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[uec.dJ.r.[.Vr..2018 roa. e rp. .{o6pu-r, Ha ocHoBanr'Ie \r' 112 n cn. or 3axona:a
o6ulecrneurare noplqKlr, ce cKJIIor{r4 Hacrotulrttr AoloBop MexAy:

"EJITA 90M" OO,{, crc ceAar'Ilrue n rp. CoSur i000, pa:iou O6opurqe, aapec

Ha yrpaBneHl{e: yn. ".{yuan" 19, nx. A, er. 1, an. 2, E14K 130469816, npe4crautBaHo or
Teogop I4nanon 3aru{Iapon, olpeAeneH 3a Ir3rrr,JIHzreJI c Peuresue Ns 20 /21.08.2018 roa. na

Bt3JroxrrreJrr, creA IIpoBeAeHa flpoueaypa 3a Bs3Jra"raHe na o6rqecrseHa rropr,rlKa rr'In

"orrpura npoqe.qypa" Ne 00083-2018-0007, c npeAl\4er ".{ocranra ua aa6oparopnlr

KoHcyMarl,rBrr, peaKTI{Br'I Ir recroBe 3a orAeJIeHI4t "Kn}rxfiqHa unrpo6uolorur",
"TpaucQyslroHna xeluaroror[s" u "Klunrlqsa natoJtona!", HapI4qaH nPO.4ABAq 14

..MHO|OTIPOOI{JIHA BOJIHI4UA 3,{ AKTI4BHO JIEqEHI4E IOEPT{q" AA
rp.,{o6pu.r, cbc ceAzlnfiIqe I4 aApec Ha y[palneHve: rp. !o6pzv, yl. "flaHaftot Xuron" 24'

re.r. 058/600160, Saxc: 0581600414, e-mail: oblb@bergon.net, EI{K 124141302'

[peAcraBnrBaHo or A-p Crerosap Eaiiuen llerpor I4srlrHurereH ,{uperrop ua

ApyxecrBoro, uapuvana KYIIYBA9.

Crpauure ce cnopruyMqxa 3a cJIeAHoro:

IPE.4MET HA.4O|OBOPA 14 IIEHI4
i.(1). Ipogaoavbr [poAaBa na rcynyna'ra na6oparopHr4 KoHcyMarI4Brr, peaKTITBL I{

recroae (napuuanl{ [o-.qony ue4uquncrrl/re u:4elul), 3a KoI{To e yqacrBan B orKplrra
lpoqeaypa 3a B63JIaraHe na o6uecrsena noptq(a rto o6oco6esa rro3lrrlr4t No 2: .{ocrama ua

:ra6oparopnu KoHc)'I\4arrrBI4, peaxrnBl4 Ir recroBe 3a oraeJleHrre "Tpauctpy:1ror*ra
xerrlaro:roruq": Houenrclarypu Ns 45 u ]& 50.

flo o6oco6ena no3I,IIII4q No 3: ,{ocranra na la6oparopna KoHc}MarI'IBrr, peaKTLlBI'I

r4 TecroBe 3a oraeJreHl,Ie "Krllrnr'tqga narororut": Hol\'IeuK,'rarypa Nl 62'
(2). I lenure Ha v3.uerl4-f,Ta no al.l ca cbrJlacHo IIeHoBI4Te flpeaJroxenlrt Ha

flpo,4aBarra I,I ca Hepa3aelHa qacT oT HacTotlql4t AoroBop.
(3) flpornosuzre KorlrqecrBa, nocoqer{E B .qor) deHTalrusra ga o6uecreeHa

troplqKa He flopaxAar 3aabrxeul{e 3a KyrlyBaqa Aa nz 3a.Kynll B nocorrenul o6eu.

CPOKOBE II HAI{I4H HA IIJIAI,IIAHE
2. Cporur Ha Hacrotlrrr4t AofoBop e 12 Iueceqa or aarara Ha rloanl4cBaHero My'

,{oroaops'r npoAbnxaBa ,ueicrsuero cr.r Ao cKjrroqBaHeTo r{a aoroBop c Apyf I43IILJIHI.{TeI

cnea rrpoBex.uar{e na o6rqecmena rropbqKa.

3. flocoqenure n vl. 1 us4elux qe 6rAar AocraasHl4 or [poaaBaqa Ira Ky[yBaqa B

cpox 4o 14 (uerupuHa4ecer) ralen,qapnu 4rut, cJIeA 3aJIBtBaHero r'IM or (ylryBaqa.

4. fit;lxuuara Ha npoAaBaqa cyMa rro BctKa orAeJIHa aocraBKa ule 6t.qe [JrareHa

oT KynyBaqa no 6allroeara cMeTKa Ha npoaasaqa B cpoK 4o 60 (mecrgecer) ralenAapnu anu
cJrea r.r3AaBal{ero na rpaxrypa or npoAaBaqa.

5. Cporrr Ha roAHocr Ha AocraBeHrrre r434eIrr'tr tpn6na ga e ne no-xpamr or 60

%o (rrecrAecet npoqeura) or o6rqur cpor< ua roAHocr Kr'M MoMeHTa Ha AocraBKara'

MJICTO HA I43TIbJIHEHI4E 14 IIPEMI{HABAHE HA COECTBEHOCTTA
6.3a Ir,t.scro Ha Aocrastge Ha rr3AeJllrrra ce orrpeAeJlt "MEAJI-!o6puu" A,4,

,{o6puu, yn. "flanafior Xuros" 24.
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7. Co6creeHocrra Bbpxy AocraBtHI,ITe rl:.4erafl. I't pt4cKr,r or rIbJIHoro ITJII'I

qacTll{Itoro IrM [orI{BaHe npeMltHaBa Bbpxy KylyBaqa or MoMeHTa Ha flprreM rero rrM Ha

MSCTOTO Ha AOCTaBSHe C [pI4eMO-npeAasaTeJIeH npoToKoJI r{Jrrr Ap}T paBHo3HaqeH AoK)MeHr.

IIPABA 14 3AAbNXEHI4' HA IIPOIABAqA
r{nen 8. (1) flpo,4anavtr e AnbxeH ,4a cKrloqu roroBop 3a noAll3nt iIHeHI'Ie,

KOTaTO e O6SBI,IJI B 3tUIBJreH{eTO CIr 3a )4{aCTIte TIOJI3BaXeTO Ha [OAH3UT,Jrr{firel. B CpOt< 4o 3

AHLI OT CKJIIOTIBaHeTO Ha AO|OBOp 3a [OAI]3[5J]HeHfie I4IIII Ha AOTTbJIHI4TeJIHO Cnopa3yMeHr4e

3a 3aMgHA Ha nOCOqeH B 3atBJIeHI'IeTO IIOAII3IT,JIHIiT0JI II3IT'JIHI4T9JIJIT I43npalqa KOIII{e Ha

AOfOBOpa IIJII{ Ha AOIT6JIHI4TeJIHOTO C[OpaByMeHIIe Ha Bb3JrOXIlTeJIt 3aeAHO C ,4OKa3aTeJICTBa,
qe ca r,r3fiT,rHeHu ycroBr,rsra flo 'sn. 66, aJr.2 u 1 I or 3OlL

(2) IloAusntrHrrreJllrre HtMar flpaBo Aa IrpeBl3Jlarar eAHa nu roBerle or
AefiHOCTIrTe, KOT4TO Ca BKJrrOqeHI4 B [peAMera Ha AoroBopa 3a [oAu3n:bJrHeHlre.

(3) HesaBllcurdo or Bl3MoxHocrra Aa ce Ir3noJr3Bar noall3nr'rHureJll4,

orroBopHocrra 3a I43II6JIHoIrIie Ha roroBopa 3a o6lqecrneua nopr,qKa e Ha flpo.4aBarla.

(4) Kyryeaurr HqMa Aa I43BT'pmBa AI,IpeKTHrr pa3nnauaulls c noAr43[6rH[rerure
rlneu 9. flpo4anaqrr e AJIlxeH Aa AocraBt MeA III4HcKrr x3aeJlvt, Korrro:

1 . uuar nanecena "CE" uaprupoBKa B csorBercrB e c I{3I{cKBaHI'I.tra Ha qn' 15 or
3arosa ga rr.reazulrHcn{re fisaerus (3MI4);

2. uuar narrecen uAenrutbuxaquoHen HoMep ua uoratpuqupanut opraH no un. 64,

a;r. 2 or 3MLI, Koraro npolleAypl{re, onpeaenenu o nape46lrre no'rr' 18 or 3MlI, tl3llcKBar

HaxactHeTo My;
3. uuar HaHeceHr4 HaI,IMeHoBaI{I4e v arpec Ha FIpaBJreHrle Ha [pou3BoAurenq

r/unu ynurnouorleHrrt flpeacrasfiTeJl I'I BnocnreJlt;
4. rarr.rar tHcrpyrqur :a ynorpe6a, c n3KJrIorIeHI{e Ha 3relnrsra,3a Korlro roBa He

e npe.qsnAeHo n 3MI,I;
5. ca npuapyxeula or Ba!'II,IAeH ceprltlpt'Irar, yAocroBeptBzllq ctorBercrBuero c6c

cb {ecrBeHI4Te Ir3IicKBaHI.It, npfinoxllMlr 3a I43AeJII{ero, t43aaAeu oT uoruSuuupau opran.

6. ca npofisee4el{L or rIpoI43BoaIrreJI, KoiiTo fipl4nara u no,qAspxa clrcreMa 3a

yfipaBJreHrre Ha KaqecTBoTo ISO 9001 u/uttu cucre*ra 3a ynpaBneHve Ha KaqecTBoTo Ha

Mern[nucKzre v3aeqrprfl ISO 13485 fi/uns eKsugareuma'
9:ren 10.(1) flpoganavlr B cpoKa Ha AoroBopa rpa6na 4a orroBapt Ha cneauure

IT3ECKBAI{I{':

1 . ,{a urr,ra pa3peueEne finu yAocroBepeHlre 3a r1'proBl{t Ha eApo c MeAI4III4 r{cnr4

u3qerrr4s,, u3aa4euo or llgntmrurelsl4t aI'IpeKTop HaI4AII no pe4a na 3M14.

2. fia rrpurrara u rloa46pxa cllcreMa 3a yIIpaBneHIre Ha KaqecrBoro ISO 9001 e

o6lacrra Ha [p6H3BOACTB oto uluttu TbpIOBLitTa C Me,4LIqLIHoKI4 w3AeIILlfl u/uttu cuctet'l.a Za

yrrpaBneHfie Ha KaqecrBoro ISO 13485/13488 r'rlfiru ernr'reareurHa.
(2) llpo4anaulr e AnlxeH uesa6aluo ,4a yBeAoMIr KyryBaqa fipll orHeMaqe Ha

csoTBeTHr4Te pa3pemeHwl IiJIII o6egcursaEe Ha yAocToBepeHl4t.
rlnen 11, Bcrna or4erna AocraBKa rpt6na ga e npl4ApyxeHa or aoKyMeHTI4,

yAocToBepsBarUq flpor43Bo.qr,rrert , fiapru4]rrrfi HoMep, cepr4iHl4t HoMep, cpoKa Ha roAHocT I4

or iuraJrr.r3Hr4 cep'ru(furaru (opurunannlr, 3aBepeHo Korrue I{JII,I ny6nuuno ononecrenu).

aoKyMeHTapauu npolr3xoAa, c6cTa3a Ir TeKy[IEs KoHTpOn Ha KaqecTBoro Ha H3.uerl4.sTa.

tines 12. llpo4anau:sr e a,rr,)Keg Aa u3r e n cpon Saxrypa 3a AocraBeHI'ITe

MEII4UI,IHCKI,I IBAEJII{'.

IIPABA 14 3A,[:bJIXEHI4'I HA KYITYBAIIA
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9reu 13.(1) Kynynavlr nMa flpaBo Aa rlpoBeptBa KoJILIqecrBoro Ha BctKa

oT.qeJIHa AOCTaBKa, KaTO npu yCTaHOBsBaHe Ha H9CSOTBeTCTBT4e e AJrb)I(eH Aa yBeAOMH

lpoAaBarra B cpoK or 24 qaca.

(2) IIpu ycrturoBtBaHe Ha HecborBercrBlle B KaqecrBoro Ha AocraBeHure
Meglrrlr4HcKr,r r43AeJrI,H KynyBaqr'T e .4JIbxeH Aa yBe.qoMfi [poAaBaqa B cpor< or 24 vaca.

(3) HemornercrBl,Iero Ha KonfqecrBoro v KaqecrBoro ce ycraHoBtBa c rlporoKoJr,

cGcTaBer{ oT KoMr.rcutl cbcTaBeHa oT ,4Jr6xHocTgI'ITe Jrr'rqa Ha KyflyBarla.
(4) B crpaft, qe npoAaBaqsr B cpor Ao 24 'aaca cne.q yBeaoMsBaHero no ar. I

ocropu rllcMeno HectorBercrBl,Iero Ha Kar{ecrBoro, rofi uoNe ra vclr.a npoBep(ara My or
ynrnHoMoueH opraH HnI4 na6oparopr.rx.

9ren 14. Kynynaurr e AJrbxeH aa 3aJrJraru yroBopeHara IIeHa B pa3Mepa, Ilo
HaIfIdIla t4 B cpoKa, onpeAenequ B HacTosrqut AoroBop.

HEYCTOIZKI4
r{leu 15.(i) llpra sa6ana Ha.qocraBKa or crpana Ira [poAaBaqa c noseqe or 24

(Asa"qecer r.r ueruplt) qaca, Ky[)'Barlbr ItMa npaBo Aa nony{fi ueyc'roira n pa.:rlrep ua 0.1

(uyna qr:ro, eAna Aecera) Ha cro or crofinoc'rra na ga6asesata Aocrasra 3a Bcer<I4 24 \aca
sa6asa.

(2) Ilpu ycrauoBtBaHe Ha I{ectorBercrBrre B KoJlliqecrBoro, npoAasaq:sr e

A,rrbxeH Aa AocTaBIl Jrr4f{cBalrloTo KoJIIrqecrBo npv cJre,{BaJrIaTa AocTaBKa, a npI,I noI4cKBaHe

or crpaHa Ha KyfiyBar{a B cpo( or 24 'nca. flpu ueu:nr'meHrre Ha roBa 3a.qbrxeulle
KyrryBarrbr r.rMa rrpaBo ,qa norywl neycrofixa B pa3Mep aa 5 (ner) Ha cro or ctoftsocrra na

JMCBaTTIOTO KOJII4qeCTBO.

(3) IIprE ycraHoBsBase Ira HeclorBercrBrle B KarlecrBoro, flpoAasarrbr e AJIT'xeH

Aa AOCTaBI{ Me,4rrrIHHCKr,r plalieltulfi C yfOBOpeHOTO KaqeCTBO npu CJIeABaIrIara AOCTa3Ka, a npu
nolrcKBaHe or crpaHa Ha Ky[yBarla B cpoK or 24 saca. flpu ueusntnueHl'Ie Ha roBa

3aabJrxenne KylyBaqBT I4Ma flpitBo Aa nonyqu ueycrofira B pa3Mep ua 5 (ner) Ha cro or
crofiqocrra Ha HeKaqecrBeHara .{ocraBKa.

(4) B cnyrar.rre flo aJrl4nerr 2 u 3, axo fipoAaBarrbr He AocraBI4 AoroBopeHoro,
Ky[yBarrr,T r,rMa fipaBo .qa 3axynu ueo6xo4lrvnre My MeAIrIr'IHcKLr r43aervs. or Apyr
AocraBrrrrK, Karo pa3JIEKara Mex,qy qeuara no AofoBopa 14 4eficrrureluo 3aflJlareuara IIeHa e

3a cMeTKa Ha npoAasaqa.
rllen 16.(1) flpu orxar Ha flpoaaBaqa Aa AocraBrr 3ar{BeHr.rre My MeAqIIt4HcKu

u3qelruflrrnrr npu ga6aea noneqe or 48 (uerupu4ecer u oceu) qaca, KyryBaqbr I'IMa npaBo Aa

:axynu neo6xo4l4Mzre My MeAI4III4HcKI'I I43AerI4t or apyr AocraBr{I4K.
(2) B cryralrre no fipeAxoAHara aJlrluet pa3Jrl4Kara Mex.qy IIeHara rro aoroBopa I't

aefrcrBurerHo 3a[JlareHara ueHa e 3a cMerKa Ha rlpoAaBaqa.
lheH 17. Kynyea.r:rr IrMa flpaso Ea fic:ra o6esqereHae B n6JreH pa3Mep Ha

BpeAHTe, Konro e llpertpntn B pe3ynrar Ha ga6aseuara uluttw sexaqectBeHara AocraBxa.
Hnen 18. flpu :a6ana na nJIaIIIaHe or crpaHa Ha KyrryBaqa, fiocJle.qnl{tr ar'Jr}fl'I Ha

flpo.qa3aqa HeycrotrKa, B pa3Mep Ha 3axoEHara JII{xBa.
gnen 19. Heycrofitcurc, o6egrqereHusra x IIeHoBLrre pa3JIIrKIr no wt. 16, ut. 2

uorar Aa 6saar yAtpxaHa or BcsKo A6nxI{Mo na [poaaBarla [JIarIIaHe.

I]PEKPAT'BAHE HA AO|OBOPA
9reu 20. ,{oronopm ce npeKpar.f,Ba:

1, c lrsrplqane Ha cpoKa, 3a Ko[To e c(rloqeH, ocBeH B xrrnore3ara Ha

r43perreHue BTopo; -w
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2. or usnpannara crp ra rrpll cl{creMlio HeIBrIt'JIHeHIre Ha 3aabJlxeHlttra [o
AoroBopa. fIoA cucreuno HeItIIT,JIHeIT[e ce pas6upa ratroBa, u3B6plneHo ABa Eru noBer{e

II6TIT B paMKIrTe Ha eAIrH KalIeHAapeE Meoeq, I{JrlI noBeqe oT TpI{ II5Trr B paMKI4Te Ha cpoKa Ha

AOTOBOpa;

3. rpu crs.qaranero Ha ycJloBI4JI 3a AocraBKa Ha Me,[uuI4HcKI4 LI3AeII,H cnea

lpoBex,4aHeTo Ha IIeHTpanI,I3I,IpaH[ eneKTpoHHI,l r:bproBe.

4. npu nee:ssrvroxHocr .4a ce ocnryplr $nnaacupaue 3a rr3rrGrHel.Il4ero I{a

nopbqKaTa no npHqr4Hr4, Kor4To KyfiyBaqsT H9 I MOfbJI Aa IIpeABr4AIl.

nPYfI,I YCIOBI4JI
9nen 21. Crpanr.rre rro AoroBopa He Morar aa ro u3MeH.sr, ocBeH B cnyqallTe,

npeABr,rAeur{ e .{"'r. 1 16 or 3OlI.
H'nelf^ 22. Crpanure no AoroBopa rqe pelraBar B:b3Hr4KHarrIIrre no Ir3IIbJrHeHr4ero

cnopoBe no B3aI4MHo c6rJracr4e, a aKo roBa e HeB63MoxGo, no peAa sa flIK, upeA poAoBo

KoMrrereHTnrr;rr cbA B rp. ,,{o6puv.
r{:ren 23. 3a ncuqru Heypeaeul4 no Hacrottqus AofoBop B:bnpocl4 IIIe ce flpvnarar

pasuope46ure na 3OlI, III3OII, 33,{ u T3.
gren 24.(1) 3a na,ru4url aApeclr 3a nplteMar{e Ha c6o6IrIeHI'It, cBT,psaurl c

HacTo{rqEs AoroBop ce cMtTaT aApecl{Te, IlocoqeHl'I B HaqaJIoTo Ha aofoBopa.
(2) tlpu npoM.f,Ha Ha AaHHIrre rro flpeaxoaHara aJfirues, clorBernara crpaHa e

AJr6Xr{a Aa yBe.4OMr4 ApyfaTa B Tpr4AHeBeH cpoK or npoMtHara.

flplr cscranrne Ha HacrotIIII4tr aoroBop ce npeAcrallaxa or Il3IItJIHETert
CJIeAIII{Te AOKyI\4eHTh 3a AO(a3BaHe JIIInCaTa Ha OCIIOBaI It 3a OTCTpax.tBaHe:

- sa o6croqrercrBara IIo qn. 54, al. 1, r. 1 or 3OlI - cguAerelcrBo 3a c:bAl4Mocr;

- sa o6cro.mercrBoro rro 'ar. 54, ul 1, r. 3 or 3OII - y4ocronepenlte or opraHl{Te

no [prxoAl4Te H y.qocroBepeHr.re or o6uusara no ceaaJlr{tqero Ha Bl3Jloxvrers v Ha

KatIAfi AAT A I4IILT yqaCTHHKa;

- sa o6cro.trercrBoro no 'ttt. 54, an. 1, r. 6 - yaocroBgpeul4e or opranl4re Ha

tr4gnurnurerna arenqus "fraBHa [HcrIeKIIt4t no lpyAa";
- pa3pellreul{e 3a rbproBllt Ha eApo c MeAI{III4HoKIT ugrerus., I'I3AaaeHo or I4AJI

r4Jfl4 Apyf AOKyMeHT, y.qOCTOBeptBaIIl [paBOTO Ha yqacTHl'r(a Aa TbpryBa c MeAI4qIlHcKI',I

u34errlg,I43AaAeH OT KOMIIeTeHTeH OpfaH I{a cBoTBeTHaTa A6pXaBa;
- ceprr,rtf urar 3a npunafane LI noA.4r,pxare Ha cllcreMa 3a )ryIpaBJIeHIre Ha

KarrecrBoro ISO 9001 s o6racrra Ha npon3Bo,ucrBoto ulutrg rtproButra c MeaTIIII{HoKI4

r4spren fl, u/r.rru cucreua 3a ynpaBneulre Ha KaqecrBoro ISO 13485/13488 uluttu

EKBI4BZIJIEHTHA]

Hepa:4elna qacr or Iracro{Iql4t AoroBop ca rexul4qecKoro Ir IIeHoBara

rrpeAJloxeHl4e 3a Ir3[bJIrieHI{e Ea nopSrlKaTa'

Hacrosqusr aoroBop cbcraBr,r n rpu e4noo6pa3Hl4 eK3eMIIJI.t{pa, eAItH 3a

npoAaBarra r,r ABa 3a

DFqD

grc 09

IIPO,4ABA



\ il*{
- b x^
E9'+6
sEgg X X

N
X X X

-tr.
Xr' X

s

**€Es
ssFHi o\

a- c-.
c! \o o\

E.! 3a

1$EgF
c'- c..

01

e-gEg'
F

kFtr!lv>F:^
E E:

XIcx!r> kFtrYV:

= H:

6

I

E

fl e

s

fl

g'g 
=€-Fs: € E

N N

NF
o!i
F!5aEl.

F
EoPc.t C

Fg
oH

E

,!

oP
=

F

oP.rc Nd
E

i-iu
ti 5

d"E
tr3 6r dl E=

5

F

E

3
E

=

.r=

.)=
F

=

F

E

tr = = :
I
I

l* . fl
t- !, !

l: i rIF F ! I

IE F E i
n== |Eig I-l

I

=--:-----------+
$F:SEF4

E

5s E

, iiE E

ijg€3g

g

l= ;
| €: E

I E$F E

I' s i t ;

ffi

il.-
il<tI aeF

ligE

sE€f$

l-
I

l__| <<Feo
I F ! rEl

EF3F3
EFFFSl
EE.E.ig

t..IA
Et
| !'!r

IE

oB
rE
FO;n
FT
IF
B3
.s El

P

IFt<
IE

el
rxl
T \JIo-l5el

\o t €

a''

tF

F

-tr

F

F

E

F.

s)

rc'

4



\

(q

c)

- F4\

=x!h rs
ts >F

la ds
lri 'lt I
!d Ea5 ,g -H-q xr5 ;OL t!

X o.,X

5 FE
r- F\:

N$\
X X X X

t.o
l4

I
E

X

\oci \o X

X

:
X

=
e

X

\o

N
; c..l ;c{

EE.
; C..l

;x

a

:
X

d
xts X X X X

: : X

{l:
E t!< l.:

./l

.rl('{
3i
*i
js
IT

la
ls
ili
ttl Y

!l I IiJr{al
il P ,.ol

itE s
l': 5l

vrl\ol
o0 l

ot,

o lfr l-
I t!
''= lF

I
E
B)
l

Ioltiltg It^ |tgl
tE I
I a tlt9 |
lo l(ql
9lra ?) l'
E \O t\
-Q o ll
9 € lr
F E II

=, 
\.,/ | F

.4l

EIol
tl
zl
oI
^v) IZ.o L

I-\ 0! t:i .a t!: F t!
?8lrJ r) It); li
iE IE

; tlFtls lls6 ll"E.e
BE IISFH

;r I llFfilld I lf E;t
L? I IE ESI

N 3 q .,1



't.

':i':.\

7q,

T3;
s'E gs
..= ;
r +v "ga5

.99os;E=
EEES*v:5

oEt-

t-

F

E

I

!l

E

E

F
I

o
bt)

6

o\oo

bo

Eiir
f;FCl

tr

F

F

F

F
:

\o

aa

4



v1

|ri

i1 -
F,<

lli

h.

F<

E!i

:ic
5'i:4€,f
e-;!:

g

tr

F

E

Fq

EX

E

F

3
F

o
F

t

F

a

ils
FF

/- \.. ,/;

/1-(-'/.,
c\.--



X X X X X X X X X X X X X x X X X x:ii I
, '{\

X

4
r-.y,J.

X

X

X

X X X X X X X X X X X X X X X X X

X X X X X X X X X X X X X X X X X X

x : :

X

F

F
F

o- 6U

I

A.

r<5

r'1

tG

0i

ir*

9{<

EX

;EV
5 3.8

<x
^l -

EI

6dF

c

E:

E

F

ta

oi

F

o'd
FF

'tr!r

e9

F

E

a

I

9aDE

o>

,F
oE

i.) F

tr

,.-

JS
.9*Na
,,6

>.
b-

ot
qf
- !2\(

a"z >

U)

^t

OL

;

^!

o

o6!

5et

t- a\ a\
\ el

r.-

f.

&-



Niit),

,\\

N
\.J

z
-\/

4'

'h

Sr
X X X X X X X

' z"i:/
ii"r
".\

\.. ,

\
N

X

Nl.\
4

-

E

X

(.li) '.'i>

\

z
-\/

X X

X X

X X

X X X X X X X X X X N N X X X X X X

X X X X

X X X X X X X X X X X X X X X X X

= = ro lo \o \o \o \o

dI

6a)
>o
OR

o.t
o. >,F>

00

6€

{

o

X'

t

F
E

s

EIo-O^

>:

a!E>too
<€

()
E.Et
gd

=>;3

=Eoo
<€

o

E=

>:
F.qE)<
edl
s€
e9
<€

o
F*6>
B"r
>:
F.q

=EP9
<€

6

g:
E-E5
5.E

gF

<€

F

xdux
El dr

irr -

t!>

6s
5o
tri)
aBFi

F

F

=:V
.BR

F

.)=
D*
Fq
()X O

o

IJ

g!
EI.
E6

Ex
>iE

Ilr

Ee
FT
titr\tr
xa

I

O!:9E

Fr
\E

I

9t

AB
xit

o
S*Br:o
l.r
EX
!F>\E

o\ N NF N
c..l

ct o.l
\o^
a.l

c-
cl i{ F t\ e-

c.l

c.- t.. t-- c- F



\

\

Pz-
ts9
trn>H.R
le.a5
EX
=Eo) rrr

SH

(d
R>
F'>

tr(g
C)

0)4

FI

tr
F
I
0)

t-1

E.E
tuAR
iin6FxF<

5.S:g q)-
,* H'i
ESEA=!:E LF

&

E.E:f E;)Eanl

!iav agsXR

Qry



"MHOfonPool',1444E9 3A AKTI,IBHO 
^E!E!!4!: 

AoE!4q'

AOSP'{t19300 E vn naHafior xrrroo' 2a I oss/600488 OaKc058/600414 te'mailr oblb@bergon n€t

Ilpwomenue M 7 - t a|'vnacumenet o 6P $ e 4

TEXHI{qE CKO NPEAJIO}ItEI{I4E

rtoAnucanusr TeoAop tr4nanon 3aMolIPT: Ef,. /Ln' / 
'fdfuKaqecrBoro 

cI. Ha

yrpaBr.rrerr'@;;r; "" a"i'foiiio) tu "eirn' 90M" oo'4 (usnucea ce uMetno Ha

vuacmuw<a),cbc ceAaJIIIUfe: rp. Co6ur, n.x. 1000, aApec Ha yflpaBle'Itg, yl' ,,,[yrrar.. 19,

i". e...t. i,an.Z,E]IrK 130469816'

1. Ilpau cJIeAHoro IrpeAJIoxeHIre 3a li3lrt,rueuue Ha nopbr{Kara B clorBercrBrre c

Texsl4qecrrlre cneryl6uraqur'r u I43I4cKBaHI'Itra Ha Bb3JIoxI{TeJLI:

IlpeAlarau AocraBl(ara Ha It3AeJII'It' Ko14To:

- au ,rpo",""ffi^ "t 
tp""*"o*el' t<oftto flpxnara i'i noaA'pxa cl4creMa 3a

wpaBJresfie Ha KarrecrBoro ISo 9b01 r4lrarn cr.rcreMa 3a yrlpaBJteHr4e Ha KaqecrBoro Ha

'*"'o"utt"*t" 
"gAelus 

ISo 13485 ulutu eKBI'IBaJIeIrrHa'

- cr'orBercrBal "u "J"t*u"""ta 
ua '{upenura 

ua Erponeficrut [apJiaMeHT 14

Ctgera na Eapoua 98/79 EC ga lrearlqurcxIire cpeacrBa 3a 'ru{arHocrl4Ka 
(IVD)' roraro e

notootnt*o-' 
o".oBaptr Ha I43ItcKBaHI4f,Ta Ha qJI 82' a:t' I ot 3Mi'1;

- orfoBaptr Ha ApyrI4Te I'I3I4cKBaHI{f,' nocoq€-Illt B TexHIaqecKI'ITe cneuu$uraqgu'

2. ,[er<lapupar"l "-"u"ttto 
cu c Knay3I4Te I{a fipuror(eHllq [poeKT Ha aoroBop'

3. ,{euaprzpau""p* "" "-to"ocr 
na o6eprara: 3 (rpu) Meceqa or Aarara'

KofiTo e nocoqeHa 3a Aara Ha noAaBaHe Ha oQeprara'

4' Ilpr'relra:vr CpOKa Ha I{3ri6JIHeHI{e Ea nopsq(ara: 12 (ananalecet) Meceqa oT

cI{JIIOqBaHeTO Ha AofoBopa' -^ .^ tn,a6an...cr\ KaneHnaDHI,I IHlr OT

5. flpuet"tarrr cpoKa 3a nJIaIqaHe: -no 60 (urecraecer) ralen4apHla 'l

l43B6pIIIBaHeTo'uAo"'*nu'u"IEAaBaHeTorra$ar,rypao.rIl3nbIHlITeJI'.
6. llpaer'aarr't ;;;;;;;;unu' 'qo 14 ('n"Tl4pl'lHaAecer) KareHAapHI4 aHI4 or

r,tor'aenra H& 3MMffiN-"ltiJ'X"Tij3;, 
He ro-MarrKo or 60 vo (lrecraecer npoueura) or

o6u{us cpor Ha ro4uocr KBM MoMeHTa Ha aocraBKara'

8. flpr'ler'rau ou "ntnt""u* 
BcI4qKI4 I'I3I4oKBaHIII Ha Bt3JronctreJlt' rocoqenll B

o6guenuero I4 roKyN{euTalrlltra 3a flacrl4e'
9. B cly'ra[, uJ Ouou onpt4"o"" 3a I43II6JrHItreJI Ha flopbr{Kara' ce 3aatrxaBaM'

rp,u ToAIII{cBa}r"to ou io-']Jopu 
' ta o6ure"rBe'a-- nopT'qKa' aa npeAcraBt aKTyaJIHI4

AoKWeHTI't yoo"ou"p"oui'" ntn"u'u Ha ocHoBaHllfl 3a orcrpaHsBaHe or npolloAypara'

KaKTo It ctorBercrBltero t nottuu"t"t" t<pnrepun sa"no46op:

- ,u o6.ro"."o.;;;;;;; i, an. 1, r. 1 or 3OfI - cnuAererctso 3a cbAr4Mocr;

- ,u ou.to"t"oitiltl "" 
t"' s+' ar' i' r' I or 3ofl - yAocroBepeul{e or opraHl'Ire

no rlpl4xoA''rre t voo*i"tp"te ot o6ulr'na'a ,,o ceAaJII't rero rra Bb3Jloxrirenfi 14 Ha

Kar{AI{AaTa }rnu yqacTHl'iKa;
- ga o6crogre:rcrBoro no -u' 54' al 1'1: 6 - yAocroBepeHlte

Izlsn:s:rHureffta arenqfis "fraBHa EHoIIeKIII4' IIo rpyAa ;

q'



"MHO|OIIPO@I4AHA BO 34 AKTT4BHO AEqEHhE _AOBPI4T{"
AOEPhII 9300 E yn."naHafior XrroB,, 24 8 058/600488 Oaftc 058/600414 El enrail obtb@bergon.net

- pa3pelrle'Ire 3a rbpfoBr4r Ha erpo c Me.qrrur4'cru r{3AeJrr.rff, r,r3AaAeHo or I,IAJIxrl4 'qpyr AoKyMeHT' y'qocroBeprBari{ [paBoro Ha yqacrrnnKa aa rbpryBa c MeAr4rlr]r]rcKr.ru3*erus" LT3AAAeH OT KOM[ereHTeH OpfaH Ha CborBer'ara arpxana, pa^:pe'renne urnyA0sroBopeHl{e Hg cll l{3xc(Ba 0T IIp0I'I3B0ar'ITeJrr.rre }ra Me,(uqr,rHcKr,r r.r3Aerrr.rr, ycraHoBeHr,r
Ha repr4Topr4rra ua peny6ru,tra EbJrrapur:



"MHO|OIIPOOI4AHA EO 34 AKTI4BI{O AETIEHHE -NObPI,lq"
AOEPI4q 9300 I yn."naHafior XmoB,'24 I 058/600488 oaKc 058/600414 El e-majt: obtb@bergor.net

Ilpunoucenue M 7 - sadl,n cumenen o6pase4

TEX]FIIIIIECKO IIPNA,TO)ITEHIIE

t atc )/)l
flo4nucanuar Teosop I,Inanon 3au$apoe, EfH W, J J)frP 

^ur""ruoro 
cr4 Ha

yfipaBr'rreJr (usnucaa ce dnxucuocmma) na ,,EJITA 90M" ooA (uenucaa ce uMemo Hq
yuagmuurca), ctc ceAarr.rqe: ry.-!o$ur, u.r. 1000, alpec Ha ynpaBJreurae, yt. ,,[yway,, 19,
ex. A, er, 1,an.'2,EI4K 1304698i6,

1. llpanr ciIeAHo'I'o npeAJIo)I(eHI,Ie 3a LI3rrBJrHeHr4e Ha nop:brrKara B ctorBercrBr{e c
TexHI4qecKLITe cneqraQzr<arlura v ugvtcKBatvlrra Ha Bb3Jloxl4.renr:

llpe4:raralr AocraBKara Ha r3geJr r, Kor,rro:
- ca npor,r3Be4eHn or npou3Bo4urel, xofito

ylpaBJreHrre Ha KaqecrBoro ISO 9001 uluttu cucreva
MeAIaIIr.rHcKr,rre fi3lterrprr ISO 1 3485 u/prfia er<sfisareHrHa.

- CTOTBETCTBAT HA IBIICKBAHI4'TA HA AI4PEKTI,IBA rrA ENPONEfiCTA' NAPJIAMEHT 14

crsera Ha Enpona 98/79 EC sa ue4raqancKr4re cpeAcrBa 3a ArarHocrraKa (IVD), roraro e
npr,rJIoxLIMo.

- orroBaprr Ha u3lrcKBanurra ua wt. 82, a:r. 1 or 3M14;
- orfoBaprr Ha llpyfvre IlsHcKBaHr4r, fiocorreHra B TexHI4qecKr4Te cnequ$uraqun.
2. .{exnaprpau cr,rJracr{ero cr,r c KJray3HTe r{a flpaJroxeHr{fl npoeKT Ha AofoBop.
3. .{exnapr.rpau cpoK Ha BaJrr.iAxocr na oQeprara: 3 (rpra) Meceqa or Aarara,

Kosro e [ocoqeua 3a Aara Ha [oAaBaHe Ha o(beprara.
4. llprzerrrarr,r cpor(a Ha rz3ncJrHeH[e Ha [opbr]Kara: 12 (.qsaHaaecer) rraeceqa or

cKIlOqBaHeTO Ha,4OfOBOpa.

5. llpllervrau cpoKa 3a fina IaHe: Ao 60 (mecrAecer) xarieu4apur.r AHLI or
I,t3BlprrrBauero rra AocraBrara 14 rl3laBaHero na Qarcrypa or tcrrbJrul4TeJrr.

6. llpuerraarr,r cpoKa Ha AocTaBKa: 4o 14 (uerupllna4ece.r) r<aleuAapHrz AHr4 oT
MOMEIiTA HA 3fuIBSBAEETO OT BS3JIOXI,ITEJI'.

7. flpueuau cpoKa Ha foauocr: He no-MalrKo or 60 To (ruecr4ecer npouesra) or
o6qnx cpor na ro.qnocr KbM MoMeHTa Ha AocraBxara.

8. llpueuarra aa r,I3nbJrHrBaM BcLIqKu tr3i.rcrBanr,rr Ha Bb3lroxr.trerr, nocoqeHr.r B
o6sgreuueto fi I(oKyMeHTarIri frTa ga Wacrve ,

9. B cnyvaft, ire 6bAa onpeAgJreH 3a r.r3rrbJlurzren Ha nop:btrKara, ce 3aAbJrxaBaM,
rrpr4 [oAlr4cBaHero Ha AoroBopa sa o6rqecrneHa nopbrrKa, Aa npeAcraBr aKTyanHI4
AOr{WeHTU yAOCTOBeprBarqu JIl4rrCaTa Ha ocHoBaHr4.f 3a OTCTpaHrBaHe oT npoqeAypaTa,
KaKTo H cborBercrBnero c nocraBeul4Te xpurepr.ru :a no46op:

- ga o6crorrercrsara rro qr. 54, an 1,"t, 1 ot 3OlI - cBr,rAereJrcrBo 3a ctArrMocr;
- ga o6croqlercrnoro rro .+tt, 54, al. 1, r:. 3 or 3OII - y4ocronepeHr.re or opraur,rre

IIo npuxoAr.ire n yAocroBepeHr,re o'r oorqunata IIo ceAaJru lero Ha Bb3JrOXUTeJrr U Ha
KaHAr,rAaTa rrnH yqacTHvKa;

- ga o6croqrelcrBoro rro vn. 54, a:r. 1, r, 6 - yAocroBepeHr.re
I,lgnrnugtenna arenuu "fnasua zucnexrrus no rpy.4a"; 

,/
/ul t

W4trI

npuJrafa I,I noAAGpXa crzcTeMa 3a
3a yrrpaBJreHlre Ha KaaIecTBoTo Ha
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. 
PA3PEIXCHI,IC 34 T5PIOBI,I' HA EAPO C MCII,IqI,IHCKI,I IIgACNNfl, TBAA.AEHO OT I4AJI

'IJI4 
Apyr AoKyMeHT' yaocroBepsBarq rlp.lBoro Ha yqacrl{I4Ka Aa r'pryBa o MeAullfirrcKrr

r'B,qgJlr4r' IEAaAeH OT KOMrIereHTeH Oprafi Ha csoTBerHara Abp)KaBa, parper:reHre unr,r
YAOCTOBCPEH}IE HC CI.I rI3[IOKBA OT IIPOI{3BOAIITEJIUTE HA MC,UIUI4HCKI,I I43IEJ]I{,, YCT{IIIOBEHI,I
rra repr,rropr.rfiTa ua Peuybnura Brmapur;

- ceptlr(purcar 3a fipftnaraue u [o,sJlbpxane Ha
KaqecrBoro ISO 9001 g o6racrra Ha [pon3BoAcrB o.ro zlutu
I8,{eJILU Uluttr CUCreVa 3a yflpaBneHr.re Ha KarrecrBoro
EKBUBAJIEHTHA:

flo4nr,rc na npegcraBrsBarloro Jrxqe lr flertar:. . .

Teo4op l4aanor 3a"rvrqpupon - Ynparr.rren

crrcTeMa 3a ynpaBneHr,re Ha
TbproBr,rrTa c MeAlrulrHcrg4
ISO 13485/13488 u/uru

(rzrr,re, 6aqr.ruo u $auurut, grbxAb


