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'{o6puu, 
Ha ocuoBaHlie .un' 712 u cr' or 3aKoua sa

o6rqecreeunre rrop,sqKlr, ce cKJIIoqu Hacro.srll{tr AoroBop Me}KAy:

"PI4AAKOM" EOOA, cr,c ceAarltlue n rp' Co$u'r 1618, arpec *11 y1p-1ul-tn"'

y:r. "Koroir.rau" 1, agrtlluncrparlrBl{a crpaAa ua "Claeua", o$uc 217 ' El{K 175040885'

npa4"r*nouuno or ,{evo Ilerpon fleuen, onpeAeJleH 3a I]3rl6JIH'ren cneA [poBeAeHa

rpolleAypa 3a Bb3naraHe ua o6rqecrnena uopt,rlKa Ns 00083-2016-0012' uapuuan

NPOAABAq I,I
,,MHo|oIPooI4JlHAEOJ]HI4I]A3AAKTI4BI{OJIEIIEHI4E-AOEPI4LI''AA

rp. ,[o6puu, c:bc ceAanl4rqe 14 aApec Ha yIIpaBJreHI4e: rg...Ao6Puu, y:r' "llaHaior Xttros' 24'

ren.058/600160,Qaxc:053'/600414,e-mail:oblb@ber&onnet'EI4K-124141302'
nf"g.tuun""uno or li-p TpIl$on Bla4rzlrupon fropAauou - I4:ntlsureleu '{tlperrop ua

ApyxecrBoro, napr'ruaHa KVIIVBAH

Crpauure ce cfiopa3yMsxa 3a cJIeAHoro:

TIPE,AMET HA AO|OBOPA I'I UEHI4
1.(1).flpo4aeaubrnpoAaBauarynyeaua:ra6oparopHrrKoHcyMarI4BI{'peaKrI'IB}'II4

recrone (napuuaul.I flo-aoJry ltegraqllncru/re vzpetmx)' 3a Kolrro e yqacrBa:I B orKplrra

poqeAypa 3a Bt3Jraraxe Ha o6uecrseua no o6oco6ena no3llullt Nl 1 "'fiocranxa ua

:ra6oparopuu KoHcyMarIiBIr, peaKTriBl'i I'I TecroBe 3a oragleHl4e "K:ruHIlqHa

rr.fifipo6no:rorux", nonaeurlarypra: NU 6 ".{eXn4paTllpa}Iu xpaHIlreJIHn CpeAIi, B eII4H Jlor oT

,o*u orp*u oo".ran.rnr< "; Ns g ;tla6op 3a orlBerrBaHe ua.nxno6arcrepuu"; Nl 9 "Merureuoeo

""n"o 
no Jlro$nep; No 10 "Jlyronon pasrnop"; Nl 11 "Ca$panuu 2Vo"; Ns 13 "l4IlAoI no

Kona.r"; Nl 14 "l erpaa xpaHl'ITena cpeAa B enpyBerKlr 3a I(ynrl4B'lpaHe Ha urzxo6axreplln";

Ns 20 "JIareKc arnyrlrHalllloHeH Tecr 3a rpyrloBo 4fi$epuuqzpane Ha crperIToI(oKI'I - rpyla

A, B, C, D, E, F, G"; Ns 21 "J1arenc arryrlluall'noHeu Tecr 3a rpyrloBo 4Il$epunqupane ua

"lrp"n.ronon"-fpyllaA'';J\b24''RPRagrureu_uecnequ$uueHoKpI,IHI4H|oBTecT3acr{ourruc,'; J\b 25 ''TPHA - IiHA peKTeH XeMa|nyTuHaluol]eH TecT 3a oTKpI{BaHe I,I

trrp"p*" na cleqa$uuula aHTI{TeJIa cperuy T'pallidum"; Ns 26 "llorueaneurHu u

MoHoBaJreHTHrr cepyMr4 3a E. Coli, Salmonella z Shigella'n eAI4H JIor or egna tptlpua

4ocranuur"; Ns Z7 ;aSt - 6lps ar:ryrunaurroHeH JIarecK Tecr / anrucrpenrolras,nH O/"; Ne

2g "wR - 6tps arlyruuaqrroHeH JrareKc recr 3a oapeAen{He Ha peBMaTo}I.4eH tpar<rop'; }ro

29 "Ypex, uparrr" 6ylton Sa OrKpI4BaHe Ha ypofeHIITaJIHa naronlagua"; Ns 35 "fa3 -
renepripanlrr naKerIr, oclzryp.uBanM aruocdlepa 3a KynrI'iBI4paHe na araepo6u n

nrnxpoaepoSntra e auaepocrar"; Nl 36 "Crepn:rHl4 TaMrIoHrl c rpaHcnoprHa xpaHI'ITenHa

"p"au 
tu Ct*upr/ Arnruec"; Ns 37 "Bacitracin cyxa cy6cranuus"; Ns 38 "MIC( I) Tecr crplln

,i n"n"utntn ; Nr 39 "MIC( I) recr crpun:a qe$rpunrcon"; Ns 40 "MIC( I) recr crpun :a

*"pot"t, Nl 41 "MIC( I) tecr crpun sa qe$orcclrr.1Irr"; Nr 42 MIC( I) recr crpl4n 3a

ue$rasua"N{i qe$ra:llAla\a +KnaBynauoBa rut;eluua"; Ns 43 "KoAarreKT cran'4apra no

McFarland".
(2). I\euonllre flpeAnoxeHu.s Ha Ilpo.uaBaqa, nocorleun B rlpl4Jro)Keuuero [o

npeAxoAHaTa aJII4Het, Aa Hepa3AeJIHa qacr oT Eacrotrql4t AofoBop'

o3Hrrre KoJlrrqecrBa, rrocoqegl{ B AoKyMelrraul4ara :a o6ulecrrena

e 3a Ky[yBar{a Aa fli 3aKyIrI4 e noco']eHus o6eN4'
nop:bqKa

(3)

IINATUAHE
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2,CporlrHaHacTo'lquqAofoBope12ueceqaoTAaTaTaHanoAnI4cBaIIeToMy.

,{oronopsr [poAbn)I(aBa AeficrBuero cl'i Ao crnlorlBaHero Ha AoroBop c Apyr I]3[6nHl.rren

cneA IrpoBex.4aHe na o6rqecrseHa floptqKa.
3. llocoqeuzre n ul. 1 Ia:4elIzl lqe 6lAar aocraBtHl{ or [poAaBaLIa Ha KylyBar]a B

cpoK Ao 14 (uerupltragecer) raleu4aprnn AHll, cnea 3ailBtBaHero uM or KyryBaLIa'

4,,[t,lltuuaraHanpoAaBallacyMaI1oBcgKaoTAenHaAocTaBKarqe6lAeIIJIaTeHa
or KynyBaqa no 6anr<oeara cMeTKa Ha flpoaaBarra B cpoK 4o 60 (ruecr4ecer) raleu4apun 6nu

cJreA l.I3AaBalrero ua rfaxrypa or npoAaBarla,

5. Cporsr Ha roAHoar Ha AocraBeHrrre r431eJrtltr rpl6ea 4a e ue no-xpar:sr< or 60

0% (nec.rAecer npoqeura) or o6rqur cpor{ Ha foAHocT K6M MOMeHTa Ha AOcraBKaTa.

M'CTO HA I43IIbJIHEHI{E I4 IIPEMtr{HABAHE FIA COBCTBEHOCTTA
6. 3a Ir.ltrcro Ha .[ocraBsHe Ha r43plenz7flTa ce onpe,4en{ "MEAJ1-[o6ptzu" A.{, rp'

!o6puu, yn. "IlaHafior Xu'ros" 24.

7. Co6crseHocrTa B:bpxy AocTaBsHr{Te fi34erfittr 11 pI4CK6T OT IIBJIHOrO I{nu

TIACTIHHOTO IIM IIOTI4BAHE IIPEMIIHA3A BIPXY KYNYBATIA OT MOMEHTA HA IIPIIEMAHETO I'IM HA

MgcToToHaAocTaBsHecIIpI]eMo-npeAaBaTeJIeH[poToKonIIJIIrApyfpaBHo3HaIIeHAoKyMeHT.

IIPABA l{ 3A.[:bJlxEHI4-S HA nPO,4ABAqA
qleg8'(1)|Ipo4anavt,reAJIGXeHAacKJIIoquAofoBop3aIIOAI]3II6JIHeHZo'

Kofaro e o6snlul e 3atBJleHuero cI4 3a yr{acrl4e IloJBBaHero Ha [oAn3nGJIHIrren B cpoK Ao 3

AHI,IoTcKIIoIIBaHeToI{aAorcBop3aIIoAI{3n6J]HeHVeld.ILl1IHaAoI6JIHI]TeJIHOc[opa3yMeHHe
3a 3aMtHa Ha IIOCOqeH B 3atBJreHIIgTO [OAr]3II6JIHI{ToJI rr3nbJIHrrTeJIgT r8fipalqa (oIII4e Ha

AoroBopaI4JIIIHaAoIlbJIHIITe.[HoToc[opa3yMe}IlieHaBlb3JIo}ruiTeJI-g3aeAHocIoKa3aTeJlcTBa"
qe ca I.I3TIIJIHeHI{ ycnoBlltra IIo '{r' 66, ar. 2 tt 11 or 3OlL

(2) llo4ra:n:rnnl{TerIire HtMar npaBo aa fipeB:b3rlarar eaua vnu noBerte or

.leftHocrl4Te, KoLITo ca BKJIIoqeHII B Itpe,qMera Ira AoroBopa 3a [oAI43rI6rHeHlre'

(3) Hesasucnrr.ro oT B:b3MOXHOCTTa Aa Ce I43IIOJI3BaT IIOAI.I3IIJIHI]TeJII4,

orroBopHocrra 3a Ii3IIlb.JrHeHlze Ha aoroBopa 3a o6rqecrseHa fiopaqKa e Ha rlpoaaBaqa'

(4) Kynynavtr HsMa Aa r43BbpmBa Ar4lleKrHU pl3finAufanrlfl, C IIOAn3[6JIHI]TeJII'ITe
I{nen 9. Ilpo4anaqGT e aJr6}r(eH Aa AoCTaB.f MeAIiUIIHCKI4 II3AeIU', KOI4TO:

1 . rauar Hasecena " cE" rraapnupoBKa B C5OTBeT9TBI,Ie C U3aCKBaHusra ua ql. I 5 or

3aroira :a lreaIlql{HcKllre u:4e:rzx (3M14);

2. urr.lar sasecen u4eururfuraquoHeH HoMep Ua norurfzrlupanus opfaH no ql. 64,

m.2 or 3MI4, Kofaro nporleAypr4.fe, ofipeaereHr.i B HapeA6lire uO '{L 18 Ot 3M14, II3I4CKBaT

HaHactHeTo My;
3. lruar HaI{eceHI4 HaHMeHoBaHIre Ir aApec Ha y[paBJIeHIie Ha flpoli3BoAl.rrens

u/ulu yn:r,;rHorrnorlleHl.It rrpeacraBureJl u BHocr4Te.rs;

4. niraar uncrpyKrllit 3a ynoTpe6a, c u:xlrouenue Hal434enlafiTa,3a KoLITO TOBa He

e npeaerAeHo e 3MI4;
5. ca npra4pynreHn oT BaJrriAeH cepru$rzraT, yAocToBeptBalq cBoTBeTCrBI4eTO C6C

CbtqeCTBeHr4Te U3uCKBaHI4.tI, [pIIJIOXI4MIi 3a I{3,4eJIIteTO, II3AaAeH OT I{OTI4QIrUUpalq OpfaH.

6. ca npousne4eulr or rlp-or13Bo,4llrer, KofrTo np nara u noAAt'p)Ka crrcreMa 3a

ynpaBJieHl4e Ha KaqecrBoro ISO L uluttu cncreua 3a ynpaBneHlre Ha KaqecrBoro Ha

MeAuItLIHcKvre r4saemzq ISO 13485 EKBI4BAIEHTHA.

9nen 10.(1) Ha AoroBopa rpn6ea pa orroBapfl Ha cJleallhre

I,I3I4CKBAHUS:

1. ,{a lrua
II3,4EJIII', IBAAJIEIIO OT

ylocToBepeHlre 3a T6pfoBI4s Ha eApo c M

Iasaq6T

p ua tr IAJI no pega Ha 3M14.

EAI,IqI{H CI(U

-t'4
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2. fla rLputnra u no,trnbp)I{a cficreMa 3a yapaBreH'ie Ha KarrecrBoro ISO 9001 e

o6lacTra Ha npou3BoACTBOTO I4tinr4 T6prOBr4rTa C MeAIIIIpIHCKII r.f.Ien]Ilfr rttfint| cvcTeMla 3a

ynpaBneHne Ha KaqecrBoro ISO 13485/13488 [/aru eKslisaneurEa'

(2) llpoaanaur'r e AiI6)I(eH He3a6aBHo '{a yBeAoMI'i KynyBaqa [pI] orHeMane Ha

cborBeTHr4Te pa3pelIreHlit I4n!I O6e3CI4nBaI{e Ha yAocToBepeHpls'

glen 11. Bclra or4elua AocraBKa rpl6ea 4a e IIpIiApylI(eHa or AoI(yMeHTI'1'

yAocroBeprBauu npoli3BoAllren A, fiaprrl4F^4'^ HOMep, CepnflHlitr HOMep, CpOKa Ha roAHocr tl

ot un-tant ""ptt$"nutt 
(opnruualnu, 3aBepeHo Kolrze I4JIIi ny6nuuuo onoeecrenu)'

AOKyMeHTIrpaqulpoli3xoAa,cscraBarrTeKyLqIifKoHTpoJlHaKaqecrBoToIJav3EeIruflTA'
gnes 12. llpo4anau:sT e Ar!)I(eH Aa I'I3AaIe e cpor Saxrypa 3a AocraBeHI'ITe

Me.[uIIIIHcKIr tr3 Eerlufl .

IIPABA I{ 3A,[bJIXEHI4-S HA KYTYBAI{A
I{:ren 13.(1) Kynyeaur,r r.rMa npaBo Aa flpoBep.tBa KoluqecrBoro Ha BcqKa

oTAeJIHaAocTaBKa,KaTonpI,IycTaIIoB'BaHeHaIIec:I'oTBeTcTBIIeeAJIT,}I(eHAayBeAoMII
rrpo,EaBaqa B cPor or 24 uaca.

(2) IIpu ycraHoBqBaHg Ha lrectorBercrBl4e B KarlecrBoro Ha aocraBerlaTe

MegrrurrHcKlr v31envfr KyrlyBaqcr e Anr,xeH Aa yBeAoMu [poaaBar{a B cpoK ot 24 qaca'

(3) Hec:rornercrBr4eTo Ha KoJrr{qecTBoTO II KaqeCTBOTO ce ycTaHoBsBa c [poToKon,

c:r,cTaBeH oT KOMI4Ct{t, CT'CTaBeHa oT aJrlbxHocrHI4Te rI4Ua Ha KynyBarla'

(4)Bcnyuafi,LIelpoaaBaqbrBcpoKAo24qlacacJleAyBeAoMtBatreronoar'1
ocnopu nIIcMeHO IIeC6OTBeTCTBTTeTo Ha KaqecTBoTo, Tor MolKe [a IIcKa IIpoBepKaTa My oT

ynbnHor\4oueH opl-aH nH,ra6oparopnr.
gnen 14. Kynynau:sr e AJI6)I(9H Aa 3a raru yroBopguara IIeHa B pa3Mepa' tro

Haqr{Ha I{ B CpOKa, OnpeAeneHli B HaCTO.sUlUt AO|OBOp'

HEYCTOfrKTl
Ilneu 15.(1) llplr :a6ana Ha AocTaBKa oT cTpaHa Ha [Ipo.4aBaqa c noneqe or 24

(aeaAecer u verrzpu) tu"i, nynyuuuur riMa rrp?lBo Aa nonyql4 neycrofixa e pa:rvrep ua 0.1

i"ynu tr"no, eAHa Aecera) Ha cro or crofiuocrra Ha sa6asolara AocraBKa 3a BceKll 24 qaca

sa6asa.
(2) IIpu ycraHoBsBaHe Ha Hecr,orBercrBl'Ie B KoJrl4qecrBoro, rlpoAaBarIcr e

.[JIlb]KeH Aa ,4OCTaBIr JII4rICBatqOTo KoJII4qeCTBO npu cneABau{ara AocraBKa' a npli roI4cKBaHe

or cTpaHa Ha KyrryBarra B cpoK oT 24 saca. IIpu neusnt'lneHlie Ha TOBa 3aA6iI)I(eHI{e

KynyBaqT,T I4Ma [paBO Aa rloJlyqli ueycroftrca B pa3Mep na 5 (ner) Ha cTo oT cToftHocrTa Ha

JII.iIICBAIIIOTO KOJII4qECTBO.

(3) npu ycraHoBtBaue Ha HectorBelcrBl4e B KaqecrBoro, npoaaBar{lT e '4JIc}I(eH

Aa AOCTaBI4 MeAHUI.IHCKI'I r43lielrt4'- c yroBopeHoro KaqecrBo npu cneABanlaTa AocraBKa', a npu

rror4cKBaHe oT cTpaHa Ha r(yrryBarra B cpoK oT 24 uaca. llpu uerz:nr'lueHlle Ha ToBa

3aAbJIx(eH e KyflyBarltT I4Ma [paBo Aa Ilonyqv neycrofixa B pa3Mep ua 5 (ner) Ha cro or

crofi noc'tra ua HeKarrecrBeHara .qoaraBKa.
(4) B clyuazre rlo aJII]HeIz 2 u 3, at<o npoAaBaqtT r'Ie AocraBlr AoroBopeHoro'

KytryBaqbT r]Ma npaBo Aa 3aKynr4 seo6xoaraulrre My Me.[fiu]HcKLl u3IeII!4A OT Apyr

aocTaBrrnK, KaTO pa3nl{KaTa MeX,4y u
3a cMeTKa Ea [poAaBar{4.

rro AofoBopa Ii .{eicrBlzrerHo 3arlJlareHara I-IeHa e

l{reu 16.(1) qa Aa AocraBI.I 3aflBeHI4Te My MeAIrur4HCKI4

r434eltr4e. I4nLi npu lr/lecer Ii ocelr) uaca, KyfiyBarltr I'IMa ripaBo Aa

saxynn Heo6xoguuure oT Apyf aocTaBrI[K.
(2) B pa3ln(aTa Me)I(Ay ueHaTa IIo .4ofoBopa

OTKA3 HA
.re or 48 (q

Aeil9TBI.ITerEo 3alrareH ETKA HA AaBarla.
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gneu 17. Itynynaur,r nMa lpaBo aa trcKa o6e3IereHfle B IIGTIeH pa3Mep I{a

BpgAI{Te, Kolrro e flperbpntJl B pe3yJlTar H a sa5aBe:dara lwllr HeKaqecrBeHara aocrasl(a'
gneu 1 8. llpu :a6ana rla nraqaHe oT cTpaxa Ha KyIIyBarIa, flOcneAH[tT AT,JIiKfi Ha

lpoAaBaqa Heycrofi(a, B pa3Mep Ha 3aKOHI{ara JII4XBa.^ gren 19. Heycrofirure, o6e3ulereHl'Itra Ii IIeHoBI{Te pa3JII'lKI4 [o qr' 16, an 2

r'rorar Aa 6rAar ya:bpxaHl4 oT BCTKO A:bJDI(I4MO Ha poAaBar{a [JIanIaHe'

IIPEKPAT'BAHE HA AOIOBOPA
9:reu 20. ,{oronoPtr ce nPeKPartBa:

1. c u:ru.{aHe Ha cpoKa,3a KoftTO e CKJIIOqeH, OCBeH B Xli[OTe3aTa H4 q]tre]J z"

r.i3peqeHue BTopo;
2. or u:npannara cTpar{a IIpu 0L{CTeMHO HeII3II6JIH9H!io Ha 3a.4bJIXeHIltTa no

AOfOBOpa. lIOg czcrerruo H9r{3nT,JrHeHr{e ce pa36r4pa TaKoBa, I,I3BsplIeHo '4Ba 
I,IJIll IIOBeqe

l.lT'TI4BpaMKIITeHaoAI{HKaneHAapeHMeceq,flJIIiIIoBeIIeoTTp}t[16TI{BpaMIq{TeHacpoKaHa
AOfOBOpa;

3. npu cr,s4anaueTo Ha ycJroBt4r 3a AocTaBKa Ha MeAI4IIIZHC(II II3AeJII-IS CJIeA

[poBe]I(AaxeTo Ha IIeHTpaJIIr3irpasI4 eJIeKTpOHHI4 T:bprOBe.

4.npurrent:ir,loxHocTAaceocfirypu$rzrraucrzpaue3aIEnbJIHeHIleToHa
nop6qKaTa no rrpv\rr4:H.l4, KOIITO KyIIyBaq6T He e MofbJI Aa IIpeABIIAIZ'

IPvrll vcnoBu-'I
glen 21. Crpauure no AoroBopa He Morar '4a ro I{3MeHtr, ocBeH B cnyqal{re,

rrpeABr{AeHI4 n qn. 116 or 3OfI.
HrcH,22, Crpanure [o aofoBopa u]e pe laBar B63HI4(HajII.Ire IIO I.l3II:F'IHeHI.reTo

clopoBe rro B3aLIMHO Clbfraoue, a aKo roBa e HeB63MO)I(HO, nO peAa sa flIK, flpea poaoBo

KoM fiereHrH]itr c1,.[ B rP. lo6Puv
Ilnes 23. 3a scl{qKu HeypeaeHr4 IIo HacTostqur AoroBOp BbnpOCIi lIIe Ce [pLiJIaraT

pa:nope46rzre na 3OlI, III3OII, 33! u T3'
gren 24.(\) 3a BaJIITAFIIZ aApeclr 3a rlpneMaHe Ha c:ro6rqeHraq, cBT'p3aHu c

Hacro'Ilqfit AofoBop ce cMsTar a.4pec]4Te, nocoqeHn B Har{aroTo Ha .qoroBopa'

(2) npu lpoMtua Ha AaHHI{Te no flpeaxoAl{ara urvuefl' clorBerHara crpaHa e

AJr6)r(Ha Aa yBeaoMlr apyfaTa B TpllAHeBeH CpoK or npoMfiHara'

|Ipu cr,craerrue Ha HacTostql4-fiT AoroBop ce [peAcTaBI4Xa oT 3n6JIHI4Ten'

cneAHIiTe AOKyMeHTIT 3a AOKa3BaHg J1I{[Cara Ha oclf^oBa]lllg' 34 OTCTpaH'lBaHe:

- 3a o6croffTencrBara rlo q:r. 54, a;r. 1, r. I or 3OII - cBI'IAereJIcrBo 3a clbat4Mocr;

, 3a o6cToqrencTBoTo rro u]I.. 54, an 1, r. 3 or 3OlI - yaocronepeHze oT opfaHllre

no lpuxoArrTe rr yAocToBepeHue or o6rquuara flo caaaJlvrqeTo Ha B63JIOXI{Te.[' I'{ Ha

KaHAhAaTa hn I4 yqaCTHI'IKa;

- 3a o6crotrercrBoro rlo utt.54, wl 1, r.6 - yAocroBepeul.Io or opraulire Ha

l4:n r"r sLt'te,r sa afeHul4t "fraeHa nHcfieKu fl rro rpyAa";
- pa3perrreHl'tc 3a TbproB[s Ha eApo c MeaI4Ilr]HcKIr u3aeIfi4fl, I{snaaeHo or tr4AJI

nnr.r Apyf AoKyMeHT, yAocroBepqBarl fipaBoro Ha yqacrHlil(a Aa rlpfyBa c Me,4aIII4HcI{rl

v3aerrvtr,l43AaAeH OT KOMIIeTeHTeH Opfalr Ha c6oTBeTHaTa AbplKaBa;

- cepru$urcar :a np u noaAbpll(aHe Ha cI4cTeMa 3a yrlpaBneHl{e Ha

rlpoli3BoAcrBoro uluttu tl'provntla c MgAIiqIiHcKlI

LlsrennL prlt4lrl.4

EKBI4BAIEIITHA;

qecrBoro ISO 13485113488 u/nnv
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Hacro.sulfisr AoroBop ce cGcraBI4 n rpu e4noo6pa3nl{ eK3eMIIJItpa' eAI4H 3a

IIPOAaBaqa V' [Ba 3a I(YnYBaqa.

KYIIVBA9:

Eo;pu'i %u) et'n *ilotrrXrrntor" 24 g ne'x.a58/600160 QnKc:058/9yyt!_:::yyy!yy:



\r
X x x X

O(o
o(o Oq)

\i
o(o
N

o
N

O
f-

O
LO

(o
(o O

\
M
s
/s,

;s,c.,.
"t\;i

*----ffi-
)., {;l'

N
t-- t--

(\

YK' \Y

tti&r
al

F-. c- cl.

#
'>a

(
ti

!r^,

I
,l

3 K

B B s s B R R

\v\

B

tlt\-':'

B

P
R

)n,

J
rc

t:

J

'ri

t:

I

r

'tr

i:
€
J
€
z

o

!l

a
E

I

E

,l

'ri

t:

J

f

'rl
6
o

.,o

!

E

tt.

X
c\ c.l

(\ (\ N

o o
P.

op" X et.)
oo trF

pf
6'/
Q< oo

9e

oo oo

q€

iEBs
&b Ei
S,4\Oo1
E 3 Eu:

E*$! Fx i-P r- asli.!:
;,4.: !FX!F>

'--ed E

iF'P{E
+ g FE E
s HE; iT 

' 
iO E

d o *kl IF.i-tiFi

: sF?:*iEt.F
:x-1 !i
,U6;EiFXSC!R

iE T9q 9 o-3i 6Ei
oJ o -klFiit:: x=Y;A F =; !F5 id- P
Egli!tnE O d O:
gEEEE

FI

aa

F:

a:
F;:

AI

F

bg

3

a

E

q

ts
g
X

g
F

:d

a

a

tr

<n

o.

F
Y
E

=t

(,

o.
E

a/)

UF

G

O

E

E

ts

a
F
F
;l
s

U

a./
,"#

&l
\&..'

c\



La)

N O
LO

@
N

@
o
O X

N
N

O(o x X x

f,\,&

\ N c.l
oo

C\ (\

4

3

c\l

c.l
a.l

F.

4

h

\ (\ 'N c.i C.l N N N

;9

s P. s 3 P * s g

N

a.

c.l a.l

tr

o]

/s./.lol:
tr
\e\

r+
s

t

^

6

J
€ €

a
|-|I

.e
J

eFt

J

a

'.]
€

'tr

t:

I

i:

J

E
;q

F F F.
6
F F F

'E
o

J
!

h

,t
tJ

-l
'o
z

W

N

X
N

c.t o.l

a...1

o
6'.FF

sl e

AL.
oo

utr
a !'1 trts oc

al^
x>
Xx
o(\

\o+ X
s
F
tr

E
P

tr

F p.
E

E

E

Ro

EI
8

11

i:
'E

()
'i

'q
:>-

I

O

E

a
C

(-)

o

F

s

O

s
H

q
E

E

€,

E

-
B
O

'il c
-Yt
irXE

iio !.JI t
q o.;
-:{
tro:9dt

:F:
Xtr.

5
o.

F

s
F

L.

g

os

F

s

tr,i

g5
s;+?r
* N")
x oE3si;e a 9. t^n :( Ht5

E I ts{!
F H EI \E

9 X !2 t{
i s f \

f
t
>\
,l)

{.
\-.4iL,

,$s

E!

&l
-F.

)s

F

,Id

tx

a\l a-
a\l F.

ct
t- ('-

Lt,r'
t- c-

'hgu;"- ,v {€



9Fffo

i(!

dd I

;s Fs+
SE #E
sg E 

=
=!:..:9Fi>=icaPx!EX;Xi: ^ F\o
E: i FE
>,; I qv

E€; ! E

$
s
4Xd>L^

€ !! ti>
o 5 >':
'E 3s n
(!UEYoEo)fgetr u

!:EOci
-x&aH

F

idcF-

N=^EEHXysF,*;ld:: H E
;,i {:QE;T
16 :1 FC

;xvs
SfEE
;,i {:QF;TrE !1 so
S E F.;
s € FeOtr9a
!ESd
OH>5

o.

- u E(r
ECX9
E o X.iirEro 5 €',:

:gH*q F i|:tEso

= iigj:a
EIiigic:xo
E i F: !
E 3 7< q

;qi5=,
.E 3 7i q

;grsl
s9;Htflf5it{
3s*EE

B3^S59d
S ili 6);

s E3$oH
diZ

9F



a.i
LrN
lr>zu
IEzv
E F\I

E{
t>n>AN

15qts

LX;e9:E E{ !T

E>d
ET5
o5F,: 5,X

c.l

FE*

Hn>
? o.s

4<l

UiE

i c!-

5U

st!

E^

FO
9S

>Y

Uir

ES

c4v
:H

a

F8
!ltb

iE e

d>i



i:=::,r?.-.,,
)\

"-1

x X X
O
O N

co

O
o)

CD

X X

l

X

f-.

ff,\

c.l

4

h

c! c'l

','\.-''!,H',.=.
.;jlA ri::

t 'n.;:
#

1 l(. ) -.'' ":a'?

\t
N
c\

N

g
P

-o

z
K

I

'Q,* tHj
F

ol

E
9

(\
d I F

F

0 I

c{

5 '_--g,<oj* i

AK ,A

-1

z

F] ,-.] ,l Fl

_l

,r_H

@
?
E

O

a]
o{

X
N oq

o

o

X I
P

F I
P

5
E

5
P

F

F

F

E

!()

E.
t-

li'

a F -.

F
9:

g *<
3 3s

F9*
F5:! E{V
::q6
bEE
k iF

i!,!d
+FE:!i9
ErF
=.iv

Fi=

:fr5!
EH=sE

aq
{=
:qsz
EAinx;
xu6
EF<
t-d

x!€6.: E
3t-

ii.;u.*Er

bidq

q- "xi;{x|:>

B: O

EEb

!]

ss
-L

Q-d F

p 5s
FJS:E

F

F.O

pkls
\o>Ei(09
P f 6

eE 0

t5

o9
dF

v*-

iE EF

3E
XF
Qj:
f6

FoCtr

rd
!5H

L-o

p-

9a

e5
E€

ql0

.!I
4.U

b
.4!O

9rEk

=;Ei9()tF

9siFE
:Fi;{
FiH''**

frEr€F
NN c.l

c'l

c.l c..l

R
ct

vt

N c.l al



* S
o O

N F- )G:r
ai --.--,

O
@

o)
lr)
q)

X X X X xlxlx

%\
\%

#/.

t.. f- (--
$ Fr ('-

4

E
F. c- a- $ c-- o\

€ E

F F

,l\
,,^\ {

l^J

.\
A
,/

D,

an

E

n
E

/) an n

6

:1
.2.

F

Q iJ
a
\

(

S\e ,\\7-t t la.

7Y= ',.'

N
c.t

X

p. a.
E g

i
n

\o
X a

s
a
B e

F

5egi

O?

v=

+i!UA E

o-
3

I

F
P

E

E

E
I
E

F

S,

EI
a

o
tr

B

P

=

.o)

F E
F

F
o

F
i

s
d

f;

E

;t
o

(-)

f.

6q

O

Rs

s-

XF

iidF

>-E

g

E

;F

orr

r9nn

Xc
5F
i 3.Fi,F i
c!n.E
ii. c E

r -.c gl
c F 6lB.!&l

Et.

.<. :
i>i

/o=
aa7lloE=l
hb>l

FE
FI

o-'

Lra -
iri
i! F
il-*E

I

:9

t

F

;.79
AS

!= 19.,ILHC
5 t!tsq &',tn'

X
.r!lx
E

e

6
b

4
luq

&
s

F

'j

,fr
a

z

x"

Er

e
c\l c.l c\

c- 09

ct N a\I

t'r

'rr il,ll,\l'

>4

H' E. s



x NOt- @

(0
5

.f^
N(o

O
$

(o

N

(9-
o)
c)

(o x X X X X X x

%

1

a

N
t-r
NN

c..l (\

N

c\
ct F-ol

4

N c\

C\

f-.
ol

_)

a-'>

i6%
ro

v1_'

c.6
,/

fil

I=

a\
F,
N
a.l

.-)-
T

-Pntq
\s

F I
9?

5

:1"

F"/5"{
P

,i""-.4jylll
W"

(_-__."S-,

.o/s
.$ffi'
-d,"?-

\;.

I
ti
I
o\

5

9l 4,
j.)
$

E

)/

t

J rl

z

6

I

^)

E

J !.1

o
,i

'T
U)

:E

U)
ll

a

U)

€
"-.1

a

'a
o
F

.a

'.']
!

E
t

!:

J

"o

f

p

Er

o
6

"aI

IT:

c\l

X

c.t a.l

al

X
=\c
'a -o

E.o
-o

OF 5
92

-b

b
P

o

tr

a 9 I o
p
o

tro

!a (!

a::
a=4F
'-t =

9F

l!A

q

F

<r<n>-f<

10tt<
t.r

t;
IF

l;
rl I
ilF
td'lQiII

c

P<
df,f

I o.:Uqsrs
iq)

|r-

=J

a

F

F

16r

L!

o
T
tr

P.
Ei

IA

l;i
it 6
-l E
9l c

1t<lla >
3ttr "r

E

9>

I c.rirE
.(r g

E>

:90

g3
oT

< j.'
v?6
i! 16

sl
<!i@d

'c

F

c4 ii

<x.t) *
rD6

ts

.;-u
F !!i o,I de9
F€.H H;FH;
6Flq?:s-E
=!=:I U +^o
P E.! E| -i q

flEii

F
3>
Fir

XEia.q

E*

=q)

t* E
U F'<

6
?:

:l

;1
:

r
F

*
l,\a

stiE
\9br

F

*
&.

s.vv
E

:

|1P
.6

Q

td

t:
e
td

,t3
IY
iltr

c.l \ q
t€

1..



X

r

s

t t:

,-l

!

I
{

I

t

;
(

F

+

!! l!

eg

B

D
h

F\?

9r(
H.F
6>
Er

R

o

a

H

?
Fi

*

f-

,#,/



"MHO|OIIPOOLIAHA BOAH]4UA 3A AKTT4BHO

AOEPUI]'AA
AoEPI4q 9300I yr."[aHafior Xxros" 24 I058/600488 OaI(c058/600414 E e-maili oblb@befgon.net

Ifpuaotrcenue lW 7

TE XHI4IIE C KO tIP E,4JI O xtE HI4E

llo4nacanuxr fleaio flerpoB .{evea , EfH ] KaqecTBoTo cr4 Ha yIIpaBI.iTeJI Ha

Pl4flAKOl/ EooA , cT'c ceAa,rv rr{e 14 aApec Ha ynpaBrreHfi o 1 61 8 Coour, yr. Ko;rouan 1,

aAMaHlrcrparrrBua crpa4a ua OCK Crannx, o$vc217,EI4K 175 040 885,

1. llpaar o,lreAHoro [peAJroxeHr]e 3a rlsrrtrueHl4o Ha noprqKara B ctorBercrBl4e c
TexHt,irrecKure cneqrl&urcaquu I{ r{3rrgKBaHu{Ta Ha B63Jroxu[eJlt: llpeArafaM ,qocraBKara Ha

a3AeJrIi.B, KOITTO:

- ca flpol{3BeAeHr{ oT rrpoa3Bo4arer, tcoftro npl4Jrafa rI rloaa16p)Ka 9IicTeMa 3a

ynpaBreufie Ha KaqecrBoro ISO 9001 H, cl4creMa 3a ynpaBJreHue Ha KaqecrBoro Ha

Me,qlrqugcKr4Te r43AeJrprr IS O 1 3 48 5 u/I4rI4 eKBfi BaJIsHTHa.

- clsorBercrBar Ha I43IicKBaHr4rra Ha,4fipeKTI{Ba ua Eaponeficruff [apJraMeHT II
C:rnera ua Eepona98179 EC ga rteAzqnscKI4Te cpeAcrna 3a nlzamocrlzKa (IVD),

- orroBaprr Ha r{3ltcKBaulitra ua wt, 82, a.rr, 1 or 3M14;
- orroBap{T Ha Apyrure Ir3IicKBaHlrs, fiocoqeul4 B Texn}tqecKl.ire cnequ$rar<aquI,I

2. ,{ex:rapupau cr,fJraglrero cl.i c KJlay3nre Ha rIpI{Jro)I{eHI,If, [poeKT Ha AoroBop.
3. ,{er<napupair,r cpor( Ha BaJIHAHocT Ha o$eprara: 3 (rpu) ueceqa or Aarara,

Bro.sro e nocoqeHa 3a Aara Ha noAaeaue ua o{reprara.
4. Ilpuervrav cpoKa Ha H3Ir6JrHeHI4e Ha fiop6qKara: 12 (AnauaAecer) naeceqa or

0KJITOqBaHeTO Ha AOrOBOpa.
5. llpueiuau cpoKa 3a nJlarqaHe: ,rto 60 (urecraecer) raleu4apnn AHlt or

r43BT,prrrBaHero Ha aocraB(ara Ii I,I3AaBaHero na $axrypa ot u3nBJIHvreJTt.

6. llpraerlrrna cpoxa Ira AocraBKa: 4o 14 (uerupllllaAece'r) ra.,reurapHl.i AHI4 or
MOM9HTa Ha 3a.gB.'IBaHeTO OT B63rOX0ZTerS.

7. llpuerr.rat'a cpoKa Ha roAHocr: He [o-MaJIKo or 60 Yo (rrecr4ecer lpoqenra) or
o6u1ua cpor Ha ro.qHocr K6M MoMeHTa Ha ,4ocraBrara.

8. llpueual,t Aa Ii3nbJrHrBaM BoI,IqKI4 Ii3ficKBaHI4s sa B63roxI4TeJLfi, nocorleHli B

cr6fl,rtereHuero r4 AoKy]4eHTaII[ flTa 3a Yracrvre,
9, B cnyraft, qe 6raa olpeAeJreH 3a lt3n:srHllTen Ha nopbr{Kara, ce 3ar6JrxaBaM,

rrpr'r noAnricBauero Ha AotoBopa :a o6rqecrBeHa Ilop:r,qKa, ra npe.qcraBt aKTyMHIT

llor(yMeHTu yAocroB€rp.sBalqll JIIrIICara Ha ocHoBaHfi.f, 3a oTcTpaHtBaHe oT npol{eAypaTa,

KaKTo u ctorBercrBrioro c rrocraBeHlzre I(pI.{TepI4!r sa no46op:
- sa o6crofirercrBara no qr. 54,an 1, T . 1 or 3OlI - cBuAerercrBo 3a c6al4Mocr;
- sa o6cro.srercrBoro no u,r. 54, ar. 1, r. 3 or 3OlI - yaoctoeepeHl'Ie or opraHl'Ire

11o npnxoaure ri yAocroBepeHre or o6ullrHara rro ceAaJlarqero Ha Bb3JIo)KI{TgJrt 14 Ha

KAHAr4Aara kryrracTHIiKa;
- sa o6cr{:grelcrBoro tlo ul. 54, an. 1, t, 6 - yAocroBepenlzs or opraH]ire Ha

l4sntrHfirerHa areuqax "lnanua aucnerqu.a no rpy4a";

AEqEHI4E -

Intertek

'14'.. l)'



''MHOIONPOOI4AHA BOAHI4UA 34 AI(T]4BHO AETIEHI4E _

qraKc 058/600414 g e-mailt oblb@befgon.net

- cepTr.rsr4KaT 3a [pr4JraraHe r4 [oAA5p)KaHe Ha
KaqecTBoTo iSO 9001 B o6racrra Ha rpor{3BoAcrB oro vlLrz4
rr3AeJrr.ir v/urw cucTer'/'a 3a ynpaBfleHr.re Ha KaqecTBoTo
EKBI{BAJ]EHTHA;

- pa3pellreHlze 3a r6proBl4s Ha gApo c MeAIiIII4HoKI4 v34en'1,[, I43ra,qeHo or ?IAJI
IiJII4 Apyf IOKyMeHT, yAOCToBepsBarI flpaBoro Ha yr]acTHr.iKa .4a TbpryBa c MeAHUr.rHcKr4
lI3AerllfiJ rr3,qaroH or KoMnereHTeH opfaH Ha c60TBerHara A6pxaBa. pa.:pe[renue a:ra
yAocToBepeHr4e He clz I-r3I4CKBa OT npoIr3BOAr4TeJIItTe Ha MeAIiIllrIrCKll ]glglierLr9., ycraHoBeHl4
Ha repr4Topr.rsra ua Peuy6mara 6\rtapLrfl;

cr4cTgMa 3a ynpaBJreHr4e Ha
TbproBzrTa c Menr{ilr.tHcKz
ISO 13485113488 ulunu

AOBPJTq 9J00 I yn ,laHaior XHros'24 I

ilt(


