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9300 I yn.'naHaitor XrroB,' 24 I 058/600488 OaKc 058/600414 E e-majl:

n""g$,/^..(L.2018 ror. n rp. {o6prau, Ha ocHoBaHr,e qn. 112 n cr. or
ooFIecTBeHI.rTe FOp6qKr4, ce cKJIroqI,I HacTorqIl.f,T AO|OBOp MeX(Ay:

"EJIfiAK-II{3UHf', EOO,,4 crc ce,{a.,"nule n rp. Bapua 9002,
flprErraopcru, afrpec ua yrpaBneHr.re: y'.. ,'Itnan Eoropon" 12, er.^ 2, El4K 103
npeAcrauananq or lllalre' Aulouot Kanaii4Nuen, onpe.qeJreH :a ragnlmturel c ]:
No 20 121.08.2Q18 ro4. na BB3rroxurerrr, cneA rrpoBeleHa npoqo.qypa 3a Bb3Jra
o6qqecrnena nofrura rran ',orxpura npoqeaypa" No OOOa: -ZO t S-bOO7, c npe4uer ,,

ua ra6oparopir4 KoncyMarr4Brz, peaxrrrBr.r 14 TecroBe 3a orAeJreHl,r, ,,I

y1pgqTlg_.:J", "Tparrc$ysuoHHa xeMarorronzs" tr "K:runuvua rarogomx,,, u
IPOAABAT{ I{

"MFXOfOilpooI4JIHA BOJIHI4qA 34. AKTI4BHO IEr{EHI4E_AOEP]Z
rp. [o6pau, c:sq ceAanr4rrde r4 aApec Ha ynpaBrreur.re: rp. .{o6puv, yl. ,,llanaiio.r 

Xr.rr,rerr. 058/6001F0, Sarcc: 058/600414, e-mail: oblb@bergonner, EI,IK 124j,
npoAcralrrrBarrq or A-p C-g9lo.-1p Eafiven llerpoe _ tr4snrruurerep .{upexr
Ap)DKecrBoro, uppuuaua KYIIYBAII.

CPOKOBE 14 HAqI4H HA IIJIAUAHE



''MHO TIPOOI4AHA EO 3A AKTHBHO AEI]EHI4E _ BPI4II"

IIPABA r4 3AAbnXEHr4t HA TIPOAABATIA
rlnetrr 8. (1) Ilpo4anavlr e AJrlxeH Aa cKrroqu .qofoBop 3a rro

Koraro e o6rnraq n 3aJIBJreHr.Iero cLI ga yqacrr-re noJr3BaHeTo Ha noAnsn:brHl_Irer. B
AH],I OT CKIIOqEAIIETO HA AOIOBOP 3A IIONII3NGIHEHVE UTPI HA.qOIIBJIHIZTEJIIIO CI]O'
3A 3AM'HA HA XIOCOIIEH B 3fuIBJ]EHI4ETO TIOAI43II6JIHI4TEJI Ii3I6IHI,ITENST V3NPAIIIA
AOIOBOPA UJIII 4A AOIIIbJIHIITEJIHOTO CNOPA3YMEHITE HA Bb3JIOXI4TEJI' 3A9IHO C NOKA
rIe ca u3nGrHeHFl ycJroBr.rrTa rro rrJr . 66, wt, 2 rz 1 1 or 3OlI.

Ha ynpaBJreHue Ha rrpor43Bo

HaHacrHeTo My;
3, zi'aar HaxeCeHr4 Har.IMeHoBarrrie pr aI{pe}

u/uma ynrluolrpqenl{r [pe.4oi.ats]4TeJr r4 BHocrrreJrr;
4. u{ar izncrpyKrlr4r 3a ynorpe6a, c usrlroveuhe Ha usAerrvfrT4 3a Kouro

e npe4nu4ello n 3MI4;
5. ca npz4pyxeHr or BalJrr4,uen cepru<fzrar, y.{ocroBeprBarq cr,erBercrBt). ca [pr4Apy]KeHr or BalJrr4.qeH ceprr,re Kar, yAocroBeprBarq cr,erBercrBr4

csrqecrneuzre 
{3r,rcKBarr[ff, 

[przJro)rc4Mr4 3a r.r3AeJruero, r43AaAeH or Horusulluparrl op
o. ca nporz3BeAeu or rrpolr3Bo4lnel, r<ofiro [pr.rJrara r4 rroAl]pxa cuq,,,,e4f

ynpaBneHr4e Fra KaqecrBoro ISO 9001 u/ulu cucretvta 3a ynpaBJreHr4e Ha
ue4zqrzncrure i'rgaeners ISO 13485 ulutru eKBrzBaJreHTHa.

Ale{ 10.(1) flpo,qala.nr B cpora Ha AoroBopa rpxlna ga orroBap,
I,I3IICKBAHI4' :

1. [4 uwa pa3pemeHrre r.rJrri yAocroBepeHr]e 3a .r-bproBrz, Ha e.4po c MeAr
ra:.Aerrvs, us4agQuo or I4snrlnrarelsrrr ArrpeKTop ua I,IAJI no pe4a na 3MZi

? II4 nhr'..-. - .L, Aq Lrp'1JrdLd Ia rIOAqBpXa CI4CTeMa 3a ynpaBJIeHI,Ie na XaqeCrBOrO ISO
o6lacrra Ha nppra:no4crn oto ulutu rtpfoBrzrra c MeAr,Iqr,rHcKr4 v3aerr4s i/uttu cnc
yflpaBnsHue na {avecrnoro ISO 13485/13488 r/ulu ercnanalerrna.

(2) f{po4anavrr o AJrtxeH nesa6anHo Aa yBeAoMrr KynyBaqa upr4 orHer
cboTBerHr4Te pa3perreHrrr rurlr o6escursaue Ha yAocroBepeHr4.,r.

I{len 11. Bcrra or4elna AocralKa rpxlna ga e npr4Apyxena or
yAocToBep-uBaII{H upoII3BOAr.rTeJrr, \apTrr4llyrfl uorraep, cepr.rfinur HoMep, cpoKa Ha
or aHaJrr43ura cgprrleuKarr4 (opuruua,'rHr4, 3aBepeno Konr4e r.rJrr4 ny6nuviro on
AoKyMeHTr.rpaq4 npor43xo.qa, c\c-taBa 14 TeKyqt4s (oHTpoJr Ha KaqecrBoro Hd r43Aet

r{:ren 12. flpo4ana.m e AJrtxeH Aa H3AaAe r cpor< Sarrypa sa 4c
MeAr4rII4r{CKr.r U34erz.f, ,

IIPABA LI 3A,4bnXEHI4JI HA KyIIyBAT{A

9300 X yn. " [aHanor XuroB' 24 I05g/600488 OaKc058/600414 g e-mait:
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"MHO IIPOOI4AHA BOAHI4 3A AKTI4BHO AEqEHI4E - BPI4q'

HE},ICTOfrKZ

noI4gKBaHe or crpaHa Ha KynyBaqa B cpoK or 24 \aca, flpr.r uer.rsnr,mreirrze r
3alsJrxeHr.re KylryBaqsT r.rMa npaBo Aa rroJrrrn r.reycroftrca B pa3Mep na 5 (net) ua
clofiuncrrc Lri r:FT.qua^TDAU q*ra.4ocTaBKa.

3aKynr.r Heooxo,qr.rMl,rTe My MeAvrILrH9Kr.r Lr3Aenr{r oT Apyr AocTaBrruK.
(2) B c.iryvaure rro npe,4xoAuara .ur4He.[ prBrr4Kara MexI\L) D |J]ty.ra,L.r'e lr0 lpeIXoAHaTa aul4Hes pBII4KaTa MexAy IIeHa a flo .{o

AeiicrBrzrerHo 3plrareHara r{eHa e 3a cMerKa Ha llpolaBaqa

npoAaBaqa He B pa3Mep Ha 3aIoHHaTa JrrzxBa.
19. Heycroftxrare, o6esrqereuzrra u rlenoBr.ire pa3JrrrKr.r uo ql. 16,

Mora.r Aa 66Aar oT BC'KO IsJrXr4MO Ha rrpo.qaBaqa rrJraqare,

e

e

(3) llpu ycraxoBrBaHe Ha HectorBercrBr.re B KaqecrBoro, Epo,qaBaqtT e a
AA EOCTABI.I MCA}.IUI,IHCKI.I ]1,3AE[I fl, C YIOBOPEHOTO KAIIECTBO NPII CJIEABAIIIATA AOCTAB(A,

IIPEKPAT'BAHE HA .[Of OBOPA
9neu 20. ,{oronoplr ce npeKparrBa:
1. c 4:r:ravane Ha cpoKa, 3a KoftTo e c(rrorren, ocBen B xrzrrore3ara Ha

r.r3peqeHue Bropo;

9300 M yr. "IaHafior XuroB' 24 I058/600488 SaKc 058/6004i4 E e-mail:

ut.

MOII4UI4HCKII I{qAEJII,I' KYIIYBAq6T E AJIT'XEH AA YBEAOMI{ NPOIABAqA B CPOK OT 24 qACA.

(3) IfiecromercrBr4ero Ha KoJrr]qecrBoro r,r KaqecrBoro ce ycraHoBrBa c np(
cscTaBeH oT no+4r.Icus, cT,cTaBeHa oT AJIbII(HOCTHLITe JrI4IIa Ha KynyBaqa.

(4) E clryaft. qe fipoAaBaqlrr B cpoK no 24,rasa gJrgA yBe,4oMrBangro n
oclopn m,rcMeHo HecborBercrBnero Ha KaqecrBoro, roft uoxce Aa r.rcKa flpoBep(ara
yfir,nHoMoueH opraH r.{nu la6oparopua.yn6mronorqeu fpran nnra na6oparopr{r.

qrer| 14. Kynyna.r:sr e IJlr,xeH Aa 3a[Jrarrz yroBopgHara rler{a B pa3
}]afvlla u B cpo{a, olpe.qeJrgHr4 B HacrorlIlra.[ AoroBop.

(4) $ cnyvaure no aJrr4neu 2 u 3, ar<o rtpo,4alaqbr He AocraBlc AoroBop
KyfiyBaq:br r.rM4 npaBo ,4a 3axyrru ueo6xo4raiuare My MeArrrIr,rHcK, ,uA"nr" ,a
AOOTaBqr4K, Karq pa3nuKara Me)KAy rleHara no AoroBopa 14 Aeftcrnrz'rerso 3ar.rJrareHara .

3a ol4eTKa Ha frppAasarra,



9300 X yn."nanaior Xu.roB'24 E 05I/600488 Oaxc0jS/6OO4l4 g e-mail:

z, oT u3[tpaBHaTa cTpar{a npl{ clIcTeMHo HeI,BnBJrHeHLIe Ha 3a,ubJIXeH.
AoroBopa. llo4 cucreuno HeI,r3rrGJIHsHrie ce pas1upa raKotsa, rz3B6plxeHo IBa r.IJItlAUr ubupa. rroA 9rrgreMHo HeI,r3rrGJIHsHrie ce pa3oupa raKoBa, Iz3B6pIxeHo.4Ba r{JI
IIbTII B paMKItTg Ha eII4H I€JIeHIapeH Meceq, r.{JTLI troBeqe oT Tprr II:bTrz B paJ\4KLrTe Ha
.qofoBopa; 

Ĵ" npr4 cl,3AaBaHeTO Ha yCJIOBr4t 3a AOCTaBKa Ha MeIIIqrrHCKL r.I3ne:
npoBexIaHeTo Fa qerrTpaJrn3rrpaHr.r eneKTpoHHt4 TGprOBe.

"MHO nPoot4AHA BO 3A AKTI4BHO AEI{EHI4E -.[ BPI4I]''

4. rlpn uenr,sii.ro)r(Hocr Ia ce ocr4rypu $rztrancupaae 3a 3[6JrHeH].r
ropsrrKaTa no rryr4qr.rHr4, Kor.rTo KyrIyBaqI'T He I MOfGJt Aa rrpeABIIAr4.

.4P}I|I4 YCJIOBI4II
gre4 21. Crpanure no AoroBopa He Morar Aa ro r{3MeHrr, ocBen B

rrpeABr4AeHr4 s 4r. 1 16 or 3OII.
ll.le:4 22, Crpaur.r:re rro AoroBopa rr]e pelrasar Bl3nrzKuaJrrzre rro

criqpoBe no o:arl4MHo clfJracue, a aKo roBa e HeB63MoxHo, rro pe4a na flIK, npe4
cBA B rp, ,{o6puv.
23 . 3a ncu'n<u HeypeAgHrz rro Hacrorrqrrr AofoBop B6npocr4 rqe ce
.3OII, III3OII, 33{ ra T3.

cne.4Hr.rTe IoKyMeHTr.r 3a IoKrBBaHe Jrr4[caTa Ha ocHoBar{ur sa oTcTpat{sBarre:
- 3a O6cro.f,TercrBara no w. 54, a.n.1, r. 1 or 3OII - celr.qerercrEo sa
- :a Q6cro;rrencrBoro no w, 54, wr. 1, r. 3 or 3OlI - y4ocroaepeHve or opl

I]o npuxoAt4Te n yAocroBepeHue or o6tquna'ra no ceAaJrrzllero Ha BsgJrOXIZTeJr.'
KAIlArlAATa Urtur yqacTH Ka;

- :a p6croxrencrBoro rro vn. 54, a,r. 1, r. 6 - yaocroBepeHr.re or oprat{r
I,Isnrnurare:rna {renqnx "fnanna uHcnerrllrr rro rpyaa',;

24.(1) 3a BaJrutrnrr aApecr4 3a npr4eMaHe na cto6rqeuzx,
ce cMrTaT a4pec Te, nocoqeHr.r B HaqajroTo Ha ,{oroBopa.
npoM{Ha Ha AaHHrzre rro [peAxoAHara aJfirldes, cbor$erHara

Mr4 lpyfaTa B TprrArreBeH cpoK oT npoMrHaTa.

llpra c:ncra-aaue Ha Hacrosrlt4sr AoroBop ce npeAcraBLIXa or

NPOAABA
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OEPI4I]"

I.fputowenae llh 4 - sadT,n cumenen o6pate4

TEXHI,IIIECKO IIPE}AJIO}ItEHI,{E

ynpaBrreHae yrr. .{-p I4nau Boropor Nl 12, er.2, EI,I( i03506445,

1 . flpanr cJie.qHoro rlpe,{Jroxeur4e 3a l,rstttJrneuv e Ha [op:bqKara B
t, rLp4rr>l uJleAtlu.l.o [pe,{JloxeHl4e 3a LI3IIBJIHeHZe Haf'xHr,qec*Htre cneqa$rzxaquu r.r L3r4cKBaHr,rgra Ha Bb3Jrox,nreJlr:
lipe.qnaral.r AocraBKara Ha r{3AeJrr", *orro,

: :: :l-:1._"_.Tl",j: :ry1*9rlrrer, r<ofiro rpurraxa u routpxa

- tcT,oTBeTCTBaT rla r43r,rcKBaHr,IrTa ua ,{rzpexrrata ua Eeponeiicnur

OVD),

- prroBaprr Ha r ncxBaHrr{Ta Ha wl 92, wt, 1 or 3Mtr4;
- PT|OBAP'T HA APYIIZTE V 3I,ICKBAHI'.'I, NOCOqEHII B TEXHInocoqeHll B TexHI,IqecKI4Te cngrl]4

? I 4r^llg_ll* c,bnracr{ero crr c Krraysrlre Ha nprlrroxeHr,r, rpoerr Ha
3.; .{exnapuparr,r cpor Ha Bajrr{Auocr na o(beprara: 3 (rpa;rpa) ueceqa

4. Ilpueuau cpoKa Ha r43ubrHeurie Ha fioprrrKarai 12 (asa+{aAecer)
CKJIIOqBAHETO Ha AOfOBOpa.

MOMEHTA HA 3A'B'BAIIETO OT ]3b3JIOXI4TEJIg.

KaKTo 14 ctorBeTcrBlrero c [ocraBeHlzre rcpurepr.irz sa uo46op:

- 3a oocrorreJrcrEroro rro vl. 54, a,r. 1, r. 3 or 3OII _

no rrpr4 xogr,rre u yAocroBepeHrae or o6tqnnar:a tro ceAaJrrzqero Ha
KAH.qIIAATA I'JII,I YqACTHUKA;

;#":::::ffi:::lj"..ll--^"*--]-a,_T.l: T; 
6 . ygomonepenr{e or op,aHrrre Ha.[4gnuHuremra areuuur "frasua r{Hc1'eKqr,re ;; bi;;,;;

- p.a'3perrreHr.re 3a TT,proBu.f, Ha eApo 0 Me,quuI,IHcKH prcIier?lfl.. Hs.qaAerro or I4fA.JI-_-,-_ _,eAy.,,t.rr,taA<!1
nJrn Apyr Ior()MeHT, yAocToBeprBarq npaBoTo Ha yqacTHr,rKa Aa TcpfyBa cv3fienl4c lra rr4 rrarru34eJfirfr,, rr3,4areH or KoMnereHTeH opraH Ha cborBer'ara oup*uiul-p*p;;;r;

flo,qnnoannnr llr uen Anronon Kajrarirx[es, EtH Vl ./ /f"/J/J,
::"ff"""-T:u::'tr-,f:^-:Ii11-I33i1il Pq94: """'""o-"u", .p ;";';

"MH rcNPO@I4AHA EO

e nocoEeHa 3a [ara Ha [o,{aBaHe na o$eprara.KO'TO

5. Ilpueuarra cpoKa 3a nJrarqane: .go 60 (urecr4ecer) rca.neH4apn, g"ri o,r.IsBbpilrBa'ero Ha aocraB*ara rr lz3,4aBa'ero ua {arrypa or. r,r3n:i,Jl'r4 TeJrg, I "'
6. Ilpnelrau cpora Ha ,qocraBKa: ao 14 luerzpr.rnaqecer) ureH4ap'lr AHrd or

^^,,,,,_ ^-^_l:-Il_"_"y,T 
cpoKa Ha roAtocr: He rro_MarKo or 60 o/o (urecrgecer rpouenrq1 orooltlr4t cpol{ Ha i oAHocT K6M MOMeHTa Ha locTaBKara.

8. llpuerr'rau Aa I,r3rIbJrHrBaM Bcr,rqKr,r r{3rIcKBaHI.rr Ha B'3roiorreJrr, rocoqeHr4 Bo6gsrenr4ero u roKyMeuTarll4rra 3a yqacrl{e.
9. B cnyvafi, .re 6rAa onpe.qene' 3a. r43rrbJrHr4TeJr Ha rropbqK4Ta, ce 3aAsirx(aBaM,npu rroArrncBaHero Ha .qo.roBopa sa o6rqecrnena uop'qKa, Aa nfie^craB, axryaJrHri

AOKyMeHTr.i y"{ocToBeprBalqpj rr:/lncaTa Ha ocHoBaHIl, 3a oTcTpaHrBaH, O' npoqaaypuru,

e3oo E yn.'rrax aho xHroB' 24 I058/600

- 

488 Qar(c 058/600414 g e-maili oblb@bergon.nel
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3A AKTI4BH AEUEHI4E

ceprr4or,rKaT 3a [puJraraHe r.r noA,qbpxaHe Ha
KAqCCTBOTO ISO 9001 B o6nacrra Ha rrpor43Bo,qcrB o.to vlrrJrrl
L'3AEII},{fl cprcreMa 3a ynpaBJreHrre na xaqecrsoro ISO

1300 El vr.rrllauafior XuroB" 24 I 058/600488 darc 058/600414 El e-mail:

E>
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3485/1
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