-sr Ha KoMr{cvrrrra rrpeAcTaRr,r Ha qleHoBere
Ha KoMlrcursra Aa rroArrkrrrrar rrlkrKoee No3, cAeA Koero orBopr4 rrlrzKoBe No2; w
rrpeAcTaBr{ 3a rroArrT4c cbABp)KaxII,ITe ce B Tsx AoKJrMeHTkr Ha ar^eHoBeTe IIa
KOMIZCIIJITa, CAeA KOeTo OnOBeCTIIt AOKyMeHTwTe CE.A\p){(aIqLI Ce Fr [a[zxOee NO1,
cBr^acHo rrpeAcTaBeHHsr ofrLlc, KaKTO Ut Lr3B6prrrl4 rrpoBepKa oTHocHo
ctorBercrBrrero Ha rrpeACTaBeHVTe AoKyMeHTrz, c re3fi noco.rei:z B cflvcbKa.

30.flprl rpoBepKa Ha Aoi(yMeuTrzre ea no46op, rpeACTaBeHr4 c o$epta:ra
rra ,rAH Bl4 All EtAfAPHfl" OOE, EJ4K 200723131, crc ceAal?rrqe rz aApec Ha
yrrpaBleHr.re: rp. CoSua 7407, p-u Aoseueq, yn."Brrla" No 2lA, rrpeacraBlsBarro or



feoprrz Kpacrlrrzpos Pa-.r-reB - yfrpaBr{Ten, 6erue ycraHoBeHo, qe gbc gbrrrara
yrracrHrzKtT BHac.s [peAAox{eHze rro o6oco6enra rro3r{qprr4 No, No 243, 244, 245,247,
248, 25O, 252, ur cBABpx(a: 1 6p. rAwKoBe Nsl - ,fl,or<yvrenrr4 3a uo4,6op", 7 6p.
rrlrzKoBe No2 - ,,TexHrzyecxa oSepra" kr 7 6p. ntnxose Ns 3- ,,I{enoeo [peAlox(eHrze".
". YcraHoeeuo 6erue, qe [pv noAroroBKa Ha rrpeAlox<eHrero cLr He ce e cto6pa3r.rl c
H3r,rcKB€tHwsra pa3rrucaHrr B rrl. 57, azr.3 ot 3OII, gbrlacHo xofito 3aKoHoB ct,cron:
fipv ycloBrre, qe 3a orAenHrzre o6oco6eHra rro3krrla]r ce pr3rrrcKBar pa3lzrrHr{
AoKJrMeHTra sa rro4,6op, cbrr$,rre ce rrpeAcTaBsr B orAeAHr4 rr,rrzKoBe ,f]or<yvrerrrr4 3a
no4,6op". B Kor{KperHkrs czr5rvafi, pa3lurrHr4Te 3a BCsKa o6oco6erro rrosr4r1vrr
AoKJrMeHTvr ce a.Bs"Bar Karalo3rrre Ha BKlrorreHLrte s o6oco6esa:ra rro3r4rlr4Jr MeA.
KoHcyMarrrBra, ceprra$raxarure 3a ,,CE" MapK?rpoBKa, Kar(To u ceprra$:aKarur ISO rra
npozseo4zrelzTe. B ra3r4 BpG3Ka Ha 17.O4.2O15r., rro rroBoA rz3vcK€l-rro
pa:xcrrerrrze, Btg,tox<zre,r-st e [peAcTa-rlrzl TaKoBa c r43prztruo JrKa3aHr4e 3a
cueqz$zvHuTe A,oKoMeHTkr a, rarrau. o6oco6esa rro3r,rrlurr, Koero pa3.rrcueHkre e
rry6nr.rr<ynauo B caitra Ha Brg,tox<rztels. IIpu re3r,r o6ctontenctsa e Halkrrle
xr{rrore3ara Ha qA. 57, att.3 oT 3OII, ctrlacHo Kosro 3a BCsKa orAeAHa o6oco6erra
lo3uurarl cAeABa Aa ce upeAcTaBirr orAelura rrlr4KoBe sa uo46op, cbAtpx<arrrra
cfrracrbK Ha AorqrMeHTrzre kr Kar(To vr cueqraSrzvrrzte 3a o6oco6enata rro3r4ur4s
AoK)'lvreHTrr. ApryivreHT B rro^3a crulrroBkrrrlero Ha KoMLrcurflTa e Peruerrze Ns 51 ot
22.O1.2014 r. Ha K3K no rperrr4cKa, ex. No K3K-1537121.12.2O13 r. n Peurenrze na
K3K Nq 1455120.17.2OI4r., rro rrperrracr(a K3K-1l3ll2Ol4 r., Peurenze Nq
37271O2.O4.2O 15r. Ha BAC, IV or4enenze.

C orae,4 Ha toper,r3lox<eHoro w Ha ocHoBaHr4e qA. 69, at.1 , r.3 or 3OfI,
r(oMrzcr4rrra rrpeA^ara Ha rr3rr6lHr4TelHv.fi Araper(Top Ha ,,MBAA - B5,prac" AA,
rrpeA^ox{eHzero ua ,rAft B*l ALI BbArAPHfi" OOA Aa 6r1e orcrpaHeHo or J^racrr4e
B rrporleAypaTa.

31.Ilprz rrpoBepKa Ha Aorg,MeHTrzre sa uo.q6op, [peAcraReuLr c o$eprata na
,TOEPOME.4 1' EOOA, E,VIK 200763300, crc ce4alutqe s nlpec Ha JmpaBleurze:
rp. Byprac, )K.K. ,,Aa3yp" 6t.74, er. 10, rrpeACTaRA-sBaHo or PaAoc,rran X(eagsxoe -
yrrpaBr4Tea, 6eule ycraHoBeHo, rre cbc gbrqara JrqacrHrzKtT BHacs [peAlox{eHpre rro
o6oco6enrarroskrrrywrNo,No5,6,7,10, 11,12, 13, 14,16,'17,18, 19,33,34,36,38,
40, 47, 48, 49,50, 57, 52,53, 54, 55, 62, 63,77, 79,79,93, gg, 96, l}l, lO7,
L19, 183, 192, 216, 277 , 219, 219, 220, 221, 223, 224, 225, 231, 260, 267, 262,
263,264,265,272, 273, 274,281,282,283, 289,29O,331, u e rpeACTaBeHa B

ctorBercrBure c pa3rropeA6a:ra rra un. 57, a.t.2 or 3OII z qbAbpx<a: 64 6p. rrlr4KoBe
Nsl - ,f,or<5rvreHTz 3a no,46op", 64 6p. rrlrzKoBe Ns2 - ,,Texnuvecxa o$epta" u 64 6p.
frlraKoBe Ns 3- ,,IJ,erroeo [peAlox<erure". Ilpe,qrz Aa r;pvrcr:brrr{ K6M orBapsHe r4

rrpoBepKa Ha Aor(yMeH?vre, rrpeAcraBenra c rrlr{K No1, upe.qceAarel-rrr Ha KoMr{cvrflTa
IIpeACTaBv Ha TIAeHOBeTe Ha KOMIuICkI.flTa Aa IIOAIIHIIIaT TIAI.IKOBe NO3, C,te4, KOeTO
orBopr4 rrlr.rKoBe No2, u npeAcraBr.r 3a rroArrr4c crsAtpx(arrluTe ce B Tsx AoK)rMeHTr4 Ha
r{AeHoBeTe Ha KoMr4cLt,{Ta) cAeA KoeTo orroBecT}I AoIqrMeIrTIzTe gbABpx<arrlrI ce B
rrALrKoBe No1, carzracHo rrpeAcr€lBeur4.:r oillrc, r(€r.r(To rr rr3BGprrrr4 rrpoBepKa orHocHo
cboTBeTCTBrreTo Ha rrpeAcTaBeH?rTe Aor$,,NreHTvt, c Te3uI rrocorreHrr B cfrr4cbr(a

32.flpu rpoBepKa Ha AoKyMeHTr.rre sa uo.46op, rpeACTaBeHLr c oSeprara na
"AKBA>(HM" AA, EI{K 200984964, c'sc ceAaALTrrIe H a,(pec Ha yrrpaBleHne: rp.
Co$r.ra 1582, p-tt l4cxlp, ya."IIpoS. I{eera-rr Aa3apoe" No 83, rpeAcraBl-rrBzl-Ho or
Ka-l,rezrug TpeH4a$uaona I{a',:rKoBa - ur3rrb raurreleH Azper(Top, 6erue ycraHoBeHo, rre

c6c ctrqara JrqacrrrrzKrT Brracs rrpeAlox<eHrze rro o6oco6errrz rro3rTrrrru No, No 14, 47,
48, 49, 50, 53, 79, 83, 185, 2O2, 2lO, 238, 24O, 241, 260, 26L, 262, 263, 264, 265,
27O, 276, 278, u e npeACTaBeHa B sborBercrBrre c pa3rropen6ara Ha rrl. 57, att.2 or
3OII r ctA6p)r{a: 23 6p. rrALrKoBe Ns1 - ,fl,ox5,rvrexrvr 3a tog6op",23 6p. rlrutKoBe



Ns2 - ,,TexHrzeecxa oSepra" w 23 6p. urruroee Ns 3- ,,I{euoro rrpeAlo)Kemkre". flpe4u
Aa IIpLICTbITII KbM OTBapJIHe IzI IIpOBepKa Ha AoK]TvIeHTI{Te, IIpeACTaBeHLI C IIAI4K
Nol, npe,4ceAarel-flT Ha KoMr4cvrsra rrpeAcTa*r,r Ha irleHoBere Ha KoMr4crrrtra Aa
rroArrr{rrraT rr^l{KoBe No3, cae4, r(oeTo oTBopr4 rr^r4KoBe No2, z ilpeAcTaBra 3a rroAnHc

orroBecru .qoK)rMeHTvrre c'b4'bpx<alqrz ce B nll4xoee Nol, cbtnacHo rrpeACTaBeHVg
ofrvrc, KaKTo 14 LT3BEpIIIfi npoBepKa OTHOCHO gbOTBeTCTBT4eTO Ha rrpeAcTaBeHr,rTe
AOKJTMeHTI.{, C Te3?T frOCOrIeHI4 B CfrI4CbKa.

33.lipu rrpoBepr(q Ha AorqrMeHTrirre 3a no.46op, rpeAcraBeHr. c
o$ep.ra:ra na "COQAPMA TPEfiAHHf, AA, EI,IK 103267194, c;i ceAa1r.rqe n
a^Fec Ha yfrpaBleHr4e e rp. CoSurs. - 122o,6yn. "Po>reu" N0 16, rrpeAcraBlsBaHo or
firzvur:sp leoprxee {zvrrarpoe - r-r3rrBAHTITeAeH Ar.rpeKTop, 6eme ycrarroBe11o, r{e cBc
cGrllara )AracrHLrKBT BHacs [peAlo)KeHrae rro o6oco6euz rro3]ruurz No, No L,2,3, 4, 5,
6,7,8, 10, 11, 14, 16, 1.7, 79,20,24 25,26,40,42,43,44,45,46,47,49,49,
50, 54, 55, 59, 62, 63, 64, 65, 66, 68, 70, 73, 77,7g,79, g4, 91, 95, LLg,
2o7, 212, 295, 296, 298, 299,302, 303, 3o4,14 e rrpeACT€r-BeHa B sborBercrBr4e
c pa3rrope46ara Ha rrl. 57, a,t.2 or 3OII z sbAcpx(a: 55 6p. rrlrzKoBe Nsl -
,florgruvrenrra 3a no.46op", 58 6p. rrlrrKoBe Ns2 - ,,TexHz-recxa o$ep:ra" rz 58 6p.
rrArEKoBe Ns 3- ,,I{euono [peAlox(e:r.t4e". Ilpe4u Aa rrpr4crtfn4 KBM orBap.flHe r,r

rrpoBepKa Ha AoKyMeHTkrre, rrpeAcraBeHr4 c rrlrrK No1, rrpe,4ceAarel-rrr Ha r{oMr4cvr51ra
rrpeAcTaBrz rra qleHoBere rra KoMr4crlrrTa Aa rroArrr{rrra? ilArzKoBe No3, c,te,4 Koero
orBopr4 frAIrIKoBe No2, rr [peACTaBra 3a rroArrr{c cbA6px(alllr4Te ce B Tsx AorqrMeHTr{ Ha
TIAeHOBeTe Ha KoMIzCuIsTa) CAeA KOeTO OIIOBeCTLI AOKJTMeHTfiTe CbABpX<aTTIJZ Ce B
IIAkrKoBe No1, clrnacHo rrpeAcTaBeHurr oflr{c, KaKTo 14 r43B6prrru rrpoBepKa orHocHo
cBoTBeTCTBpIeTO Ha rrpeACTaBeHr4Te AOIgrMeHTLr, C Te3Lr frOCOrIeHfi B CIIptCbKa.

34.llpra rpoBepKa rra AorqrMeHTr4Te sa uo46op, rpeACTaReHrz c oSeprara ua
,TAAHA ME4I{KA/I" E(OOA, EVIK 20229652, cbc ceAalr4rr[e ]r aApec Ha JmpaBleHr4erp. Eyprac, y . oBofinnruxa, Ns 77, rpeACTaRAsBaHo or fiarra HeAsaxoea
yrrpaBr,rren, 6errre ycraHoBeHo, rre gbc cBrrlara )rqacrHI{KGT BHacs npeA^o)KeHrae ro
o6oco6env rro3krrulr No, No 14, 15,27,22,23,24,26,27, 29, 30, 32, 38, 40, 42, 43,
44, 45, 46, 47, 54, 55, 61, 62, 63, 64, 77, 79, 79, gO, 94, 97, gg, gg, 721, 179, lgo,
197, 192, 193, 194, 270, 21L, 272,213, 321, 322,323, 324,325, 326, u e
npeACTaBeHa B sborBercrBfie c pa3rropel6ara Ha rrl. 57, art.2 or 3OII rz cbA6px(a:
50 6p. rrlrzKoBe No1 -,f,orgrrvieurvr 3a uo4,6op", 5O 6p. frlr4KoBe Ns2 -,,TexHr,r-recKa
oSepra" u 50 6p. [AlrKoBe Ns 3- ,,I{euoeo [peA^ox<eHwe". Ilpe,4z Aa rrpracrBrrrr Kt,M
orBap-sue r{ [poBepKa rra AoK]1\,reHTLrre, rrpeAcrzrBeHr4 c rr,trzK Nol, upe4ceAarelgr
Ha KoMrtcvlsrra rrpeACTaBLr Ha rrleuoBere Ha KoMracrzrlTa Aa rroAnr{rrrar nazxoee No3,
cAeA Koero orBoprr rrALrKoBe No2, rr rrpeAcTaRra 3a rroAnHC cbAcpx(arrprre ce B Tsx
AOK)rMeHTr4 Ha rr^eHoBeTe Ha KoMurcur'ITa, cAeA KoeTo oloBecTr4 .4,orqrMeHTr{Te
cbAtpx<arrlr4 ce B frlrnKoee No1, ctrlacHo rrpeAcraReHrurtr ofrrzc, K€tr<To rz t43Btprrrlt
IIpOBepKa OTHoCHO CbOTBeTCTBLIeTO Ha IIpeACTaBeIIuTe AoRJTMeIITLI, C Te3I1I IIOCOTIeHLI
B C[T4C6KA.

35.Ilprr rpoBepKa rra AoKyMeHTrzTe aa no,46op, rpeACTaBeHr-T c o$eprara.rra
,r+APKOA" lLA, EI4K 702227154, cBC ceA€rlr4rrle ra a^pec Ha yrrpaBleHrre: rp.
Byprac, y ,,CaH CreSaHo" Ns 28, [peACTaB -rrB€rHo or Tarrs Easoresa
rzt3frtlHrrrTelerl Ar4peKTop, 6elre ycraHoBeHo, rre cbc gbrrrara J racrHr.rKcr BHac.s
npeA^ox{eHae no o6oco6errrz rrozvtr\vwr No, No 1,3,4,8,9, 10, LL, L4, 15, 16, L7,24,
25, 38, 47, 48, 49, 50,52, 53, 59, 62, 63,77,79,79,93, ra e npeAcraBeHa B
sborBercrBvte c pa3fropeA6ana na trr. 57, a*2 or 3OII z cbAtp){€: 27 6p. rrzrr4KoBe
Ns1 - ,f,orqrvrenrur 3a rro4,6op", 27 6p. rrlr4KoBe Ns2 - ,,TexHurecxa oSepra" u 27 6p.
rr^rzrKoBe Ns 3 - ,,IJ,enoeo [peA^o]e(eEyre". Ilpe4u Aa rrpt4crbrrra K6M orBapsHe r4



rrpoBepKa Ha AoK]'rvreHTt4Te, ilpeAcTaBeHre c rrllrK Nol, npe4,ceAarel-rrr Ha r(oMrircvrsrra
rrpeAcraBr4 Ha rrleHoBere Ha KoMrrcrrsra Aa rroA[v[rar rrlr4KoBe No3, cure4, Koero
oTBopr4 IIArzKoBe No2, z [peACTaBII 3a rroArrr,rc cbABp>KarrlI.ITe ce B Tsx Aor(yMeI{Tr{ Ha
r{AeHoBeTe Ha KOMTZCUIrTa, CAeA KOeTO OfrOBeCTr4 AOKJTMeIITT4Te CGA6pX<2TrVI Ce B
rrArtKoBe No1, csrnacHo rrpe,qcraBeHr4.Er oflr4c, Kar(To rz ra3B6prrrr4 rrpoBepKa orHocHo
CBoTBeTCTBLIeTO Ha rrpeAcTaBellrzrTe AoKyMeHTkr, c Te3ur frocorreHr4 B crllrcbKa.

I-Ipu rz3BtprreHara rrpoBepKa Ha A,oKJrMeHTure B llttrx Ns1 or
IIPCA^OX{CHIICTO rra ,,KA[AMIA, EOOA, fIocoIIeHH B cfILIgbKa I,I rrpoBepKa Ha
gborBercrBrlero tlM, 6eure ycrarroBeHo, rre J lacrrrprKtT e rrpeACTEr-BrzA cAeAHr4Te
AOKJTMeHTH:

1. Crrrzsrx Ha AorqrMeHTkrre;
2.Yee4onrzrelHo rrprcMo or HAII
3. Y,qoctoeepeHr4 e 3a perra crpar1ws ua,,KAIIAM E rI." EOOA
4.f;exaapaUurr rro ttt. 47, at9
S.CIILICbK no .rzr.51,a,r. 1,t. 1 ot 3OII
6.Y4octoeepeHkre or Kauaue,q I4rm,r.
T.Y4ocroeepeHr4e or Au,rexa,,BLrraA"
8. CeraAerelcrBo 3a peflzcrparlkrs MIIC
9.Curzctx Ha Azrlara, aHra)Kr4paHrr c pr3frtlHeHrrrero Ha rroptrrKara H Cnrzcrx rra
Ar{rlara, lo.olroeapaulu 3a KoHTpoAa Ha Kar{ecrBoro rrprz rz3rtT,lHeH1re Ha
,qocTaBKr4Te
1 1.{exaapauus 3a cborBercrBrae or npoLr3BoAkrrel-s
10 ml
7 2 . fiet<,taparlrarr 3 a ctorBercrB 14 e or rrp o uT 3 B oAr4 TeAfl
1 3.CEPTI,IOI4KAT ISO 900 1 :2O08
I4.BPOIIyPA na rpoA)rKTr,rre Tauro Lock (+ Llnctpyxqvrz 3a ynorpe6a na Tauro
Lock HEPSOO z U25.O0O (c Ypor<zlrasa)
1S.PA3PEIIIEHI4E 3a rtproBurs. Ha eApo c MeAr4qr,rHCKvr vr31e^vs.
l6.fexnapaqu r orHocHo ocrarbrrHr4s cpoK Ha roAHocr - 75 o/o.

17.[exaapaa\Hs. orHocHo ocvrypsBane B rrtlerr o6eu Heo6xo4,zMr,rre Ko1rrrrecrBa
AeKapcTBeHr4 rIpOAyKTr.r r.r MeAr4qIlIHCKt4 vrcAeil:/lfl
18.{enraparys. 3a MoHrzTopr.rHr rra 6esouacHocrra Ha MeArzqvHCKraTe vr31e;yrs. vr
CBOeBpeMeHHOTO IztM LI3TerA-fiHe OT Ila3apa [pI4 HecbOTBeTCTBrITI C I43I4CKB€[II"IIITa 3a
6esonacHocr no cMrrcbla Ha lnaea 7 or.3MI,I
19.flexaaparrys. 3a 3ano3HaBaHe c ycloBzurra ur BcLTrrKu o6cro.srencr.ea ur

AOK)rMeHTaJ\Hs. 3a J racrr4e B o6rqecreeHa rropBrrKa c rrpeAMer: ,,Aocrapxa rra
MeAHTILTHCKT4 KoHCyMarwByr 3a Hyx(AHTe Ha MBAA Byprac Af,
2o.fiexttaparys" 3a crra3Bane ycloBrasra 3a J racrr.re B ripoqe,e/para, KaKTo rz BcrzrrrKr.r
,4efic?narqra rexHrnqecKIE HopMrz, Kot4To ce orHacsr Ao r43rrBlHeHr{ero Ha rroptlIKara,
KaKTO Vr Hepa3rrpocTpaHeHHe Ha AalrHIITe, CTaHaATA Mr{ LT3BeCTHTZ CB6p3aHII C
flopBr{KaTa BBB BpB3Ka c MoeTo J racTr4e B oTKpr{TaTa rlpoue,qapa
27.flexrtaparrys. sa o6oco6euxTe rrolurr\urcr, fro Kor4To ,,Karanre,4" EooA J racrBa B
o6ulecneeHara rropBrrKa
22.f,ex.tapa\Lts. 3a rrol3Bar{e / ueuo,reeaHe Ha rroAr43rrblH :rrTetyr
23.flex,raparrys.3a rrpr{eMaHe Ha ycloButflTa B rrpoer(Ta Ha AotoBopa
24.fiex'lrapar]:z,s.3a ALrrrca Ha cB6p3aHocr c Apyr 5nracrHr,rK no .ra.S5,azr.7 ot 3OII,
KaKTo 14 3a Ar4frca rra o6ct'ogrelcTBa rro .ra.8,a,t.8,r.2 or7
25.3A.f BAEHI4E 3A YTIACTI{E
2 6 . A lutyrrur4 crp arr4B Hrz cB eAeH ws. 3 a,, Kau a:vre4" E O OA
27.Tapaan1vr.fl" za J racrr,re no o6oco6eHa rro3raqr{rr No27 1, rrorvr. Ns1 rr Ns2
2S.IIbAHOMOIIIHO ot Bacz,re- Cepron<a $zcxonan, Ynpaez:reA,,Kananre.q" EOO{
29.AOTOBOP-IPOEKT

sa Tauro Lock HEPSOO 5 mI z

sa Tauro Lock U25.000



IIpz n:ntprxeHara rrpoBepKa Ha rrpeACTaBeHr{Te AoKJTMeHTz sa uo,46op ra

c6orBercrBuero urM c r{3rrcKBaukrfrTa tta BB3ztox<zreta, KoMHCrrrITa ycraHoBr.I
cAeAHr.rTe rrpolycKr4 :

1. He ca Halr,rqe AaHHra orHocHo Halr4irue rra cKlroqeHr,r Mrrur{vryvr 3 lrp^l
AoroBopa 3a rrpeAxoAHr4Te ?pLr roAI4Hrz 3a AOCTaBKa Ha MeAr4Ut4HCril,r
ur3!.etr4s, cr{r{TaHo ot xpafirrata Aara Ha rroAaBaHe Ha rrpeAlox(emkrrrra,
cttlacHo vrzurcKBarrurfrTa pa3rrkrc€rHr4 B rrl. 2.1.3, 6. ,,A" ot O6rqrate
ycnoBr4tr 3a rrpoBe)KAaHe Ha npoqe,aypara, a e Halrzr1e rarr$opvraqrza
caMo sa 2 4,orosopa.

2. B paspee c :zslr,.cKBalrulrrra Ha Brgaox<rarel-rr JnracTHraKIT Aa rrpeAcraRy
Aarar:vr orHocHo HaAI4e Ha rp€rHcrroprHr4 cpeAcrBa (rvrrzrrzlvqrrvr ABe),
rreo6xo4,zrvrrz 3a o6egrre-rasarre Ha AocraBKr4Te Sparrxo cKAaAa Ha
Btgnox<zrel-s, yrracrHwKtT e npeAcTarerzl Ta,rou caMo rra 1 a-s:ro:triro6vtt,
co6crneeHocr Ha ApJDKecrBoro. flpll yczroBr{e, qe MIIC ce rrol3Ba no
crz^aTa Ha AoDoBop 3a ALr3r{Hr rz^kr AoroBop 3a HaeM, cAeABa Aa Ce
npeAcTaBsr u Korrkrrl Ha ctorBerlrr4Te AoroBopz. PecypcHrzre
B63MO)I(HOCTrI CBbp3aJ:rIj c r4gbxlecTBsBalIe Ha AOCTaBKT4Te MOI.aT Aa ce
AOKa3BaT 14 C Korrrure Ha AoI'oBop c Kypr{epcKa sraprvra.

3. He erpeAcraBen ceptzsurrar ISO 9001:20O0 razrv ISO 13485:2003 utu
eKBrrIBaAeI{T Ha rrpor{3BoArzTe^-'r EIa ilpeA^araHr.rTe oT J TacTHIAKa
Me/q,urlr4 HCKrr r(o HCyM aaurBur.

Ilpe4elr4 ropr.r3lo)KeHoro Lr Ha ocHoBaHr,re rrl. 68, azr.8 u att.9 or 3OfI,
KoMr4crrIrITa yKa3Ba Ha yaracrHnr.a, B cpoK or 5 pa6omrz AHr{ or rrol5nraBanero Ha
KOIIIZIe Ha HaCTOsqlIg IIpOToKoA, Aa fIpeACTaRI4 rIoCOqeHI,ITe B IrpeAxoAHttg a63artr
AOKJaMeHTI4, C UeA OTCTpaHsrBaHe Ha HeqboTBeTCTBHrrTa.

rlpz HsBtprrreHara rrpoBepKa Ha AoK)rMerrTr4Te B rlazx Ns1 or
rrpeAAo)Keukrero Ha ,TEIIKOMEA' OOA, ilocorreHr{ B crrr4sr,Ka r4 rrpoBepKa Ha
cborBercrBrzero r4M, 6errre ycraHoBeHo, rre ) IacrHr4KET e rrpeACTaFllA cAeAHr4Te
AorqrMeHTr4:

1. flexaaparrys 3a rz3BtprrreHa rrpeperlrcrpaqlur no $4 ot 3axona 3a rbproBcKrirrr
perlrcrtp - ctp.1
2. Y4octoBepeHrze 3a craryca Ha J racrHr4Ka or arcHqkrrrra rro Burzcsanrrz-sta -
crp.2 4o crp.3
3. Konrae Ha AorgrMeHT 3a perrrcrparlkTn no 34.4C - ctp.4
4. A,exuraparys. 3a ilurl;.ca na o6snogrencrBara no tt.47, aa.9 or' 3OII /O6paeeq

NoS/ - crp.S 4o crp.6
5. A,oxasa:relcTBa 3a rexHrarrecKr{ Bt3Mox{ttocrlr 3a }r3rrBAHeHlIe tla nopBrrKara:

o {exnapar\uts., gbA6p){<arT(a crrxgbK Ha cKlrorreHr.ITe AotoBopv 3a AocraBKa
Ha CToKIa IIpeAMeT Ha nop6rlKaTa, I{3[SAHeHIut IIpe3 IIOCAeAHLTTe TpI4
roArzHr4, BKATOTTfiTeAHO CTOT4HOCTT{Te, AaTrzTe u [oAJrqaTeAT4Te, C

rrocolrBaue rra uy6azrreH perr4crBp, B xofi:ro e ny6zrzr<yBaHa zrr$opivraqraa
- crp.7 4o crp.S

o fiexaapaJJ:zts. 3a Halrzrrrzero rra co6ctBeHra rpaHcnoprHtz cpeAcrBa, 3a
o6esue.raBaHe Ha AocraBKraTe Sparrxo cKAaAa .Ha Btsaox<urel-s c
rrpr4lo)KeHlz Korrvs. or r€tloHr4Te Ha MIIC 14 Korrue Ha AoroBop c rq/pzepcKa
Siapua -_crp. 9 4o ctp.16

o {exaapaJ\r4fl" ctABpx(arTra crrprctr( Ha rexHr4qecKrzre Ar.rrla,
o6pasorarelHara vr npoSecnoHalrra xeanuSzxar\vrs Ha rrepcoHala,
BKlroqrzrelHo Ha re3r4 ortoBapsrr1u 3a AocraBril{Te - ctp.17



. EC ceprrz&r4Kar lc rrocoqBaHe 3a Ko.a o6oco6ena rro3r.rq1arr ur

HoMeHKAarypHa eAkrHrqa e npvlox<rzM / - zanepeHo Korrr{e - cr.p.18 Ao
crp.23

o Ceprw$uxar ISO 13485:2003 Ha rrpor.r3BoArrrel.rr /c uocoveaHe 3a Kos
o6oco6erra rro3r.Irlt4tl r-r HoMerrKlarypHa e1vr:rrurr\a e [p]rlox<r{na/ - saeepeHo
Korrae - crp.24 go crp.26

o {ex,raparlpru 3a gborBercrBr4e /c uocoveaHe 3a xog o6oco6erra noeur\vrs. H
HoMerrKlarypr:a eAvravrqa ca rrpvlox<raMraf - zar,epeHu Koru4rr crp.27 Ao
crp.49

6. [er,t'apaJ\tT-s. 3a ctorBercrBr4e Ha MeArarrr4HcKrzre KoHcJrMarrrrBr4, cbrlacHo
3MI,I - crp.50

7. Epoiuypz / Karazror Ha xaprr4eu v MarHfiTeH Hocr4TeA
B. 'PasperueHr4e 3a rbproBrrrr Ha eApo c MeALrrrt4HcKH vr31ezt:rrs. c_[pr4lox<eHo

3arlBneHr4e oTHocHo npoMsHa Ha cAa,4oBO rroMerqeHLre - 3aBepeHo Kofrrze -
crp.51 4o crp.53

9. flexnapaqkrs 3a cpoKa Ha roAHocr or 75o/o - ctp.54
l0.{exnapallus 3a ocrzryap.flBaHe na ueo6xvr1vrvrrae KolurrecrBa MeAWrrsHCKt4

KoHclrvrarulBul 3a rIeALur cpoK Ha AoroBopa /e ctytafi, .re 6r4evr ras6pa:rz sa
r43rrtlHrzrre,r/ - crp. 55

11.{exnapaJ\vrs, -re rroAAcpx(aMe AorlFMeHTrrpaHa cr,rcreMa 3a rrpoc6eAsBaHe
6egouacrrocrra Ha MeArzTITZHCKrzTe v3Ae Afis. - crp.56

1.2.fiextrapaqrls 3a 3arro3HaBaHe c AoKJrMeHTarrrarrra /o6paseq No s/ - crp.57
13.flemaparryrs., qe rrle crra3BurMe BcprrrKrz yctoBvrs. rreo6xo.4rrMrr 3a v3rrtlHeHr{e

Ha IIOpGrIKaTa

/O6paseu No 4/ - crp.58
14.flexaapaqus 3aJ lacrr,re uo o6oco6e:rrw rro3urrrErr /O6paaeu No 12/ - crp.59
lS.{exnapaJt:;rs.3a Ar{nca rra noAr43rr6lH:rrTe^u /O6paeeq No 7/ - crp.60
16.[exaapaJryIs.3a rrpveMaHe Ha ycloBt4rrra B npoeK"a Ha AoroBop /O6pazeq Ns

9l - crp.6l
17.flex.i'apa\Hs. no vzr.55, atv.7 ot 3OfI, ?r 3a Afirrca na o6ctoflTelcrBo uo vzr.S,

at8, r.2 or 3OII /O6paaeq No 6/ - crp.62
lS.3asezreHLre 3a ) racrrze /O6paeeq No 1/ - ctp.63
l9.A4rvrzru4crparrBHr4 cBeAeHwa /Olpaseq No 2/ - crp.6!
2O.frot<ywteHT 3a BHeceHa rapaHulur 3a Jnracrze c orrrac Ha rro3prrrrzurre, ga Ko11To

ce J racrBa -_crp.65 4o ctp.66
2\.Crrucu< Ha AoKyMeHTr4Te, ctAbpx(arrru ce s oSeprara Ha xaprr4eH Hocrzre6 rz

na CD ere Sopurat Microsoft Word - crp.67 4o ctp.68
22.Ceprut$rzxat na "BIZKOME("OOA no ISO 9001 : 20OB - 3aBepeHo Korr4e -

ctp.69
23. Oropu3ar{Hrr - oprarvHerl - crp.7o

Ilpra raserplreHara npoBepKa Ha rrpeAcTaBeHrzre AorqrMeHTn ea uo,46op 11

cBoTBeTcTBr,reTo UIM C yc^oBl4sTa I{a B'B3loxrzTela, r{oMt4cr.rtlTa ycT€[IIoBrz, qe

orfoBaps IIa orrpeAeAeHuTe oT Brgzrox<rzrerr-a xsazlz$raxarlzoHHr4 ra3rlrcKBarr11fi.
Ilpe4srr4 Lr3lox<eHoro rrleHoBere Ha KoMrrcr4rrra B3exa perueHkre, npeAcraBeHoro or
IIPCAAox<eHrze ,,B[IKOMEA" OOA Ia6r'4e AonyCHaTo Ao pa3TAeN(AaHe LI oIIeHKa.

IIpz neetprreHara npoBepr(a Ha AoKJTMeHTrzTe s llazx Nsl rro o6oco6errz
rro3tru,lrw Ns 48 rz Ns49 or rrper+^,o)KeHurero Ha "SEABE3AP - fAIvIA AEHT" oOA,
rrocorreur{ B crlr4gbKa tn rrpoBepr(a Ha c6orBercrBuero ravr, 6errre ycraHoBelto, rre

J racTHr4K6T e rrpeACTaBLrA cAeAH}ITe AOK)rMeH"r4:

o {auHn ua Szprvrara- l6poir



Korrrae Ha AoKyMerrT 3a perrlcTpanlu r no peAa rra 3axorra 3a AaH6K Bbpxy
4,o6asenara crofiHocr - 1 5pofi.
fiexnapaqzs 3a Azfrcara Ha o6cro.srezrcrBara rro rrl. ,t-t. 47 , a,r. 9 or 3OII- 1

6pofi
Cuttctx Ha AofoBopr4Te cKlrorreHr4 rrpe3 rrocleAHrzre rprur roALrHr4, c rrpeAMer
PI3BBPIIIBAHC HA A,OCTAI1KI,I, CXOAHLI C IIPCAMCTA HA fIOPGIIKATA, HA
TepaTopr{sra Ha Peny6araxa Brarapua- 1 6pofi
Konze rra AoroBop c MBAA Ceera llsnxa Eurrapcxa EOOA- I 6poit
Konrae Ha AoroBop c Bz4enr EOOA- 1 6pofi
Kourze Ha AoroBop c Mzrrnaur EOOA- 1 6pofi
Cerz4,erencrBo 3a perucTpaqr4s rra MIIC- 1 6pofi
.(exaapaqzs, ctA'tbpx(alqa cnr4cbK Ha rexnrzrrecKrrre Arzrra, Kor4To rqe 6r,4at
rrpgKo aHta)KupaHr{ c rrlsltlHeHr{ero Ha o6rqecteeHara rropbqKa, KaKTo ra
CfIIltgbK IIA AfiIIATA, OTIOBAPSIIU{ 3A KOHTPOAA HA KAIICCTBOTO rIPII
rz3ntlHeHrze Ha AocraBKr4re - 2 6pos.
f,ex,tapaqrzx, r{e 3a cpoKa Ha Lr3[6AHeHr4e Ha rroptrrKara rz3rr61rr11Te1-flT rrre
rroAAtpx<a cBrr1zrr 6pofi Akrqa- 2 6poa
Kourae rra EC ceprzSvxar 3a HaHeceHa cE vrapxzpoBKa Bt,p>(y rze,4enrzero- 1

6pofi
Kourze ira ISO ceptra$zxar. vr31a4eHr.r Ha vMero rra rrpokr3BoAr4Tel-rr- 1 6pofi.
Konze Ha pa3peurrrelHo 3a rbpfoBulfl Ha eApo c MeAr4ut4HcKrz r43Aelr4rr rro
cMracbla ra 3MI4- 1 6pofi
flexnapaqzs 3a MrlHT4Ma,reH ocrarbrreH cpoK Ha roAHocr Ha cborBerHrzrr
KoHcyMarwr- 2 6pox;
flex,tapaqrala 3a ocr4rypsBa-He ua Heo6xo4,urMurre KolrrrrecrBa KoHcJrM arwBur,
3a qelr.rrr cpoK rra ppircrrlae rra AoroBopa- 2 6pox
{exzrapaqrz.rr 3a sborBercrBrle rro rrl.14 att. 2 or 3MI1r- 1 6pofi
flexaapaqurs or JrracrHr{Ka, rre noAAGpx(a AoKJaMeHTrEpaHa cr4creMa 3a
npoc^eA.rrBaHe 6esouacHocrra Ha MeAr4qvHcKIITe Wg/leNyrs., nycHarkr Ha
rra3apa, rz sa 6noKr,rpaHe rI kr3Ter^sHe or fia3apa Ha MeAVUr4Hcr(HTe ur3Te1i],1s-,
IIOKa3aAI4 HeClbOTBeTcTBr.Ie C I43I{CI(BaIIUIrT]a ga 6eeOIIaCHoCT fIO CMr{cIbAa Ha
rlaBa ceAMa or 3MI,I - 2 6poa

,(exurapaqrla, rre ) racrHr,rKBT rqe crra3Ba Bcr4rrKra ycloBr{rr rreo6xo,4rrMr.I 3a
r{3[6lHeHure Ha nopBrrKara- 2 6poz.;
,[,exurapaqzs 3a J racrfie no o6oco6errra rro3raqr{u - 2 6pos.
flex,rapaqus 3a Ar4rrca Ha rroAr.r3rrtlHr4Telra - 2 6poa;
{ex,tapaqrrs 3a rrp?reMaHe Ha ycloBr;rrrra B rrpoeKTa Ha AoroBop- 2 6pox;
,(er,rapaqlra rro qA. 55, azr. 7 ot 3OII, 14 3a Arznca rra o6crosrelcTBo rro .rrr. 8,
azr. 8, r. 2 or 3On - 7 6pofr;
3a-asneurze 3a Jaqacrr4e - 2 6pox
A4,wrzrrzcrparr.rBHr4 cBeAeHr4s - 1 6poit;
Bnocna 6eaexrra 3a BHecerra rapaurr,rarr 3a Jrqacrr4e- 1 6pofi
Y,qoctoeepeHr4e KbM BHocHa 6ene>rr<a, B Koero ca [ocoqerrz o6oco6eHr4Te
fIO3I4qVIuI, 3a Kot4TO e BHeCeHa rapaHrlt4rrra- 1 6poft
Crrzcrx rra AoK)rMeHTprTe, qbAtpx{arqll ce s o$eprara - Ha xaprzerr Hocrarel
znaCD

Ilprz zsrrprxeHara rrpoBepKa Ha rrpeAcraneHr4Te AqrqrMeHTz ea rro.q6op u
c6orBercrBr4ero ur:nz c v3ucKBaravrgra Ha BG3aox<urea-a, KoMficrzulTa ),lTanoBra
CAeAHLITe IIpOnyCKI4:

1. B paspes c rz3rzcKB€l-HurflTa rra Brg..r.ox<rarel-s J racrHt4KBT Aa rrpeAcraBlr
AaHHrz oruocHo Halr,re Ha rpaHcrroprHr4 cpeAcrBa, ueo6xo43rrvrrz 3a
o6egne.rasaHe Ha AocraBrrr.rre Spanxo cKAaAa Ha Br3uroxuareaa,
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JfqaCTHIzKBT e IIpeACTaBUI TaAoH caMo Ha 1 aBToMo6I.IA, co6cTBeHocT Ha
Apyx(ecrBoro. Ilpll ycloBrre, .re MIIC ce rrol3Ba rro c]rlara Ha AoroBop 3a
Ar43pIHr. raAI4 AOTOBOp 3a HaeM, cAeABa Aa Ce IIpeACTaRsT 14 KOIIV'I Ha
ctorBerHr4Te AoroBopr{. PecypcHrzrre B63Mox(Hocrrz cBt,p3aHr4 c
I4CSrqecTB.sBaHe Ha AOCTaBKIZTe MOfaT Aa ce AoKa3BaT rZ C Korrue Ha
AoroBop c KJrpr4epcxa $zpvra.

2. B upe4ctaBeHratlT or J racrHr4Ka crrvcbK cbc cKlrorreHrz AoroBoprz He e
Ha^r4rre rznsopvraqza za rry6t],qeH peH4crBp, e xofiro ce sbA6px<a
sborBerHara zrr$opvrarlrae v fi cAeABa Aa Ce rpeAcraBsr
yAocroBepeHkrs-, rrp]r ycloBr4e, rre cbrqr4Te rre rroAleN(ar rra rry6zrzr<yeaHe
n uy6nw.reH perkrcrtp.

Ilpe4erz4 roprr3lox(eHoro vr Ha ocuoBaHrre qn. 68, an.S u at.9 or 3OII,
xorvrrzczgta yKa3Ba Ha )rcracruvrKa, B cpoK or 5 pa6orura AHLI or rrol5 raBanero Ha
Korrfie Ha Hacro-srr+ta rrporoKol, Aa rrpeACTaBH rrocoqeHr4Te B rrpeAxoA6vrs. a6earl
AOKJITvIeHTI4, C IIeA O?CTpaHsBaHe Ha He CbOTB€TCTBIZTITa.

IIpz zeetprrreHara frpoBepKa Ha
rrosvrr\vrw No 255, 286, 288, 289, 29O
MEA}IK5A KBbP B5ATAPHff" OOA,
c6orBercrBr4ero IrM, 6eure ycraHoBeHo,
AOKJTMeHTLT:

AorgrMeHrprre B llzrrzx Ns1 no o6oco6enz
or rrpeAlox<eHaero Ha ..QPE3EHHyC

[ocor{eHrz B crrr4gbKa ur [poBepKa Ha
qe ) IaCTHLIKBT e IIpeACTaBI4A CAeAHfiTe

1. floqnvreHTrrr orHocHo rlproBcKo rrpaRHrzrr craryr Ha JnracrHr4Ka:
1. 1. Er4K.
l.2.Korms rra AoK)lueHTr4 3a perr4crpaqrE r rro peAa na 3axoua sa AaH,bK B6pxy
4o6aeerra:ra ctofiuocr - 3aBepeHLr or Jruacrrrr,rKa c rroArrrzc ra rreqar.

2. flexttapaqurr 3a Ar,rlcara na o6srosrelcTBa rro rrl. tt. 47, azr. 9 or 3o[.
3. floxaeatencTBa 3a rexurzrrecKr,rre B63Mox<HocrH uf u,ru xeazrz@zxatps. Ha
JrsacruzKa rro rrl. 51, a,t. 1 ot 3OII:

3.l.Cuzcu< Ha AotoBopr.rre cKlrorreHr4 rrpe3 rrocleAHr.rre rprz roALIHz (cvzrauo ot
xpafiuata Aara Ha rroAaBaHe Ha rrpeAlor*<errrzara), c [peAMer ra3Bt,pr1rBa11e Ha
AOCTaBKT.{, CXOAHTZ C [peAMeTa IIa nop6lrKaTa.
3.2.fiextapaJ\vrs. 3a Halrzrrr4e Ha co6creena rpaHcrroprHt4 cpeAcrBa.
.(oxa:arelcTBa - TaAoHr4 na MIIC.
3.3.flexaaparryrs., gb.qtpx<arTTa crt4c6r( Ha rexHr4rrecKrzre Azrra (c uocovea.He Ha
vMeHara H 3aeMaHara ,4atx<rrocr), Koraro rr1e 6+.p:ar fipsKo aHra)KrapaHr4 c
II3frBAHeHr4eTo rra o6rqecrBeHaTa rrop6qKa, KaKTo u cflfiqbK Ha Ar.rrlaTa (c
rrocorrBarre Ha r4MeHara rz 3aeMaHara AA6x<rrocr) omoBapffrrlll 3a KoHTpoAa Ha
KarIecTBoTo IIpfi LI3[IBAHeHUIe Ha AOCTaBKI4Te pr AeK^apaqvrl, rle 3a cpoKa Ha
H3rrBAHeHrre Ha rroptrrKaro, rrle rroAAtpx{a c.brqr4-rr 6poit Ar4qa;
3.4.EC ceprv$raxar - saBapeHo Korue.
3.5.ISO 90O1: 20OB - 3aBapeHo Korne.

4. Ka:ra,ro3r4 Ha rrpeAlaraHLrre rrpoAyKTLr.
5. YxasaHrze 3a 5..rrotpe6a;
6. I'IHSopMarrHoHeH ArlCT 3a 6egonacrrocr Ha BceKIa or rrpeAlaraHr.rre npeflaparra;
7. PaeperueHxe 3a rBproBrzrl Ha eApo c MeArzrrr4HCKt4 :rr3Aezl:r,s. - 3zrBapeHo Konr4e.
8. flexaapaqa.s 3a MrrHrrMa..reH ocrartrreH cpoK Ha roAHocr - e cso6oAeH Tecr;
9. ,4,ex,tapaqvs .or J racrHr,rKa 3a ocr4qap.aBaHe Ha ueo6xoTlzMrrre Kolr4qecrBa
KoHcyMarurBkr,3a rle^r,rrr cpoK Ha,qeficteze Ha AonoBopa - B cno6og,eH TeKCT;
10. {exaap arrys,. 3a sborBe?crBrzre.
11. flexaapaqvrl 3a rroAABpx(aua rroAAtp)Ka 4orq4rvreutupaHa cracreMa 3a
[poc^eAsBarre 6esoracHocrra Ha Me,q,HqLrHCK]rre vl3!te:1l:[L''- e cBo6oAeH TeKcr.
12. Aexttapaqvs 3a 3arro3HaBar{e c AorgrreHTarlr{rrra - O6paeeq No 3;
13. flexaapauu I, rre J IacrHrrr(BT rrre cna3Ba Bcr4rrKw ycloBrz r rreo6xo.4zrvrz 3a
t43frbluerrue Ha rropBr{Kara - O6paseq Nq 4;



14. flexaapar\Lts.3a J racrue uo o6oco6eru:r. no3r4rrr4t4 - o6paeeq Ns 12.
15. .(,exnapaqvs 3a nurrca Ha rroAt43rrtlHrzTelrzr - O6paseq No 7;
16. f;exnapa\ws" 3a rrpLreMaHe rra ycloBurrra B rrpoeKTa rra AonoBop- O6paseil No 9;
17. f,exaaparryfl rro rrl. 55, a,r. 7 ot 3OlI, H 3aArzrrca Ha o6croJ{TeACTBo rro rrl. 8, a,t.
8, r. 2 oT 3OII - O6paaeq No 6;
18. 3agn.neHue saJ racrrze - O6paaeq No 1;
19. A4rvrunlrcrparaBHr.r cBeAeH:zr. - O6paseq No 2;
20. BarrxoBara rapaHrlra:r 3a J lacrrze, rpuApyx(eHa or sbrrpoBoArarelHo rrzcMo, B
Koero ca rrocoqeurz o6oco6eHrzre rro3vrr\wv,3a Korzrro e BHecerra rapaHrrzrrra;
21. Cnwclr( Ha AoKyMerrrrlre, ctABpx(arr1u ce e o$eprara (rra xaprrreH Hocr4TeA 11 Ha
CD).

IIpz' r43BtprrreHara npoBepKa Ha rrpeAcTaBeHr-rre .qoKJrMeHTl,r 3a uo46op H
CGOTBeTCTBIIeTO ut}{ C r,r3r.ICKBaHI.rgTa Ha Bt3.tox<r,lterrx, KoMr4cr4rrTa ycTaHoBr4
cAeAHIzTe IIpoIIycKr4:

1.B rpe4craBeHrzrlT or JnlacrHr4r(a crrrzcbK cbc cKlrorrerrkr AoroBopLT He e
HaAlrqe zllSopnaaqrzx 3a ny6azueH perrurcrtsp, B xofi:ro ce 6:6AGp)Ka
cborBerHara zrr$opvrar\uts. r4Ar.I cAeABa Aa ce npeAcT€rBsr yAocroBepeur4rr,
np?r ycloBue, qe cBrrlrzre He rroAlex(ar Ha uy6,rzr<yearre B uy6zraverr
perI4cTBp.
Ilpe4rz.4 ropr,r3lo)KeHoro H Ha ocHoBanrrre rrl. 68, a,r..S vr a r^.9 or 3OII,

KoMr{crzrlTa }'Ka3Ba Ha ) racrHvrKa, B cpoK or 5 pa6omrrz AHrz or rrol) raRaHero Ha
I(OIIIIC Ha HaCToSIqLIJ{ IIpoToKOA, Aa IIpeACT€IBII IIoCOqerlIrTe B IIpeAxoAHras a6gar\
AOKIa/reHTrz, c IIe^ oTcTpar{rrBaHe Ha HeqboTBeTCTBrArrTa.

IIpz rasnrprreHara npoBepKa Ha
rro3ar1lrrr Ns 90 or rrpeAloN(eHr4ero na Ef
cfrr4qbKa rz npoBepKa Ha CGoTBeTCTBIZeTO
IIpeACTaBI4A CAeAHIiITe AOKJTMCHTI4 :

AorqrMeHTr4Te B llanx Nq1 uo o6oco6ena
"MEAI{MEKC - IIEIPOBA", roco.reHrz B
zvr, 6erue ycraHoBeHo, rre J racrHr4KGT e

1.EI4K Ha JruacrHprKa - oprrrl.rHal
2.YAocroeepeHr4e 3a perlrcrpaqrag uo 3IAC - Kofir{e saeeperro or J racrHraKa
3. fexnapa\ns. to .ud.47, art.9 - O6pasexrNo5 - opzrranaul
4. Cr:racxrK Ha AoroBopr4Te cKlroilenu [pe3 rrocle,qHkrre rpu roArarrra c rrocosBanre r1a
uy6az'rerr perr4crpt, KBAero e rryK llKyBara zrrSopvraqrzara r{ [pr4Aox(eHLT
lpenoptKu- flexnapaqr{s - opr{rr4Hal
5.{er,tapaqr4s 3a rpaHcrroprHx cpeAcrea, neo6xoAzMr.r sa o6egneqaBaHe 11a

AOCTaBKI4Te - OpI4lI.IHaA
6.fieraapaqrza AoKa3areACTBa 3a rexHzrrecKr4Te BB3Mo)KHocrpr - crrrngbK Ha
TCXHI4TICCKLITe AI{IIa, IIpeKO aHla)KHpaHLt C I43fIbAHeHfieTO Ha IIOpET{KaTal.I CIIIzIqbK
Ha AIarIaTa oTroBapr{ryr 3a KoHTpoAa Ha r(arrecTBoTo - opkrr.LrHa^
7. CeptzSl4Kar 3a Hauecena CE MapKr4poBKa Bbp>(y MeArzr1r4HcKoro r43.4,e 

^ure 
-

Kofrr{e 3aBepeHo oT JAracTHrzKa
B. Cepru$urnar ISO 9001: 20O0 ra,tz iSO 13485:2003 u-*ur eKBraBaAeHT, vr31arre:rryr
Ha LIMeTO Ha npOIz3BOA}'ITeAfl.
9 . Kara,ro r Ha o Sepup aHH Te MeALr rlr4 Hc K?r ur3 Ae zrns.
10. Barrrz4Ho pa3perleHze 3a rtproBlrrr Ha eApo c MeAilqlrHCKIa l,a3Aeuvrs. rro cMragbla
na 3MI,{ - Korrrze 3aBepeHo or J racrHzKa
11. fler<aapar\vrs.3a MrrHkrMaaerr ocrartqeH cpoK Ha roAHocr rrh crorserHrrrr
KoucyMarras - 75o/o
l2.f;exttapaqzuI or yqacrHuKa 3a ocvr)lpsBaue na neo6xo,qrzMuTe KolkrrrecrBa
KoHcJrMarLrBvr) 3a uel,lrr cpoK Ha Aeficrsze Ha AoroBopa
l3.fexnapaqus 3a ctorBercrBr{e ro qA.14 ax 2 or 3MLI, cbcraBeHa or



IIpOLI3BOAI4TeAS
14.flexlaparryrfl. or J lacrHr{Ka, qe rroAAtpx<a AorgrMeHTrzpar{a cr4creMa 3a
rrpoc^eAsBaHe 6e3o[acHocrTa Ha MeA?rqfiHcrar4Te kr3!leit:l1ls., [ycHaTIz Ha rra3apa, ur ga
6noxraparre rzl rz3Terl-aHe or rra3apa Ha MeAr.rrrr4HCKr.ITe ur31elyrs., troKa3alr.I
rrecborBercrBr{e c r43r4cKB€rHutsra sa 6esonacHocr rro cMr4cbla Ha DAaBa ceAMa or
3MI4
1S.{exaapa\krs.3a 3arro3HaBaHe c AoKyMeHTarlr4rrra - O6paseq No 3
16.flexzrapar\uls., r{e J racrrrrlKtT rrtre crra3Ba Bcr4rrKu ycloBrzrr rreo6xo4,zMrz 3a
r43rr6lHeHure Ha rropbrrKa?a - O6paserr, Ns 4
17.fiex-tapa\ws" 3a J racrr4e uo o6oco6e:u:r, rro3zrlur{ - O6paseq Ns 12
i8. flexnapaqraa 3a Halllrrr{ef nrz,rrca Ha rroAr43rrGlHr4Telr,r - O6paseq No 7
19.flei<aaparrys.3a rrpveMaHe Ha ycloBt4rrra B rrpoeKTa Ha AoroBop- O6paseq No 9
20.fie<nap alJvls. ro rrl. 55, a,r. 7 or 3OfI, Lr 3a Arzrrca na o6crosrelcTBo no rrl. 8, aa.
8,'r.2 or 3OII - O6paseu No 6
2l.3asr.tteHr4e 3a Jrr{acrze - O6paseq No 1

22.Aatwlaru?lcrparaBHr{ cBeAeHwa - O6pazeq No 2
23. froxywteHT 3a BHeceHa rapaHqrzs 3a ) racrxe (xorrrae rrlarex<Ho Hape>r.4arre) z
crrrrcbK c rrocorreHz o6oco6eHzTe fro3rzrrr4rr, 3a Kot4To e BHeceHa rapaHqrarrra
24. CrrwcrK Ha AoKyMeHT?rre c6A6p)Karr1u ce s o$eprara - Ha xaprLur z CD -
OpI{lIuIHa 

Ilzrraxoee No 1 4oryrvreuTra sa no46op uo o6oco6eur4 rro3r{qr{r Nq 94 z 95:
1. Cnucsx Ha AorqyMeuTlrre ctABpxerrrlr ce B rrpeAlox(eHrurero;
2 . Kana-l,oez rra rrpeAnaraHr4Te KoHcyryrarraBrr ;

3. EC ceptu$llKar - 3aBapeHo r(orre.
4. ISO 9001: 2008 - 3aBapeHo Korrrre.

Ilzrrzxope No 1 4orgrvreHTrl 3a no46op no o6oco6eHa uo3rzquz No: 99, 100,
lol, 7o2, 103, 104, 706, 236, 3lg u 32O:

1. Crrr,rcrx Ha AoKJrMeHTrrre gbABpx(arrlr4 ce B rrpeAlox<eHr4ero;
2 . Kata,rosuT Ha rrpeAlar a:rrwre KoHCJrMarr4 Brz ;

3. EC ceptzSprKar - 3aBapeHo Kofrrre.
4. ISO 9001:2O08 - 3aBapeuo Korrr4e.

IIpz zeetprreHara rrpoBepKa Ha rrpeAcraBeHzTe AoKyMeHTrz sa uo,46op rz
c6orBercrBzero uM c ycloBrzrlTa Ha Br3aox<zreaa, KoMrzIcr{frra ycrarroBr4, r{e
cbrrrr4Te omoBapsr rra o6gger:urre ut3lacKBarrr{rr, c orleA rra Koero J racrrrlrKt,T
o"roBaps Ha orrpeAeleHr4Te or Btgnox<rzrea-s xeanraSzxarlLroHHu :azvrc:rBara:zs-.
Ilpe,4erz4 r{3loN(eHoro rrleHoBere Ha KoMrrclrnra B3exa peflreHue, rrpeAcraBeHoro or
rrpeAlox{eune ET "MEAHMEKC - IIETPOBA" Aa1rge,q,ouycHaro Ao pa3rlex<AaHe 14

orIeHKa.

Ilpra NsetpureHara rrpoBepKa Ha AorqaMeHTrare s llnrzx Ns1 rro o6oco6ena
uosraqrza No 6 or rrpeAlo)KeHrzrero na "PE[ MEAIIK6A" EOOA, rocorreHr{ B
cnlagbKa 14 rrpoBepKa Ha qborBercrBr4ero ranr, 6erue ycraHoBeHo, rre yiracrHr4KbT e
IIpeACTa RI4A CAeAHkITe AOK)ryIeHTIuI:

1.EI4K - ,4,orryvrenr yAocroBepeHLre r43Aa,qeHo o:r AB 3a peruacrparJkrs. B TBproBCKrzrr
perr4cTBp Ha )rqacTHkrKa - oputLrHa^
2.floxyTvrenT 3a perllcrpar$4rr rro peAa na 34AC (eaeepeuo xouhe ot 5rvacrurrzxa)
3.{ex,rapaqus 3aArzrrca lla o6cto-srrelcrBara rro.ra.47, at.9 or 3OII - O6pa:eq 5
(opzrzna,r)
4.{exaapaqr4s-crrucbK rra AoroBoprrre cKlrorreHz rrpe3 rrocle.q,Hprre rpv roAr4Ht4 c
rrpeAMeT r43B6prrrBaHe Ha AOCTaBKI4, CXOAHpT C IIpe.qMeTa FIa rrop6trr<aTa Ha



Tepr4ToprzrlTa Ha PB c rrocorrBaHe rra ny6,rrzveH penzcrBp, e xofito e rry6.,r.zKyBaHa
vru$opnraqza (oprarrruaa)u rrpzlox<errue - yAocroBepeHrarr ra Kolve AofoBop (xonze
3aBepeHo or Srvactnraxa)
S.AoxaearelcrBa ga co6crseHrz, Haerrr, TpaHcrroprHr4 cpeACTBa, - Korrue Ha AofoBop
3a rpaHcrroprHr4 ra r(ypvepcKr,r yclyrr4 (saeeperro Korrve or 5rvactrrraxa)
6. flexzrapanvrfl, crn4c6K Ha rexarrecKr4 Arzr1a, Kokrro u1e 6r4at rrpsKo aHr&{<HpaHr{ c
rzl3rr,I,^HeHl{ero Ha o6ulecteeHara rropbr{Ka Lr crII4gbK Ha A[rrlara orroBapsfi\ur 3a
KoHTpoAa rra r{aqecrsoto (opwrxuazr,)
7. EC ceprv$zr<ar sa HaHecena CE MapKr4poBKa BBpxy r{3,q,el-rrro, rrpora3BoAcTBo Ha
,BlrvaKKa.nap" - xolure 3aBepeHo or ) IacrHr4Ka
B. Ceprz$vr<at 3a BBBeAelra CzsreMa yrrpaBleHr{e rra r{aqecreo,ro ISO 9001:2008
ul vr ISO 13485:20O3 u v eKBr4BaAeHT rra rrpolro3Bo1wrets" ,,Bpr.rar<KaAap"
(saseperro Korrurl- o.r yvactrrraxa)
9. Cepru$vrKar r{a yrlacrHraKa 3a BGBeAeHa Cr.rctevra yrrpaRleHrae Ha KarrecrBoro
(ISO 9001:2008)- (:aeepeno Koilr4rr o:r 5r.racrnrzxa)
10. PaspeureHrne 3a r6proBr4.rr Ha eApo c MeAr,rrIrzrHCKr vrcAe^ufl NoIV - P-Tl MU-O54
12O.O9.2O07r. ( 3aBepeHo Korxe ot 5rvactnraxa)
11' fiexnapaa\Lrfr orHocHo cpoKa Ha roAHocr Ha Aocr€rBsHr.rre rn3Le71u5;. - 7}o/o
(opurzua,r)
12. {exnapauvrl or JrqacrHuKa 3a ocurypsBaHe Ha rreo6xo,4tzMrrrre KolrarrecrBa
MeAr4Ur.rHCr{ra KoHcyMarutBur 3a rre^r4rr cpoK Ha AotoBopa (opzrzua-{)
1 3. Kara,rot Ha,,Er4.raKKa.tap" Ha rrpeAlataHr.rre rrpo4rKTr4
74. .(exaapaqrza 3a cBorBercrBr-re rro ur.14, att,2 or 3MI,I cbcraBeHa or
rrporz3BoAt4Tets- - (xonrae 3aBepeHo or 5rvacrurzxa)
15. fiexnapaqrza or J IacrHrzKa, ile [oAAT,px<a AoKJrMerrTr4paHa crrcprreMa 3a
rrp o cleA-rrBane 6eso nacH o crra H a MeA. r43Aeaa - (oprErzHa,r)
16. flexzrapauus 3a 3arro3HaBaHe c Aorg,NreHTarrlrsra - O6paseq 3 (oprzruuazr)
17. flexzrapaqrza, qe ) racrHr4Ka rrle crra3Ba Bcr4nKr{ ycloBrrs neo6xo6ravrrz 3a
r{3ntlrreHrze sa rroptrrKara - O6paseq 4 (oprzrzHazr)
18. flexaapanurs.3a Jrqacrr4e uo o6oco6enra nogzr\krvr - O6paseq 12 (opzrunazr)
19. flexnapa\Hs.3a Aznca Ha rroAr.r3rrtlH]rrel no ua.56, an.l, r.7 or 3OII- O6paseq 7
(oprarznazr)
20. frexz'apar\fis.3a npr4eMa-He Ha ycloBkrrrra B rrpoeKTa rra AopoBop - O6paseq 9
(opzrnual)
21. fex,tapatrytfl no vzr.55, att.7 or 3OII r 3a Aur[ca na o6cto.grelcTBo no.ra.8, aur.S,
r.2 or 3OII - O6paseq 6 (opNruuar)v 22. 3asr.tyeHkre 3a ) racrrre - O6paseq 1 (opnrznazr)
23. A4urzncrparr4BHvr cBe1e:rrurs. - O6paseq 2 (oprzrzna,r)
24. fforcywreHT 3a BHeceHa rapaHrlr4s 3a J racrr4e - Ilaatex<Ho Hape)KAaHe {opurznan)
ur orr]/.c rra o6oco6eHrrre rro3r-rUrzr4, 3a KorrTo e BHeceHa rapaHrlzur:ra (opzrrarlalr)
25. Cr:rzc:ur< Ha AoKJrMeHTzre, sbAtpN(arqv ce a o$eprara Ha xaprileu Hocrzren v Ha
CD (opurranaa)

Ilarzx No l 4orgnvreHTr4 3a uo46op uo o6oco6euLr rro3r{quz No,8, 10, 1 1, L6, 17,
25, 33, 36, 93, 169, 194, 22O, 221, 222, 224 u 33L

1. Crrzcrx Ha AorqyMeHTrtre cbAtp)Kar$z ce B rrpeA ox<eHr{ero;

Ilzrvx No l4orqavreHTr,r 3a uo46op uo o6oco6eHr.r rro3xrlrz Ns 312, 313, 314, 315,
316,317,319:

l.Cuzctx Ha AoKJrMeHTr4Te gbAbp){<arrlr4 ce B rrpeAlox(eHzero;
2. Ka:razrosx Ha rrpeA a-raHLrre KoHCJaMarr4Bra;
3. EC cep,u$lrKar - 3aBapeHo Korre.
4. ISO 9001: 2008 - 3aBapeHo Korve.



IIpu werrp[reHara rrpoBepKa rra rrpeAcraBeHuTe AoKJrMeHTra :a no46op z
gborBercrBr4ero utM c ycloBzurra tta Br3lox<ureax, KoMvrcfirrra ycraHoBr4, rre
gbrrrr4Te orl.oBapsr rra o6.sseHurre vrgvrcKB€rl{rn r, c or^eA Ha Koero JAracrHr4KT,T
ortoBaps Ha orrpe.q,e^eHr{Te or B,I,gnox<ratea-g xaa,rra$zxarlrzoHHr{ H3r,rcKB€rHErrr.
Ilpe4nz4 H3lox{eHoro rrleHoBere Ha KoMkrcLrrrra B3exa perrreHze, rrpeAcTapeHoro or
npeA^ox<eHpre "PEft MEAHKtA" EOOA ga 6:-4e AonycHaro Ao pa3r^ex{AaHe 14

orleHKa.

IIpw aeerprueHara rrpoBepKa Ha
rro3r,rur4Jr Ns 80 or rrpeAAox(eHr4ero Ha
cfrr4qbKa 14 rrpoBepKa Ha cboTBeTcTBr,reTo
rrpe4etaerz,r cleAHrzre AoKJrMeHTrz :

AorqrMeHTfiTe B llnrax Nsl no o6oco6ena
"C5PANIIIMEA" EOOA, rocorreHr4 B
rrru, 6erue ycraHoBeHo, rre ) IacrHrIKGT e

L.EI4K - fiorqnvrerrr yAocroBepeHr4e u3Aa,qeHo or AB 3a perracrpaqws B Ttpr1rBcK1arr
perr{crbp ua Szpwra"CbPA)il,IME4' EOOA - opr{rrdH€l
2.{ory-rvreHT 3a pervcrpaquls. rro peAa ua 3AAC (eaeepero Kofrrre or 5rvactnwxa)
3.flexaaparlas 3a Ar.rfrca na o6ctogrelcTBara no ut.47, a,r.9 or 3OII - O6paseq 5
(opvrrunarr)
4.{exnapaqvrs-cfrngbK Ha AoroBopr{Te cKlrorreHu rrpe3 rrocleAH}rre rpr4 roAkrHrz c
IIPCAMCT T43B6PIIIBAHC HA AOCTARKI4, CXOAHI,I C IIPCAMCTA HA IIOPSqKATA HA
Tepr4Topr4rlTa Ha PB c nocorrB€lHe Ha uy6nN.reH perlzcTBp, e xofiro e rry6azKyBaHa
nnSopvraqra (opzrranazr)
S.AoxasarencTBa 3a co6ctserrrl, :,;.aerw, TpzrHcrroprHz cpeAcrBa, rrpeAcraReHfi
T€l-AoHrrt Ha MIIC kr Korrr4e lla AoroBop 3a rpaHcnoprHpr v rg(pr{epcKu yclyrvr
(saeepeno Korrue ot 5rvac,rnzxa)
6.{exzrapaqzs., crrvrcbK Ha rex}rqecKkr Araua, Kokrro rqe 6r4at rrpsKo aHr€DKr4paHr,r c
rz3n6^HeHraero Ha o6rqectreHara rropblrKa 14 crrLrcbK Ha Ar-rq,ara ortoBapffrrltr 3a
KoHTpoAa Ha Karrecmot o (oprrrrzrrazr)
7.EC ceptu@zxar 3a HaHeceHa CE vrapxupoBKa BBpxy t43Aelrzero - r(oflrne 3aBepeHo
or ) IacTHprKa, ofixsarrlarq rloMeHKlaTJapHltre e1wukrrJvr, BKnrorreHrz B o6oco6errra
ro3rarlr4r4 No,No 116,12O,726, 127,728,738, 150, 152, 175
8.Cepta$vKar 3a BBBeAena CrzcreMa yrrpaBleHr4e na xahecrso:ro ISO 9OO1:2008
znz ISO 13485:2003 vrttu eKBr4Ba,r.eHT Ha rpolro3BoArzrel-rr - (sa-eepeno Korrr4s or
5rvacmrzxa), o6xearqarq HoMeHKAarypHr{Te equrHurr\w, BKnrorreHra B o6oco6errn
no3LruzlaNo,No 176,72O,126, 127,128, 138, 150, 152, 175, 186
9.Ceptw@r4Kar rra Snpvra "CbPI)KI,IMETI" 3a BEBeAena CucteMa JrnpaBleHr.re Ha
KarrecrBoro (ISO 9001:2008)- (saeepeuo Konr{rr or 5r.racrnzxa)
lO.PasperueHrae 3a rBproBzur Ha eApo c MeArzqr{HCKrz vrs1er\krs. NoIV - P-Tl MVI-O}4
12O.O9.2O07r. ( 3aBepeHo Korrr{e ot Srvacmrraxa)
1l.fleraaparys. orHocHo cpoKa Ha ro,4Hocr Ha
75 o/n

AocraBsHrare r43Aelua (opwtuHa^) -
12.{exzrapaq}Ls or J lacrHr{Ka 3a ocrrypsBanre Ha ueo6xo4,zMrrrre Ko111rrecrBa
MeArarllrHcKu KoHcJrMarurr.ur 3a qelrz.s cpoK Ha AoroBopa (opwruuaa)
l3.Kalarror Ha rrpeAlaraHrzre frpoA)ru<Tu uo o6oco6eHr{ rro3r4r{raz No, No BO, 116, L26,
727,129,139, 196.
14.flexzrapar\us. 3a cborBercrBze rro utt.l4, an,2 or 3MI,I cbcraBeHa or
[por43BoAkraets. - (xonrze 3aBepeHo or 5rvacrrrzxa)
l5.A,exaapaJryfl or J racrHuKa, rre rroAAGp){€ AorqrMerrTla,par'a cr4cuTeMa 3a
rrp o cAeAsB aue 6esouacuo crra Ha MeA. H3,qeaa- (oprrruuaur)
16.flex,r,apar\ws.3a 3arro3HaBaHe c A,oKyMeHTarlrarrra - O6paseq 3 (oprzrzrrazr)
l7.f;exttaparlutl, qe ) IacrHr{Ka rqe crra3Ba BCr{qKr.r ycloB}rrr rreo6xo6nrvrz 3a
ur3rrtlHeHrze 3a rroptirKara - O6pa:eq 4 (opzrzrrazr)
18.{exzrapauz l3aJ racrr4e no o6oco6esu no3r4rl}rr4 - O6paseq 12 (opzrzuazr)



19.flex..raparlxrl 3a Aufrca Ha rroAr43rrtlHr,rren rro va.56, at.7, r.7 ot 3OII- O6paeeq 7
(opuranazr)
20.flex.,rapar{us 3a nprzeMaHe Ha ycloBt4sra B rrpoeKTa Ha AopoBop - o6pa:eq 9
(opzrznaa)
2l.fiextaparrytfr rro v4.55, att.7 ot 3OII u 3a Ar,rlca rra o6cro-srelcTBo uo ua.S, a,r.B,
r.2 or 3OII - O6paseq 6 (oprzrrznazr)
22.3asr.i,enr4e 3a J racrlre - O6paeeq 1 (opunruazr)
23.A4rnaucrparvBHz cBeAeHr4a - O6paseq 2 (opzrranal)
24.f,oxyrureHT 3a BHeceHa rap€rHrlrrs 3a ) racrr4e - Ilaarex<Ho Hapex(Aarre (opzrzuaa)
kt o]Jztc rra o6oco6eHrrre rro3vrr\urur,3a KorlTo e BrreceHa rapaHrlrzsra (opurzrraa)
25.Cr;;ace;K Ha AoK)-ivreH?rrTe, cbr5px<aqr4 ce e o$eprara Ha xaprr4eH Hocr{TeA r4 Ha
CD (oparrzHa,r)

Ilarzx No 1 4oxyMeHTrz sa no.q6op rro o6oco6eHa rro3r4rls Nq 83:

1. Cuuctx Ha Aor(yMeHTrzTe crAtpN€xlrz ce B [peA ox<eHrEero;
2. EC cepru$urKarr - 3anspsHo Kofrrze.
3. ISO 9001: 2008 - 3aBapeHo KorLre.
4 . Kana,ror Ha rrpe,q,Aar a:irvrre KoHcyMarr{er4.

Ilzrrzx No 1 4oryrvreHTr.r 3a no46op uo o6oco6eHa rro3aq.s No 116:

1. Cuucrx HaAorgruyreHTr.rre cbAtpx{ar1lr ce B rrpeAlox<eHr4ero;
2. EC ceptuSvrnarur - 3aBapeHo Korrkre.
3. ISO 9001: 2008 - 3aBapeHo Korrr{e.
4. Ka:razror Ha rrpeAlara-Hprre raoHc5rMarlrBr,r- B rrlr.rK Ns 1 rro o6oco6erra rro3zrr,t4rr

Ns BO.

Ilrrax No 1 4orryMeHTrz sa uo,q6op rro o6oco6eHa no3r4rlfl Ns 120:

1. Curzcrx Ha AorqrMeHTrrre gbA6pN(ax$,r ce B rrpeAloxieurzero;
2. EC cep:ra$urKarvr - 3aBapeHo Konlze.
3. ISO 9001: 2008 - 3aBapeHo r(orve.
4. KaT aaor Ha rrpeAAaraHr4Te KoHcJrMarkTBH.

rlarrx No 1 4orynreHTrr 3a uo46op uo o6oco6eHa rro3zrrs No 126, r2T, 128, r38:

1. Crrzcgx Ha AoKyMeHTrzTe cbABpx<arrlr4 ce B rrpeAlox<eHr.rero;
2. EC ceptz&krr(arkr - 3anelpsHo Korrr4e - B rrlrzK Ns 1 uo o6oco6ena noszqrza No

BO.
3. ISO 9001: 2008 - 3aBapeHo Korrr4e - B rr,rrzK Ns 1 no o6oco6ena uoswqrza No

80.
4. Kara,ror Ha rrpeAlaraHuTe KoHCyMarLrBra.

fltux No 1 4orqrvreHTrz 3a no46op uo o6oco6eHa no3r4rll{ No 150, lS2, l7S:

1. Curzcrx HaAor(yMeHTrare gb.{GpN(ax1rr ce B rrpeAlox(eHr4ero;
2. EC ceptzSurKarvr - 3aBapeHo r(orrLre - B ulkrK Ns 1 uo o6oco6ena rroezqraa No

80.
3. ISO 9001: 2008 - 3aBapeuo Korrve - B rALrK Ns 1 no o6oco6ena rrosrzqrza No

80.
4 . Kara,ror Ha rrpeAna-raHrzre r(oHc)'Nrarr4Br4.



Ilnrzx No 1 4or<yrvreHTz 3a no46op no o6oco6eHa no3rzr1s Ns 186:

1. Cuacrx Ha AoKJi-,reHTr{Te gbAtp)r<a[1rur ce B rrpeA o)KeHrzero;
2. EC ceprz$urKarur - 3zrBapeHo Korrr4e - B rrlr4K Ns 1 no o6oco6erra uoszqraa No

116.
3. ISO 9001: 2008 - 3aBapeHo Korrlre - B rr,rt4K Ns 1 no o6oco6ena noauqraa No

80.
4. Katazror Ha rrpel4araHr.rre KoHCJrMarvrBl,a - HarpoHKa-,rK B frlprK Ns 1 no

o6oco6ena rro3lrqvrr Ns 80.

II-rn5 No 1 4orgrrvrenrrz 3a uo46op no o6oco6eHa rro3r{rls Ns 227:

1. Cnrrcsx Ha ,(oKJrMeHTr4Te cBABpx(arrlr{ ce B npeAlox{eHzero;
2. EC ceptu$krKarur - 3aBapeHo Korr4e.
3. ISO 9001: 20O8 - 3aBapeHo Korrne.
4. Kara,ror Ha rrpeAlaraHr4Te KoHcJrMarrzBr4.

rlarzx No 1 4orqnvreHTz 3a rro46op uo o6oco6eHa rro3rzrr-s Ns 238, 239 u 24o:

1. Crrrzcsx Ha AoKJrMerrTr4Te cbA5px<arlr4 ce B rrpeAAox<eHr4ero;
2. EC ceprzftvrKarur - 3aBapeHo Koilkre.
3. ISO 90O1: 2008 - 3aBapeHo Korrrae.
4. Kata-lor Ha rrpeAnaraHr4Te KoHcyMarrzrBr4.

Ilurvx No 1 4orryMeuTr.r sa uo,q6op rro o6oco6eHa rro3urls Ns 241:

1. Cuzcrx Ha AorqrMeHTrrre gbABp)Karrr4 ce B rrpeA o)KeHrzero;
2. EC ceprur$laKarur - 3aBapeHo Korrue.
3. ISO 90O1: 2008 - 3aBapeHo r(orrxe - B rrAI4K no o6oco6eHa rro3r4qr4rr Ns 238.
4. Kata,ror Ha rrpeAAaraHzTe KoHCJrMarvBra.

Ilzrzx No 1 .qorryMeuTrz :a uo,q6op no o6oco6eHrr rro3aqLr No 294,295,296,297, 298,
299,300,301:

1. Cuzcrx HaAoKyMeHTrrre cBA6p){<arrIH ce B rrpeA^ox(eHrrero;
2. EC ceprizSvrKarv- - 3aBapeHo Korrr{e.
3. ISO 9001: 2008 - 3aBapeHo KorrLre.
4 . Ka:nanor Ha rrpeAlaraHr{Te KoHcyMarr,rBra.

IIpz rzeerprxeHara rrpoBepr.a Ha rrpeAcr€l-BeHfiTe AoKJTMeHTz ea uo.46op z
cboTBeTCTBI4eTo wM c ycAoBLIrITa Ha Br3lox<utezra, KOMracuIgTa yCTaHoBLt, qe
ctrrlrzre omoBapsr rra o6.ssenurre ur3urcKBuurprs, c orleA Ha Koero JnracTHrzKBT
oTloBaps Ha orrpeAe^eHr.ITe oT Brgzroxrratezrg rea,ruSzxarr,r4oHHrrr ur3;l'licKBarafis..
Ilpe4ez4 r{3lox<eHoro r{AeHoBere Ha KoMritcr,rrrra B3exa pe[reuLre, npeAcraBeHoro or
rrpeAlox(eHze "CBPAN(HMEA" EOOA Aa 6rte AorrycHaro Ao pa3rlex(AaHe fi
oueHKa.

IIpz zsnrp[reHara rrpoBepKa Ha AoKJrMeHTrzre e llarrx Np1 no o6oco6ena
rro3r.rqv;r Ns 1 ot rpeAAoN(eHrrero na TTMEAHIIIIHCKA TE)KHHKA IIHX{IIHEPHHI'
OOA, rocoqeH?r B cfrkrgbKa r{ rrpoBepr(a Ha gborBercrBurero rz.M, 6eure ycr€rHoBeHo,
qe ) racTHHr(BT e rrpeACTaBT4A cAeAHr4Te AOKJTMeIITT{:



1. cuzcsx Ha AoK)rMeHTr4Te, sbA6px{arrrr4 ce B o$epra:ra Ha xaprueH ur
eAeKTpoHeH HocLrrel ICD I

2. frexaapaqlrrr sa EI,IK e TP; f oplzrr:rrwat f
3. floryrvreHTr4 3a peru4crparrvn rro 3AAC; f xonvre 3aBepeHo or JrEracrH:slI(af4. {ex,tapar$s. 3a Arzfrcara Ha o6sno.srezrcrBa IIo rr^. 47, a]\. 9 o:r 3oII - uo

o6paseq; fop:zr:zwaz'f
5. CuizctK Ha cKArorreHVTe AofoBopr,r frpe3 rrocleAHr.rre rpr4 tr.1uruw, c rrpeAMer

r43BibprxBaHe Ha AoCTaBKTZ, CXOAHT4 C rrpeAMeTa Ha rropcqKaTa, Ha TeplzTopl1.lflTa
Ha Perry6nzxa Btzrraprza, c rocorrBaHe Ha uy6nzverr perr4crtp, B xofito e
ny6zrrzr<yeana rrusopMaqurr 3a yc^yraTa;

6. f,exnapaqus sa o6opy4BaHero r{ TexHzrrecKr{Te gbopb)KeHurs., c KoHTo KzrHA11.qara
pa3rrolara 3a rz3rrtlHeHr{e Ha rropBirKara - MIIC; f op:zrvrwat f ,

7. {oxasarelcTBa, r{e AeKlapfipafavrce rpaHc[oprHr4 cpeACTBa ca Ha pa3rrolo)KeHr4e
Ha KaHApr4ara 3a Uenrrrr cpoK Ha AoroBopa - TaAoHr4 Ha aBToMo1uz':;rre u
AoroBopl{ 3a AIzt3pIHlz KaKTo LI AoroBop cbc lqapraepcKa $uplvra; f xorrur. 3aBepenr{
or )r.racrHuxaf

8. CurcgK Ha Azrrara, oTroBap.ltu1lr 3a r.t3rrtlHeHuero Ha rropBrrKara, BKlrorrrzre1Ho
Ha Te3rlr, oTI.oBap.sIIII{ 3a KoHTpoAa Ha r(aqecTBoTo; f opwrl,zrua'^,f

9. flexlaparEs-. rre 3a cpoKa Ha I{3[6lrreHlre Ha rropBrrKara J racrHr4Ka rqe
rronAtpN(a sbrJtrr4s 6poir Ar4rla; f opzrruruarrf

10. .{er<aapaqzz 3a sborBercrBr4e crropeA flzpextwea 98/79 /EC urr\yr

flexaapaqzz 3a ctorBercrBr4e crropeA fil;rpe:xr:zr,a 93142/EF,C ufuru cE
ceprrz$r.rxarw; f xorru4s 3aBepeHr,r or Srvacnrraxa/

11. CeprzSzxarvr ISO 13485:2003 uf w,wr 9001:2000 3a BHeApeHa cr4creMa 3a
yIIp€IBAeHr.Ie IIa KarIeCTBoTo Ha npOrz3BoAwTeL"ITe; f xOr:wx 3aBepeHr4 OT

5rYacrulrxa/
L2. Paspeurerrrze 3a rBproBrzrl Ha eApo c MeAr4rrvucKkr ur31ezwr:',r43Aa,4,eHo or I4AA,

frpt4Apyx(eHo oT Pa:pe[reHuIs.3a rrpoM.rrHa; f xonvw.3aBepeHr.r oT JrEracTH]PIxaf13. A,exnapaqurs 3a ocrartireH cpoK Ha roAHocr na o$eprzpzrHrare KoHCJrMarrnBr{ -
75 %o; f op:zr:zwatf

L4. {ex,tapaqraa 3a ockrq/pr{BaHe ua seo6xoAraMrzre Kolr4rrecrBa KoHCJrMarraBLr 3a
Uelr4s cpoK Ha,qeficteze rra AoroBopa;

15. f,ex,tapaqu.s 3a Halkrrrr4ero Ha Aor(yMeHTupana crzdrervra no cMraqbla Ha rA€[Ba
ce,(Ma or 3MI4 ; f oplarrtw.atf

16. fiexaapaqurs 3a 3arro3HaBaHe c AorqyMeHTar$4sra - ro o6paseq; f opvrruruattf
L7. fiex,tapaqzs, qe ]tlacrHrzr<BT rrre crra3Ba Bcw-vKur ycloBr4s rreo6xo,qzMrz 3a

H3[6AHeHrre Ha rropbrrKara- rro o6paseq; f opl,zrtlar.arrf
18. ,Il,exnapaqus 3a ) racrrze rro o6oco6e:n:z rro3}rrrr4w - uo o6paseq; /oputu:r.attf19. .(exaapaqzr4 3a Arzrca Ha rroAr.T3rrBAHr4TeAur - rro o6paseq; f op:,llrr:rlr:r,attf
20. A,exaapaqzx 3a rrprzeMa}re Ha ycloBurtrra B rrpoeKTa Ha AoroBopa - rro

o6paseq; fop:r.r:zruatf
2L. flex,rapaqug no .14.55, a,.r'.7 o:r 3OII, Lr 3a Azrrca rra o6crosrelcTBo uo .rn.8,

a;r.8, r.2 or 3OII;/op:zr:,z.uart f
22. 3a-senenve 3a J racrrze - ro o6paseq; f opurwruatf
23. A41vrvrrrrzctparr{BHr4 cBe,q,eHr{rr * no o6paseq; /opvr:z:aattf
24. flolqrrvreur 3a BHeceHa rapaHrrurfl. 3a Jnracrrure; f op:zr:z:aat f , tpvrppy>xerr or

cnpaBKa KBM rapaHwrflTa; f oplarlaruartf ;

25. fltarrovrorqrro rra Ar4qero rroArrr4cBarqo o$ep:ra:ra; /rrorapza,rHo 3aBepeH
opvrruwatf .

Ilzrzx No 1 4orgruvreHTrz 3a no46op uo o6oco6eHrE rro3zrrlpl No 2, 3, 4, 5, 8, g,
10, 11, 14,21,,22,'.23,24,25,26,27,29,29,30, 31, 32,33,34, 35, 41, 49, 49, fi, 51,
52, 53, 59, 60, 61, 62, 63, 65, 66, 67, 77, 78, 79, gA,g4, 95, 96, gg:

1. Curzcsx Ha AoKyMeHTrrre ctAtpN(arrlr,r ce B rrpeAlox<eHzero;



2. EC cepra$r{Ka? - 3aBapeHo Korrr4e.
3. ISO 9O01: 2008 - saBapeHo Korve.

ILI'zr< No 1 4orgrvrenTra 3a uo46op uo o6oco6eHrr rro3rarlra No 9O, 9I, E2,93,97,
L04, 1@, 110, 111, 1L2, lLs, l14,l15, L2l,169,176,lg5,l{fi,217,2'X,2:2f.,231,
'236,237, 242, 247, 251, 2gg, 296, 3O4 u 329:

1. Curzcrx Ha Aor(yMeHT?ITe sbA6p){(arlu ce B rrpeAlox(eur4ero;
2. Karazroez Ha [peAlataHraTe KoHc)rMarrrBrz;
3. EC ceprw$urKar - 3aBapeHo r(orre.
4. lSO 9001: 2008 - 3aBapeHo Korlre.

Ilpra rasetprueuara rrpoBepKa Ha rrpeAcraBenr.rre AoKJTMerrTz sa no46op ra
cBorBercrB,rero r-rM c yc^oBrafiTa Ha BB3aox<urena, KoMI4cI.Irrra ycraHoBra, qe
c:brr{r.ITe oTroBapsT rra o6-see]J.lzTe vr3utcKB€u{vq, c or^eA Ha KoeTo JrIaCTHLTKa,T
omoBap.s IIa orrpeAe^eHr.rTe oT Brgaox<vrerr-s xeazrrzozxarlrzoHHr4 ra3}rcKB€lrrr{rr.
Ilpe4rz,q r{3loN(enoro rrleHoBere Ha KoMrrcrurrra B3exa peilreHr,re, EpeAcraBeHoro or
rrpeAlox<eur4e ",,MEAIIfIHHCI(A TEXHHI{A HII}KLIHEPIIHT" OOA Aa 6yze
AorrycHaTo Ao pa3r^ex<AaHe kr orIeHKa.

IIpz rasetprreHara rrpoBepKa Ha AoKJrMeHTlrre s llarax Nsl no o6oco6ena
rro3krql4rl Nq 190 or rrpeA ox{eHr.rero na ,rMEfl,I{K5A EPIIAN(" OOA, nocorreHra B
crrrrlqbKa r{ [poBepKa Ha gborBercrBrrero prvr, 6erue ycraHoBeHo, rre J racrHr4KGT e
rrpeACTaB?rA CAeAHIzTe AOKJaMeHTII:

i. Crrzcsr Ha Aor(yMeHTraTe, cbAbp)Karrrx ce a oSepta:ra (na xaprraeH Hocrzrrel,
rroArrrzcaH or npeACTaBA.sBarqHrr JrracrHrar(a, vr Ha CD srg Sopnrar Microsoft
Word).
.(orcyvrerm orHocHo rrpaBHvs craryr
) racTHI4Ka, C IIOArII{C II IIerIaT.
Kouze Ha AoKJTMeHT 3a pervcrparlr{rr
IIOAII{C I'I IICIIAT.

4. flor<yvreHT 3a BHeceHa rapzrrrrlr4rl 3a Jrqacrve B flpoqe4apara B pa3Mep Ha
1,000.00 (Xlrzraaa) AeBa - oplIrrrHazr rra AorgrMeHT 3a ra3B6prrreu 6arrxoe
rrpeBoA, 3aBepeH or o6cn5rNrsarqara 6arrxa c upt4lo)r(eHr.re crrragbr< Ha
o6oco6enana no3r{rlzur, 3a Kosro ce JaqacrBa.

5. {exirapaJ+rfl 3a rexHr4rrecKr4Te Bb3Mo)r(Hocrr4 ufuttu xea,rz$zxar\Lrfr Ha
)ntacrHlrKa rro arl. 51 or 3OII.:
5. 1. .(exaapaqr,rs-clv gbK rra cKlrorreHr{Te AoroBopt4 or lrMero Ha ) racrHr.rKa

B [poueA)apaTa 3a rrpeAxoAHkrre Tp]r roALrHr4 3a AocraBKa Ha MeArzrlrzHcKrir
w3Aeturs-, crlrrr€tHo ot xpafiuara Aara rra rroAaBaHe Ha npeAlox<eHr4rrra c
rrocorreH uy6,tz.reH penzcrtp 3a rrpoBepKa Ha r,rrr<$oplrraqraara.

5.2. fl,oxasatencrBa sa co6carseuLr, Haerpr, rra Ar43HHl. uwt npeAocr€rBenrur or
TpeTr.r AI1IUa TpbHCrropTHr.I cpeACTBa - Cnzclx-4eK^apaql,Iir Ha €[KTIzBr4Te
Ha Apyx(ecrBoro - TexHr4r{ecxo o6opy4Barre ra pecypcHr4 B63Mox<Hocrra 3a
ocr{ryp"sBaHe Ha KaqecrBeHo H 6tpeo rr3rrBlHeHr4e Ha rroptrrKara
(tparrcnoprHr4 cpeAcrBa 3a r1elraTe Ha r.r3BtprrrBaHe Ha AocraBxrzte) -
3aBepeHr4 OT J IaCTHwr'a KorIuIs- oT TaAOHLI rra MIIC, II AOKa3aTeACTBa
(rouua or AoroBopu 3a Akr3LrHr 14 Ap.).

5.3. .(exnapaqza, gbA6p){<arqa crrrrcbK Ha rexHkrrrecKr{Te Arzqa (c rroco.rerrz
LrMeHa v 3aeMaHa Albx(Hocr) , orroeapsx$z 3a KoHTpoAa Ha KarrecrBoro
lprr r{3rrBAHeHVe Ha AocTaBKwTe.

2.

3.

Ha )AracrHr4Ka: EI4K, 3aBepeH or

uo 3rlLC, 3aBepeH or J racrrrurKa, c



6. flex,rapar1:zs. 3a MLrHrtMa,reH ocrartrreH cpoK Ha roAHocr Ha qborBerHr4fr
KOHC)rMarr4B, KaTO gbrrlr4sT He cAeABa Aa e rro-M€l^GK OT 75c/o WS]i AaTaTa Ha
AOCTaBKa.

7. fiexr'apar\Hs or J racruzKa 3a ocurypsBaHe Ha rreo6xo.4xMrrrre KolrarrecrBa
KoHclrvrarLrBur) 3a qelrarl cpoK Ha,qeficrevre Ha AoroBopa - B ceo6o4eu reKCT.

8. Paepeurrzteurno or I4AA 3a rBproBr4rr Ha eApo c MeAkrr1vHCKra w31eras. -
3aBepeHo oT J racTHLrr(a r(ofrrre.

9. CE cep:ru$ulKarur Ha rrpeAlaraHr4Te rrpol$/KTr4, c rrpeBoA rra 6rruapcKu e3r,rK -
3aBepeHu . or J lacrHrrr(a Korrrlq c r-r3rrrzcaHo 3a r(os o6oco6erra rro3zrlr{rr rlr

HOMeHKAaTypHa eAr,rHr{qa ce oTl{acfi gboTBeTHI{rr AorgrMeIIT.
10.{exaapar\Hvr 3a ctorBercrBLre Ha rrpeA^araHrrre rrpoA)rKTV, c [peBoA Ha

'6tzrrapcxra e3vK - 3aBepeHr4 or ) racrHrzKa Korrprs c r{3[r4caHo 3a Kos
o6oco6eua rro3r4rlrarl u HoMeHKAaqapHa eArurHzqa ce orHac.s cborBerHrarr
AOK)'IyIeHT.

1 1 . Konze or ceplrzSurKar ISO 90O 1 zs4,a^en Ha krMero Ha rrpor43B o1vrrets..
12.Kor,ets or r.rHcTpyKr{akr 3a yrrorpe6arua sborBerHr{Te frpo4rr<Tr4 uo noslnqzrr No

190, c ilpeBoA Ha 6tarapcxra e3LrK, 3aBepeHr,r or J racrHr.rKa raorr4r{ c
Lr3rrr,rcaHo 3a Ko.fl o6oco6erra rro3krqkrrr rz HoMeHKAarypHa ez{pr]ts{]sIr\a ce orHac.fl
cSoTBeTHLrrr Aor(yMeHT.

13.Konrze ot ceptrz$HKar ISO 9001 r,r3AaAeH Ha raMero Ha JruacrHraxa MF4I,IKbA
BPI,IAX OOA c ursrr:l:caHo 3a xo.s o6oco6erra rrosurryrs. H HoMeHKAarypHa
eAHHIITIa Ce OTHaCS CBOTBeTHTZS AOKJTMeHT.

14.[exzrapa]\Hs or JrrracrHzKa, qe rroAAtpN€ AoKJrMeHTrzpaHa cracreMa 3a
rrpoc^eAsBaHe Ha 6esouacHocrra Ha MeAHrIr4HCKr{Te rr3Aeuvrs-, [ycHarra Ha
na3apa, h sa 6noxzpaHe r{ r{3Ter^sHe or rra3apa Ha MeAr.rqraHcKr4Te Lr3,$eLprs.?
rroKa3ala HecBorBercrBkre c lr3r4cKBaHursra sa 6egonacHocr rro cMrrqbla Ha
rlaBa cellMa or 3MI4 - e ceo6oAeH TeKCT.

15.{exzrapaqu.rr 3a 3aro3HaBare c AorqrMeHTarlr4rrra - O6paseq No 3.
16.flexaapaJ\uls., qe )^{acrHvrr<'Bl rrre crra3Ba BcrzqKrt ycloBt4rr rreo6xo4uMra 3a

krsrtlHeHr4e rra nopsqKara - O6paseq Nq 4.
77.fiexrapar\Hfl 3a ) racrrze no o6oco6e:u:,z. rro3r4rlrrr{ - O6paeeq Ns 12.
18.fiexzrapaqurr 3a Halvrraef t:rz,rrca Ha uoAkr3rrbl:,;.urretr - O6paseq No 7.
19.flex,rapar*rs.3a rrpr4eMaHe Ha ycloBur:rra B rrpoeKTa Ha AotoBop - O6paseq Ns

9.
2O.fexaapar1u.a fro rrl. 55, aa. 7 ot 3OII , w 3a Arzrrca ua o6crogrelcrBo no un. 8,

a,r. 8, r. 2 or 3OlI - O6paeeq No 6.
2l.3asr,rerrrae 3a Jrqacrre - O6paeeq No 1.
22.Ap;ulanaracrparrzBHt4 cBeAenua - O6paseq No 2.
23.Konze ot ceprzSzxar ISO 9001 vrcAarte:,;. Ha raMero Ha rrpor43BoArzrelfl

PEROUSE MEDICAL c Lr3nrzcaHo 3a r(o.s o6oco6ena rro3raqurr ur

HOMeHKAaTypHa eArrHr-r qa ce oTl{acs gboTBeTHIlIrr AoKJTMeHT.
24.fiextapaJyrs. rr crrr4sbK na o$eprapaHzTe MeALrrrLrHCKvr vr3Aer\yr.s, KorzTo ce

3arrlarqar or: H3OK.
25.O6paseq No 5 - .(.exzrapaqza rro rrl. 47 (9), c BKnrorreHa rausopvraJ-ry.s. orHocHo

rry6,rzvrrraTe pelI4CTpIL, B KOEITO Ce CbAbpx<aT IlocorleHlzle o6clO.gTeACTBa,
rroArrr4caHa oT ABaMaTa yrrpaBwTe&I1I Ha Apyx(ecTBoTo.

26.f,exz'apat\Yrr^ rro rrl. 47 (2).
27.f,exz'aparrytn ro rrl. 47 (5).
28.f,exzraparrys. uo o6paseu Ns 11.

flprz raze,'r;prrreHara npoBepKa Ha rrpeAcr€rBeHzTe 4oi<5,nvrentra aa no,46op u
cBorBercrBr{ero ur:lu c tr3r,rcKBa:avrsra Ha BB3aoNrzrelx, KoMztcurrra ycranoBu
cAeAHI{Te rrponycKrr:

1. B paspe3 c rz3Lr cKBarrkr;rra rra Brgzro>xrzrel:r J racrHLrKGT Aa rrpeAcTaBrir
AaHHrz orHocHo H€llwe Ha rpaHcrroprHpl cpeACTBa (uzrrrzvryrvr ,4ee) ,



Heo6xoALrMH 3a o6egue.raeanre Ha AocraBKr{Te $parrro cKAaAa Ha
Bgg,roxrurrel-rr, J racrHr{K6T e rrpeACTaRr.rA AeKAapa:n,wq) BrzAHo or Ko"aro
cBrrlI4rIT pa3rro^ara c 4 aBrorvro6rzrra, Ha TaAoHIa I{a cbrrllzTe He ca
rrpeAcraBeHLr, r(aro e flocorreHo, rre urr$oprvrarr,wsra e ny6,trzrryBaHa B
cafita na AOII. IIo rvrrrerrue rra KoMurcurflTa B ropru-s. caitr rre ce
uy6,rzr<yrar AaHHr{, cBBp3aHr4 c pecypcHoro ocr4rypJrBaHe Ha
J Iacrnvur4Te, c orleA Ha Koero cAeABa Aa 6t4at rrpeAcTaneHr.r
Ha,4,AeN(Ht4 AOKa3aTeACTBa, nOABGpx(AaBa>KV TBBpAeHHeTO, rre

) IacrHlrKbr 4,efictezte,trro rlMa Ha pa3rrolox(eHrre [ocorreHr,rre
agrouo6rzzrz, B T.rr. Korlutt Ha TaAoHr4, AoroBopr4 3a Ar43r{Hr rzAV HaeM.

Ilpe,qeu.4 roppr3no)KeHoro ur Ha oclloBaHrze qA. 68, azr.8 u an.9 ot 3OfI,
xolutl4cr,rg,ra yKa3Ba Ha JrqacTHvrK.a, B cpoK oT 5 pa6otuz AHr.r oT rro^ylraBaHeTo Ha
Kofrrae Ha Hacrosrqus [poroKon, Aa npeAcTaBvr [ocorreHrrre B rrpeAxo4uvrs. a6sarl
AOI$,'IyIeHTII, C UeA oTCTpaIIrIBaHe Ha IIeCBOTBeTCTBLITITa.

IIpu rasrrprreHara rrpoBepKa Ha Ao]grMeHTr4Te e llazx Nsl uo o6oco6ena
no3r4ur4s Ns 187 or rrpeAAox(euhero na rrKAPfl,[IO MEAHI{A,/I" E{OOA, rrocorreHLr B
crrrzcbKa u rrpoBepKa Ha ctorBercrBraero zvr, 6eure ycr€r.HoBeHo, rre J TacTHraKGT e
IIpeACTaBIIA CAeAHI4Te AOK),IyIeHTrI :

l.Cnracrx Ha AoKyMeHTl{Te, cbAtp)Karqu ce e o$eprara - Ha xaprrreH Hocrzrrel.
2.Cr:rzcrx Ha AoK5rlreHTrzre, cbAppx(ail$a ce e o$eprara - Ha eAeKTpoHeH Hocvrel.
3. ,{,oxyureuTrr o:rHocuo r,}pnoBcK,o rrpaBrrrr* craryr Ha }rqacrurrxa:
3. 1 . Y4ocroBepeHr,r e, EIdK or TBproBCKr4 perrrcrbp.
3.2. floryrvreur 3a perr4crpaJ\rT-s rro peAa rra 3axoua 3a AaHBK B6pxy 4o6aeerrara
crofinoqr.
4. flexuraparlrz.a 3a Arlrrcara Ha o6crosrezrcrBara rro r{A.rrl. 47, a.tt. 9 or 3OII, sa
Arz[ca ua o6c, ogrelcTBara rro rrl. 47, att.1, an.2, r.1, 4 u 5 w a,r.S or 3OII - O6paseq
Ns5
5. AoxagareacrBa sa rexHuqecr(HTe BG3MorKHocrrr ullanilr xaaansuxarrrrs rro
.ra. 51, aa. 1 or SOII:
5.1. Culrcsr( Ha AoroBopr4Te cKlrorreHr4 npe3 rrocneAHraTe rppr roArauz (cvrararro or
xpafiuata Aara Ha rroAaRarre Ha rrpeA4o)Kerrraata) , c upe,qiurer rz3BtprxBaHe Ha
AOCTaBKI{, CxoAHkI C npeAMeTa Ha rlopbqKaTa, Ha TepLITOpE ITa rra Peny6AI{Ka
Erarapr,rx.
5.2. I4w$opMarrr4s ot ny6avrveH perkrcrBp /Areuqvrs. fro o6rqecreeHra rropBirr<yr ur

upoSzzr Ha r(yrryBanaf , B xofiro e ny6nraxyBaHa zn$oprr,raqza 3a rrocoqeHr.rre
AOrOBopH, [IpI4Ap)DKeHIUI C KOfILIfI Ha CKAIoIICHIITe AorOBOpI4.
5.3. flexnapa]\us.3a H€L\Errve Ha rparcrroprHu cpeACTBa.
5.4. Ta;rorrz rra MIIC rz Az3r4HroB AorDBop.
5.5. floronop c Kypr4epcKa Supvra.
5.6. Aexziapanllu, ctAcpx(arTTa crrkrqbK Ha rexHzr{ecr.r4Te Arzr1a (c nocovea-He Ha
r4MeHara kr 3aeMar{ara ,qurrNcrocr) , KoLrro rqe 6t.p:ar npsKo aHra)KrzpaHr4 c
kr 3rr6AHeHLr ero Ha o6ulecreeHara noptrrr(a
5.7. Cnractx rra Arzrrara (c frocorrBa-He Ha urv,eHara ur 3aeMaHara .4nlN<rrocr)
oTroBap-'IxIIz 3a KoHTpoAa Ha KaIIecTBoTo rrpu r43IIBAIIeH[re Ha AocTaBKr{Te
5.8. Aexzraparlklg, rre 3a cpoKa Ha kr3rrtlHeurre Ha rroptrrr<aro, rrle rroAAGpx<a gbrrlr4rr

6pofi Akrrla.
5.9. EC cepur$rzxaru sa HaHeceHa CE rvrapxzpoBKa B6pxy rr3Aelzero.
5.10. Ceprur$zxatr ISO 134.85:2003, zs,qag,eHkr Ha lrMero na upozenoAr{TeluTe.
6.Kara,roekr Ha rrpeAlaraHrzre flpolgfi<Tkrc rrpeBoA rra 6rurrapcKkr e3r.rK.
7. PaspeureHrre 3a rBproBzur Ha eApo c MeArrrIr4HcKLr rasp:ezr:zs. rro cMrrsbla na 3MI4
B. f,ex,r.apaqrza 3a Mr.rHLrM€rAeH ocrartrreH cpoK Ha roAHocr Ha cborBerHarr
r(oucJrMarue - 75 o/o.



9. fiexnaparrys 3a ocvryp.srBaHe rra reo6xo4,r4MzTe Kolr{lrecrBa KoHc)rMarurBkr, 3a
qelrrrr cpoK Ha 4,efictnze Ha,q,oroBopa.
10. .(exzrapaqr.rra 3a gborBercrBze fro .rn. 14 aA. 2 or 3MIZ, cbcraReHr4 or
npOLI3BoAHTeAkITe.
1 1. {exaapa-q}rrr 3a rroAAcpN(aue rra AoK},rvreHTvtpanra c}rcreMa 3a rrpocleA-sBaHe
6esoracHocrra Ha MeALrrILrHcK?rre lr3,4,etTls, fiycHarur Ha rra3apa, ra ga 6loxvrpame u
kr3Tet^-rrHe oT fla3apa Ha MeAUTIILTIICKI4Te }I3AerII1I'I., fIOKa3a I1I IIeCbOTBeTCTBT4e C

pr3ucKBarrvrflTa sa 6egouacHocr [o cM]IcGAa Ha rlaBa ceAMa or 3MI4
12. frexttapaJryrs" 3a 3arro3H€tBa.He c Aor(yMeHTarIr{rITa - O6paseq No 3.
13. fiexaapa]\ust, 3a c[a3BaHe Ha BcrlrrKrn ycnoBrrrl neo6xoAzMLr 3a ra3rrBlHerrrae Ha
rroptrrKara - O6paseq Ns 4.
14. Aex.naparlr4s 3a J racrr4e uo o6oco6eru:z rro3r'rqvv - O6paseq Ns 12.
15. fiexnapa]-\vs 3a Alrrrca Ha rroArr3nGAHr{TeAH - O6paeeq No 7.
16. flex,rapat\vrfl.3a nprreMaHe Ha ycloBrr rra B rrpoeKTa Ha AoroBop- O6paseq No 9.
17. flexaapauurr rro rrl. 55, aa. 7 or 3OII, r{ 3a Akrrrca na o6croflTelcrBo rro rrl. 8, a;r.
B, r. 2 or 3OII - O6paeeq No 6.
18. 3a-seaeHr-re 3a )rqacrkre - O6paseq No 1.

19. A.qrvrunvcrpa"krBHuT cBeAeHua - O6pa:eq No 2.
20. AorpreHT 3a BrreceHa rapzrHqLrrr 3a ) racrve - rrlarex(Ho HapeNLq,aHe.
21,. Cr;:actx rra o6oco6enzte rro3urr\urkr? 3a KoLrro e BHeceHa rapaHrrr4rlTa 3a yqacrLre.

IIpz rzserp[reHara rrpoBepKa Ha rrpeAcraBeHzTe AorqrMeHTra sa no4,6op v
c6orBercrBzero ,rM c ycloBrrrrra tta Brszroxilzrela, KoMracLrrITa ycraHoBr.I, qe
ctrrtrr4Te omoBapsr na o6sserrwre kr3LTcKBarruLs., c orleA Ha Koero J racrHr4KGT
omoBap.s Ha orrpeAeleHfiTe or Brgao:Npttea-s xsarua$NrarryroHHra rr3r4cKBEr-HLrs.

Ilpe,4rz71 r{3nox(eHoro rrleHoBere rra KoM}rcrrrrra B3exa pelreHrre, npeAcraReHoro or
rrpeAlox<enne ,,KAPfl,HO MEAIIKA/I' EIOOA la 6:''p:e AorrycHaro Ao pa3rle)KAaHe H

oqeHKa.

Ilpra rzeetp[reHara rrpoBepKa Ha AorqrMeHTr{Te e IIAkrx Nsl uo o6oco6ena
no3rzuv.s Ns 327 or rrpeAnox(eHr{ero rra "PH,(,AKOM" EOOA, frocorreHrz B crrLrcbKa rut

rrpoBepKa Ha cborBercrBzero rzvr, 6erue ycraHoBerro, rre yqacrHt4KtT e rrpeAcraBr.Il
cAeAHkrTe AoKJrMeHTrz :

1. YAocroBepeHze 3a aKTyaAHo qbcrosHue, LI3AaAeHo or Arerrqza:ra rro
Bnprcearrzsra - EI4K;

2. Konus Ha Aor(yMeHTn 3a peru{crpaqvrl uo AAC;
3. fler<aaparlrzs 3a Ar{rrcara rra o6cto.srrelcrBara rro rrl. ttt. 47, azr. 9 or 3O[,

O6paseq No 5;
4. CrtzcsK Ha AoroBopr,rre cKnrorreHu rrpe3 rrocAeAHkTTe rpr4 roALrHr.I c npeAMer

cxoAeH c npeAMeTa Ha rropBrrKara;
5. flexaaparr,r4rr 3a rroAAtpx(aHe Ha AorqrMeHTr{pzrHa ckrcreMa 3a rrpocleA-aBaue

6 e g o rr acrr o crra H a M eAr{ qraH c Kprr e vrc Ae lwrs;
6. fl,exnapaqlrsr 3a rrprzrreN(anLre rra co6ctBeHr4 TpaHcrroprur4 cpeAcrBa;
7. AoKasareACTBa ga co6cteeHu TpaHcrroprHr4 cpeAcrBa - 3aBepeHo Kofrpre Ha

T€t-AoHLr na MIIC, 3aBeperrra Korrr,r.a Ha AoroBoprz c Kypr4epcKra $rzprvrrr;
8. fexaapar\trs., cbABpx{axla crrkrgbK Ha rexHr{rrecKrrre Arrqa, Korrro ule 6gAal

flpsKo aHra)KkrpaHLr c pr3rrGlHeHLrero ua o6rqecrBeHara r]opBrlKa;
9. Konze ua ceptra@zlKar 3a HaHecerra CE MapKlrpoBKa;
10.Konurs lra ISO i3485:2003 na rarvrelo Ha rrpou3BoAurelrr;
11. Kara,ro3ul w 6poruypz Ha rrpeAlarzlHrlTe npoA/KTra;
12.3aeepeHo or J racrHrzr(a Kolue Ha Ba;rr4AHo pa3perrreHze 3a rbploBritl Ha

eApo c MeAHqzHCKLT va1e^hs. rro cMHqbAa rra 3MI4;
13. flexaapar]],Is.3a M]rHI,1Ma.AeH ocrarBrreH cpoK Ha toAHocr Ha Me,4,r4rlt4HcKrrre

vr34ezrras - 75o/o;



1 4. {exaap arrys. 3a ocprryp.sB€rHe rra rreo6xo AvrMvrre Kolt4rrecrBa KoHc)rM arrBur,
3a rlelpr.a cpoK Ha Aeitcrelae Ha AotoBopa;

15.!,exaapauvs 3a 3ano3HaBaHe c AorqrMeHTarl}rrrra - O6paseq No 3;
16.{exaapaJ\urs) 3a crragBa BcrrrrrK}I ycloBr4rr rreo6xo,qzMu 3a H3rrBAHeHrze Ha

rroptrrKara - O6paseq Ns 4;
17.f;extapaJyrs.3a Jrrracrr.re no o6oco6esu rro3rrqzr.r - O6paseq No 12;
18.fl.ex,rapar\us.3a He)Aracrr4e Ha rroAr{3rrBlHr4Tezr:z - O6paseq No 7;
19.fex.tapar\kr* 3a nplreMaHe rra ycloBurrra B rrpoeKTa rra AoroBop- O6paseq No

9;
2O.fiex,taparlprfi rro r{A. 55, azr. 7 or 3OII, w ga Lyrrrca rra o6sro-srelcrBo uo .r,r. 8,

al. 8, r. 2 or 3On - O6paseq No 6;
21'. 3asn,tyeHr4e 3a ) racrr{e . O6paseq No 1;
22. A4rvrrarrrzc, parrzBHrz cBeAerrrzs * O6paseq No 2;
23.A,orryrvreHT 3a rapaHqrrrl 3a Jrqacrr4e - rrlarex(Ho Hapex{AaHe r{ orrtzc Ha

rlo3l{qr4rzTe;
24.Cr::zcr,x Ha AoKJrMeHTfiTe, sbA6p){<alrlt4 ce B oSepra,ra Ha xaprrreu vr

e^er(TpoHeH Hocr4TeA.
Ilprz rzsetprxeHara rrpoBepKa Ha rrpeACTaBeHr4Te AorqrMeHT:r' za noa6op u

ctorBercrBr{ero HM c r43vcKBa:;.urflTa Ha Bt3zrox<tareaa, KoMrztcr4trra ycraHoBr4
cAeAHIaTe rrpo[ycKr4:

1. B upe,qcraBeHLrsr or J IacrHurKa crrvrcbK gbc cKlroqeHr{ AoroBopr{ e
HaAkrUe unSoplvraqurr 3a AoroBopkr, cK^rorreHkr B paMKr.TTe Ha rreprroAa 2O11r -
2O74r., Koero o6cro.gre,tcrBo e B pa3pe3 c pr3LrcKB€Irrero Ha Btgaox<urel.f,, rrorrrztBarqo
Ha rrl. 51, a;r. 1, r. 1 or 3On, B TaKa rrpeAcraBeHr4.a crrrzcbr( Aa ce nocoqLt
raH$opvraqza 3a rrocAeAHr.ITe 3 r'o1la:r.uI, cqr,rraHo or Aara Ha rroAErBaHe Ha
rrpeA^o)KeHriero, Ko.s?o B KoHr(perHz.s c,tyrafi e 29.04.20 15r.. Hape4 c roBa
JrqacrHrzK6T cAeABa Aa frocorrkr uy6azven perI4CTBp, B xofiro ce gbA6px<a
ctorBerHara zrrSopvrar\vs. vrt\vr y1ocroBepeHr.rrr 3a rz3rr6lHeHr4e Ha cKlrorreHrzre
AotoBopr{, [pE ycloBr4e, rre gbrrlaTe He rroAle)Kar wa uy6rurKJrBaHe e ny6zrraverr
per}rcT:bp.

Ilpe4erz4 roplr3lo)KeHoro uI Ha ocHoBaHr{e rrl. 68, azl,.8 u art.9 ot 3OII,
KoMHClttITa JrKa3Ba Ha yr{acrHurKa, B cpoK or 5 pa6onrr AHrz or rron) raBaHero Ha
Korrvte Ha Hacrosrr1krs rrporor(ol, Aa rrpeAcTaBvr frocorreHrzrre B npeAxo4r:vrrr a6eaq
AOKJaMeHTT{, C rIeA OTCTpaHsBaHe IIa HegbOTBeTCTBr4rrTa.

Ilprz rzeerprrreHara rrpoBepKa Ha AoKJrMeHTr4Te s llnprx Ns 1 no o6oco6ena
rro3rzrlarr No 48, 49 or flpeAlox(eHr,rero na ,TCTEPAMEA" OOA, nocoqeHr.r B cfrrzcbKa
kr rrpoBepKa rra qborBercrBr,rero rtM,6erue ycraHoBeHo, rre JrqacrHprr(tT e rrpeAcTaBrirl
cAeAHI.ITe AOKyMeHTrT:

l.flexzrapaqna ea EI4K
2. f,oxylnreuT 3a perzcrparlr{rr rro peAa na 3AAC
3. flexnaparlrzs fro rrl. 47, art.9 ot 3OII
4. Crrrzcgx Ha AoroBopr{Te 3a AocraBKrz, eArraKBtr kr h cxo4lakr c rrpeAMera Ha
noptrrKara, vrgrrbtmeHr4 irpe3 nocleAHrzre rpr{ to4urraur, c ilocorrBaHe rra ny6zrkrqeH
perkrcrbp, e xoft:ro e uy6auxyBaHa ran$opvraqursra
5. Y4ocroBepeHu r 3a rz3frtlHeHr-re Ha AocraBKr{Te
6. flexzrapar\fis 3a Lr3rrol3BaHe Ha pecypcz Ha ApyDrz ropkrArrrrecr<z 

'zlvl:\a7. floxasatelcrBa fro .rA.51"A" or 3OII, yAocroBep.sBarqw Bts3Mox(Hocrra 3a
II3IIOA3BCTHe Ha pecypcr{ Ha Apyrv ropkrAkrqecKvr 1lvfi\a
8. fiexrrapaJryrs. =a rrrrr-rero rra AoroBopkr c Kypuepcxra Szprvrra, c Kot4To paa.rorrr".
fracrHrzKtT 3 a rt 3frBAHeHr4e rra o6rqectBeH ara rroptrrKa ;

9. AoxasarelcTBa 3a Ha-Ar4rrrre rra AeKlapvpaHLrre AofoBopv. c r{16zepcKr{ Srrprrarr



10. flexurapaqraa - cfrLrsbK Ha
aHra)KzpaHr4 c r43[BAHeHr{eTO Ha
CIII4qbK HA TCXHI4I{CCKI4TC AIIUA,
T43IIGAHCHI4CTO HA AOCTABKI4TC
11. {exzrapaJ\urfr, oT ) racTHI,IKa rroAAtpx<a [ocorreHrzrrr 6pofi Arrqa 3a cpoK Ha
I43fI.T,AHeHI1Ie Ha nOpGrIKaTa
12. CeprwSzrat 3a HaHecena CE Mapr.rzpoBKa, sbrlacuo flrapeKTzBa 93/42lEVlO
Ha IIpeAAaraHr4Te MeA,L4 rIt4HCKLr },3Ae Ayrs.

13. Ceptw$raxat 3a sborBercrBue Ha rrpor,r3BoAkrrel-:r Ha rrpeAnarzrHr4Te
MeArzrIHHCRvr vr34eturfl c r43racKBaHvrsra na ISO 13485:2003 ra Cep:rz$rxa:r ISO
9001:20O8
14. PaspeureHr4e 3a r6proBt4.a Ha eApo c MeAr4rIuHcKkr :a31ezl:zs. a3AaAeHo ot IZAA
15. Aexaapar{us 3a Mr4Hr4Malelr ocrartrreH cpoK Ha roAHocr Ha npeA1zrr€rgt4rrr
KoncyMar:,z.e - 75o/o
16. A,exaaparryrl 3a ocr4rypsBaue rra rreo6xoAr{Mrare Kolrzr{ecrBa KoHCJrMarurBuq 3a
rle^krrr cpoK Ha AOrOBopa
1 7. {exnap ar\vs. 3a sborBercrBrrre Ha rrpeAnaraHnTe rrpo4aKTra
18. A,erzrapaqza or yrlacrHr4Ka, rre rroAAtpx<a AoKJrMeHTrzparla cr1creMa 3a
rrpoc^eAsBalle 6esouacHocrra Ha MeAr4UraHcKr4Te ur3/leuurfl., rrycHarr4 Ha na3apa ) vr 3a
6aoxzparre v rl3Terl-sHe or rra3apa Ha MeAr4qvHcKrzre urgAeu$tq rroKa3alr4
HecboTBeTcTBr.Ie c rz3r4cKBalJvlflTa sa 6esonacHocT rro cMr4gh^ Ha r^aBa ceAMa oT
3MI4
19. Ceprz$zxat 3a BHeApeHa crrcreMa 3a yrrpaB^eHrae Ha KarrecrBoro ISO 9001 11a

Jrqac?HI,IKa
20. f,extapaJ\vrfl 3a 3arro3HaBaHe c AorqrMeHTarlr4rrra
21. fiextaparryIs. or J IacrHrzKa, rre rr1e crra3Ba Bcrrr{Krz ycloBr4rr Heo6xo4rzMra 3a
I,I3rr,EAHe Hvre Ha rrop6rrKaTa
22. f,exrapaJ\vrs.3a J racrr4e uo o6oco6enfi uoszquz No48 ra Ns49
23. {exnaparlurr rro 3a Ar4rrca Ha rroAr.r3rrblHr.rrelpr
24. flexttaparlrns uo o6paserr sa npveMaHe Ha ycloBr4rrra B rrpoeKTa rra AoroBop
25. {exzrapat\krs. rro rIA. 55, azr. 7 ot' 3OII, lr 3a Ar4rrca Ha o6crosrelcrBo rro rr1. 8, a-rr.
8, r. 2 or 3OII
26. 3asr,neHrure 3a J racrr4e
27 . Altvtlanalrcrparr.rBnrz cBeAeHVrr
28. foxyvreHT 3a Br-receHa DapaHrlr4s 3a J iacrr4e
29. onwc Ha rro3urrxprre, 3a Korrro ce orHac.s rap€rHrlr4sra 3a Jnracrrae
30. CnzcrK Ha AoKyMeHTr4Te, cBABp)*raJrIrz ce e oSeptata

Ilrzx No 1 4orqnreHTLr 3a uo46op no o6oco6eHpr rro3rzuz Ns 5O z 53:
1. Cnrzcsx HaAor{yMeHTr4Te sbA5p){{ail1r4 ce B rrpeAlox<eHzero;
2. frexrapa\Lre 3a Jnracrrae uo o6oco6eruw no3lrqr4r{ No50 v Ns53;
3. fiorryvreHT 3a BHeceHa tapanrlr4rr 3a Jrqacrrre;
4. ourac lla rro3r4rrr4trre, 3a r{orrro ce orHacs rapzrHrrr.rsra 3a )nracrrae5. EC cepru@rrKar - 3aRapeHo Korrr4e.
6. ISO 9001:2O08 - 3aBapeHo Korrue.

Ilpra zserp[reHara npoBepKa Ha rrpeAcTaBeHr.rre AoKJTMeHTz sa rro46op'r.r

cbulr4Te orroBapsr rra o6.gger:rle vrgvrcKB€Lrrr4rr, c orleA Ha Koero J1uacrHzKcr
ortoBaps Ha orrpeAeleHuTe or Bggzroxrzreng xeaallSraxarlLroHHr{ :z3mcKBaJaurs..
Ilpe4rra4 r43lox<eHoro rrleHoErere Ha KoMract4rrra B3exa perrerrr,rb, [peAcrurBeH-oro or
rrpeAlox<errue ,rrrCTEPAMr4" OOA Aa6:r.!;e Aorg/cHaro Ao pa3rlex(AaHe r. orIeHKa.

IIpu zsetprxeHara rrpoBepKa Ha AoKJrMeHTkrre e llarax Ns1 uo o6oco6ena
rro3r4rlr4rl No 83 or rrpeAlox(eHr{ero na "EKOC MEI{HI{A" OOA, frocorreHr.r B

Texl{HqecKrzTe Arurrla, KorzTo rqe 6T'lar [p.sKo
rrpeAMera Ha o6rqecrBeHara rropbqKa, KaKTo r4

oTrDBap.sIIIr4 3a KoHTpoAa Ha KarrecTBoTo Ha



cllvgbKa v rrpoBepKa Ha cboTBeTCTBr4eTo r4M, 6eue ycTaIIoBeHo, qe J racTHr4K6T e
rrpeACTaBr.rA cAeAHr4Te AOKJi'NreHTr4 :

l.Curzcrx Ha Aor(yMeHTnre z ransoprvratry:rra, sbAtpx<a[${ ce r o$eprara Ha
xaprr4eH r4 eleKTporreH Hocr4Te,t - CD;
2.EI4K - Y4,ocroeepeHrze or Arenqrzxra rro Brrr{cBaHrrjrra
3.Kourae or AoK),rvreHT 3a pen{crparr,urr uo 3AAC
4.{ex,tapaqurl 3a orc6crBr4e rra o6crogrelcTBa no rrt.47, azr..9 o:r 30fI -
O6pa:eq No 5
S.Crrrzcsx lla AoroBopare rro [peAMera Ha rroptrrr(ara, cKlrorreHrr npes 6.uocleAHrzre rpr4
IOAI4HLI
T.LIzeaaxrz ot uy6ara.reH perr4crBp c rry6nzrqrBarra izrr$opvraqurr 3a AocraBKrnTe;
B.fiexnaparlzs orHocHo t.*trreCroo o6opy4e ale u pecypcHr4 Bt3Mox<Hocrr.r;
9.foxaear:elcTBa sa co6c, ee:rruI v Haerr.r rpaHc[oprHr{ cpeACTBa - r(orrxit or ra1oHr4 Ha
MIIC; AoroBop c Kypraepcxa Srzpvra; AoroBop 3a HaeM; AoroBop sa MIIC c rra^arTT,6opa
10.[exzraparrys. - Cnzctr Ha rexHr4rrecKr4Te zrwr\a, [psKo aHra)Kr4perHvr c vr3rrb HeHr.rero
rra o6rqecrBeHara rropcqKa Lr curzqbK Ha Akrqara, omoBap-sqrz 3a KoHTpoAa Ha
KAIICCTBOTO

- l1.flexaapaqr4s 3a rroAAbpx<aHe sburr4s 6poft Ararra 3a cpoKa Ha Aor.oBopa
EC Ceplrz$zxa:r 3a H€rHecena CE MapKLrpoBKa sbrlacro .(rzpexr:rreag3l42F,p;C
12.f,exttapawrs.3a c6o?BercrBr4e Ha MeArzurzHcKrare kr31euvrs., rr3AaAeHa or
rrporz3BoAr{TeA-s;
l3.CepraSr4Kar 3a ctorBercrBr{e c ISO 13485:2012, :rrz44ageH Ha rrpolr3BoAr.rrel-rr;
14.Ceptz$uKar 3a sborBercrBr4e c ISO 9001:2008, :a31a7le:r. Ha ) racrHr4Ka;
1 5. Kata,ror rra o$epxpaur4Te MeArzrIrzHC :xvr vB Ae^krs.;
l6.PaspeureHr4e 3a rbproBr4rr lra eApo c MeArzrrlrHcKra w31eukrs-,t43AaAeHo or I,IAA;
l7.PasperreHrre 3a npoMrlHa na PaspeureHrze 3a rBproBzrr Ha eApo c MeAr.rr1rarrcKrr
kr34etkts., r.r3AaAeHo ot I4AA;
18.fiexzrapar\as 3a MTzrrlrMa,teH ocrartrreH cpoK Ha roAnocr Ha MeAr.trrraHcKr-rre 1r3Ae1r4s -
75o/o;
19.flexaapaqv-s 3a ocrzrJ,pfiBar{e ueo6xo4,urMrrre Kolr4rrecrBara MeAraqrzHcr(v ll3Ae6rzrr 3a
cpoKa Ha AOrOBopa;
20.{erzrapauzs 3a rroA.qbpxtaHe AoKyMeHTrzpaHa crrcreMa rro cMracbla Ha rl€rBa ceAMa or
3MI,I;
2 1 .f,erurap at\ws.3a 3aro3HaBalre c AorqrMeHTaqr4rrra - O6paseq No 3
22.frexz'apaqv.s 3a crra3BaHe ycloBkrirra 3a r43[GAHeHure Ha iloptqKara - O6paseq Ns 4
23.fexaapauv.s 3a J lacrrze uo o6oco6ess rro3r,rr1r4r4 - O6paseq Ns 12
24.frextapar\uls., .re HrrMa Aa r43rrol3BaMe rroAra3rrtluutretur - O6paseq No 7
2S.{ex,tapar\fis 3a rrpraeMaHe ycloBr4.rrra B rrpoeKTa Ha AoroBopa - O6paseq Ns 9
26.frexz'apaqx I uo v,t.55, att.7 or 3OII n 3a Ar4nca ua o6cronrelcTBa no vzr.8, t.2 or 3OII
- O6paseq No 6
27.3asr,neHue 3a ) racrrae - O6paseq No 1

28.A4rvrznr.rc"parr.rBHr4 cBeAeHua - O6paaeq No 2
29.flot<ywteHT 3a BHeceHa rapaHqurr 3a J racrze
3O.CuNct K Ha rro3r{uwuTe, 3a Korrro e BHeceHa rapaHqr{rr 3a ) racrr4e

Ill,rzx No 1 4orryMeHTr{ ea no46op no o6oco6eHr4 rro3r.rur No 195, 196, \97,
I98, 799, 200, 20 l, 202, 203, 204, 205, 206, 207, 209, 209, 226, 259, 307 :

1. Cutzctx Ha Aor(yMeHTLrre cbAGpN(alrlrz ce B rrpeAlox(eHzero;
2. Kataaor rla npora3Bo3fiTel:r;
3. fl,ex,rapaqus sa cBorBercrBue;
4. EC ceprnSvKar - 3aBapeHo Korrve.
5. ISO 9001: 2008 - 3aBapeHo Koflr4e.



IIpz zsetprxeHara rrpoBepKa Ha rrpeAcraBeHrare AoKJTMeHTw sa r:og6op w
cboTBeTCTBkreTo HM C yCAOBI1ITITa IIa BGSZTOX<ZTe,\.'I, r(OMr-rClrtITa yCTaHOBT{, qe
gbrrrrrre omoBap-ar rra o6geenurre ur3urcKB€Lrrv.a, c orleA Ha Koero J racrHr.rKtT
orroBaps rra ofipeAeleHurre or Bgg.tr,ox<z:rea-:r xea,rz$raxarlraoHHr4 wgvtcKr,ararzl,.
Ilpe4ez4 r43lo)r(eHoro rrneHoBere Ha KoMt4crurrrra B3exa pelreHue, npeAcTaBeHoro or
npeAlox(enrae "EKOC MEAHKA' OOA Aa 6r.I:e AorrycHaro Ao pa3rlexAarae vI

oIleHKa.

Ilpur vrserplreHara rrpoBepKa rra AoKJTMeHTraTe s llzrrzx Nsl no o6oco6ena
rro3ur1vrr Ns 38 or rrpe4Aox(eHr-rero sa ttMEAlITEXtt OOA, rrocoqeHkT B cilr4sbKa zr

rrpoBepKa Ha qborBercrBrnero zvr, 6enre ycraHoBeHo, rre J racrHLrKtT e rrpeAcraBr{A
Czre4,rrule AOKJfMeIITII :

l.Crrracrx Ha AorqrMeHTrzTe z rrn$opMaqlr:rra, sbAtpxmrrlz ce e oQeprara Ha
xapTIIeH LI eAeKTpOHeH HoCT4Te,r - CD;
2.BLIK - YAocrosepeHkre or Arenqrzara fro BrrvrcBaraursra
3.Konrae or AorqrMeHT 3a perr4crparl4rr no 3AAC
4.f;exttapa:1ua 3a orctcrBfie Ha o6cro.ste,rcrBa rro ,tt.47 , a,r.9 or 3OII - O6paeeq No

_5
S.Cuuctx Ha AoroBopr.rre rro [peAMera Ha nopGrrlr'ara, cKlrorreHpr rrpe3 rrocleAHrrre
TpIl roAr{H}r
6.I4zr,a7't<lr or rry6nr{r{eH peflzrcrbp c ny6,trzryearra rzuSopMarru.s 3a AocraBKrare;
7.fl,ex,rapaqxa orHocHo rexHrzrrecKo o6opy4eaHe H pec5rpcHr,r B63Mox(Hocrra;
B.fl,oxasatelcTBa ga co6creer:ur ur HaerLr rpaHcrroprHr{ cpeAcrBa - AoroBop 3a HaeM
Ha al1roMo6]/.n}1', Korrxn or ra^oHr{ Ha MIIC 14 AorvoBop c K]rpr{epcxa Szpvra; AoroBop
3a HaeM Ha cKAa"(oBa IIAOIII
9.flexaapaqzx Cuacsx Ha rexHzqecKr4Te Arzrla, rrp.aKo aHra)Kr.rpaHr4 c
rr3rrB^HeHr.reTo Ha o6rqecrneHaTa rropGrrKa H crr}IgbK Ha Ar.rrlaTa, oTroBapsrrlH 3a
KOHTpOAa Ha Kar{eCTBOTO
1o.flexaapar.\Hs.3a rroAABpx(a-He cbnps 6pofr Arrrla 3a cpoKa Ha AoroBopa
EC Cep:rz$zrar 3a HaHecena CE MapKrapoBKa sbrlacuo .(,rapexrwr,a 931 42E,EC
ll.fexnaparps. 3a sborBercrBkre Ha MeArlqlrHcKr4Te ur34elrrzs., t43AaAeHa or
rrpor4 38oAvrTeAs;
l2.CeptnS:,zrKar 3a ctorBercrBkre c ISO 13485:2012, :rrztb7ierr Ha rrpolr3BoArrrel-rr;
13.Ceprz$HKar 3a ctorBercrBr4e c ISO 9001:2008, rr3Aa,qeH Ha ) racrHlrKa;
l4.Ceprz$rrKar 3a sborBercrBr4e c ISO 13485:2O12, fis4a4ell Ha J racrHr4Ka;
1 5 . I,Ieea4ra or Karalora lla rrporzr3BoAvrre Ls.;

l6.PaspeirreHae 3a rtproBzur Ha eApo c MeALrqr{HCril{ :a:4et\urs-, r43Aa,r(eHo o:r L{AA;
Paspenrerure 3a rrpoMrrHa rra PaspelreHrre 3a rtproBuls. Ha eApo c MeAraqLrHcKt4
ur31etrzs, ra3AaAeHo oT I,IAA;
77.fiex.i'apa-qlrrr 3a Mr{Hr4Malerr ocrarbr{eH cpoK Ha roAHocr Ha MeAr4qLrHcKr4Te
vI3AeLIiIs;
18.flexzrapa]1:4s 3a ocvryp.sBaHe rreo6xog,vr:t'.tvrre Kolt4rrecrBara MeArzrqrzHcKr
vI3Ae/\}I,I.3a cpoKa Ha AotoBopa
l9.f,exzrapauvs 3a rroAAtpx<aHe AoKJrMeHTvtpaHa cracreMa rro cMr4sbla rra rlaBa
ceAMa or 3MI4
2O.Aexrraparrys.3a 3arro3HaBaHe c AorqrMeuTarllurra - O6paseq No 3
27.fiex.xapaqr4s 3a cEa3BaHe ycloBvrrra 3a lr3rr6lHeHr4e Ha rropGirKaaa - O6paseq No

4
22.ffexttapargs.3a J racrne uo o6oco6enrz rro3r{rlr,ta - O6paseq Ns 12
23..(.ex,Lapar\krs", rre HrrMa Aa pr3rrol3B€[Me rroAra3rrtlHurreur - O6paseq No 7
24.flexrtaparrys.3a rrprreMaHe ycloBzurra B rrpoeKTa Ha AoroBopa - O6paseq itlo 9
2S.fl,exaapaquri uo .rn.55, a-t.7 or 3OII r.r 3a Arrrrca na o6ctogrelcTBa uo .r4.8, r.2 or
3OII - O6paseq No 6
26.3assrreurze 3a Jrsacrve - O6pa:eq No 1



2T.Aatrlar:lzcrparvrBrr4 cBeAeH:zr. - O6pazeq No 2
28.fl,orrylreHT 3a BHeceHa rapaHrlurr 3a ) racrrze
29.CtwtcsK Ha rro3r4qr4rare, 3a Kokrro e BHeceHa rapaHurarr 3a Jrqacrpre

Ilaprx No 1 4or<yMeHTr.r sa uo,46op uo o6oco6eHr4 rro3r4r1xz No 55, 302, 303,
304, 305, 306:

1. Cuucsr Ha AoKyMeHTrzTe ctAbpx(arlz ce B rrpelAox<eHaero;
2. Kara,ror Ha rrpor43Bo3prrels;
3. {exzrapaJ\yrfl 3a sborBercrBrze;
4. EC ceprz$ur(ar - 3aBapeHo Kofrr{e.
t 

. 
ISO 13485: 2072 - 3aBapeHo r(orrkre.

'' IIpz rz3BtprrreHara rrpoBepKa Ha rrpeAcTaBenrzre AoKJrMeHTvr sa no46op vr
cBorBercrBHero HM c yc^oBugra Ha Braaox<rztea-a, KoMurc]ur5Ira ycraHoBkr, .Ie
ctrurrre omoBapsr rra o6.sselrrrTe :,z.lurcr(Barrfis, c orleA Ha Koero ) racrHr4KET
orroBaps rra orrpeAeleHr,rre or Brgno>r<zrels xeazrw$rzxarlraoHHra ur3urcKBa11ug.
Ilpe4nrz,4 rr3lox<eHoro rrleHoBere Ha KoMrzcrrrrra B3exa pelrerrrae, rrpeAcT€rBegoro or
rrpeAAo)KeHze "ME[[ITEX" OOA la6rAe AorrycHaro Ao pa3Dle)r{A€rHe z o11eHKa.

IIpz raeetp[reuara rrpoBepKa Ha AoKJaMeHTr.rre e llnux Ns1 no o6oco6erra
rro3rzqrarr Ns 327 or rrpeAAo)KeHr4ero ua ,'IAIVIII,(OP EbAfAPr{9, OOA, rrocorreHz B
c[krqbKa 14 rrpoBepKa Ha cborBercrBraero rarvr, 6etre ycraHoBeHo, rte J racrHr4KBT e
rrpeACTaBI.IA CAeAHr4Te AOrqrMeHTr4:
. l.Y,qocronepeHrae 3a aKTyaar{o c6cror{Hrae, crp. 1-3.
2.Y4ocroeepeHr4s 3a perr crpar\vrs. uo ffiC, 26p., cr.p.4-5.
3.fiexzrapaqrr uo O6paseu 5,crp.6-7.
4.Cr:wcl;rr. Ea ocHoBHr4Te AoloBop:z u H3Btprrreurrre A,ocrzrBxz, ctp.B- 1 1
S.Cnactx rla rrpvrex<aBaHuTe M[C, KorrLre or r€rlorrra rz AoroBop sa r.ypnepcKra
yclyrrl, crp.l2-22.
6.flex,tapar1us - clkrcbr< Ha rexHr4rrecKrrre ALrrla, crp.23.
7.CE MapKH - crp.24-3O,6p.2
S.Ceprz$urKarvr uo ISO ua $zprvlzre rrpora3BoAraTelKrz - crp.31-38, 6p.3.
9.Kara,tosz - crp.39 -42, 6p.2.
lO.PaapeureHrae 3a rbproBlrrr Ha eApo c MeAr4qvHCKrlr ut31ei.llalr., crp.43-45.
11.{exzrapaqvrl 3a ocrarGqnurs- cpoK Ha roAHocr :,:.avr31et:zrrrra- 75o/o, crp.46.
l2.fiexttapar1n I 3a ocr4ryprrBaHe sa neo6xoAr.rMrzre Kolr4rrecrBa, crp.47.
1 3.flexaaparlr{r{ 3a cborBercrBLre, ctp. 48- 53, 6p.2.
1 4.feraap airyrs- ) rre ce rroAAbpx<a Aorq/,r{eHTr.rpaHa crrcreMa, crp. 54.
15.flex,tapar$zrr uo O6paseq 3, crp.55.
16.flex,taparrys. uo O6paseq 4, crp.56.
1 7.[ex,rap arrys. uo O6paseu, 12, crp. 57.
18.f,exzrapa\fis. uo O6paseq 7, ctp.58.
19. flexaapardrzrr no O6paseq 9, c,rp.59.
20.flexaapar\ws. uo O6paseq 6, ctp.60.
21.3a-seaeHrze 3a J racrrze uo O6paseq 1, crp.61.
22 . AawrutleracrparkT Brrr.r cBeAeH urs. ro O 6paseq 2, crp.62 .

23.lapauqurs sa5 racrve w rrpr41py:r-krrelHo rrr.rcMo, crp.63.
2 4 .llr,nu.oMo rrIH o or yrrp aBV TeA-s, HorapualHo 3aB epeno, crp. 6 4 .

Ilnzx No 1 4orryMel-ITlr sa uo46op uo o6oco6ena uoszriz-a Ns 328:

l.YAocroeepeHrre 3a aKTya.,r.Ho sbcrosnze, crp. 1-3.
2.Y4octosepeuvrs.3a peprcrpat\vs no A4C, 26p., crp.4-5.
3.flexzrapaqza no O6paseq 5,crp.6-7.



4.crtzcrx Ha ocrroBrrLrre AoroBopra :zr43B6prrreHr4Te AocraBxz, crp.8- 1 1
S.Crrzctx Ha rrpr4Tex<aBarrraTe MIIC, Korrr4e or raloHkr r.r AorcBop 3a KJaprepcKra
yclyrr4, crp.72-22.
6.flex,rapaqvs - crrr4qbK Ha rexHLrrrecKkrre zlur\a, c,rp.23.
7.CE MapKH - crp.24-3O,6p.2
B.ceprzSrzKarvr no ISo na Szprvrrare rrpor43BoAr.rrelKrz - crp.31-38, 6p.3.
9.Kara,toel.r - crp.39 -42, 6p.2.
lo.PaspeueHae 3a rbproBr4rr rra eApo c MeAr4rrr4HCKr4 :r.:'!.eufis., crp.43-45.
11.{ex,tapaqu r 3a ocrartr{Hun cpoK rra roAHocr rra lr3Aelrrsra- zsoh, crp.46.
72 .fiexttapaqus 3a ocvrJrysBaHe rra rreo6xo AvrMvrre Kolr4qecrB a, crp.4z .

1 3.{ex,rap arryrur 3a crorBercrBrre, crp. 48- 53, 6p.2.
1 4.{exaap ar\kts, .re ce noAAbp)Ka AorqrMeHTr.rpaHa cprcreMa, crp. 54.
1S.{ernapaqus rro O6paseq 3, crp.55.
16.{exaapaqrrs uo O6paseq 4, ctp.56.
l7.flexaapar\krs uo O6paae\ 12, crp.57.
lS.{exzrapar\vs. no O6paeeq 7, crp.58.
19. {exzrapar\ws. uo O6paseq 9, crp.59.
20.ffexzrapa:g:i,s. no O6paseq 6, crp.60.
2 l.3a.asaeHrze 3a J racrue no O6paseq 1, ctp.6 1.
22. Alrurwr.r4 crparr4BHr4 cBeAeH vrs. rro O6paseq 2, crp .62.
23.fapanqrzs 3a J racrrre r{ rrpr4Apyx{HTelno rr4cMo, crp.63.
2 4 .Il'sttr;.oMo uIH o or yrrp aBr.rreaJ{, Horapv zrlHo 3aB epeHo, crp. 6 4 .

rlrruxoee No 1 4oxyrvreHTr.r :a no,46op no o6oco6eHr{ rro3r4r1vu Ns 330:

l.Y4ocroeepeHr.re 3a aKTyalrro sbcro-rrHrze, ctp. 1 -3.
2.Y4ocroeepeuzs 3a peryrcrpaqprg uo AAC, 26p., crp.4-5.
3.{exzrapaqza no O6paeeq 5,crp.6-7.
4.Cr.rz,c'r;t< Ha ocHoBHrzre AofoBopv v kr3BtprrreHr4Te AocraRKra, [pr4ApJDKeH or
zuSopvrarlus 3a BrrrzcBaHe B perkrcrbp, crp.8- 1 1

S.Cnzcsx Ha rrpuTex{€IBaHLrre MIIC, Korrrae or rzrloHt4 pr AoroBop 3a r(ypkrepcKrz
yclyrrz, crp.72-22.
6.fiexnapaqaa - cfirzcbK rra rexHr4rrecKure zlvfi\a, crp.23.
7.CE MapKu - crp.24-3O,6p.2
B.Ceprz$urKarvr no ISO na Srzprrrzre rrpor.r3BoArzTelKrz - crp.31-38, 6p.3.
9.KatarrosN - crp.39 -42, 6p.2.
lO.PasperueHrae 3a r6proBt4rr Ha eApo c MeAr4rrraHcKt4 :r'3!.e^urfl., crp.43-45.
1 l.{exzrapaqrur 3a ocrargrrHrzs cpoK Ha roAHocr Ha vrcAecrrgrra - 75o/o, crp.46.
12.[exnapar{E r 3a oc?rryp.rrBaHe rra Heo6xogurMurre KollrqecrBa, crp.4z.
1 3.{exzrap ar\uv 3a cborBercrBr{e, crp. 48 - 53, 6p .2 .

1 4.{exzrap at\wfl., rre ce rroAAtpx<a AoKyMerr"r4panra cr.rcreMa, crp. 54.
1S.flexaaparrys. no O6paseq 3, cnp.55.
16.flex,,rapat4;rfl rro O6paseq 4, crp.56.
l7.{exzrapar\us. no O6paee\ L2, crp.57.
18.fexaaparryr.s. rro O6paseq 7, crp.S8.
19. fiexaapar\vrs. uo O6paaeq 9, crp.59.
2O.{exzrapaqr4rr uo O6paeeq 6, crp.6o.
2l.SasezreHre 3a) racrkre uo O6paeeq 1, cnp.61.
22 . Agtutwwrrcrpar?rBurz cBeAeH urs. rro O6paseq 2, crp .62.
23.fapanqrz.s 3a ylracrr4e kr rrpr4A.Ftyx<rzrelHo flucMo, ctp.63.
2 4 .llr,rr;.oMo xIH o or yrrpaBr.rrel-s, Horapr4 zrlHo 3 aB epeno, crp. 6 4 .

Ilpra rz:etprxeHara rrpoBepr{a Ha ilpeAcTaBeHrzTe AoKJTMeHTw sa r-.oplop ut
cborBercrBr4ero vrM c ycloBr{rrra Ha Brsaox<rz:neaa, KoMr{cr4rrra ycraHoBr4, qe



cBrr{rTe oTloBapsT Ha o6sBeH,urTe w3utcKBafiI{rr, c or^eA I{a r(oeTo J racTHrzKBT
oTroBaps Ha orrpeAe^eHr.Ire oT Brgnox<rz:reag xea/\ra$rzxarlrrroHHr4 ra3r4cKBarrus.
Ilpe4era4 pr3lox<eHoro rrleHoBere Ha r(oMr4crrrrra B3exa pe[reHkre, ilpeAcraBeHoro or
rrpe,trAox(enr,re ,rfAMlIAOp EtAfAPIAfl" OOA, Aa 6,sAe AorrycHaro Ao pa3rlex<AaHe
v orIeHKa.

Ilprz zsetprxeHara rrpoBepKa Ha AorqrMeHTrrre s IIArax Ns1 ro o6oco6ena
no3urlrzs Ns 2 or upeAno)KeHr4ero na ,TMAPBEHA' OOA, rocorreHfi B crrragbKa u
npoBepr(a Ha gborBercrBrrero zrvr, 6erue ycraHoBeHo, r{e J racrHr4KET e rrpeAcraBfiA
cAeAHlrTe AOTqTMeHTH:

1. CuNclsx Ha AorqrMeHTr{Te- rra xaprrreH fi Ma-rHr{TeH Hocrzrea (CD- Rom)'2. EI,IK- 3aBepeHo or J racrHzKa Korrkre
3. Perrzctpan,urs. uo flfiC- 3aBepeHo or JnracrHr{Ka Korrve
4. A,exnapaqu l 3a Arrrrcara rra o6crosrencrBara [o rrl. -ttt. 47 , att. 9- O6paseq No

5
5. fl oxaearelcrBa 3a rexHrzqe cKlrre Bt3MoN(rrocrrr :

o Cuzcgx Ha AoroBopzTe cKlrorreHrz rrpe3 rrocAeAHVTe rpu toAr.rHLr
. c rrpeAMeT v3BGprrrBaHe Ha AocTaRKrr, cxoAHt4 c rrpeAMeTa Ha

rroptrrKara, Ha repvroprzrrra Ha Perry6arzra Etzlraprza
o 3aeepeHpr or KanI:vr/:ara Korrkr.s rra pe$epeHrrrzr4
o I,IseaAxr4 or pefl4crtpa na AOII
o forasatelcrBa ga co6creeHrl TpaHcrroprHr4 cpeAcrBa - AeKlaparr,urs- ur

KOIII4C HA IOA.'IM TAI\OH
o floroeop 3a r43BbprrrBaHe rra rqrpvepcKu yclyrrz - 3aBepeHo or J racrHr4Ka

KOfILIE.
o flex,taparlt4.a, cbAGpx<arr(a crrzcbK Ha rexHr4rrecKprre Atar1a, Kor4To rqe

6rAat rrpsKo aHra:Klrpaura c lr3rrtlHeHrirero rra o6ulecrBeuara rropt,qKa -
opr4rr4Ha^.

o fiexaapaulls 3a Haxecena CE MapKrrpoBr(a Btpxy r43(elzero - oprzrr4Hal.
. ISO 9001:2OOO u ISO 13485:2003 o:r rrpox3BoAurel;r - 3aBepegur or

J racTHt4Ka Kofrkrs-.
6.Ba,rzArro pa3perrreHr4e 3a rBproBr.Irl Ha eApo c.MeArzquHcKr4 r4s4euvrs. to

cMrrcbla sa 3MI4- 3aBepeHo or )nracrHr{Ka KorrLre.
T.fiexz'apar\ils 3a Mr4HkTMa eH ocrarbrreH cpoK rra roAHocr Ha gborBerHT4rr

KoHcyMarran, 7 Soh- oplrrlrHal.
8. flerzraparrr{s or J IacrHvrKa sa ocvrypsBaHe rra rreo6xoAr.rMrzre Kolr4rrecrBa

KoHcyMarurBur, 3a rlenlur cpoK rra,qeftcrer,ae HaAoroBopa - opr4nzHal.
9.3asepenz or KaHALrAara Korrt4s Ha CE-flexaapar\us" 3a gborBercrBrEe,

vl:,Aa4elrvr or rrporz3Bo4vrrets. u uorrz$laqr4paH opraH.
10. Bpourypvr - 3aBepeHkr or KaHAHAara Korrrzrrr.
11. flexaapaqzs or JrqacrHrrKa, qe rroAAtpx(a AoKJTMeHTT-rpaHa cr{creMa

3a rrpoc^eAsBaHe 6esouacHocTTa Ha MeArzrlr4HcKr.rre Lr3Ae^rrs, ilycHaTrz Ha
rra3apa, z ga 6noxr4paHe v lr3Ter^-gHe or rra3apa Ha MeAkrrIuI-IcKr{Te ur3Reiiws-,
froKa3alpI rrecborBercrBpre c r43racKBaHvrgra ga 6esouacgocr rto cMrurqbla Ha
rnaBa ceAMa or 3MI4

12. flexzrapaqvrs.3a 3arro3HaBaHe c Aorq/-{eHTarlzrrra - O6paseq Ns 3
13. .(exzrapaqurs.) qe JAracrHkrr(BT rrre crra3Ba BCkTrrKtr ycloBlrs rreo6xo.4rzwrz

3a v3frtlHeHrre Ha rrotr/BrrKara - O6paseq No 4
L4. flexnapaqvrs.3a Jruacrrre uo o6oco6eHz rro3]rqrra - O6paseq No 12
15. flexnapaqvrfr 3a Arrfrca rra rroAusrra^laurreu:a. - O6paeeq No 7
16. {exaapaqrza 3a rrprreMaHe Ha ycnoBursra B rrpoeKTa rra AoroBop-

O6paeeq No 9
L7. ,(exaapaqlr;r rro rrl. 55, a,t. 7 or 3OII, kr 3aLvrrrca na o6cro.rrrelcrBo rro

un. 8, al. 8, r. 2 or 3OII - O6paseq No 6



18. 3a-seaenNe 3a ) racrze - O6paseq Ns 1

19. A4rrnnrzctparktBrlur cBeAeHkur - O6paseq No 2
20. fioxyvreur 3a BHecerra tapaHurru{ 3a J racrr4e

Ilpra rzeesplreHara rrpoBepKa Ha rrpeAcTaBeHr.rre AorqrMeHTlr 3a noA6op u
cborBercrBr4ero HM c yc^oBr4sra Ha Bts,rox<r,r:reaa, KoMrzckrrrra ycraHoBrz, qe
ctrrrrare omoBap.s" rra o6gse:uurre :u.3urcKBarrr4s, c orleA Ha Koero J racrHrzKBT
omoBaps Ha orrpeAeleHr4Te or Btgaox<ratezr-a xna,Lz$zxarluoHHrz rz3rurcKBaHr4rr.
Ilpe4erz4 v3lox(eHoro rrleHoBere Ha KoMkrcr,rrrra B3exa pelreHrae, rrpeAcTaBeHoro or
rrpeA orKenze ,TMAPBEIIA'' OOA, Aa 6r4e Aorrycuaro Ao pa3r.Aex{Aaue 14 oqeHKa.

IIpz rzserprreHara rrpoBepKa Ha AorqaMeHTr4Te e llarax Ns1 uo o6oco6ena
rro3rzqr4s Ns 6 or rrpeAlo)r{eHrzrero Ha ,'PCP" EOOA, nocorreHur B crrracbKa rz
rrpoBepKa Ha cborBercrBr4ero ravr, 6erue ycraHoBeHo, rre ) racrHrzKbr e rrpeACTaRrrA
cAeAHIzTe AOr(yMeHTr4:

l.Curactx Ha AoKlrvreHTrrre, cbA6p){(arrr4 ce e o$eprara Ha xapr}reu 14 MarHrzreu
HOCI4TCA

2 . Y4o cto eep eHrre or areHqlr-a rro Brrkl cBa r:rtflT a
3.floxyrurern ga EZK
4.Y4,ocroeepeHr4e 3a perrzcrpar\vs. uo AAC
5.{exzrapaqzs. r:o,tt.47, al'.9 or 3OIi - o6paeeq 5
6.fexzrapaqurr - Cuzcgx Ha r,r3fr6lHeHkr AocraeKr{
7.Pe$epeuqnz
8.fexaaparlr4rr 3a Halr{rrue rra rparrcloprHr4 cpeACTBa
9.Ta,rorrrz ira MIIC
1 O.fl exaap arrys. sbAtpx(arr1a cfrkr sbK Ha rexHr4rrecKrrre 

^?rqall.OtopaaarlriroHHo rrLrcMo na Szprvra Fresenius Kabi orucrro o6oco6eHz rro3r.rrlr4r4
No, No 6,7,9,28,59, 107, 108
L2.Kortrze na cepm$krKar iSO u AeK apaqrrs 3a cborBercrBr4e Ha rrpou3BoArarel-rr
Fresenius Kabi sa noszqza No 6
l3.Paspeueruuef yaocroBepeHr.re 3a rtpror:,u,:. c MVl;
l4.Kouze rra ceprrz$zr<a:r 3a perLTcTpaur4rr lra sborBercrBrre Ha cr4creMa 3a
yrrpaB^eHr4e Ha KairecrBoro c ISO 9001:2000 na PCP EOOA

!. 15.f,ex.napar\fis.3a ocrartquurs.cpoK Ha MeAraqkrrrcKrre KoHc11;rl.r.arvrBvr

16.[exnap ar1:zs. 3a ocuryp.sBaHe rra rreo6xo Ara:laurre KoltrqecrBa KoHc)rMarr.rBrz
l7.fiexrapaqrs 3a noAAtp)Karre Ha AoKJrMerrTr4parra ckrcreMa 3a rrpocleA-sBzrHe
6esonacHocrra Ha MeAr{rlLrHC Kvrre vre,Ae r\rr*
18.flexnaparrys.3a 3a-rro3HaBaHe c AoK),UreHTarIVrrra - O6paseq No 3
19.[exnapar\urs-, qe J racrHuKa rqe cr]a3Ba BckrrrKr4 ycloBrzrr ueo6xo43rrvrra 3a
r{3rrBlueHLrero Ha rroptrrKara - O6pa:eq Ns 4
20.f,exnapaqv.s 3a J racrr4e no o6oco6erru rro3uTuktrr - O6paseq Ns 12
21.fiexrapar\Lrs.3a Ararrca Ha rroAv3rrblHr{Tel - O6paseil No 7
22.f,exz'apargs 3a rrpr.reMaHe ycloBprr{Ta B rrpoeKTa Ha AoroBopa - O6paseq No 9
23.f;exttaparryts. uo .r,t.S5,a,t.7 n tn.8,an.8,r.2 or 30II - O6paseq No 6
24.3aserteHrze 3a JrLracrr.re - O6paseq No 1

25.A4rvrrzur4crparvBHLr cBeAeHrzx - O6paseq Ns 2
26 .l ap awllas sa Jrqacrv e
27.Cr,:,ncw< rra rapaHrlr4rrra r1o [o3r{ur,rT4
23.Ilpoexro AoroBop
29.Karaz'or, 6pourypa ga nos. Ns 6

flnrzxose No 1 4oryrvreHTrr 3a no46op rro o6oco6eur-r rro3r,IrrvN No 7, 18:



1. Cnzcrx Ha AolqyMeHTrrre crAtpx{arg ce B rrpeAlox<eHvero;
2. EC ceprr.r$r4Kar - 3aBapeHo Korrne.
3. ISO 9001: 2O08 - 3aBapeHo Korne.
4. KaTazror

Ilar,rxoee No 1 4oryvrenTu 3a uo46op no o6oco6eHr4 rro3rdrlr4rz No 9, 59:
1. Cnucsx HaAor(yMeHTrzTe sbAtpx(arrlkr ce B [peAAox<eHr{ero;
2. EC ceprz$urKar - 3aBapeHo Korrkre.
3. ISO 9001:.2008 - 3aBapeHo Korrkre.

Ilazxose No 1 ,qorylaeHTLr sa rro4,6op rro o6oco6eHra fro3rurqzrz No 107, 1OB,
188,''189, 309, 309, 3 10, 31 1:

1. Cuzctx Ha Aor(yMeHTr.rre ctAtpx(arqu ce B [peAlox<eHfiero;
2. Oroposaqraa;
3. Karazlor Ha rrpor43Bo3r.rrel.s;
4. EC ceprll$rzKar - 3aBapeHo Korrrae.
5. ISO 9001: 20O8 - 3aBapeHo Korve.

IIpz rzsetpmeHara rrpoBepKa Ha rrpeAcr€lBeHrzrre AoKJTMeHTT{ 3a rroA6op vt
cborBe?crBrrero vr:l..l c ycloBr4sra Ha BB3,.r.ox<areax, KoMprcr4rrra ycrarroBr4, rre
gburrrre omoBap-ar rra o6geeuutre uzurcKB€lrrrarr, c orneA Ha Koero J racrHrzKtT
orroBaps Ha onpeAeleHrzTe or Brg,Lo>rrz:rearr xearrN$rzxar$zoHurir ur3urcKBarrvr:,..
Ilpe4ez4 H3lox<eHoro rrleHoBere Ha KoMkrcr4rrra B3exa pe[reHze, npeAcraBeHoro or
npeAlox<enue ,,PCP" OOA, la6sp1e AorrycHaro Ao pa3tlex(Aarre 14 orIeHKa.

Ilpr,r zsnrprreHara rrpoBepKa Ha Aorg.MeHTLrre s llzrvx Nq 1 no o6oco6esa
rro3rrurs Ns 32 or rrpeA ox<eHrzrero ua ,TBYAMAP MA' OOA, flocolreHrz B crrvgbKa rz

rrpoBepKa Ha clorBercrBr4ero rzrvr, 6erue ycraHoBeHo, rre ) racrHr{KtT e npeACTaBfiA
CAeAHI4Te A,OI(yMeHTLI :

l.Curacsx Ha AoKJrMerrTrr 3a J racrLre na,,Eyarvrap MA" OOA +CD
2.Y4octoeepeHze 3a aKTya,r.Ho cbcro.sHae or Arerrquara fro Brrr4cBaHlrrrra ,,Eyarvrap
MA" OOA
3.YAocroeepeHue perr4crpaqkrrr AAC
4.{exaapaqrzs rro tt.47 , a,r.9 3OII- Ilpzao>renrze Ns 2
S.Crrrlcrx fro rrl. 51, a,t. 1, r. 1 or 3OII c rrocor{Bage rra ny6zrfirreH perracrgp
6.Cnpanxa AeKlapaqvrr rpaHcrroprHz cpeACTBa -Koflurs- ra,lror:ur Ror\vr rr AoroBop
AI43KTHI

T.fiex.tapaqurr rexHr4rrecKtr Akrqa or ,,EyAMap" MA OOA
8..(exnapaqrza Aurra KoHTpoA Ha KarrecrBoro or ,,ByAMap" MA OOA
9. EO - cepruSnxar {raper<:rzr,a 93 I 42 rpopr3BoAzrezr Aa Texnoxapra
lO.fleruapaqr{s sborBercrBne c .fl,rapextzea 93/42 or rrpor{3BoAr4Tel Aa
Texnoxapta
1 1.EO - ceprz$uxar.(vpex:rrzr,a 93 /42 rpor3BoAprren.Il,x,anrcy @efixczr
l2.ffexaapar1:zwr ctorBercrBkre c ,[,nper:rraea 93/a2 or rrpot43BoAr4Tel fl:xaHrcy
@eftxcrl-g
13.EO - cepru$urKar .Il,npexrzea'93142 rpopr3BoAr4Tel Kap,4nea Conycraonec
I,Inrerpa,tec
l4.fleraapa\krkr sborBercrBze c f,lapexrra.r,a 93142 or npoLr3Bo.u,ETeA Kap4rar,a
Conyczorrec I4rmerpaurec
1 5. EO - ceptz$urar .[,zper,.rwr,a 9 3 l 42 rporz3BoAzte,r Bafi orrrar Me4raqranTeKHr.rK
16.!,exaapar\vwr ctorBercrBrre c,Il,zpextr,rea 93142 or rrpox3BoArrrel BarTonprr
Me4zqnureKHr{K
17 .EO - ceprz$uxar flarpex:rwea 93 142 rpor43BoArmen Bemo C.p.rt.
18.flex.r,apar1;ltv sborBercrBr{e c.(urperrzea93l42 or rrporir3BoAprrel Bezrxo C.p.a.



1. Crrzcrx lra AorlyMeHTr,rre crAtp)*<arqlr ce B fipeAlox(eHr4ero;
2. EC ceprz$r4Kar - 3aBapeHo Korr4e.
3. ISO 9001: 2O08 - 3aBapeHo Korne.
4. KaTazror

Ilzrraxose No 1 4oxyvreHTm 3a uo46op no o6oco6eHz rro3?rrlr4rz No 9, 59:
1. Cnucsx Ha Aor(yMeHTraTe sbAtpx(ar+r ce B [peAlox<eHraero;
2. EC ceprur$vrKar - 3aBapeuo Korrkre.
3. ISO 9001:.2008 - 3aBapeHo Korrkre.

flazxose No 1 4oxylaeHTLr aa no4,6op rro o6oco6eHra fro3rurqzrz No 107, 1OB,
188,''189, 309, 309, 310, 31 1:

1. Cuwctx Ha Aor(yMeHTr.rre ctAtpx(arrua ce B [peAlox<eHfiero;
2. Oroposaqrza;
3. Karazlor Ha rrpor43Bo3r.rrel.a;
4. EC cep:ruSaKar - 3aBapeHo Korrue.
5. ISO 9001: 2008 - 3aBapeHo Korve.

IIpz zsetpmeHara rrpoBepKa Ha npeAcr€[BeHrzre AoKJrMeHTr4 3a rroA6op ut
cborBercrBrrero vrM c ycloBr4.ara Ha BB3,.r.ox<rzreax, KoMkrcr4rrra ycrarroBr4, rre
gburrrre o.rroBapsr rra o6geeuutre i'l3urcKB€lrrr4.rr, c orneA Ha Koero yrracrHzKtT
oTroBapfl I{a onpeAeAeHHTe oT Blg,ro>rrztearr xearrra$rzxardrzoHHril ur3r4cKBaHrvr',..
Ilpe4ez4 H3lox<eHoro rrleHoBere Ha KoMr4cr4rrra B3exa pe[reHr{e, npeAcraBeHoro or
npeAlox<enue ,TPCP" OOA, la6l21e AorrycHaro Ao pa3rlexAarre u orIeHKa.

Ilpr,r zsnrprreHara rrpoBepKa Ha Aorg.MeHTLrre s llarzx Nq 1 no o6oco6esa
rro3rrurs Ns 32 or rrpeA ox<eHrzrero ua ,TBYAMAP MA' OOA, fiocorreHrz B crrt4gbKa kr

rrpoBepKa Ha ctorBercrBraero rzrvr, 6erue ycrarroBeHo, rre ) racrHprKtT e rrpeACTaBfiA
CAeAHI4Te A,OI(yMeHTLI :

l.Curzcsx Ha AoKJrMerrTrr 3a J racrLre na,,Eyarvrap MA" OOA +CD
2.Y4octoeepeHze 3a aKTya,r.Ho cbcro.sHae or Arerrquata fro Brrr4cBaHrarrra ,,Eyzrvrap
MA" OOA
3.YAocroeepeHue perr4crpaqkrrr AAC
4.,{,exaapar1us rro trt.47, a,r.9 3OII- Ilpzno>renrae Ns 2
S.Curlcrx fro rrl. 51, a,t. 1, r. 1 or 3OII c frocoirBage rra ny6zrr4rreH perracrgp
6.Cnpanxa AeKlapaqvrr rpaHcrroprHLT cpeACTBa -Koflurs- Ta,lror:ur Ror\vr rr AoroBop
AI43KIHI
T.!;ex.tapaqurr rexHvrrecKkr Arrqa or ,,ByAMap" MA OOA
8..(exnapaqraa Aurra KoHTpoA Ha KarrecrBoro or,,ByAMap" MA OOA
9. EO - cepru$nxar {raper<:rzr,a 93 1 42 rpor.r3BoAvre,r. Aa Texnoxapra
lO.flexrrapaqr{s sborBercrBne c .fl,apexrzea 93/42 or [poH3BoAr4TeA Aa
Texnoxapta
1 1.EO - ceprx$uxar.(rzpex:rrzr,a 93 /42 rpor3BoArren.I[x,anrcy @efixclla
l2.ffexaapar1:zwr ctorBercrBkre c ,Q,nper:rraea 93/a2 or rrpot43BoArarel fl:xaHrcy
@eftxcrr-g
13.EO - ceprz$urKar f,wper^rlar,a'93 I 42 rpoLr3BoAr4TeA Kap,4nea Conyczonec
I4nrerpa,.rec
l4.fleraaparg:,z. sborBercrBze c f,lapexrurr,a 93142 or npoLr3Bo.q,rrTel Kapgran,a
Conyczorrec I4rmerpaurec
1S.EO - ceptz$urar.[,zper..rwva93l42 rporz3BoAzte,r. Bafiorrrzx Me4rzqranTeKHr.rK
16.fl,exaaparry*r ctorBercrBkre c ,Il,zpexrr,rea 93 142 or rrpor.r3BoArrrel Bar?onzr
Me4uqnureKHr{K
17.EO - ceprrz$uxar ,(,zpex:r:zea 93 142 rpor43BoArmen Be,uo C.p.rt.
1 8.flex.r,ap ar1;ltv sborBercrBkre c.(urperrze a 9 3 l 42 or rrpot43BoALTTeA Benxo C.p.a.



19.Ceprw$r{Kar ISO 9001:20O8 rra npov3BoAr{Tel-rr Kapp;ar,a Cozrycuonec
I,lrr:rerpa,rec
20.CeprnSvKar ISO 13485 Ha rrpoLr3Bo4vrrets. flx<xnrcy Oeirxcu.s.
21.Ceprx$urnar ISO 13485 Ha rrpor43BoAr4Tel Beaxo C.p.n
22 .Cepru$vrKar ISO 1 34 8 5 Ha rrpokr 3BoALrreA Eafi onzx Me4,rrqurn:reKHr-rK
23.Cep:rz$rzKar ISO 9001:2008 Ha rrpoLr3BoAlrrel-rr Aa Texnoxpata C.p.ur.
2 4 .Kat ar'o3Lr, [po cileKT?r or rrpor{3BoAkrre As. {>raHrcy Qefi xcras
25.Katazro3r4, rrpocrreKTur v" TexuzrrecKo Aocr4e or rrporz3BoAuTel-a or rrpor43BoArarel-a
Bafi onrax Me4rzqrzrrreKurrK
26.Kana,to3r.r, rrpoc[eKTr4 rn rexHur{ecKo Aocve or rrpor43BoArrrel-s or rrpora3BoA}rrel-fi
Benxo C.p.rr.
27.PazpetsteHze 3a rsproBkr.s rra eApo c MeArrqr4HCKt4 vrs4er:.las. v rrpoMrrHa Ha
pasperuenue Ha,,Bynvrap MA" OOA
2 8 ..{e x,r,ap arJprs. cp or( H a roAHo cr M eArrrrLr H c Ku krs Ae t'vrs.
29.ffextaparrys. ockrr)rpsBaHe KolurqecrBa MeArzqrzHcKkr r(oHc)rMarrzBr.r 3a cpoKa Ha
AOTOBOpa
30.fl,exaapar1:zts. cprcreMa ea 6noxzpaHe Ha rl Lr3TerA.sHe or rra3apa Ha MeA.v3Aelr4rr
3l.flexaapar\r4* o6paaeq No 3
32.f,extapar\Hs o6paseq No 4
33.f,exnapaururrr o6paeeq Ns 12
34.[er.r.apaqus o6pa:eq No 7
35.f,er<,raparrys. o6paseq No 9
36.{exnapar\fis o6paseq No 6
37.3ass.teuze o6paseq Ns 1

38.A.qvrzu vrcrparvrBHr,r cBeAeHrza o6p. No 2
39.BarrxoBa rapaHukrs 3a Jruacrkre.

Ilnzxoee No 1 ,4oxyvreHTpr 3a uo46op uo o6oco6eHLr rro3aruara No 40, 43, 54,
55,79:

1. Cuzcsx Ha Aor(yMeHTrlTe cBAtpx<arrlra ce B rrpeAAox{eHraero;

Iltrzxoee No 14or<5,ueHTr,r sa uo46op no o6oco6eHr4 rro3Lrquz No 119,281,
282,283,295:

1.Cuzc-rx Ha AoKyMeHTr.rre c6A6px{arqfi ce B rrpeAnox<eHrzero;

IIpz userprreHara rrpoBepKa Ha rrpe.qcraBeHrlTe AorqrMerrTz sa no,46op u
ctorBercrBr4ero url,.t c rrr3rrcKBaravrflTa Ha BB3noxrrtrerra, KoMritcrrtlTa ycraHoBLr
cAeAHI.ITe rrpoilycKrl:

1. B npe,4creeurzre or JrnracruprKa frllrKose Ns1 uo o6oco6eHlr fio3t4r1r{u No,

Ns 40, 43, 54, 55, 79, 119, 2Bl, 282, 283, 285 He ca HzIAr4ue

cueqr.rSr.r.rurrre 3a gborBerHara o6oco6erra rro3fir1firl AoKJTMerrTLT 3a
uo.q6op, ctrlacrro rr3lrcKBaH:urrra rra BrsnoN(urretfr r.I pa3rropeA6ata rra
'{1'. 57 , azr.3 ot 3On.

2. Krvr npe4,cra-BeHara or J racrHr4Ka rapaHqrzrr 3a J Iacrr{e rre e Halrrr1e
ctrrpoBoAr4TenHo rrrrcMo c HoMepara rra o6oco6euure rro3ulr\uffI,3a Kor4To

cbrl1aTa e oTHoc?IMa, gbtlacHo r{3r{cKBaHvlflTa Ha Btszroxrzre,ta,
pa3rr{caHr B rrl. 6.2.22 or O6rqvte ycloBrrs 3a rrpoBex(Aaue rla
frpoqels/paTa.

Ilpe4nrl4 ropLr3lox(eHoro vr Ha ocHoBaHr4e qA. 68, aur.8 u a,t.9 ot 3OII,
KoMr-rcLr.sra yKa3Ba Ha J racruvr:rra) B cpoK or 5 pa6olrra Arirz ot rrolJ raBaHero Ha
Kon]re Ha Hacro.nq]rs rrporoKol, Aa rrpeAcTaBrz flocoqeHrrre B rrpeAxoAuu:s. a6sarl
AOKJrMeHTr4, C rle^ orcrpaHrlBaHe Ha HecborBercrBvtsTa.



Ilpr,r rz:etplreHara rrpoBepKa Ha AoKJrMeHTrzre e flzuax Ns1 no o6oco6ena
rro3t4rllls Ns 254 or rrpeA ox{eHzero rra ,TYIIHQAPM' AA, nocorreH4 B c11rr61bKa r4
rrpoBepKa Ha gborBercrBrzero rzu, 6eure ycraHoBeuo, rre J racrHuKbr e rrpeAcraBral
cAeAHr4Te AOrqrMeHTrz :

1. E.VIK - Y,4ocroeepeH?re or Arerrqz.a rro Brrr4cBaHurrra
2. fiex,tapaqrur 3a perkr crp ar\vrs. no peAa na 3axona za !fiC;
3. {exnapar]:zs.3a Arrrcara na o6ctosrelcTBa rro rrl. 47 , at.9 or 3OII (O6paseq

No5) - 3 exservrrraapa

4. Cnwc. x Ha AoroBoprrre, cKlrorreHz rrpe3 rrocleAHnre rpvr topvrrzr
5: fexnapaqlrrr 3a Ha-Alrirr.re rra rpaHcrroprH,r cpeACTBa c rraAarr{ 6op4
'6. Ta,toHr{ Ha MIIC
7. [ex.*apa\Hs. cfrragbK Ha rexHurrecKuTe Ar{rla
8. Crrrzcsx Ha Azrrara, omoBopsqv 3a 3a KoHTpoAa rra KarrecrBoro rrprE rz3rrtlHeHrne

Ha AOCTaBKkTTe
9. flexzrapat]:zrs., yAocroBeprrBarr1a rroAAtp)KaHero rra 6poa nrzqa 3a rrepr4oAa Ha

?r3fI6AHeHI-Ie Ha nOpBrIKaTa
10. CeplzSiaxar, qbrlacHo AkrpeKTueag3l42lEl4O, orHacJ{rrl ce 3a rro3rarlr4s

Ns 254 Ltrro3rrr\uat Ns 257
11. Ceptz$uxat ISO 13485:20O3, oruracaIr1 ce 3a rro3r4qr4rr N0254 r{ rro3r{rlr4rr

Ns257

L2. Ceprra$uxat ISO 9001:2008, orHacsq ce 3a rro3r4r[4rr Nq2S4
13. Kara,ror Ha rrpeA^araHrzre frpo4rK"pr
14. tr4ucrpy'rcqrzl4 3a yrrorpe6a sa rro3zrlz r Ns254
15. PaepeureHr,Ie 3a Taproeraa Ha eApo c MeAzrrraHcr(kr vrcAeu:rrs. fro cMllsbla rra

3MI4
16. ,Il,exzrapaqzfl.3aMvr:r.wMa,teH ocrarbrreH cpoK Ha roAHocr 3a rro3r-ruu r

Ns254 - 95%.
77 . ,4,er<,rapaqrza 3a ocvr)rprrB€IHe rra rreo6xo4urMl,are KolrzrrecrBa MeAfir1HHCKrzr

kI34er.l*ls.3a qell;t I CpOK Ha AOTOBOpa rro [O3LIqI4II NS254

18. flexzrapaqrzs 3a ctorBercrBr4e rro rrl. L4, att. 2 or 3MkI 3a rro3rzqr{rr Ns254
19. flexnapaqus 3a cr4creMa 3a 6esoracHo"t, c"'".oacso lzra-ea CeAervr ot 3MI4

3a no3r4rrr1rlra N0254, 256 u 257
20. f,exnapaqzs 3a 3arro3HaBaHe c AoKJrMeHTarIr{rrra (O6paseq No3)

21. f;ex,rapaqza 3a crra3B€rHe ycloBurrra Ha rrpoqe,eapata (O6paeeq No4)

22. flexnapaqwa 3a J racrkrrr uo o6oco6eH]r rro3r.rur4ra (O6paseq No12)

23. fiexaapaqzfl 3a Hazrrr-x:aef ttl,zrrca Ha rroAr43rtlHrrrelz (O6paaeq No7)
24. .(exzrapaqa.tr 3a npr4eMaHe Ha ycloBt4rrra B rrpoeKTa Ha AoroBop (O6paseu

No9)
25. f,exzrapaqua fro rrl. 55, a,r. 7 ot 3OII vr ga llvrfica rra o6crosrelcTBo rro rr1.

8, a,t. 8, r. 2 or 3OII (O6paseu No6)

26. 3a-ssnenve 3a ylracrrze (O6paseq No1)

27. A.qvrnnzcrparr{BH}rcBeAeHr{s(O6paeeqNo2)
28. florrlnrenr 3a Brreceua rapaHqkrrr 3a J racrue 3a no3raqr4z N0254, 256 w 257
29. Crrnctx rra Aor(yMeHTkrre, cbAcpx<arrlz ce e o$eprara Ha xaprr4eH

HOCI1ITEA

Illzx No 1 4orgrvreHTLr 3a uo,q6op no o6oco6eHa rro3prqu Nq 256:
l.Ceprz$urKar, sbrlacHo,qr.rpeKTr4Ba93/42/EI,IO, oTrracarr1 ce 3a rro3urrlr4s Ns 256
2.ffexttapaqr4.rr 3a sborBercrBrze fro ttr.l4, a* 2 or 3MI,I ga rrosrrqr l Ns256



3.I,lncrpytcqur:a 3a yuo:rpe6a 3a rro3krqkrs Ns256
4.fex.taparlurl 3a MTaHrrMaAelr ocrartlreH cpoK Ha roAHocr 3a rro3r.rllr4rr Ns256
5..(ex.l,apaqr4s 3a ocr4ryp-sBaHe rra rreo6xoAr.rMrzre Kolt4rrecrBa MeAr{rrHHcKt4 v3Aet\yrs.3a
rlenrarr cpoK Ha AoroBopa rro rro3rzur4g Ns256

Ilnprx No 1 4orylnreHTrr 3a no46op no o6oco6eHa rro3r.rqra Ns 257:
1.{exnaparlu"fl 3a MlrHTTMaAerr ocrarBqerr cpoK Ha roAHocr 3a rro3rzqzur Ns257
2.frexz'apas1rzs 3a ocHDIpsBaHe rra r:eo6xoAr.rMrzre KolrzrrecrBa MeAr.rr{rzHCKr4 ll3Ae1r4rr 3a
rlelrr.fi cpoK Ha AoroBopa no rro3uqr4g Ns257
3.OtopzsarluoHHo rrrzcMo 3a rro3r4rlr4rr N0257
4.Ceptrz$urr<ar 3a perucrparla.rr Ha rro3r4qr.Er Nq257
S.CepTuSurKar 3a cborBercrBrre ea o6oco6eua rro3Lrqr{rr Ns257
6.Texrrv-recKr.r AaHrrr{ sa o6oco6eHa rro3rrqarr Ns257
T.CeprvrSlrKar 3a Karrep sa o6oco6eHa no3r.ruurr Ns257

8.Ceprzftr4Kar 3a xalal ea o6oco6eHa rro3Lrur4g Ns257

Ilprz zset p[reHara npoBepKa Ha rrpeACTaReHr4Te AorqrMeHTw za r,.op16op u
CborBercrBr{ero UI:la c r43rrcKBan:vrgra Ha BG3,to>rzre,ts, KoMracr4.ara ycraHoBLr
cAeAHraTe rrpoflycKr4:

1. B rrpe4craBeHzrrr or JrqacrHurKa crrvrcbK cbc cKlrorreHT4 AoroBopr4 He e
Ha HrIe frocorlBaue Ha ny6az.reu pervcrbp, e xofir'o e ny6zrarqyBaHa zrr$oprvraqz-a sa
yclyrara, ctrlacHo H3r,rcKBaHvrsra rra Brgao>xkrrets., pa3rrr4caHu e ,r .6.2.3., 6. ,,A"
or o6rqrzte ycnoBr{fi 3a rroBex(AaHe Ha npoqeAypana. C orneA Ha roBa J racrHlrKtT
cAeABa I\a rrocoqu uy6ara.ren perLrcrbp, B r<ofiro ce cbA6px<a cborBerHara
rzrrSopuar\us. vLV yAocroBepe[vrs. 86El Bp63r(a c kT3[b^HeHr{ero Ha r]ocoqeHr.ITe B
Cn'ulcbKa AOIOBOpIZ, rIpI4 yCAOBue, qe CvbIIIr.rTe He IIOAAe)KaT rra ny6nzr(yBaHe B
uy6naveu perlrcrtp.

Ilpe4su4 ropv3loN(eHoro ur Ha ocHoB€rHLre rrl. 68, azr.8 w aa,.9 ot 3OII
KoMkrcrzsra yKa3Ba Ha J racrrrurKa) B cpoK or 5 pa6onrra.AHLI or nolJrrranrr"to,a
Korrr4e rra Hacro.srrtrvs [poroKol, Aa rrpeAcranu frocoqeHrare B rrpeAxoAttus. a6zarr.
AOK)'IrvIeHTIa, C IdeA OTCTpaHTIBaHe Ha HeCtOleetCTBI4rITa.

Ilpra rzserprreHara rrpoBepKa Ha AoKJrMeHTrzre s llarax Ns1 no o6oco6ena
nosrzqz.a No 10 or npeAlox(eHr4ero rra ,TEIPOIIA/I TPEfiA" E{OOA, rocorrerrv B
cnrlgbKa IiI rIpOBepKa IIa gbOTBeTCTBr4eTo zrvr, 6elue ycTaHoBeHO, rre J IacTHt4KBT e
rrpeACTaBIzA CAeAHr4Te AOTqTMeHTIZ :

1. CnzcsxHaAoKyMeHTHTe n o$eptara
2. Y.qoctorepeHrre 3a aKTya,rHo gbcrosHkre

3. Konrze Ha AorqyMeHT 3a penzcrpaqurs- rro peAa na 3AAC
4, ,(exaapaqrza rro irl. 47, a.,t.9 ot 3OII - O6paseq NoS

5. 3a-seneuure 3a Jrqacrrze - O6paseq Ns 1

6. A4wrzHzc'rparrrBHa cBeAeHr{s - O6paseq No 2
7. .(exzrapaqrza 3a 3arro3HaBaHe c Aor(yMeHTaqll:rra - O6paseq No 3

g. .(ex,,r.apaqraa, r{e J tacrHrrKGT rt1e crra3Ba BCr{rrKt4 ycloBrzrrr, rreo6xo4,raMr4 3a r.I3rlBltteHIae
Ha rropBrrKara - O6paseq No 4

9. .(ex.tapaqraa 3a yr{acrkre no o6oco6esu rro3prrrzu - O6paeeq No 12
10. OpurrrzHarr Ha Aor.)ayreHT Ha 6anrxosa rapaurlr.Et 3a J lacrrze B rrpoqeAypara c rrpr.Ilox<eHr4e

11. .(exaapaqru rro vn.55, a-t.7, u vur.8, arr.S, r.2 or 30II - O6paseq No 6



L2. flex,rapaqrla 3a Halr4rrr{ef rlznca Ha rroAr43rrtlHzTelrir - O6paseq No 7
13. A,exaapaqua 3a rrpxeMaHe Ha ycloBpr.rrra B rrpoeKTa Ha AoroBopa - O6paseq No9
L4. IlapaSzpau llpoerr Ha AoroBop /no o6pa:eq/ - flpuaox<enrae Ns10
15. Pa:peuenlle 3a rBproBrz.s Ha eApo c MeAr4qrzHcrilr vr31ezr:zrs., r,T3Aa,qeuo or I4AA Ha rzMero

Ha )HacrHzxa ,,Erpouazr Tpeft,q" OOA
16. flex,tapaqrza 3a MraHTzMa,terr ocrarbrreH cpoK rra roAHocr na MX - 75o/o.
L7. .(exaapaqrza 3a ocvDrysBaue rra rreo6xoArzMrzre KolrzrrecrBa KoHCJrMarurBur) 3a ue1r4rr

cpoK Ha AofoBopa
18. .(exaapaqza 3a rroAAtpN(aHa AoKyMerrTprpaHa cr4creMa 3a rrpocneA"ssarre 6ego[acHocrra

Ha MeArzur4HcKr4Te ur3AeLWs, [ycHaTrz Ha rra3apa
19.,(,oxaeareacrBa ga rexrrulrecxu BrgMorKHoc:rH:

- Curacgr-AeKlapauuls- Ha ocHoBHr4Te AofoBopkr 3a AocraBr<s Ha MeArrur4Hcr{u urzAetwrs-,
HSUT,.\HeHr.r [pe3 rroc^eAHr4Te Tpr4 to AvrHvr;
- Y4ocroeepeHLr.s sa 4o6po ra3rr6nHeHr4e;
- {ex,rrapaqrza c rrpkrlox<euns- 3a AoKa3BaHe Halrlqrzero Ha co6ctserrra ) :,:.aerur, Ha Ara3vHr
UIr-ra rrpeAocraBeHr4 or ?perrz Alrqa rpaHcrroprHr4 cpeAcrBa, neo6xo4ravrz 3a
rlr3frG^HeHrzeTo Ha o6rqectneHaTa rropBqKa;
- A,ex,rapar1:as., cb1'bpx{arua crrrrgbK Ha rexHrarrecKr4Te Ar{rla, Kor4To rqe 6tAat rrp.sKo

\v aIIra)KIzpaHr4 c rr3rIbAHeHIIeTo Ha o6rqecreellaTa rropGrrKa, cnr4gbK Ha AI{qaTa
oTroBapsrrlH 3a KoHTpoAa Ha KaqecTBoTo frprr fi3[6^HeHr.re Ha AOCTaBKI.ITe rir

AeK apr4paHe, qe 3a cpoKa Ha Lr3rrtlHeHlle rra rroptrrKaro, u1e ce rroAA5px<a sbrr{ras 6pofi
ArIqa;
- Bporrypa c rexHr4rrecKa cneqzSuxat\vs. v yKa3a:rrvrs.3a yrrorpe6a na MI,I sa o6oco6ena
rro3r4urarr Ns10 N No11;
- CE.qexnapaqa-s 3a sborBercrBrre or rrpot43BoAr4Tel-a ruaMI4;
- Ceptu$r4r(ar 3a cborBercrBr4e c iSO9001:2008 u 15013485:2003 ea rrpoz3BoAr.rrel
,,Erpo[a,t" Afl,, no orrrorrreHze Ha rrpo4rr<Tr{Te rro o6oco6erru rro3vrrryrw No, No LO, lL,260,
261, 262, 263, 264, 265, 267, 269, 269, 27 5, 27 6, 277, 27 g u 292.

20. Oropz3arlrroHHo rrrzcMo;

flnr,rx No 1 ,qor<yl,reHTLr 3a uo46op uo o6oco6eHra rro3r{rlu Nq 1 1:

1 . Cuzctx Ha AorqrMeHTr.rre
2. Bpouypa c rexHLrrrecKa crrer1v$zxarlua vr yrrazal:vrfr 3a yrrorpe 6a sa MV

Ilruti< No 1 TloryvreHTr4 3a uo46op uo o6oco6eHa rro3r4rr,?rrr Ns 256:
1 . Cnzcsx Ha AoK),rvreHTr'rre
2.AoxagareacrBa ga :rexxuqecrru BBcMorxrrocrrr:
- Bporuypa c rexHr4rrecKa crrequ$uxaqzx vr 1aria3arrl.zu 3a yrrorpeia r;.aMVI;
- EC CeprzSrzcat 3a sborBercrBze leaMl4;
- CB,qexnapaqkrs 3a cborBercrBr.re or rrpolr3BoArarelfl raaMl4;
- Ceptn$vKar 3a crorBercrBze c ISO13485:2O03 ea nporz3BoArzTen ,,Cep5nvreepx
Eepn6ypr'Af
- O'roprrsaqrza or rrpord3BoAraTel-fr.

Ilarrx No 1 4orryMeuTkr sa uo.46op no o6oco6eua rro3urrfl Ns 260:
1 . Cuuctx Ha AoKlrvreHTprre
2.Onucantvre Ha rrpeA^aranoro MeAr.rqr4HCKo vrcAetl.ae vr6a3ararzs. sa yuorpe6a;
3.EC Ceprz$acar 3a sborRercrBvre Ha Ml{ no o6oco6enz rrosr.Iqrru Nq 261,262,
263, 264, 265, 267 , 268, 269;
4.CE,qeK apaqurs. sa ctorBercrBrie or rrpoll3BoAvrrets. r.aMI4;



Ilarzx No 1 4oryrvreHTr4 3a uo46op uo o6oco6eHra rro3t4rlran Ns 261,262, 263, 264,
265, 267 , 269, 269:
1 .Cuzcsx Ha AorqrMeHTrz"e ;

2.Onucantr{e Ha rrpeAlaraHoro MeAr4uraHCKo rz3Ae,t,lwe ur )rKa3€rHr4rr ea ynorpe6a;

Ilrzx No 1 4orgnvreHTkT 3a no46op no o6oco6eHkr rro3rauuNo 272,273:
1 . Cnzctx Ha AoK),ryreHTrzTe ;

2.Eporuypa c rexHrrqecKa crrerrr4$zxaqza r4 )ru<a3anr{rr 3a yrrorpe6aruaMl4
3.EC Ceprz$ucar 3a cborBercrnue ua MI4;
4.CE AeK apaqvrr 3a cborBercrBLre or [pokr3BoArarel-rr na MI,I;
S.CeprzSIzxar 3a cBorBercrBfie c ISOi3485:2003 sa upoz3BoAr4Tel Allmed Medical
GmbH;' 6.Oioprz3arlroHHorrrzrcMo.

Ilzrux No 1 4orryMeHTr4 sa uo.46op uo o6oco6eHa rro3t4uz-s Ns 275:
l.Cnzcrx Ha AoKyMeHTlrTe
2.Bpourypa c rexHrzrrecKa crreqlr.$laxas1w. r.r JrKa3aHHrr 3a ynorpe6a na MI,I
3.EC Ceprz$zxar 3a sborBercrBfie Ha MX, rro orHorrreHrEe na o6oco6esu rro3rrqur{
No, No 275,276,277,278 u 282;
4.CE AeK aparlr4rr 3a gborBercrBrre or rrpoLr3BoAkrrel-rr r;.aMIiI, rro orHorrreHrre Ha
o6oco6esra rro3rlrlur,I No, No 275,276, 277, 278 u 282;

flzrrzx No 1 4orryMeHTr4 sa uo,46op uo o6oco6eHz rro3r{qrara No, Ns 276 277,
278,282:
1 . Cuytcsx Ha AoKyMeHTrzre
2. Bporuypa c rexHr4rrecKa cnerlu$urxaqru kr yKa3aHrzrr 3a yrro"pe6a na MIZ

IIpz uaerprxeuara rrpoBepKa Ha rrpeAcraBeHr.rre AoK)'LreHTr4 3a rroA6op u
CBoTBeTCTBI{eTO HM C yCAOBt4rITa Ha B63,tO>rUTeztA, KOMTZCLTTITa yCTaIIOBT{, rre

crrrrvre orroBap.sr rra o6sserlurre ur3urcKBaHza, c orleA Ha Koero J racrHr4K6T
orroBaps Ha orrpeAeleHnTe or BssaoN<r,rrel-s xsa,tz$zxarlr4oHuLr rz3urcKBaHvrs..
Ilpe4era4, rrr3loN(eHoro rrleHoBere rra KoMr4crurrrra B3exa pbrrerrrae, [peAcraBeHoro or
rrpeAlox<enze ,rBfPO[A/\ ?PEfiA" EOOA, xa 6';te AorrycHaro Ao pa3rlex<AaHe v
oueIIKa.

IIpn zeerprreHara rrpoBepKa Ha AoKJTMerrTHTe e IIALTx Nql no o6oco6ena
no3rrqvts Ns 233 or rrpeA ox<eHprero sa "AtlA XEM,, OOA" frocoqeHkr B cru4sbKa rz

upoBepKa Ha cborBercrBr{ero zu, 6erue ycraHoBeHo, rre J racrrlLrKbr e rrpeAcraBul
cAeAHr4Te AOKyMeHTT4:

1. Cuucrx Ha AorqrMeuTLrre, csABp)Karqv ce e o$eprara - Ha xaprl4eH
HOCIATCA.

2. Cnvrcrx Ha AorqrMeHTvre, sbAtp)Karqrl ce e oSeprara - Ha MarHrzTer{
Hocr4TeA (CD).

3. Y.4ocroeepeHr{e 3a eAr4HeH lap:ettrraSlaKar1r{oHeH KoA or AII - 3aBepeHo
KOfIpIC.

4. PerzctpaqvrflTa no SYACTAT kt yAocroBepeHr4e aa pdrzcrpatryE no AAC -
3aBepeHH KOIIVS.

5. flexaapaqza 3a Afirrca na o6c'rogrelcTBa rro rIA. 47, att.(9) or 3OII
/O6paseq No 5/.



6. Cnwctx rra AoroBopvre, cKlrorreHrz npe3 rrocleAHrrre rpv roArrHrz c
ilpeAMeT r{3BBprrIBaHe Ha AocTaBKr,r, cxoAHrI C rrpeAMeTa Ha rropGrlKaTa, c
iauSopvraqrza 3a penzcrBp.

7. ,(oroeop 3a r(yplrepcKr.r yc^ytlr - 3aBepeHo Konrae.
B. .(exirapaqrrs, gsABpx(arqa clLrcsK rra Ar4qara, cBBp3aHr4 c r43rrtlHeHr4ero

Ha fioptrrKara c ttu$opuaqxrr 3a uy6auven perLrcrbp.
9. A,oxaaatelcTBo 3a rraHacsHe rra CE MapKlrpoBKa AeKlapar\prir or

rrpor43BoAvrre^s "DiaMed" GmbH - c ilpeBoA na 6a.nrapcKa e3rzK.
10. {ernapar\krs. ot,ffzaXevr" OOfl,3a Hanecena CE MapKr4poBKa.
11. EO ,(er<napaqrrvr 3a sborBercrBwe - vrcAa4en"r Ha npor.r3BoAuTel-fi

"DiaMed" GmbH - 48 6poa c rrpeBoA na 6tuapcKrr e3r4K - 3aBepeHrir Korrrzrn.
72.Cepru$nxar EO 3a cBorBercrBr{e c fl,Npemvrea (EO) 98l79lEC Ha

rrpor,r3BoAurr.ets- "DiaMed" GmbH - c [peBoA Ha 6tuapcxrz e3raK - 3anspsH6
KOIIpIC.

13. CeptzSzxat EN ISO 9001:2008 Ha npora3BoAzTel-rr "DiaMed" GmbH
llleefiqaputs - c rrpeBoA Ha 6rnrapcKkr e3Lrr( - 3aBepeHo Korrr4e.

14. Ceptv$zxat EN ISO 73485:2012 wa npoIa3BoAurretr. "DiaMed" GmbH
Ulseiqaplas. - c rrpeBoA na 6tarapcKr4 e3raK - 3aRepeHo KorrLre.

15. Kararro3r4 Ha npor43BoAvrrets "DiaMed" Illsefiqap:zs. - 2 6pos.
16. Aexaapatryrfi, qe [peAlaraHr4Te KoHcyMarrzBvr ca Ha eAr4H rrpopr3Bo.(urrel.
17. ExcneprLr3a or ZAA 3a HalkrrrLre Ha aHTr4TeAa IgG z IgM e arrtz-D -

3aBepeHo Kofrr4e.
18. flexzraparryE 3a AocraBKa Ha KoHC),Drarr4Bra rrpe3 rrpeAxoAHara roAr4Ha.
19. PaspeureHfie 3a rBproBr4rr rra eApo o:r I4AA - 3aBepeHo r(orrkre.
20..(exnaparrys 3a MrrrHrrM€tAeH ocrarBrreH cpoK Ha roAHocr Ha

KoHCyMarr4BT4Te - 7 sYo.
27. frexz'aparrys 3a ocr4rypsBane Ha KoHcyMarr4Bra 3a rrelfirr cpoK rra

AoroBopa.
22. fiexzrapaqrzs 3a cBorBercrBze ro rrl. 14 aa,.2 or 3MI4.
23. {exnapaurr.fl 3a rroAAtp)Karre Ha AoKJrMeHTr4paHa cr4creMa.
24. fiexi'apaJryrs 3a 3arro3HaBarre c A,oKyMeHTarlr4rrra /O6paseq No 3/.
25. fiem.apaqr4rr 3a crra3B€rHe BC]rqKkT ycloBrrr, ueo6xo.ryrM]r 3a r43rrtlHeHrze

Ha rropGirKara lO6pazeq No 4/.
26. fiex-tapaqurr 3a J racrkre no o6oco6ena nogrzqz-s Ns'233 /O6paseq No 12/.
27. !;ex.taparlu.rr sa Aprrrca Ha roAra3rtlHrzTelr /O6paseq No 7/.
28. flexrrapa]\us,3a rrpveMaHe ycloBurrra Ha AoroBopa /O6paseq No 9/.
29. f;ex-tapaJryrs" fro rrl. 55, a,r. 7 ot 3OII, v sa Lvrrrca na o6crosrelcTBo no rrl.

8, a,r. 8, r. 2 or 3OII /O6paeeq No 6/.
30. 3a-se^eHr{e 3aJ racrze /O6paseq No 1/.
31. A,qviuulrcrparrzBHrr cBeAeHVs- 3a,I,uaXeM" OO,q /O6pageq No 2l .

32. foqrueHT 3a BHeceHa rapaHqkrtr 3a Jnracrr4e - opvrr.rHal.

IIpz r,rsetprrreHara rrpoBepKa rra rrpeAcraBeHrare AorqrMeHTr4 3a [oA6op u
ctorBercrBLrero uIto'n c ycloBlrrlTa Ha BG3,toxrure,ra, KoMlrcrzrrra ycruuroBra, qe
cBrr$nre omoBap.sr Ha o6sser:urre ur3urcKB€l-Hxfl, c orleA Ha Koero ) racrHt4Kcr
orfoBaps Ha orrpeAeleHrzre or BtgzroN<rzrerr-s xeazrz$zxarlr4oHHu ur:,rzcKBafaw.fl..

Ilpe4erz4 rzr3lox(eHoro rrleHoBere Ha KoMt-tcplrrra B3exa pe[reHr2re, [peAcraBeHoro or
rrpeAlo)Kew:ze "flVIA XEM'' OOA, La 6t.1e AorrycHaro Ao pa3rlex(AaHe rr orIeHKa.

Ilprr z:nrp[reHara rrpoBepr(a Ha AorqrMeHTr4Te e llzrrax Nsl uo otroco6erra
uoazqza No 14 ot rpeAlox<eHrlero Ha "EAilAK AHgHHf,, EOOA, rrocorreHpr B

crrLrcbKa Ir rrpoBepKa Ha ctorBercrBrzero zru, 6eute ycra]roBeHo, rre ) IacrHrzKBT e
rrpeACTaBVA CAeAHLTTe AOKJTMeHTTZ:



1.[oxyvreHTr4 orHocHo rtproBcKo rrpaRHrzrr craryr Ha J racrHkrKa:
1. 1. EVIK, a Koraro J racrHr.rKtT e $zsrzvecxo Ar{qe AoKJTMeHT 3a

c€l-Mo^t4lrHocT.
L.2. Korrs Ha AoKyMeHTv 3a perurcrparlr4-s rro peAa na 3axona 3a AanrBK

Bbpxy Ao6aeeua:ra srofinocr - 3aBepeHkr or JrqacrHrzKa c rroArruc n [errar.
2. f,exttapaqkr-fl 3a Ar4ncara rra o6cro.rrrelcrBara rro rrl. ut. 47, azr. 9 o:r 3OII,

- rrorrGlBa ce OSpaseq No 5, 3a ALrrrca ua o6crogrelcrBara rro rrl. 47, a*1, an.2, t.L,
4 vr 5 ra azr.S or 3OII.

3. AoxasarelcrBa 3a rexnr{rrecKr4Te B63Mox<Hocrw uf latz xea,rzfrvrraJ4;rfr.
na Sr.raitru{Ka rro -ra. 51, azr. 1 ot 3OII:

I,lsizcxyeuLr AoKJTMeH ru u :r,:r,$opMaqrzs rro corr eHkr e o6.geaerrr4 ero :

a) Cuvcrx Ha AoroBopfiTe cKlrorreHz rrpe3 rrocleAHrzTe rpz roAraHu (cvzrarro
o:r xpafirrara Aara Ha rroAaBaHe Ha rrpeAloN(eurzana) , c ilpeAMer r.r3BtprrrBaHe Ha
AoCTaBKI4, CxoAHI4 C IIpeAMeTa Ha rIOpGrIKaTa, Ha TepLITOpzuITa rra Peuy6AT4Ka
Etarapraa, c rrocorrBaHe Ha uy6zruveu perracrbp, B xofi:ro e ny6zrurryBarra
zn$opwraqrzs 3a yclyrara.

6) floxaaa'relcTBa sa co6sreeHfi TpaHcrroprgpr cpeAcrBa, rreo6xo4,vMur sa
o6esue.raBaHe Ha A,ocraBrilrre $paHxo cKAaAa rra Brsaoxrr,trel-s. Ilpe4craesr ce
TazroHr,r na MIIC, qe A,eKAapr.rpaHHTe rpaHcrroprHr.r cpeACTBa ca Ha pa3rrolo)KeHrre
Ha KaHAVAaTa 3a CpOKa Ha Lr3frb^HeHpre Ha rrop6qKaTa;

r) flexnapat\urfl., cbAtpx(ailtra cfirrgbK Ha rexHr{rrecKlrre ALrqa (c uocoveaHe Ha
r4MeHara u 3aeMaHara ,4zramuoct) , Kokrro rue 6t'lar [p.flKo aHra)KrzpaHrir c
rz3rrslHeHuero Ha o6ulecrseHara rrop6rrr(a, KaKTo ur crrrzgbK rra Araqara (c
rrocorrBaHe Ha rrMeHara r{ 3aeMaHara Altx<rrocr) omoBapsu1ra 3a KorrTpola Ha
Kar{ecTBoTo frpu r43fr6^HeHrze Ha AocTaBKr,rTe rz AeK^apaJryrs-, qe 3a cpoKa Ha
r43frB^HeHr.re Ha rropssKaT&, utre [oAAspx<a sbrrlllrr 6pofi Alzqa;

A) 3aeapeHo or JrLracrHrKa Korve na ISO 9001: 2000 zan ISO 13485:2003
UI UI eKBUIBa/\eHT, VI3AaAeH.I4 Ha LIMeTO Ha IIpOLI3BOAUITe/r,I-, KaTO Bbpxy BCeKIa OT

ceptrz$zxaruTe ce v3rrrrcBa 3a Ko.s o6oco6erra rro3rirqus r-r HoMeHr(AarypHa eAfiHrzqa
e rrprrlox(ratut. {rzsrzcKBaHero e rrpkrlox(rrMo rro orHorrreHure Ha BCIaTTKLT o6oco6euz
IIO3IIUI4H Vr BKAIO!reHI4Te B TgX I{OMeHKAaTyp}Ir4 eAkTIlVIlry, BKArOrreHrI B
cueqn$uraqzsra).

4. 3aeepeHo or J racrHr4Ka Korrue Ha B€rAkrAHo pa3perreHrze 3a rbproBr{rr Ha
eApo c MeAr4quHCKvr kr3Iaellras. rro cMrzsbla ua 3MI4;

5. flexnaparlzs 3a Mr,rrrrzMazreH ocrarbrreH cpoK Ha roAHocr Ha cborBerHkrrr
KoHC),N{arr2rB, Karo gbrrllr.rrT He cAeABa Aa e IIo-MaAKo or 75o/o KGM AaTaTa Ha
AocraBKa - e ceo6o4eH Tecr;

6. f,exnapa\Hs or JriracrHurKa sa oclrrJ4).sBaHe rla neo6xoAr4MrTe r(olrasecrBa
KOHCJTMaTUTBI1.., 3a rle^r.rrr CpOK Ha AefiCreZe I{a AOTOBOpa - B CeO6O4,err TeKCT;

7.ffex.l'apat1us.3a sborBercrBr{e rro.ra. 14 azr'. 2 ot 3MI,I, cbcraBeHa or
rrpor43BoAkrTe&s. krLvr yfrb&IloMorrleHr4rr My rrpeACT€r-Br4TeA.

8.,(exnapaqm or ) racrHkrKa, qe rro,qA6pN(a AoKJrMeHTr4parra cracreMa 3a
rrpocleA-rrBame 6esouacHocrra Ha MeAr.rqr4HcKrrrre ur34el;zs, rrycHarfi Ha rra3apa, v 3a
6aoxrrparre ra v3Terl.rrHe or rra3apa Ha MeArzr1r4HcKrzre z:.Aezlrz.s., noKasalrz
HectorBercrBlae c v3rrcKBa:rrvr:rra sa 6esonacHocr rro cMragbla Ha rlaBa ceAMa or
3MI4 - e cso6o4,eH Ter(cr.

9. fiexzraparlkls 3a 3arro3HaBaHe c AoKyMeHTarrr4rITa - O6paaeq No 3;
1O. fl,ex,rapan\urs., qe yqacrHr4KtT rrre crra3Ba BCvqKrr ycloBrarl rreo6xo4zMra 3a

ra3rrrlHeHpre rra rropGrrKara - O6paaeu Ns 4;
l l.fexzrap ar\Lr-fr 3a ) racrue no o6oco6errz no3r,rrlr4w - O6paeeq Ns 12.
L2. AextyapaJ\vrfr 3ar,a:/lur.c{utef tt:,1lrrca Ha fro,(rr3lI6^HlrTe^r.I - o6paseq No 7;

13. fiex,tapaJJkrs.3a rrpzeMaHe Ha ycloBr.rrrra B rrpoeKTa Ha AotoBop- O6paseq
Ns 9;



L4. {exaapaqraa rro r{zr. 55, azr. 7 or 3OII , ut sa Arzrlca rra o6crogrelcrBo rro
va. 8, a,r.. 8, r. 2 or 3OII - O6paeeq No 6;

15. 3a-seneHue 3a J racrrze - O6paseq No 1;
16. A,qvrrrrrrzcTparuBHr4 cBeAeHvra - O6paeeq No 2;
LT.AoKyMeHT 3a BHeceHa rapaHqrzrr 3a J racrr.re - oprzmaHer1a 11a BHocHara

6e,'tex<xa rz,rrz opr4luHal rra 6arrxoBara rapaHqrzrr 3a JnracrrEe, [przApyx{eHa or
cBnpoBoAt4TeAHo trLrcMo, B Koero ca rroco.rerrz o6oco6errzre rro3?rrrrzr4, 3a Kovro e
BI{eCeI{a rapaHrlkrsTa;

l8.Curzctr Ha AorqrMeHTrrre, cbABpN(arrrr4 ce e oSeprara (rra xaprrzeH Hoc11TeA,
loAfrrzcaH To rrpeAcTaBlsBarrlTzqr )nracTHr.rKa ur v yrrblHoMorrlerro Ar.rqe ll rra CD sts
$opvrat Microsoft Word).

Ilzrvrxoee No 1 4orryMeHTH sa uo,q6op no o6oco6eHz rro3krrlzz Ns 20, 21, 23,
24,26, 27,29,30, 31, 32, 47, 49, 49, 50, ig, 62,63, gO, g7, gg:

1. cnzctx Ha AoKJ.MeHTrlrre c6A6p)Karrrr4 ce B rrpeA^ox{eHLrero;
2. EC ceprz$vKar - 3aBapeno Korve.
3. ISO 9001: 2008 - 3aBapeHo r(orr4e.

Ilpr'r rzselprueHara rrpoBepKa rra npeAcraBerrzTe AoKJTMeHTz sa no,q6op raqborBercrBr4e?o rzM c r-r3r4cKBalrvrflTa Ha Br3aox<rreas, KoMHCt4.sra ycraHoBrz
cAeAHr4Te nporlycKl,I:

1. B npe4craBeHrutsr or JnracrrrrzKa cfrzqbK qbc cKlroqeHrir .(or.oBoprir He e
HaAprqe rrocorrBaHe Ha ny6auven per'rrcT,sp, s xofir'o e uy6zrarryBaHa vu$oprvraqra11 aa
yc^ylara, gbr^acHo Lr3t4cKBaH"rsra rra Bgsaox{urreLfl, pa3rrr{caHw e .q.A.6.2.3., 6. ,,A"ot o6rqr'rte ycAoBHrI 3a rroBex(AaHe Ha [poqerypa:ra. C orleA Ha roBa Jz1racr11r.rK6T
cAeABa Aa rrocotrt4 uy6arz'rerr petr4crtp, B xofiro ce crA6pN(a q:borBerHara
zrrSopvrar\krs. vlxvr yAocroBepe:uuls- 868 BpG3Ka c uT3rrBlHeHrrero r4M, [pr{ yc1oBr4e, rre
cBrrrr.rre He rroA^ex<ar Ha ny6arar<yeaHe B uy6nlrren pefl4crBp.

Iipe4err4 ropa3lox<eHoro u Ha ocHoB€rHrze rrl. 68, aur.8 u att.9 or 3OlI,
KoMrtcr4sra yKa3Ba Ha J lacrrrurKal B cpoK or 5 pa6ornrrz AHr4 or rrol5 raBgrHero 11a
Kofrrre Ha Hacrosrqlz l rrporoKo^, Aa rrpeAcraRrz ilocorreHrzTe B rrpeAxo[HLrs. a6sarl
AOK)rMeHTr{, C ue^ oTCTpaHsBaHe Ha HeCGOTBeTCTBI4gTa.

IIpz rzeetplreHara rrpoBepr(a Ha AoKlavr.rrrr. e llaux Ns1 uo o6oco6erra
rro3rzqr4s Ns 243 or rrpeAAox<eHr4ero Ha ,TEATA 9OM', OOA, [ocorreHr{ B crr}rcbKa u
rrpoBepKa Ha gborBercrBr4ero rzrvr, 6erue ycraHoBeHo, rre J racrrrraKbr e rrpeACTaBLrA
cAeAHr4Te AOKyMeH"r4:

1. florqnvreutrl orHocHo rtproBcKo npaBHr.rrr craryr Ha J racrngKa:
1. 1. Y4ocrorepeHrre or Arenqrzara rro BrrrrcBarrvrsra;
1.2. {ox5nvrerm 3a pefl4cTparryrs. uo 3![C;
2. flex,tapaqr.rs 3aAr,rfrcara Ha o6cro.srencrBa?a ro rrl. 47, att.9 ot 3OII

- O6paseq No 5;
3. !,oxaaat'ezrcrBa 3a rexHrzrrecKr-rre B63Mox<Hocrr-r ttf uxa xeaara$rlxatrys.

rra ) racrHraKa rro .rur.51, a,r. 1 ot 3OII:
3.1. Crrxctx Ha AofoBoprzre cKlrorreHr4 rrpe3 rrocleAHr,rre rpz roArrHrz

(cvratauo or xpafiHata Aara Ha rroAaBaHe Ha rrpeAlo)r{errNara), c [peAMer
rz3BSprrrBaHe Ha AOCTaBKpI, CXOAHTZ C UpeAMeTa Ha rrol}}qKaTa, Ha Tepr{TopHrrTa Ha
Peny6nzxa Bsarapza, c rrocorrBaHe Ha uy6azven peil4cr6p;

3.2. A,oxasatelcTBa ga co6creeHr4 Tp€rncrroprHrz cpeAcrBa, Heo6xo4,raMq sa
o6egue'ranaHe Ha AocraBKime ftpanxo cKAaAa na Brslox<vrela (tazrorrr{ rra MIIC),
rre AeKAapI{paHlrTe rpaHcfropTHr4 cpeAcrBa ca Ha pa3rro^ox(eHr4e Ha KaHAr{Aara 3a
cpoKa Ha r43rrBAHeHLre Ha rrop6trKara, kr1'ur 3aBepeHo oT yqacTHr{Ka KoIII{e Ha
AoroBop cBC ctorBerHara Kypr4epcKa Szpvra;



3.3. .(exnapaqvs., cb4'bpx{arqa crrrrqbK Ha ?exHfirrecKr4Te Ar4rla (c rrocovearre
Ha ?rMeHara Lr 3aeMaHara 44rx<rroct), KoLrro u1e 6t4a:r rrprrKo aHra>KapaHra c
r,r3utlHeHr4ero Ha o6rqecrneHara fropBrrKa, KaKTo vr crrrzgbK Ha Ar{qara (c
rrocorrBaHe Ha HMeHara rz 3aeMaHara 4arxrrocr) omoBap.rrrrua 3a KoHTpoAa Ha
KarIecTBoTo rIpLI I43frbAHeHrIe Ha AOCTaBKTZTe }I AeK apat\Urs., qe 3a cpoKa Ha
rr3[Bnr{eHrae Ha rropBrrKaro, r{e rroAAtpx(a cbrrtrurr 6poit Afirla;

3.4. EC ceptra$zr<ar ur ur er(BrrBaAeHT 3a HaHecena CE MapKrapoBKa BBp4y
I43AeALIeTO I4AI4 ,4,eKlaparll4s 3a CsOTBeTCTBLIe, 3a IIpO,Q/KTLITe, 3a KOrzTO Ceplz$rzxat
3a KarrecrBo e Hefrpprlox{r{M sbrnacuo "{zpextr,rea 93la2lEtr{O ua rpeAlaraHr4Te
KoHCyMaruBr{ rro o6oco6ena rro3rrqv.s No 14;

3.5. ISO 9001: 2000 ut^kt ISO 13485:2O03 ut ur eKBr4BazreHT Ha
uporaseo.qrzTe^-rr;

4. Karaaosz Ha rrpeAl€rraHllTe [po,e/'KTr4, BKAroiIeHkr B cborBerHara
o6oco6eua rro3vrrrys;

5. Paspeurerure 3a rlproBr{rr Ha eApo c MeALrukTHcKt4 vrs1eu:zs. or I4AA;
6. .{ex,tapaqrrr 3a MllHrzMazreH ocrartrreH cpoK. Ha roAHocr Ha

gborBerrrzs KoHcyMarHB, rre rro-Ma,ttK or 75oh KBM Aarara Ha Aocranr(a;
7. ,(,exzrapaqua 3a ocr{rypflBaHe Ha Heo6xo.qzMzTe Kolr4rrecrBa

\-, KoHCJrMarwBur, 3a rlelrzrr cpoK rra 4efictavre Ha AotoBopa;
8. fiexrrapaqz.a or JAIacrHr{Ka, qe rroAAtpx<a AoKJaMeHTr4p€rHa crzcTeMa 3a

fipocleA-aBarre 6eeorracHocrra Ha MeArzrrr4HCKr4Te vr3Aelr:r,r^, rrycHar]r Ha na3apa, ur ga
6noxrzpaue z rz3TerlsHe or rra3apa Ha MeALrrrrzHcKrzre urg1eturar., rroKa3a-,rl{
HectorBercrBrre c rr3rrcKBaraurfraa ga 6esonacHocr rro cMrrrgbla Ha rlaBa ceAMa or
3MIZ;

9. fexrrapaqrzs 3a 3arro3HaBaHe c AoKJrMeHTarryrrra - O6paseq No 3;
10. .flexzrapaqrz.fl, rre JrqacrHraKtT rrre crra3Ba BcprrrKr.r ycloBrarl rreo6xo4ralvrz

3a fi3rrtlHeurze Ha rroptlrKara - O6paseq No 4;
11. .{exnapaqras 3a ) racrr4e rro o6oco6enrz rro3r.rqrzv - O6paeeq Ns 12;
12. {exzrapaqu.rr 3a Azrrca Ha rroAt43rrtlHLrrelz - O6paseq Ns 7;
13. {ex,rapaqzs. 3a npveMaHe Ha ycloBr4rrra B rrpoeKTa Ha AoroBop -

O6paseq No 9;
14. {exnapaqra.rr rro rrl. 55, a,r. 7 o:r 3OII , ur 3a 

^vrrrca 
na o6cnosrelcTBo rro

vrr. 8, a,t. 8, 'r. 2 or 3On - O6paseq No 6;
15. 3a-senenze 3a J racrr4e - O6paeeq No 1;
16. A4rrranrrctparz.Buur cBeAerrr4rr - O6paseq No 2;
17. .Il,orryrvrerrt 3a BHeceHa rapaHqr4rr 3a ) rac?r4e, [pr.rApJDKeHa orv gbnpoBoAtrrelHo rrracMo, B Koero ca [ocoqerrrz o6oco6eHprre [o3rrqr{rr, 3a Kor4To e

BHeCeI{a rap aHur,r.sTa;
18. Cnzcsx Ha Aorg,rvreHTrrTe, cBA6p){<a[uz ce e oSeprara (rra xaprzen

Hocrrrel z ua CD);

Ilazxoee No 1 goxyvreHTkT aa uo,46op no o6oco6eHr.r rro3rrrlkru No, No 244, 245,
247, 248, 252, 327, 329, 329 z 330:

1. ,Il,orryvrerrtr4 orHocHo rBproBCKo rrpaBHr.rrr craryr Ha JnracrHt4Ka:
1. 1. Y.4ocroeepeHkTe or AreHqza, a rro BrrkrcBa:avrsra;
1.2. .(orq.rvrenr 3a perrzcrparlkrs uo 3AAC;

2. flexaapaqrea 3a Ar4[cara na o6cro.srelcrBara rro rrl. 47, att.9 or 30II - O6paserl
No 5;

3. floxasarelcrBa 3a rexHr{irecKrrre B63Mox<Hocrr4 ufutu xea,rra$raxar1lur Ha
ylracrHrzKa uo .rn.51, a-n, 1 or 3OII:

3.1. Crrprcrx Ha AoroBopr4Te cKlrorreHr{ npe3 nocleAHrrTe rpr4 roAr4Hr4
(c.rut'arro or xpafirrara Aara Ha rroAaBaHe Ha rrpeAlo:*<errraara) , c
rrpeAMeT rr3B6prrrBaHe Ha AocTaBr{t4, cxoAHrr c [peAMeTa Ha



froptrrKara, Ha repvropr4rrra Ha Perry6urzxa Bt,uapz.fi, c rrocoqB€IHe Ha
uy6nr-rueu perucrtp ;

3.2. .[,oxa:a:relcrBa 3a co6cteeHz rpaHcnoprHr4 cpeAcrBa,
Heo6xo4,zrvrz 3a o6esue.raeaHe Ha AocraBKrare Sparrxo cKAaAa Ha
Brg.Lo>rrzrea-s (ta,ronz Ha MIIC), qe AeK apvpaHrzTe rpaHcrroprHkr
cpeACTBa ca I{a pa3rro^o)KeHue Ha r{aHAkrAaTa 3a cpoKa IIa r{3fr6^HeHpre
Ha rrop6rrKaTa, HAr4 3aBepeHO oT JaqacTHIaKa Kofrve Ha AOIOBOp C%C

qborBerHara Kypr4 epcxa Szprvra;
J -.') - .I[exzrapaqrzs, gbA6px<aIlla CIII4CGK Ha TexHI.IrIecKI4Te AIaqa (c

fiocorrBaHe Ha raMeuara Lr 3aeMaHara Altx(rrocr), KoLrro rqe 6gAar
lp.sKo aHra)KxpaHvr c w3trbtHeHr4ero rra o6uecrBeHara rroptrrKa, KaKTo
ur cfrr4clK Ha Aarlara (c frocorrBaHe Ha IaMeHara w 3aeMaHara
AA6x(Hocr) orroeap.sqr{ ga KoHTpoAa Ha r(arrecrBoro rrprir r43[BAHeHrae
Ha AOCTaBKrTTe U AeK^apaqr4rr, qe 3a cpoKa Ha rr3[6^HeHr4e Ha
rroptrrKara, trIe noAABpx€ cfl,rur4s 6pofi Arrqa;

3.4. EC cep:nz$zxar prlil er(BrzBaAeHT 3a H€[Hecerra CE MapKr4poBKa
B6pxy }{3AeALTeTO kT Vr AeK apaqllrr 3a cboTBeTCTBkre, 3a I]po,QrI<THTe, 3a
KoraTo cep:rraSvxar 3a KarrecrBo e HerrprrloNilrM cbrlacuo .(lrper(TzrBa
93l42|BVIO na rpeA araHr{Te KoHcJrMarurBur uo o6oco6ena rro:urqza No

t4;
3.5. ISO 9001: 2O0O ut^v ISO 13485:2003 vr Lr eKBLIBaAeHT Ha

rrpor43BoAr{Te^s;
4. Kata,rogz Ha rrpeAlar€rurzre rrpoAyKTr4, BKlroqeHrz B cborBerHara o6oco6erra

lo3r4ur4rr;
5. Paepeureruze 3a rsproBlls Ha eApo c MeArrrluHCKLr vls4etvrs. or I4AA;
6. .(,exnapaqrzs 3a MrzHr,rMaAeH ocrartrreH cpoK Ha roAHocr Ha gborBerHrzrr

KOHCJTMaT?LB) He IIO-MaA6r( Or 75o/o KBM AaTaTa Ha AOCTaBKa;
7. f,exlapaqu.s 3a ocrzrypsBaHe rra rreo6xoAllMLrre KolrzrrecrBa KoHCJrMaauIBur, za

rlelLrrr cpoK Ha 4,eficrerae Ha AoroBopa;
8. fl,exaapaqrza or ) racrHrrr(a, -re rroAAGpN(a AoKyMeHTllparra cLrcreMa 3a

rrpocleA-rrBanre 6esonacHocrra Ha MeAr,rqrrHcKr4Te urcAetws-, [ycHarr.r Ha rra3apa, ur

sa 6noxzpame ur z3TeDA.sHe o? rra3apa Ha MeArarlr4Hcr(zre vr34el\uls.? rroKa3alLr
HectorBercrBxe c vr3krcKBa:r,nc.,aa sa 6egolacHocr IIo cMLrgb^a Ha rA€IBa ceAMa or
3MZ;

9. fl,exaapaqras 3a 3arro3HaBaue c AoKyMeHTarIltlITa - O6paseq No 3;
10. f,exaaparg-s., qe ) racrHlrKtT rrle cfra3Ba BCLTqKLT ycloBr{rr rreo6xo4,r,rrvrz 3a

rz3uGlueHvre Ha rroptrrKara - O6paseq No 4;
1 1 . flexzrap ar1:z,s.3a J lacrrze uo o6oco6el:la rro3LrrlkrLr - O6paseq Ns 12;
12. [ex.tapar1lz.s.3a Azfrca Ha rroArz3rrtlHrzrelrr - O6paseq No 7;
13. flexaapaqv-s 3a rrpr,reMarre Ha ycloBvrfiTa B rrpoeKTa rra AoroBop - O6pa:eq No 9;
14. fexnaparlrzrr rro irl. 55, a,r. 7 or 3OII , ur 3a Ararrca na o6srogrelcTBo rro rrl. 8, aa.

B, r.2 or 3OII - O6paseq No 6;
15. 3assleHr4 e 3a J racrrre - O6paeeq No 1 ;

16. A,qvrururcrparLrBHrz cBeAeH:zz. - O6paseq Nq 2;
17. flor5rueHT 3a BHecerra tapaHrlzrr 3a ) racrrze, [przAp5rrKeHa or cbrrpoBoA]rrelrro

frrrlcMo, B Koero ca fiocorreHr{ o6oco6enzre rro3ur\uuI, 3a KoriITo e BHeceHa
rapaHurrsTa;

18. Cuerc, ,K Ha AolqrMeHTrrre, c6A6p)Karr1u ce n o$ep, ara (rra xaprr-reH HocrrTel ?r rra
co);

IIpu nserp[reHara rrpoBepKa Ha npeACTaBeHLrre ,qoK]'rvreHTu 3a rroA6op ut

csorBercrBuero vrM c ycloBr{rrra Ha Bt3,roxurtea-4, KoMt4crn ITa ycrarroBr4, rre

c6r11xTe omoBapsr rra o6.seeuurre ut3vrcKBa.trus, c orleA Ha Koero J lacrHraK.sr
orroBaps rra onpeAeleHprre or Brsaox<rzrelx xsarrr.r$rrxaqrroHHra vr3vrcKBararzs.



flpe4eN4 r43lox(eHoro rrleHoBere Ha KoMrzcr2rrrra B3exa pelreHrze, [peAcraBeHoro or
rrpeAlox{enze rrtATA 9OMtt OOA, Aa6r.1e AorrycHaro Ao pa3rlex<AaHe pr ou,eHKa.

IIpa rzsetprreHara rrpoBepKa Ha AoKyMeHTrare e llrzx Nsl no o6oco6ena
rro3rlrlr,rs Ns 256 or rrpeAlo)KeHr{ero na ,rCAfIH MEA" EOOA, rocorreHu B crrrcbKa
r4 rrpoBepKa Ha cborBercrBr4ero zvr, 6eure ycrauoBeHo, rre ) racrHt4K6T e rrpeAcraBral
cAeAHrITe AOKyMeHTr,r:

i. AoryMeHTrz orHocHo rtproBcr(o rrpaBrrvrfr craryc Ha yrracruxKa:
1. 1. Y4ocroBepenlre 3a ar(Tyalno ct4,e6no sbcrosHze ( EI,IK )

1.2. Konue Ha AoKyMeHT?r 3a perrzrcrparlr4s rro peAa na 3AAC:
I.2.1. EYACTAT
1.2.2. perklcTpaqa-s uo AAC

2. flexnapar\vs.3a Ar4rrca na o6crogrelcrBa rro rrl. 47 att.9 or'3OII - O6paseq No5
3. foxasatelcrBa 3a rexHrurrrecKrzre Bt3Mox<Hocr:,z ur xeazrzsrzxaJryrs. Ha JnracrHaKa
uo.r.1,.51, a,r.1 ot 3OII

3.1. CuzcEK Ha AoroBoprzre cKlroqerrra npe3 rrocleAHrzTe 
"pra 

roArzut4 (c.rrzrarro or
xpafinata Aara Ha rroAaBaHe Ha rrpeAloN(euu-ara), c [peAMer Ha kr3BtprrrBaHe Ha
AocraBKlr, cxoAHkr c rrpeAMera Ha noptrrKara, c rrocorrBaHe rra rr5r6azrreH perLrcrtp

3.2. AoxaearelcTBa 3a co6creerru rpancrroprHu cpeAcrBa, rreo6xo4,zuu 3a
o6egue.ranaHe Ha AocraBKrz:re Sparrxo cK aLa rra Btsaox<rrrel-gr

3.2.L.Aexttapaqmrr sa co6c,eenrr TpaHcrroprHrz cpeACTBa, Kot4To Aa ca Ha
pa3rro^ox(eHLre 3a cpoKa I{a r{3rrGAHeHLTe Ha rropBrrKaTa

3.2.2.TaroHr4 Ha MIIC
3.3. Aexaapat\vs., gbAcpx<arrla crrr4gbK rra rexHkrrrecKrare Ar4qa, xofiro rr1e 6tAar

rrpJrKo aHra)KrzpaHlr c kr3rrtlneHzero rra o6ulecrBeHara rroptrrKa rroAAcpx(a cbrrtrrz-s
6pofi Alrrla

- flexaapaqulfl.) qe 3a cpoKa Ha Lr3[GAHeHrze Ha noptrrKara rqe noAAtpx<a
ctrrlrzrr 6pofi Akrrla.

3.4. 3a-eepeHrr Korrrzur rra EC ceptz$r,rxarz
3.4.I.Ceptrz$zxar Ns CE OO392 3a rpoAJrKT BiCart Ha Gambro ro

o6oco6ena no3lrrlurr Ns 256 "Cyx 6:z:rap6orrar 3a xeMoAuaj\rrsa 3a anaparz "larr6po"
3.5. 3asepeHo or JrqacrHprKa,,Ca:avt MeA" EOOA r(orrLre ria ISO 9001:2000

3..5. 1. Cepun$urKarur Ha rrporr3BoAzTel-a 3a rrpeAlararuTe MeAraqr.rrrcKra
lalryetvrn sa ISO 90O1:2008 u 13485:2003
-Ceprz$zxar ISO 13485:2003 MD 503968 3a rrpoAr<T BiCart na Gambro ro

o6oco6erra rro3r.rrrr4rr Ns 256 "C5rx 6zxap6orrar 3a xeMoALrauvr3a 3a arraparvt "latt6po";
4. Karanoez Ha rrpor{3Bo4vrrets.3a rrpeA ara-Hrare MeAr.rrIraHCKLr vr:.4etras.

4.1. fiextaparrr4s 3a AkrrrcBarrlr4 Karalostr fi AocraBsHraTe Ha "MBAA - B5rprac"
AA o:r "Caraur MeA" EOOA rrpoAyKTll frpe3 upeAxoAHara roAr4Ha.

4.2. Karator 3a rrpo4ru<T BiCart na Gambro ro o6oco6ena rro3kTr[-Trr No 256 "Cyx
6zxap6ouar 3a xeMoAraalra3a 3a afiaparu "larr6po"
5. IipocueKTrz Ha 6rnrapcxz esurK ur JrKa3aHrire sa ynorpe6a

5.1. YxasaHpre 3a yrorpe6a ea npoArKT BiCart na Gambro rro o6oco6ena
no3rrqlls Ns 256 "Cyx 6wxap6orrat 3a xeMoAt4a vrca 3a arraparlr "lanu6po"
6. Korrrze na PaspeureHze 3a rtproBr.rrr Ha eApo c MeAraqr4rrcKI,r vrcAer\"rs.
7.flexttapatllat 3a ocrarBrreH cpoK Ha roAHocr Ha rrpeAlarzrHr{Te MeALIrII-THCKT{

KoHc)rMarvtaur - 7 5'/".
8. fiexrrapaqurr 3a ocuryprrBaHe Ha neo6xoArzMr{Te xo,tz.reb:rsa KoHcJrMarraBur, ga
qelkr.fl cpoK Ha 4,efic'rsze Ha AoroBopa.
9.,(exaapaqzra 3a gborBercrBue fro .rzr. 14 at.2 or 3MI,I, cBCT€[Berra or
rrpov3BoAI.ITeA-s

- fexnapaqzs orHocHo sborBercrBrre ro 'rzr. 14. att'.2 or 3MIZ



9.1. 3a npo.4yxr BiCart na Gambro rro o6oco6ena no3vr1url Ns 256 "C5tx
6zxap6ouar 3a xeMoAlralvrsa 3a anaparr4 "lart6po"
10. f,exzraparrys. 3a rroAAtpx<aHa AorqrMeHTHpaHa cr{creMa 3a rrpocleA-sBaHe Ha
6esouacHocrra Ha MeAzr1r4HcKkrre r-r3Aelutr
1 1. fiexnaparrkT.rr 3a 3arro3HaBarre c AoKyMerrTar{vIrITa - O6paseq No 3
12. fiextapat\uls-) 3a crra3BaHe Ha BCrzr{Kr4 ycloBrrrl Heo6xo,qrrMra 3a r.I3rrtlrleHkTe Ha
rroptrrr(ara - O6paseq Ns 4
13. Aex,rapaqrs 3a Jrqacrr4e uo o6oco6eu'w rro3urrzr{ - O6paseq Ns 12
14. flex,rap ar\vs- 3a Azrrca Ha rroAr43rr6AHVTeAr4 - O6paseq No 7
15. fexnaparlfirr 3a npLreMaHe Ha ycnoBurflTa B rrpoeKTa Ha AoloBop -
OSpaserr Ns 9
16. fiexzraparrytfr rro rrl. 55, an.7 ot 3OII 3aA]rrrca na o6ctosrelcTBa rro rrl. 8, an.8,
r.2 br 3OIi - O6paseq No 6
17. 3asr,neHr4e sa Jrqacrkre - O6paseq No 1

18. AarvrvnzcTparrrBH?r cBeAeHwa - O6pazeq Ns 2
19. ,Il,oxyrvreHT 3a BHeceHa rapaHqvrr 3a J lacrr4e

19. 1. CrupoBoAr4TeAHo fir4cMo
2O. flex,tapaqarr 3a cpoK rra ?r3rrtlHeHrre Ha AoroBopa
2 | . frextap at\r4fl. 3a cpoK Ha orcpoqeuo rrlarqaHe
22.f,ex.tapat1:zts.3a cpoK Ha Ba,rrrAHocr Ha oSeptara
23. Crr;z,crK Ha AoKyMeHTrrre, cbAtpx(arqu ce e o$eprara ( Ha xaprfieu HocHTeA r.r

CD)

Il.Lrax No 1 4or<lnreHTr.r 3a no46op no o6oco6eHa rrosLrqrzrl Nq 258:

1. Crructx HaAoKyMeHTraTe gbA6p){(arrLr ce B rrpeAlo)KeH}rero;
2. Karanor Ha rrporz3Bo3uTel-tr;
3. ISO 9001: 2008 z ISO 13485:2003 - :aeapeHo Korrkre;
4. Ilpocuexr rra 6a,r.rapcKvr e:.urK? ot xofiro e Br,tAHo rrtlHoro gborBercrBrze

Ha rrpeA^zrraHr{Te Avra vrSHvr. KoHCyMaTurBkt c t43rlcr(BallvrflTa Ha
Bggao>r(zte/\s., kr s xofito Aa e JrKa3aHa MuHuMa,tHara pa6onra
KOHr1eHTp ar\Lrs-, Kar<TO U 5rr'agA:;r'te :a yuotpe6a;

5. I4nSopvraqaoueH ArzCT 3a 6eeolacHocr Ha Bcerclzt or rrpeAlaraHLrre
IIpelapaTrr;

Ilnrzxose No 1 4oqrrvreHTx sa rro,46op no o6oco6eHpr rro3rauzu No, No 258,
272, 273, 274, 276, 278, 2BO, 281, 282, 283, 285, 287 , 288, 29O, 292, 293, 332:

l.Curacrx Ha AoK)rMeHTr4Te cbAbp)Karqrr ce B rrpeAlo)Keuuero;
2. Katarror Ha rrporE3Bo3r4Telrr ;

3.EC ceprzSzxar - 3aBapeHo Korve.
4.ISO 9001: 2008 u ISO 13485:2003 - saeapeHo Konue;
S.Ilpocrrext rra 6tzrrapcKu e3LTK, ot xofito e Br{AHo rrtlHoro gborBercrBr{e Ha
ripe/qlaraHvrre Avra,\yr3Hr4 KoHc)rMaruIBuI c rr3r4cKBaHurqra rra Btsao)Kvrretg., vr

s xofi:ro Aa e yKa3aHa MrzHrrMa,l.Hara pa6o:rrra KoHrreHTpar\Lrs.) Ka-KTo Lr

yKa3aHr4e sa SmoT pe6a;
6.I4u$oplraqLToHeu Aracr 3a 6esouacHocr Ha BceKfi or rrpeA araurare
frpeIIapaT}I;

IIpz raserplreHara rrpoBepKa Ha npeAcTzr-EleHr{Te Aorq,TvreHTrz aa uo,q6op ra

c6orBercrBr4ero vrw. c n3HcKBan:uIgTa Ha Btgao:xratelfl, 'KoMracraflTa ycraHoBra
cAeAHr{Te rrpoflycKLr:

1. B unurx Nol ,fl,orqrnreHTrr 3a nog6op rro o6oco6eHa rro3t4rlrair Ns 257 He ca
rrpeAcraBenr,r ceptusvrKar sa CE MapKkrpoBKa vr ul eKBurBazrerrT 3a HaHecena CE
MapKprpoBKa Bcpxy H3AeAr{eTO r&\r{ AeK apaqus 3a gboTBeTcTBtIe, 3a IIpO,QrKTIdTe,3a



Koltro ceprr{Or4Kar 3a KarrecrBo e Herrpr.Ilox<rzM sbrlacHo Ar{peKTraBa 93 142/EI4O,
a ca [peAcraBeHrz c€ruo ISO cepru$uxatrr rra rrpor.r3BoArrrel.s. C orae4 Ha ropHoro
lro oTHorueHr4e Ha TaKa npeACTaBeHpITe AoK]TvIeHTu 3a uo46op no o6oco6eHaTa
IIO3r4Ur4s e Ha^prqe HefrSAHoTa.

Ilpe,4erz.4 ropLr3lox(eHoro uI Ha ocHoBaHr4e rrl. 68, azr.8 u att-9 ot 3OII,
l<o:nar4culflTa J,t<a3Ba Ha J racrHuKa, B cpoK or 5 pa6orrrz AHv or rrolyrraBaHero Ha
Korrrze Ha Hacrosrqvrr rrporoKon, Aa rrpeAcT€rBrrr rrocoqeHkrre B rrpeAxo4Hvrfi. a6saq
AOKyMeHTr4, C LIeA OTCTpaHrrBal{e Ha HeCbOTBeTCTBVTflTa.

IIpz zeerprxeHara rrpoBepKa Ha Aor.JrMeHTrzTe e IIurHr Ns1 no o6oco6ena
rro3uur{rr Ns 5 or [peAAo)KeHHero na rrQEPOMF.rt 1" EOOA, rrocorreHrB crryrcbKaur
nposepxa Ha ctorBercrBr.rero rrrvr, 6erue ycrurHoBeHo, rre ylracrHrzKtT e rrpeAcraBvr
crre4rrlare AoKJrMeHTpr :

1. Y4,ocronepenr4e 3a aKTyazrHo cbcrosHr{e - EI4K
2. Konze or Axr 3a perlrcrpaqus uo 3AAC
3. ,(er<.rapaqraa rro rrl. 47, att.9
4. Cuvcrx Ha AotoBopu 3a AocraBKa 3a rrocleAHlrre rpv ro,qrurHr4, c

rIpvAo)KeHLI yAOCTOBepeHrzs, CBBp3aHr{ C rr3IIEAIIeHr4 eTo Ha AoroBopr{Te.
5. Ta,r,orr na MIIC co6crsenocr rra,,Oeporvre4, 1" EOOA
6. Kouze Ha AoroBop 3a HaeM na MIIC rr ralorr rra antovro6uzra
7. fercnapaqu r - crrt4gbK Ha rexHrzrrecKra Alrr1a
8. Korrrae ua PaepemeHrre 3a rlprcBzrr c Me,q3rrluucKrr vr34etfis.
9. .(exaapaqurs.3a ocrartireH MrzHr4MaAeH cpoK o't 75oh
10. f,exzrapar\vs.3a ocrrr5rpsBanre Ha Kolr4r{ecrBa 3a cpoKa Ha AonoBopa
1 1. flexzrapan,urs 3a rroAA6p)r(aHe cucreMa 3a rrpocleAsBaHe Ha

6egonocrrocrta
12. Korwte or BrrocHa 6eneNrxa 3a BHeceHa napaHqr4rr 3a )rrracrr.re
1 3. flexzrapaqfirr 3a 3arro3HaBane c,qorqrMeHTarlr4rrra
14. fexzrapar\vs 3a crra3BaHe ycloBr.rrrra rro rrotry;rrKara
15. flex,rapaqus 3a Arrrrca Ha rro.qrz3rrBlHzTelr.r
16. flexzrapaqlrs 3a rrplreMaHe Ha ycloBr{rrra B rrpoeKTa 3a AoroBop
77 . Aexttapaqvq 3a Jrsacrue rro o6oco6esw rro3r{rl}rr4
18. 3a-ge/reulre 3a J racrlle
1 9. A,qrvrzru4crparvBHz cBeAeHIrJr
20. Aextvapat\us. uo v,r.55, azr.7 or 3OII
2 1 . f;exzrap ar1:a,s. 3 a )rqacrv e rro o6 o co6enrz rro3rrrruu
22.3anepes EC cep:rra$zxat
23. 3a-eepen ISO cep:rz$r,rxar
24. Cr:wcrK Ha Aor(yMeHTrrre

Ilarzxoee No 1 4orqrrvreHTfi 3a uo46op uo o6oco6eHrr rro3Lrqvz No 6, 7, !O, 1I,
12, 13, 14, 16, 17, 18, 19, 33, 34,36,38, 40, 47, 48,49,50,51, 52, 53, 54, 55,
62, 63,77, 79,79, 83, Bg:

1. Cuscrx Ha AoKp{eHTrare ctABp)Karqrz ce B rrpeA ox(eHrTero;
2. EC cepnra$EKar - 3aBepeuo Korrr{e.
3. ISO 9001: 2008 - 3aBepeHo Korrr{e.

flnr.rxose No 1 4oryrvreHTr{ sa no.46op uo o6oco6eHfi rro3laqu No, No 96, IO7,
ll9, lo1, lg2, L83, 216, 217, 218, 219, 220, 221, 223, 224, 225, 231, 260, 261,
262, 263, 264, 265, 27 2, 27 3, 27 4, 281, 282, 283, 289, 29O, 3, L:

1. Cuzc-sx Ha,qoKyMeHTkrre gbAbpx(arlr4 ce B rrpe,trAo)KeHr.rero;
2. Katarror Ha rrporz3Bo3rrrels :,z,trt :z:r'StopMar1r4rr, .re Bsgzro:NulTetsr e pa6orzn

cBc cboTBeTH?rTe rrpoAyKTr,r fro cMr4gb^a Ha cK^lor{eH AoroBop;



3. EC cepurSr4Kar - 3aBepeHo r(orve.
4. ISO 9001: 2008 - 3aBepeHo r(orre.

IIpz wserprxeHara rrpoBepKa Ha AoKyMeHTwre e Ilaux NsI uo o6oco6erra
rro:vqza No 14 or [peAr^,ox<enkrero rra "AKBAXHM" AA, rrocorreHr4 B crrl,li'cbrra ur

npoBepKa Ha ctorBercrBraero zvr, 6elre ycraHoBeHo, rre ) racrHraKtT e rrpeAcrzr-Bkrl
cAeAHIzTe AOKJTMeHTT4:

1. YAoctoeeperrze 3a aKTyarrlro cbcrosrrr,re na AKBAXVIM AE - 3aBepeHo Korrrze.
2. Aor<ytureHTr4 3a perr4crpauvs. fio 3AAC - 3aBepeHo r(orrue.
3. Aexnapaqkrs 3a Ar.rrca rra o6cro.arelcTBara rro irl. 47, att.9, ctraacHo O6paseq 5

- opttrr4H€r^.
4. Cnractx rra AoroBopr4Te cKlrorreHra rrpe3 rrocAeAHVTe apvr to1vr:avr, cxoAHLl c

rrpeAMeTa Ha rropBlrKaTa, rrprzApJan<eH c Korrkrrr Ha yAocToBepeHHrr.
5. Crrrncsx rra rpaHcrroprHrzre cpeAcrBa - opkrrrrrual, [pr4Ap]Dr(eH c Korrt4rr Ha

TaAoHrzTe Ha aBToMo6rzzrrare - 3aBepeHvr Korr:,zrs..

6. flexaapat\uts-, gb,qcp){<arT(a crrLrcbr( Ha rexHrzrrecKfiTe Ar4rla, Kor{To urc 6tAa:r
Irp-rlKO aHla)KLIpaHtr C v3rItAHeHrreTO rra O6rqeCTBeHaTa rroptrrKa ra crruqbK rra
Ar4qaTa oTroBapsIllr4 3a KoHTpoAa Ha Kar{ecTBoTo - oprrtplHa^.

7. fiewttapar1u.a, qe 3a cpoKa Ha v3[BAHeHrle Ha noptrrKara rqe ce rroAAtpx(ar
sbrrlr4rr 6poit xopa - opr4rvHal.

8. A.eraapaqrlrl 3a HaHecerra CE MapKa na Milonas - 3aBepeHo Korrr{e, [pr4Ap)DKeHo
c rrpeBoA ua 6urapcKr4 e3r4K.

9. Ceprz$izxar 3a KaqecrBo ISO 9OO1:2000 w ISO 13485:2012 sa rpor43BoAurrets
Milonas - 3aBepeHo Korrrre, [pvApyJr(euo c rrpeBoA Ha 6szrr. e3Lrr(.

10.Pa:peureHr{e 3a rbproBzrl Ha eApo c MeAr4qrrHCKpt ws4e^Hs - 3aBepeHo Korrr4e.
11.flex,taparlr4.s 3a ocrarBrreH cpoK /ne no-rvraaxo or 75o/o/ - opuruHal.
T2.ffexttapaqrrrl 3a ocr4rypsBaHe neo6xoAttMrzre KolprqecrBa KoHc)rMarrzBra 3a r1elr4rr

cpoK Ha AoroBopa - oplzrr{Ha^.
13.flexnapar;g:ts.3a ctorBercrBrze rro rrl. 14, at 2 ot 3MI,I - opErLrHa .

14.flexaaparry.s-, qe rroAAbp)Ka AoKyMerrTr4panra crzrcreMa 3a rrpocleArrBanre
6esonacHocrra Ha MeALrqrrHcKr,rTe kr31elr:r,.s., rrycHaru Ha rra3apa, ur 3a
6,toxzpaue u rr3Terl-sHe or na3apa Ha MeAr{quHcKrzre kr31eturr, rroKa3alra
HegboTBeTCTBrZe C II3HCKB€tIIVrflTa Sa 6egOrIaCIIOCT nO ClrrZCUa }Ia r^a-Ba ceAMa
ot 3MI4 - opr4rrrHal

15.flex,taparpts. 3a 3arro3HaBaHe c AorqrMeHTarlr4rrra, sbrlacHo O6paseq 3
op?rl.r4Ha^.

16.f,exzrapa\urs., .re qe cla3Ba BCLTuKLT ycloBr4rr Heo6xo4zMz 3a r{3fr6lHeHr4e rra
rroptrrKara, ctrnacHo O6paseq 4

l7.f;exttapatrys. 3a Jrqacrr4e rro o6oco6enra rro3vrr.\uwr, sbrlacHo O6paseq 12
opr,rrHHaA.

l8.fexnaparryrfl 3a Aurrca Ha rroArz3rrtlrrlrrelrzr, qbrlacrro O6pa:eq 7 - op:rrt:aruatt.
19.fex,r,apaqr4.s 3a rrprreMaHe Ha ycloBr4rrra B npoeKTa Ha AoroBopa, sbrlacHo

O6pa:eq 9
2O.f,extrapatryrs no rrl. 55, azr. 7 or 3OII 3aAuuca rra o6crosrelcTBara rro rrl. 8, a.n.

B, r. 2 on 3OfI, sbrlacHo O6paseq 6 - oprzrvna,r.
2\.3as"r,neHrre 3a yrracr?re, ctrlacHo O6paseq 1 - opwrranazr..
22 . Altuturrur{crpa"}rBHx cBeAeHrrrr, sbrlacuo O6paseq 2.
23.florryvreHT 3a BHeceHa rapaHuprrr 3a )Elacrr4e - opvruHal.
24.Crtuc'sK Ha AoKyMeHTr4Te - opvrLrHal kr Ha eA. Hocr,rrel.
25.IlganoMorr1Ho Ha Arzrlero, yrrGlrroMorrleHo Aa rroArrlrrue oSbprara - op,rrraHal



1.

2.

3.

4.

Ilazxoee No 1 4oxyrvreHTrr sa uo46op no o6oco6eux no3r4r1r4ra NQ, No 47, 48,
49, 50, 53, 79, 83, 195, 202, 2lO, 239, 240, 247, 260, 267, 262, 263, 264, 265,
270,276,279:
1. Crrzcrx Ha AoKyMeHTrrre c6A6px<arqpr ce B rrpeAlox<eHr4ero;
2. Kara,ror Ha rrpor{38o3}rrel-s;
3. EC ceprz$rzrKar - 3aBepeHo r(onve.
4. ISO 9O01: 20O8 Ia ISO 13485:2003 - saeepeHo Korrue.

IIpz zsrrplreHara rrpoBepKa Ha rpeAcraBeHrzre AoKJrMeHTr4 ea no46op z
cBoTBeTcTBrzeTo rrM c yc^oBrrsTa I{a BS3ztox<wean, KoMrICI,ITITa ycTarroBr.t, qe
ctrrrr4Te omoBapsr rra o6gseravrre vr3vrcKBaur4rr, c orleA Ha Koero J racrHrzKtT
orroBapii Ha orrpeAeleHuTe or. Btslox{vrels xeazrraSrar<aq}roHH}r lazvrcKBara:l;rs-.
Ilpe4ez4 r43lo)KeHoro qleHoBere Ha KoMurcur:rra B3exa pelreHLre, [peACTaBeHoro or
rrpeA^ox{enwe "AKBAXIIMU ltfl, ga 6r,qe 4orrycHaro Ao pa3r'AexAaHe 14 oqeHKa.

IIpz rzarsp[reHara rrpoBepKa rra AoKJrMeHTr,rre s llnrzx Ns1 ro o6oco6erra
rro3vqr.rfl Ns 1 ot upeAlox<eHkre?o na "COQAPMA TPEftAI{Hf" AA, frocorreHrzr B
crrvqbKa kr rrpoBepKa Ha gborBerc?Bfiero uvr, 6erre ycr€rHoBerro, rre ) racrHraKBT e
npeACTaBI4A CAeAHI{Te AOIqTMeHTLI :

Y4octoeepeHkre 3a Axrya,trro qbcrosHr4e or Arerrqrza:ra rro BrrrzcBarrzrrra
Ns 201504091146071 09.O4.2O15 r. - Horapr.ralHo 3aBepeHo Korlre; rocraBeHo
s lltrax Ns1 aa o6oco6ena noszqu-a Ns1
!,arrs.rua pen4crpaqr{rr, E/;C perLrcrpar\vrs. ur Ko4, no ByACTAT - 3aRepeHz
Korrrzr.s; frocTaBeHr-r e llarzr Np1 sa o6oco6ena nosraqlra No1

{exaapaqzs or r{AeHoBere na CA na "CO@APMA TPEIZAIAHI" AA ea Arzrrca rra
o6crogtencrBara rro rrl. 47, att.9 or 3OII, uo o6paseq - opt4tr4Hal; rrocraBeHa B
Ilaux Ns1 sa o6oco6ena noszqraa No1

,(orryrrenrra 3a AoKa3Ba-rre Ha rexHr{rrecKkrre B63Mox<Hocrt4 u :xeazrlal$r{Kar1rntrra
Ha J racTHr4Ka:
4.1. Cuzcsx -.Il,exzrapaqua rro rrl. 51, a,r. 1, T. 1 or 3OII fcrrvrc:sx wa

ocHoBHrare AoroBoplr 3a AocraBKa Ha MeAr4rl.r4Hct*t l,zip;etus, t43BtprrreHr{ rrpe3
rroc^eAHr.rre 3 ro4,., nx.L. cT ofiHocr, AaTvL r{ rro^) raTe1,J1tl c flocorreH uy6zrzverr
perurcrbp, g xofito e rry6zrzryBaua vu$opvraqrxra - opt4ruHal; rrocra-BeHa B
Ilnzx Nq1 sa o6oco6ena uoszqza No1

4.2. fler<rrapaqvla - CIILICBK Ha MoTopHI4Te IIpeBo3HLI CpeActea, ueo6xoALIMlI
sa o6eguerraBaHe Ha AocraBKlrre - opr4rvHal, c frpr{Aox(eHrz raloHrz rra MIIC -
saBepeHu Korrurr; frocraBeHa e Ilar.rx Ns1 sa o6oco6ena noerzqrzr No1

4.3. flexzrapaqz-a - crrrzrqbr( Ha rexHrzrrrecr{r4Te Ar4qa, orfoBoprrt4 3a
II3[IBAHeHIzIeTO Ha IIOpBrIKaTa, BKAIOTIHTCAHO OTfOBOpHLITe 3a KOHTpOAa Ha
Kar{ecrBoro - oplrrraHal; rrocraBeHa B llurvx Ns1 sa o6oco6esa noazqraa Nol

4.4. ,(exaapaqz.s, qe 3a cpoKa Ha ra3rr6lHeHr4e Ha rroptrrKara, ,,Co$apwra
Tpefi4znr" AA xle [oAAbpx(a ctrrryffr 6poit Ar4qa - oparprral; rrocraBeHa B
Ilazx Ns1 sa o6oco6eua uosrrrrx.a Nsl

4.5. EC CeprzSzxar uruut eKBLTBa^tleHTeH 3a HulHeceHa CE vraprr4poBKa
B6pxy rz3AeAhero l,z.zllz f,extapatryrfl 3a gborBercrBrae, 3a [pol5[<Trzre, 3a
r(orrro ceptrrSrrxat 3a r(aqecrBo e Herrpt-rloxrlrM gbrlacHo .Il,zpexrr-rea
93l42lEI4O - saeepeHo Korrrure, c oSr.rqnalerr rrpeBoA Ha 6urapcxz e3vK;
rrocraBeH s lltux Ns1 sa ctorBerHara o6oco6eHa no3rzqr4.f,

4.6. Ceptz$uxar 3a sborBercrBr4e c ISO 9001:20O8 er ISO 13485:20113 rala
eKBr4BaAeHTeH 3a rrpor43BoAr4Te^s - 3aBepeHo Ko[IIe c o$rrqraaaeH rrpeBoA Ha
6rzrrapcxz e3LrK; rrocraBeH e llawr Np1 ga sborBerHara o6oco6eHa rro3raqz I



4.7. Cepruszrar ISO 9001:2008 na "COQAPMA TPEfr,AnUf"eA o:r SGS,
3a cAeAHr4Te 4efinocrx: Ttproerza Ha eApo c AeKapcrBeHra rrpoAyKTH,
MeAr4rIr4HCKkr VrSIleAvIgI, CaHfiTapHO-XIITHeHHLT MaTeplra^r4, xpaIIr4TeAHII
Ao6asrur vr AercKrl xpaHrz, Ko3MerLrrrHra frpoA)rKTr{, rrpoAyKTr4 3a
4eszrrSexrlrzlr{, Ae3r{HceKqvrr w Aeparvr3arl}ur. Yczryrrz no rrpeAuctpz65,'qrax,
BKlrorrBarrlt4 Aort4crr4Ka, Sturtartcvt, gbxpaHeHr{e ra gtacrp:zr1ytlu-r, Ha rrpolqrKTrz
3a KAraHrzIqHut ur3rrurTBaHprtt. Ao6pa 4rzcrpu6ytopcKa npaKTrzKa. Ttproeza c
MeAraurEHCKa araparypa. Cepnrrsno o6cnSrx<saHe Ha o6opy4eaHe 3a KlraHrzrrHa
Azarnocrr4Ka - 3aBepeHo Korrr4e; rrocraBeH s llazx Nsl ga o6oco6ena rro3r4rlrzrr
Nsl

5. KaTa,ro3n, 6pourypn rra 6tnrapcKrr e3r,rK - oprrrrHa v v ur 3aBepeHr4 Koravs;
frocraBel{z e llnux Ns1 sa cBorBeTHaTa o6oco6eHa rro3r4ruzrr

6. 'Paspe[reHr4e 3a rtproBt4rl rra eApo c MeALrrg4HcKu vti:,Aezl:z,s. u nocleABarrrr4
rrpoMeHr{, vrcAaAeulr o:r I4AA - 3aBepeuvr Kor:fis; ilocraBeHr4 e Ilarzx Nsl sa
o6oco6ena noszqlra No1

7. f,exttapau[s 3a MraHTaMa,teH ocrartrreH cpoK Ha roAuocr Ha MeA]ruraHcKLrre
KoHcyMarkrBrz, - opr4rvHal; rrocraBeHa e ll^rax Ns 1 sa o6oco6erra nosrzqza No 1

8. fexaapaqr{rr 3a ocllrypsBaHe Ha rreo6xo4uMr4Te KolrzrrecrBa MeAr4rrt4HCK}r
KoHCyMarurB?r - opr4rr4Ha,r; rrocraBeHa e IIArax Nsl sa o6oco6ena uosraqza Nol

9. Aexzraparrys", qe J racrHrzKtT rroAAtpx<a AorqrMeHTrzpanra crzcreMa 3a
rrpoc^eAsBaHe Ha 6esonacHocrra Ha MZ, uycrrar?r Ha rra3apa, ra ga 6aoxrapaHe ra

rn3Ter^-gHe oT rra3apa Ha MeAIzqr4HCKr4Te ur3AeLI1Ig-, rlor(a3a^r4 HecboTBeTcTBr4e C

Lr3r.IcKBaEursTa ga 6esouacHocT rro cMLrsb^a Ha r^ulBa ceAMa o:r 3MI4 - oplrrl.IHa^;
frocra.BeHa e llallx Ns 1 sa o6oco6ena noszqzx No 1

10. flex.tapaqraa 3a 3arro3HaBaHe c AorgrMeHTarlr4rrra, no o6pa3eq - oprlrvHal;
rrocraBeHa e llnux Nql sa o6oco6ena uosrzqz.a Nol

11. .(ex,rapaqrax, rre J racrHvKBT Ir1e crra3Ba BCLrqKr.r ycloBr.rrr rreo6xo.qraMvr ga
rz3rrtnHeHr4e rra rropBrrKara, rro o6paseq - opt4rprHal; rrocraBena e fllrzx Nsl sa
o6oco6ena uosraqrax No 1

L2. fex,tapaqrra 3a J racrkre no o6oco6enw rro3rnrlurr, no o6paseq - oprzrvrHal;
nocraBeHa e lltrzx Ns1 ga o6oco6ena uosuqr,ra No1

13. .(ex,tapaqru 3a Ar4rrca Ha rroAr43rrGAHr{TeA, uo o6paaeq - oprail4rral; rrocraBeHa
e llalrx Ns 1 sa o6oco6ena rrosrrqlra No 1

L4. .(ex,rapaqz.a 3a rrpveMaue ycloBrzflTa B rrpoeKTa Ha AorDBop, rro o6paseq -
opr4rurHal; rrocraBeHa e llaprx Ns 1 sa o6oco6ena uosrzqrz"a No 1

15. .(ex,rapaqz.a rro rrl. 55, aA. 7 or 30II sa 
^l.zrrca 

Ha cB6p3aHocr c Apyr
) Iac?Hr4K ra 3a Arrrrca rra o6crosrelcrBo fro rrl. 8, a,r. B, r. 2 or 3OII, rro o6paserl
- opurr4Hal; nocraBeHa s llaux Ns1 sa o6oco6ena noszqz-a No1

16.3aseneHrze 3a J racrr4e or ,,Co$apvra Tpefi4raHr" AA B npoqeAypa 3a B63lararre
Ha oxlecrBeHa rroptr{Ka c [peAMeT : ,fl,ocraeKa Ha MeArzqrzHCKt4 KoHcJrMarvrBvt 3a
Hy)KAr{Te rra ,,MHoronpo$znrra 6ourrrzqa 3a ar(TLrBHo AerreHkre - B5prac" A,(", [o
o6paseq - opr4rr4ual; rrocraBeHo s llazx Ns1 ea o6oco6ena nosvqrza No1

L7. A,4rrrzHr,rcrparurB:uur cBeAeHr{rr, uo o6paeeq - oprarr4ual; rrocraBeHr4 e llnzx No1
sa o6oco6ena uoazqrtx No1

18. Basr<oea rapaHqrrs 3a Jrrracrve B frol3a na ,,MEAA - Eyprac" A'I[, sa AocraBKa
Ha MeArar1r4Hcl<rt KorrcyMarrzBur Ha croftrroct 5 000.00 zre. /uer wr s.Avr rter,af -
opr4rr4Hal, c ofific rra o6oco6eHuTe rro3t4rrt4rr, 3a KorrTo e BHeceHa rapaHqrarr -
opurrzHal; rrocraBeHz s llnvx Ns1 sa o6oco6erra uosrrqrra No1

19. Cuzcrx Ha AorqyMeHTvre, cbAbpx(arqr4 ce e o$eprara - opr4rfiHal; /uocraeerr
B Harraloro frpeAra BckrrrKr4 Aor<y,MeHTlaf r:ocraserr s llnvrx Ns1 3a gborBerHara
o6oco6erra rro3rrqurr

20. Ilr,ruorvrougro 3a rrpeACTaBr4TeAcrBo, H3AaAeHo Ha rrMero Ha IViaprzrrena
Ileueea - Horapraaluo 3aBepeHo; nocraBeHo B llzrzx Nsl sa o6oco6erra rro3rzqu r
No1



2L. fexzrapaqu.s 3a cpoK Ha BalrrAHocr Ha o$eprara, rro o6paseq - oprarrarrazr,;
rrocraBeHa e llrzx Ns1 ea o6oco6ena noszurzs Ns1

Ilnrzxone No 1 4oryrvreHTlr ea uo,q6op uo o6oco6eHz rro3t4rlzv Ns 2, 3, 4, 5, 6,
7, 8, 10, 17, 14, 76, 17, 19, 20, 24 25, 26, 40, 42, 43, 44, 45, 46, 47, 49, 49, 50,
54, 55, 59,62, 63, 64, 65, 66,68,70,73, :

1. Cnzcrx rra AoKyMeHTr4Te c6A6p)Karrlr4 ce B rrpeA^o)Keurirero;
2. EC cepru$HKar - 3aBepeHo Kofrrre.
3. ISO 9001: 2O08 z ISO 13485:2003 - saeepeHo r(oil?re.
4. Kararror Ha npeAlaDa-Hrrre KoHcJrMarr4Br4.

Ilazxoee No 1 4oxynvreHTr,r 3a no,q6op no o6oco6eHLr no3r4rlz Ns 91, 95, ll9,2O\,
2L2, 295, 296, 2gg, 2gg, 302, 303 , 304:

1. Crrracgx Ha Aor(yMeHTr,rre cbA6p)r{arrlt4 ce B rrpeAlo)KeHr.rero;
2. Kara,tor Ha rrpor43Bo3rrrel-rr;
3. EC ceptvSnKar - 3aBepeHo Korrrre.
4. ISO 9001: 2008 z ISO 13485:2O03 - saeepeHo Koilue.

IIp>r zserp[reHara rrpoBepKa Ha npeAcraBeurare .qoKyMeHTz sa rro,46op r,r

gboTBeTCTBIzeTO krM C yCAOBr.t rTa Ha B63AO)I{ZteAa, KOMr4CLrrITa yCTaIrOBI.I, rre

cbrqfiTe orDoBap.rrr rra o6.sse:anzrre urzutcKBarrvs, c orleA Ha Koero ) racrHHKGT
orroBaps Ha orrpeAeleHr4Te or Bg3aoNrwrezr-s rranzSzxarlkroHHkr ur3urcKBafrurs-.
Ilpe4ez71 r{3lo)KeHoro rrleHoBere Ha KoMLTCLrrrra B3exa pelreHr4e, rrpeAcTaBeHoro or
rrpeAlox(enze "COQAPMA TPEfiAHHf" d.(,,4a 6r4e 4orrycHaro Ao pa3rlexAaHe ra

oIleHKa.

Ilpra raserprxeHara rrpoBepKa Ha AorqrMeHTrzTe s llzrzx Ns1 ro o6oco6enra
rro3ur1ulr No 14, 15,47,62,63,77,78,79,84,89 or rpeAlox(eHrzero na rr,[,AlIA
MEAIII{A/\" tlOOA, [ocorreHr{ B c[LrsbKa v rrpoBepKa Ha qborBercrBr4ero r.rM, 6eure
yCTanlOBeHO, rIe ) IacTHt4KGT e npeACTaBLIA CAeAHuITe,qox5ruvrbrmu:

1. E,VIK
2. Kouze rra AoKyMeHT 3a perrzc?parr,vrr rro peAa Ha 3aKoHa 3a AarrtK Btpxy

4,o6aeeHara ctofirrocr
3. flex.taparrys. rro irl. 47 art.9 o:r 3OII f , sa nlzrca na o6cro.arelcTBara rro rrl.

47 a,*. 1, a,r. 2, r.7 ,4 u 5 u aur. 5 or 3OfI O6paseq No5/
4. Crrzcrr< Ha AoroBopxTe cKlrorreHr4 rrpe3 rrocleArrlrTe rpr roAr4Hr4 c rrpe,q,Mer

rz3BBprxBaHe IIa AocTaBKr4, cxoAHrl c [peAMeTa Ha rrop6rrKaTa, Ha
Tepvropr4rrra Ha Peny6nzxa Euraprza, c [prrlox(eHlr yAocroBepenurs-,
cB6p3aIIp1 C }I3IIsA}IeHfieTO Ha AOfOBOpr4Te

5. f,oroeop 3a HaeM na MIIC
6. {exnapaJ\urs., c6A6p)KarT\a crrr4qbK Ha rexHr{r{ecKzTe Ararra, Korrro rqe 6r.qat

rrp.flr(o aHra)KlrpaHrr c rr3rrtlHeHr4ero rra o6u{ecrseHara rropBrrKa
7. f;extapar\urs., ctAtp)Karqa cfrkrgbK Ha Ar4qara, omoBapsqr4 3a KoHTpoAa Ha

Karle CTBOTO IIpIlI kI 3fIbAHeHIuIe H a AOCTaBKaTa
8. fleruraparryTs., rre 3a cpoKa Ha rr3rrblHeHrae Ha rroptrrKara rqe 6tAe noAAGpx(aH

c6xlr.rs 6pofr Arnrla
g. Konvre Ha B€rALrAHo pa3peueHr4e 3a rtproBrzrrr Ha eApo c MeALrr[{HCKr4 vt31ezr:zrs.

ro cMt4sbla na 3Mtr{
10.!,exaapaqrr.a 3a MrzHt4MaAeH ocrarbr{eH cpoK Ha roAHocr



11.fex,Lapal\urfr 3a ocr4r)rp.ffBa-He na neo6xo4,rtMuTe KolzrrecrBa KoHcyMar:a.Bw 3a
cpoKa na Aefic:reve rra AoroBopa

l2.f;exrapar\krs-,3a rroAA5px(aHe Ha AoKJaMeHTHparra cracreMa 3a rrpocleA-sBaHe
6egorracuocr:ra Ha MeArar1r4HcKlITe vr3Aeuvrs. rrycHarra Ha rra3apa ur 3a
6aoxzpane v v3Terl-rrHe or rra3apa Ha MeAr4rUzHcKHTe uI34ezlu:s.l rroKa3alr4
HectorBe?crBkre c kr3LrcKBa:,:.krgra ga 6egouacHocr rro cMrrcbla na 3MI,1.

13.{exaapar1rrs 3a 3arro3rraBa-He c AorqrMeHTarlLrsra / O6paae[ No3/
14.flexaapaqus 3a cfra3BaHe Ha Bcr{rrKvr yctoBvrs, neo6xo,4urMur zar43rrBlHeHr{ero

Ha rroptrrr(ara I O6paseq No4/
1S.flex,raparrrzrr 3a Jrrracrr4e uo o6oco6enra rro3prrluu /O6paseq No12/
1 6 . fl exaap aJ\Lr-s. 3 a Alrrr ca Ha rroArz3rr6lrr utr e irur / O 6paseq No7 /
lT.f,exa,apaqus 3a rrpr{eMaHe Ha ycloBprsra B rrpoeKTa AoroBop /O6paseq No9/
18.fl,exnapat\us. rro rrl. 55, azr. 7 o:r 3OII Ir 3a Arailca na o6srosrelcTBo rro .rzr.8,

ar..8, r.2 or 3OII /O6paseq No6/
19.3aseneHue 3a Jrqacrrze /O6paseq No1/
20 . AgrvruruHcTparrrBHra cBeAeH ut I O6p aseq No2 /
21..Il,or<yvreHT 3a BHeceHa rapaHrlkrrr 3a J racr}re
22.Cepru$zxar ISO 9001: 2O0B z ISO 13485:2003 na npou3BoAkrrel.n;
23 . ffexrrapalgs. 3a cborBercrBrze
24.80 cep, uSrzxar' fl,rzpexrz.r,a 93 I 42 I EEC

Ilrrraxoee No 1 4oqrrvrerTur sa rro,q6op no o6oco6enu uoeutqlrrz No 21 ,22,23,
24, 26, 27, 29, 30, 32, 38, 40, 42, 43, 44, 45, 46, 64, 80, 87, 88:

1. Cnzcrx Ha Aor(yMeHTrlTe gb,(bp){<arrrt4 ce B rrpeAlo)KeHuero;
2. EC cepru$uKar - 3aBepeHo Korue.
3. ISO 9001: 2008 z ISO 13485:2003 na npoz3BoAr4Tel.s - 3aBepeHo Korrlre.

flazxoee No l4oxynvreHTLr 3a uo.q6op no o6oco6eHr4 rro3r.qua Nq 12L, 179, L8O,
791, 192, 193, 194, 2lO, 2Ll, 212, 213, 327, 322, 323, 324, 325, 326:

1. Curacsx Ha AoKJrMeHTr4Te gbABp){(a[+r ce B npeAloN(eHr.Iero;
2. Kara'r'or Ha rrporz3Bo3uTels;
3. BC ceprz$rzxar - 3aBepeuo Konze.
4. ISO 9001: 2008 z ISO 13485:2003 na npozdeo.4krrel-rr- 3aBepeHo

Kofrr{e.

IIpz zserplreHara rrpoBepKa Ha rrpeAcTa-BeHure AoK)'vreHTH 3a rroA6op z
cGorBercrBr.rero urM c ycloB?rrrra Ha BB3,toxrzreaa, KoMrrcrlttlTa ycrar{oBr{, r{e

cbrrlprre orfoBap:rr rra o6.ssera.t4ne urgv.cKBarrr4tt, c orleA Ha Koero J IacrHrzKGT
orroBap.s Ha orrpeAeneHLrre or Bggnox<z:rezlg xealrrSuxarllroHHt4 wzwcKBolavrs..
Ilpe4en4 rr3loN(euoro rrleHoBere Ha KoMkrclrrrra B3exa perrrerrrae, [peAcraBeHoro or
rrpe,q,Aox<eHr-re ,,,(,AHA MEAHKA/I" EOOA, ta 6rne AorrycHaro Ao pa3r'Aex(Aane kr

orIeHKa.

Ilprz vsetplreHara rrpoBepKa Ha Aorga{eHTr4Te s llaprx Nol uo o6oco6eua
uosrzqz.a No 1 ot upeAAox(eur4ero Ha ,,6APKOA" AA, rrocorreHlr B crrragbKa 14

rrpoBepKa Ha cborBercrBr{ero zu, 6eure ycraHoBeHo, rre ) racrHt4KGT e rrpeAcraBvr
cAeAHr,rTe AoKyMeHTH:

1..(oxyvreHTz orHocHo rBproBCKo npaBHprrr craryr Ha J racrHraKa:
1. 1. YaoctoBepeHfie 3a aKTyalrro rpaBHo qbcro.sHr{e na @APKOA AA.

- Ilrnrr ovrorrlHo Ha Auqero, rrpeAcTaBlaBarqo )rtracrHv r<a;



1.2. Korru.s Ha AoKJrMeHTpr 3a perr4crpat\Hs" rro peAa rra 3axorra 3a AzTrrGK
Bcpxy Ao6aserrara crofirrocr - 3aBepeHr{ or J racrHlrKa c no,q1ruc t4 rrerrar.

2. flexttapaT1::r:- 3a Ar4rrcara na o6crosrelcrBara rro rrl. ttt. 47, az'. 9 or 3OII,
- rrorrtlBa ce O6paseq No 5.

3. floxasarencrBa 3a rexHrzr{ecKr4Te BB3Mox<Hocr:'z uf u-rtra xsarraSrar<at\urs. Ha

J racrHrzKa rro rrl. 51, azr. 1 or 3OII:
a) Cuucsx Ha AocraBKfiTe rrpe3 rrocleAHr4Te rpLr roAr.rHrr (cvwrarro or

xparZrrara Aara rra rroAaBa-He rra npeAlox(errraxra), c [peAMer rn3BtprrrBar{e Ha
AocraBKrz, cxoAHLr c npeAMera Ha noptqKara, c frocoqBaHe rra croftHocruTe, Aarrzre
IzI IIOA) IaTeALITe, 3ae.q,HO C yAOCTOBepeHLIS 3a I43BGpIueHaTa AOCTaBKa Ia ycAyla.

6) Cnwcrx Ha rrprrreN(aBaHLTTe rpaHcrroprHr,r cpeAcrBa;
'e) .(ex,rapaqu r, gbA6p){<arqa cflrurgbK Ha rexH]rrrecKr,rre A]rqa (c uocovearre Ha

zvrerrata vr 3aeMaHara 41rlNruoct) , Korzro rqe 6rnar flp.fiKo anna)KlrpaHrlr c
t43frtlr{eHrrero Ha o6ulectseHara rropGrrKa, Kaxro ur crrr4gbK Ha Auqara (c
nocorrBaHe Ha urMerrara H 3aeMaHara 44r;xrrocr) orroBapsilIr{ 3a KoHTpoAa Ha
KarrecTBoTo IIpI4 I,I3fIBAHeHVIe Ha AOCTaBKfiTe I{

- flex,rapaqltrs- sa cpeAHocrrprsbqHara arucleHocr Ha rrepcoHElla Ha OAPKOA
AA u rre 3a cpoKa Ha r43rr6lHeHrze Ha rropGrrKara, QAPKOA AA rqe rroAAtpx<a cbrrlfis
6pofi Ar4rra;

r) EC cepru$rrxar ur v eKBraBazreHT 3a HarreceHa CE nrapxrzpoBKa B6p)ry
v3Aell4ero rrtLr AeKlapaJ\vrs 3a gborBercrBpre, 3a rrporurKTkrre, 3a Kor4To cep:rraSzxar
3a KaqecrBo e Herrprrlox{LrM sbrlacHo fl,llpexllrsa 93 I 42 /EIdO.

- {exzrapaukrs 3a ctorBercrBr.re uo .rur. 14 €[A. 2 or 3MI4, sbcraBeHa or
IIpo}I3BOAUITe-AS- IIIAI4 JrIIBAHOMoI{eHII.fl My npeACTaBvITelr

a) 3aeapeuo or JruacrHrtKa r(orlr4e na ISO 9001: 2000 uzrz ISO 13485:2003
HAV eKB?rBa/\eHT, Ur3AAI.eH,Vr Ha r4MeTO Ha rrpOr43BOAIaTeA-tr.

5. 3aeepeHo or JrracrHr{Ka Korrr4e Ha BaA}rAHo pa3perfieul4e 3a rtproBrlrl Ha
eApo c MeArrrlrrHcKvt ra34etvrs. rro cMrzsbla na 3MI4;

6. fiexaaparpr.s. 3a MrrHLrMazreH ocrartrreH cpoK Ha ro,4Hocr Ha cborBerHr.rrr
KoHCyMarr,rB, Karo gbxlkrrrT He cAeABa Aa e rro-Ma^Ko or 75o/o KGM AaTaTa Ha
AocraBKa - e ceo6oAeH Tecr;

7. frexrtapaqu r or J racrrrurKa ga ocr4ryp.rrBane rra rleo6xoAr4MrlTe Kolr4rrecrBa
KOHC)rMaTU:BU:, 3a qe^rzrrr cpoK rra 4,eficleure Ha AoDoBopa - s ceo6o,qeH TeKCT;

8.fiex,rapauurfl or ) racrHuKa, rre rroAAtpx{a ,q6rgrivrerrtupaHa crzcreMa 3a
rrpocleA-sBanre 6esonacHocrra Ha MeArrr1r{llcKure ur:.4eturs-, frycHarr4 Ha rra3apa, vr 3a
6norzpare N vgrerl-sHe or rra3apa Ha MeArrqLTHcKrlTe wg4e/\vls., noKa3alll
HegborBercrBrze c v3LrcKBaHvlsaa sa 6ego[acHocr rro cM?rgbla Ha rlaBa ceAMa or
3MI4 - e cso6o,qeu TeKCT.

9. {exaapauurl3a 3arro3HaBar{e c AorqrMerrTaJ$Isrra- O6paseq No 3;
1O. flexaaparrys., rre J racrH]rKGT rrle cna3Ba Bcr.tqKfi ycloBrrrl ueo6xo,4rrMrr 3a

Lr3frG^HeHrure Ha rropbrrKaTa - o6paseq No 4;
1l.flexaaparlrirrr 3a yrracrr{e uo o6oco6esu rro3rrrlr{r4 - O6paaeq Ns 12.
L2. frexz'aparrys.3a Arzrca Ha fioAlr3rrtl:r.urreuut - O6paeeq No 7;
13. flex,tapar\Lrfi.3a rrprzeMaHe Ha ycloBr4rrra B rrpoeKTa Ha AotoBop- O6paseq

No 9;
L4. {exnapaqza rro rrl. 55, an. 7 o:r 3OII , vr 3a Arzrrca ua o6ctosrelcTBo rro

vn. 8, a-n. 8, 'r.2 or 3On - O6paaeq No 6;
15. 3aserreHr{e 3aJ lacrr4e - O6paseq No 1;

16. A,qrvrzru4crpa?rzIBHr4 cBeAeuru - O6paseq Ns 2;
1?. Aoxl-rvreHT 3a BHeceHa rapanrrlrr r 3a J lacrkre - opLrtr{Han Ha 6anrxosala

rapaHrrzs 3a Jaqacrue, rrpHApJDKeHa or crrpaBr(a, B r(osro ca'rocoqerrra o6oco6eHrzre
nO3IuIIII{Izr, 3a KOI{TO e BHeCeHa lapaHl{IllrlTa;

18.Cuzc.rK rra AoKJrMeHTr4Te, cGAbpx(arrlr4 ce e o@eprara (na xaprr-TeH Hocr{TeA,

rro.q,rrr4caH To rrpeAcTaB^sBarql-,Is ylracrHLrKa vr1lut yrrG^HoMorlleHo AIIqe r{ Ha CD srs
Sopn rar Microsoft Word).



Ilzrrzxose No 1 4orqn'reHTrr 3a no46op rro o6oco6eHr4 rro3r4ql4ra No 3, 4,8,9,1O,
L7, 14, 15, 16, 17,24,25,39, 47, 49, 49, 50,52, 53, 59,62,63,77,79,7g, g3."

1. Crrzctx Ha AoKyMeHTrzTe cBAGp)Karr1rz ce B rrpeAlox(eHr.rero;
2. EC ceprz$zxar - 3aBepeHo Korrve.
3. ISO 9001: 2OO8 rzzrz ISO 13485:2003 - 3aBepeHo Korrr4e.

Ilpra zserprxeHara rrpoBepKa Ha rrpeAcraReHr4Te AoKJrMeHTrz sa no4,6op z
cborBercrBraero r4M c Lr3LrcKBan:urr,la Ha Br3aox<ratena, KoMr{crzrrra ycraHoBt4
cAeAHr4Te rrpo[ycKr4:

1. B rzsugnHeHkre rra rr3r4cKBanero Ha Brgnox<rzrets. Aa ce rrpeAcTaBsr
AoKa3areACTBa cBGp3anrl c o6egue.raBeHe Ha AocranKraTe, pa3rrrzc€rHr.r B
,ttt.6.2.3., 6. ,,8" or o6ulzre ycloBrzrr 3a rroBex<AaHe Ha rrporleAypara,
J IaCTHLIKBT e IIpeACTaBLtA C€IMO CTIrICBI( Ha aetOVrO6rZnrZte, C KOI4TO
pa3rrolala, Karo K6M Hero He e ca flprzlox(eHz TaAoHpr rra MIIC z
AoKa3are^clea (sasepeHrr oT J IacTHuIKa Korr]l/rtr IIa AoroBoprz 3a lraeM
uf wu AotoBoprz aa zrrasranr), rle AeKlapr4parrr4Te rpaucnoprHrz cpeAcrBa ca
Ha pa3rro^o)KeHfie Ha KaHAr4AaTa 3a CpOKa Ha rr3IIBAI{eHr4e Ha r]op6lrKaTa,
H W 3aBepeHO OT J IaCTHIIKa r(Ofrrre Ha AofoBop cbc gboTBeTHaTa
IqFpr4epci<a Szprvra, BGfrpeKLl rre raKrzBa ca on6ea-sgarrur B crrurcbKa c
AOrqrMeHTVTe.

2. Ktrvr npe.qcraBeHara 6arroea rapanrrlrrr 3a J racrze B [porleAypara He
e [pr.r^ON(eo C.I,ITpOBOAIITeAHO rIZICMO Sa o6oCO6eHr4Te Tr}3wr\uwI, 3a KO]ITO
gbrrlara e BHeceHa, gbflacHo Lr3r4cKBaHvIgra rra Btg.\ox<IulTel-rr fro rrl.
6.2.22 o:r o6ugare ycloBLr.s 3a rrpoBex<AaHe Ha rrpo[elJapara.

Ilpe4eia4 ropr43lox{eHoro ur Ha ocHoBaHr4e rrl. 68, a,r.8 u att.9 or 3OfI,
KoMr,rcr4rrra yKa3Ba Ha J racrHkrKa) B cpoK or 5 pa6o,rurz
KOrlrZe Ha HaCTOsrrIr4s rrpoToKo^, Aa rIpeACTaE?r rrocorreH
AOr$rMeHTr{, c rIeA oTcTpaHrrBal{e Ha HegboTBeTC?Br2rrrTa.

oT IIOAJniaBaHeTO Ha
B rrpeAxoAnzg a6saq
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