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oOIIieCTBeHI{Te [0p6riKLI, Ce CKlIOqu

''MHO|OIIPO(DI,IJIHA
rp. [o6puu, cbc ceAaJrr4rqe kr aApe
rerr. 05 8/600 I 60, frarcc: 05 8/6
rrpeAcraBJrrBaHo or A-p Caeroiap Eaftqe
ApyxecrBoro, Hapr{qaua Bb3JIOXI,ITEJI

AO

n rp, lo6pr4rr, Ha ocHoBaHr,re ,rn. l12 14 cJr, or 3anoua:a
HacTosrqusT AofoBop Melr{Ay:

oT AaTaTa Ha noArII4CBaHeTO My,
ua Aoronop c Apyf 

"anunrrra.,
6rAar AocraBrHr.r or Z3IIbIIHVITEJIfl ua
KaJreHAapHkt A]F.n, :cJIeA 3agB

vI

,,AI,I EM tr)I{J/ I KJII4HI,IK" EOOA, crc ce;ranr4rle 14 aApec Ha yrpaBneHr4e fpco$na 1606, paftou Kpaffro ceJro, yJr, ,,r4Bafi.rro" Ns 31A, er 2, in 7, EvrK r3r246s70,rlpeAcraBnsBaHo or ,{aHuela Bacuresa Klucypcxa, n KaqecrBoro n Ha yrrpaBr4Ten,
onpe,qeneHo 3a I'I3II3JIHI'ITeJI c Peruenze }le 37 120,12,2019 ro4. rJa Bb3Jro)KLrreilfl., cneArlpoBeAeHa fipoqerypa 3a Bb3naraHe Ha o6ulecrneHa rlopbr{Ka rur "orKpr,rra npoqeAypa,, J\ir00083-2019-0013, c npeAMer "{ocranra Ha la6opatopl{r4 r(or{cyMar.rBkr,peaK^rLrBuu recroBe3a orAeJleHut "K[uHpIqHa Ml'IKpo6uororuf,", "Tpaucrily3uoHHa xeMaroJlor vfl,, kr,,I(lzuHquanaroJrorru ", Hapu.{aH ITI3IIbJIHI,ITE JL

Crpauure ce cnopa3yMrxa 3a cJreAHoro:

TIPEAMET HA AOfOBOPA T4IJEHI4 , i

1'(1)' vr3rlrIIHr4TEJItr AocraBn Ha Bb3noxl4TEJIt na6oparopur,KoHcyMarI'IBI'I, peaKTrIBI'I H Tecrone (napuvaHlr no-AoJIy MeAr4urrHcK nhe us^enux), zaKor4To eyqacrBal B OTKpI4Ta npolleAypa 3a Bb3JIaraHg Ha o6uecrseFra [opT,r{Ka 33 BT:3Jr4r.&Fre Hao6ulectneua IlopbqKa uo o6oco6eHa no3rzur4s rs 3: ,{ocranxa ua na6oparopHr4 KoHc yMarHBH,peaKTI4BI{ I{ TecroBe 3a orAeJIeHlte,,KruHr4tIHa [arororz.f,", r{oMerrniuryp^j\'gJyQ 70,71.15,7L16, u 72 utu orrncaHlr n llpnloxeHr4e KbM AoroBopa
(2)' Ileuou{re npeArloxeHl4.f, Ha kl3llbJltlnrnrfl, rocor{eHlr B npr4Jror(eHrzero,'o rIpeAXoAHara aJIHHe's, ca Hepa3AeJIHa qacr or Hacrosrrl,r AoroBop,(3) lIporHo3HHTe KoJrr..rqecrBa, rrocoqeHr4 B AoKyMeHTarlusra sa o6ulecrneHanopbrrKa He IlopaxAar 3aAbJr)r(eHue 3a Bb3JIOXI4TEJI{ Aarn3aKylr4 B rrocor{eHql o6ena.

CPOKOBE Z HAI{I4H HA IIJIAIIIAHE

2, Cporur Ha Hacrorrqr4, AoroBop e l2 irrecer(a
[oronoprr lpoAbn)r(asa Aeftc:reuero cr4 Ao cKJrror{BaHero,
cneA npoBexAaHe na o6qecrneHa nopbqKa.

3. lloco.reHr4Te B qr. 1 us.4enr{, rrle
Bb3JIOXI4TEJIf B cpoK to 14 (verupuua4ecer)
Bb3NOXI4TEJI-fl.

4. {rnNurvrara Ha I43|IbJIHI,ITEr,fl cyMa ro BcrrKa orAenHa
rrJrareHa or Bb3JIOIKI4TEIIfl, no 6auxosara cMerKa Ha npo.qaBaqa B cpoK
KaneHAapHu rru cneA H3AaBaHero ua Qaxrypa or I43|IbJiLII4TEII{,.
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''MHOIOIIPOO}IAHA BOAI{I4I{A 3A AKTI4EI{O A]trLIEIII,IE _ AORPI4TI AJI
d,;-"t*,r0t4"1 tr.*ril 

"t*t"*rr.rret

'i,'
5' cpoxrr Ha roAHocr Ha /IocraBeHIzTe uuf,elu4trrpn6Ba Aa e He rro^r(parbK or 600/o (urecr4ecer rlpoueH'ra) ot o6rqnx cpoK Ha fo.qHocr KbM MoMer.r raHaAoc,raBKara,

Mf C TO FIA 143 IIb JIHEHI4E I4 NP EMUFIA B AIJ]] HA C O B C T B EI_I O C TTA

6, 3a ugcro Ha AocraBf,He Ha r.{,AerruflTa ce o[peAeng ,,MEAJI-!o6pzu,, 
AA, .p.!o6pzu, yl. "flaHafi or Xur:os,, 24,

7 ' co6crseHocrra B'bpxy AocraB.sHI,ITe H3*enutr pr pr4cK:br o.f 
'bJrHoro 

r.{JrHqacrl'IrrHoro I{M nofrBaHe rpeMkrH.aBa Br,pxy Bb3IIO)KI4TEJIfl ot ror..rra Ha npr4eMaHeropIM Ha Mtcroro Ha AOCTaB.f,He c [pl4eMo-npeAaBareneH nporoKon urrT Apyf paBHo3Frar{en
AOKyMeHT.

tIpABA 14 3AAbnxEHI,l' HA I43tIb JTHI4TEJIfr

Vneu 8. (1) I43[bnHI4TEJIflT e Arrb)r(eH Aa cKrror{r4 AoxoBop 3a roArrnbrrHeHrze,Koraro e o6.qsun B 3a.rrBrreHr.rero cH sayq,acrue rrorr3BaHero ,*u rrl'ort;;;;;r"", B cporc ao 3AHI{ OT CKrror{BaHero Ha AoroBOp 3a rloAr{3rr:bJrHeHr4e vrlru Ha AOnbJrFrr4TeJIHo crlopa3yMeHr4e3a 3aMtHa Ha lrocoqeH B 3a{BJIeHI'IeTo IOIII3IT,JIHI4T9JI I43rtr,IHI,ITenaT kr3ilpa1]a Kon,e HaAoroBopa vlrr4 Ha IoIbJIHI{TeJIHoro cnopa3yMeHl4e Ha BT'3JIo)Ifl4TeJItI 3aeAuo c /(oKa3areJlcrBa,qe ca r.r3[brHeHr4 ycJroBr4.sra tro utr. 66, wr.2 u I I or 3Oll.
(2) ilo4u:nuHr4TeJrare HrrMar rrpaBo Aa [peB63Jrafar epr_ra r4nr4 rroBelre or4eftuocture, KOHTO Ca BKnloqeHu B [peAMera Ha AoroBopa 3a noAA3rI'JrHeHAe,(3) Hesaezcr,rNro or Bb3Mo)r(rrocrra Aa ce r43noJr3Bar [oAz3l:bJrr{ Ljrerrl,orroBopHocrra 3a rI3rIbrIHeHI{e Ha AofoBopa 3a o6rqecrneua uopbrrr(a e sa I43llb JIIf4ITEJIfl,(4) Bb3JIoxr4TEnflT H'tIMa Aa I43BbpuBa AI,peKrHlr pa3nnarrlaHr4r crI oAI{3 IIb nH I,ITe JII,rTe
r{neH 9' r43nrIrHr4TEr-qr e AJI')I(eH ra rocraBr MeAHrIr4FrcK yr n3*errr,rrr>Korr.fo:

B cborBercrBI4e c H3HcKBaHflflTaHa q.u, 15 or

H HoMep Ha,Horzrpu\upaHLrrr opraH no ur, 64,

HaHac.rHero My; 
HI4 B HapeA6nre lo 9rI' :18 or 3MZ, I43I'IcKBar

3' uuar HaHeceHIz HaI{MeHoBaHvre v aApec Ha ynpaBneH'e Ha npor43BoAr.rren,
u I utru ynbJrH oM orrleHr.rf, rrp ercraB I4TeJr u B Ho cr4TeJrs ;

4' uttar 
-lycrpyKll,f, 3a ynorp e6a, c rr3KrrrorreH,e Ha H3l(en HflTa,3aKor,To roBa Hee npeABrrAeHo n 3MI4;

5, ca npra4py)r(eHa or BzurHAeH ceprarpurcar, yAocroBepqBarl cborBercrBr4ero cT,ccbrIIecrBeHHTe I43HCKBaH4fl) [pHno)I(HMrr 3a vBAeIIHero, Iz3AaAert or l-torntfu qaparrl opfar'.6' ca npou3BeAeHl4 or [poH3BoAI4Ter, rcofiro rp,nafa u noAAbp)r(a cr4creMa 3aylpaBneHue Ha KaqecrBoro ISo 9001:2015 ulutl4 c'creMa 3a yrrpaBrreHr4e Ha Karrec.rBoro HaMEAHIII4HCKUTE U3 AE NNg IS O I 3 4 8 5 :20 1 6 U I UIU EKBI4BAJIEHTHA,
9neu 10,(1) I43IIIIJIHI4TEJLflT n cpoxa Ha 4ofoBopa rpa6na Aa orfoBap.s FracJre.4HIdTe rr3r{cKBaHHt :

L [a utr'a pa3perreHue HlH yAocroBepeHr4e 3a rbproBu, Ha
vr34errprs., 

"Turylo or ZsnuHr4TeJrHrrflAr4peKrop uaLIAIIuo pe4a ua 3
Ma 3a y;p;;;;;

^ ^E_
oro ulu,ila;p;;;;';;;;vAv rDv Lv rrt rLrLyt L bpr uBn,tLa 0 MeIId

CIZCTEMA 34 YIIPABJIEHHE HA KAIIECTBOTO ISO 13485/2016 U/UTIU EKBTIBA
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(2) I43nbnHI,IT no Aa yBeroMrr Bb3IIOXZ,IEIfI npr.rOTHEMAHE HA CbOTBETHKITE P AHE HA YAOCTOBCPCHI4,.r{nen 
1 1, Bc.axa xa rpxlna Aa e npr{Appr(eHa or Aor(yMeHTZ,

yn0cT0BgpgB0Hu [p0LI3Borl{TeJIr, raprvrlufl HoMqp, cepvfruux ro*rp, cpoKa Ha rgAr]ocr 14or aHaJrlr3uu cep.ruQuKaru (oprarnuanHr,r, 3aBepeHo Konue ranniuy-6nr,r.{uo bnosecreuu),
AoKyMeHTI4paIrII4 rpol{3xoAa' cbcraBa I4 TeKy II'I8 KoFITpon utu nu"tar[bto 

"a 
H3ilenuflTa,Hlen 12. IA3ILIIHI4TEIIST .qnun "., Aa ,otlu\e B cpoK rlrarcrypa 3a

IO CTABEHI,ITE MEAI,IqUHCKTI I,I3AEJII4,,

tIpABA I4 3AAbnxEHI4t HA Bb3IIO>Kr4TEJrn

9len 13,(1) BIOXI4TEJIIT r4Ma rrpaBo Aa rpoBeprBa r(onr4r{ecrBoro Ha BcrKaorAenHa AocraBKa, Karo npl4 ycraHoB.flBaHe Ha HecborBercrBrle e Altt,lr(eH Aa yBeAoMr.II43IIbJIHI4TEJIf B cpoK or 24 uaca.
(2) llpa ycraHoBtBaHe Ha HecborBercrBr,e B KaqecrBoro ra AocraBeHrzre

f;,1iffi:u 
n3nerrun Bb3JIOXI4TEJIflT e Arrblr(eH Aa yBeAoMu I43|ITIIHWTELL B cpor

(3) HecrotBercrBl4ero Ha Korl'IqecrBoro rz Kar{ecrBoro ce ycraHoBflBa c [poror(or,cbcTaBeH oT KoMl{cu'f,, cbcTaBeHa oT AJII)KHooTHI4TS ItuIIJaHaB631OXI4TELqT,
(4) B cnyvafi, ue I43IIbJIHI,ITELflT B eporc to ,24 eoc?:,cJre,{ y".oor"uuHero rroal' I ocuoprl rII4cMeHo HecborBercrBlzero Ha KarrecrBoro, rorl rraoxdlaa uanu .rpouapKara Myor yrrbJrHoMorrleH opraH utrut na5oparopufl.
rlnen 14, Bb3JIOXVITE[flT e Arrb)r(eH Ia sailnaruyroBopeHara rleHa B pa3Mepa,no Haqr,rHa H B CpoKa, onpeAeneHLr B HACTOfl[Ir4.s AOfoBop,

HEYCTOIZK14

qleH 15'(1) llpra sa6asa Ill4o_claBl(a or crpaHa Fra npo.uaBa*ac noBeqe or 24(4na4ecer ra .rerupa) qaca, Bb3JIOXI4TEJIflT uvnnpuu'o Aa ronyqr4 Heycroftrca B pa3Mep Ha0'l (nyna II'f,JIo' eAHa Aecera) ua cro or croftHocma na salasetaraAocraBKa za Bcexu 24
'racasa6asa.

Q) NPU YCTAHOB'BAHC HA HCCbOTBETCTBIdE B KOJIT4IIECTBOTO, I'I3IIf:JIHI4TEJI,f,T C
o Konl4qecrBo rIpI4 cneABarrlara AocraBKa, a rpr4 rroacKBaHe
B CpOK Or 24 vaca, frpra Her43n6JrHeHr4e Ha TOBa 3aAbn)r(eHr4e

crorHocrra Ha n'rrcBarroro nonr#...]::t"' 
ueycrollxa B pa3Mep na 5 (ner) ua cro or

(3) npu ycraHoBtBaHe Ha HecborBercrBHe B Kar{ecrBoro, I43IIbJIHITITEII-flT eAJI6)KEH AA AOCTABH MEAIIUNHCKI4 I,I3AEJIU, AqECTBO NPU. CNCABAIIIATA
AOCTaBKa, a npu [orrcKBaHe oT CTpaH
Her43rrbJrHeHr.re Ha ToBa 3aAbJlrxeuue Bb 

B cpoK or 24 'raca' flpr'r

piBMep ua 5 (ner) Ha cro or crofiuocrra qecrBeHara oo.rullfu 
noryqr ueycrofixa n

(4) B crryqar.rre no aruHen 2 u 3, aKo r43nIrJrIJ.r4TEJIt.f Fre 
^ocraB'AoroBopeuoro, Bb3JIOXI4TEJI fT uva npaBo

H3AEilHfl OT IPY| AOCTABTII4K, KATO PA3JII4KATA
3arrJrareHara rleHa e 3a cMerKa na I43lIb JIHI4T

Yneu 16.(1) llpu orKa3 Ha 143
MeAr4rII,rHcKlr prcAelrufl. vrrn npra sa6ana noB /

\--_''-_--
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:#ffiillTEJI-qT 
r4Ma npaBo Aa 3acynn Heo6xoAuMr4re My Merrr4rrr4rrcr <H tlilerrunor Apyr

(2) B cryvar{re rro rpeAxoAFrar a alrnlrefl pa3nuKaraMexAy rler1ara ro AoroBopa J4
AEIICTBI4TEIHO 3aIIJIaTeHaTa IIeHa e 3a cMeTKa rra I,I3IIbII HI4TEIIfl,rlneH 17. Bb3JIOXI4TEJIfiT r.rMa rrpaBo Aa vcKa o6e:ulerenne B rT,Jrerr pa3MepHa BpeAHre, Kolrro e rlperr,pnflrl B po3yJrr?tr Ha3a6aBeHara ulr4nuHeKaqeclBerruru ooarurnu.VNEH 18. IIPU SA6ASA HA NNAIIIAHE OT CTPAHA HA B'b3JIOXI4TEII,flT, NO'N' I\HH,ITArnxs{ na I{3IIbJIHI4TEJUI ueycroiira, B pa3Mep ,a 3ar(oHHara rrHXBa.vne' 19' HeycrofiKare, o6e3rllereHr4.f,Ta 14 UeHOBlrre pa3nr,rKr{ no gl. 16, at,2MOTAT TA 61'TAT YAbP)I(AHI,I OT BC'KO AT,JIX(IZMO rrA I'l3IIbIi HVITEJIflNJIAIIIAHC.

IPEKPAT.qBAHE I{A IIO| OB OPA

rlneH 20, ,{oronoptr ce [peKparrBa:
1. c zsruqaHe Ha cpoKa, :a xoftro e

r.r3peqeHr.re BTOpo;

2' ot I43npaBHara crpaHa rlpu cr,creMHo Hea3rrbJrHeHue Ha 3aAbJr)r(eH,rra floAoroBopa' lIoA cucreMHo HeIz3nbJIFIeHIze ce pazlupa rar(oBa, r,r3BlpueHo ABa r4nu roBeqe

ffffi|flKure 
Ha eAHH KarIeHAapeFI Meceq, aJII'I noBer{e or rpl{ rrbrl4 B paMKare Ha cpor(a Ha

3' npu cb3AaBaHero Ha ye,oBuu 3a AocraBKa ria Me*vrrrr{HcKt4 v'Aetrkrfl. cne.np o Bex.qaHeTo H a u eHTp aJrr{3 up a]Fiu en eKTp O r{Hr4 rbpf o B e,4' 
''pu HeBb3Mo)I(Ho"t ru--9-"- ocurypu rpanaucupaue 3a n3rrT,JrFrer'r4ero HatlopbrrKara ro npuqr.rHtr, Kor4ro Bb3JIOXI4TEnTT n. . ,o."n Aa npeABr4ru,

APyfr4 ycJroBr4,

rlneH 21. Crpanure rro AoroBopa He Morar AaTIpeABHAeHH B rrrr. 116 or 3OlL

OKJIIOTIeH, ocBeH B, XI{[oTe3aTa FIa ,lIeH 2,

fo I,r3MeH.f,T, ocBeH B CJIyr{aHTe,

Hneu 22, CrpaHure uo
cnopoBe IIO B3ar4MHO CbfJIaCHe, a
KoMlereHTHr{rr cbA e rp. !o6puu,

AofoBopa ,ue peuaBaT BT,3HT4KHaJII{T. no I43nbIrHeFrHeTO
aKo roBa e HeBb3Mo)r(Ho, ro peAa Ha flll{, np.o pnoouo

HacTo.qruus AofoBop B:bnpocu u_{e ce rlpHnar.a.r

3a [p]reMaHe ga cro6rueHlrfl,) cBbp3aHI4 cqeHI{ B HaqaJroTo Ha AOfoBOpa.
rrpeAXOAHaTa arkrHe4 cboTBeTHaTa cTpaHa eAJrbxHa.qa yBeAOMr4 Apyrara B Tpr{AHeBeH CpoK oT npoM.sHaTa,llpu cbcraB'f,He Ha HacTo'sulasr AoroBop ce npeAcraB,Xa or H3[bJrHr4reJrrrCJIEAHI,ITE AOKYT,ICHTI,I 3A AOKA3BAHE NHNCATA HA OCHOBAHT4, 3A OTCTPAI.I,BAHE:

_ 3a ut, 54, ar. l, r, 1 or 3OfI _ cBr4AereJraruo ,,u cbAaMocr;- 3a \n, 54, ffi, l, r, 3 or 3oll _ Voo.ro""p.irr" o, qpfaHrzre

fffffiffi or o6qIaHara rlo ceAanlzrlero Ha B63rro)Ka'ren.s a ua

- sa o6crorreJrcrBoro no r{Jr, 54, an, 1, r, 6 _ yAocroBepeHrreVlznrtuute.rrHa afenrlr{, ',I-raeHa HHcrrexur.r, no rpy.{a,,; ;

/-.(---- -\\
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- pa3perreHlre 3a rbproBr,rr Ha gIpo c MeAr4rIr4Hcr(H r43AgJrns,, r4skaKeHo or I4AIIPIII'I Apyf AoKyMeHr, yAocroBeprBarr( rpaBoro Ha yqacrl,rrana ad hrpiyna c;Meluur{Hcr(r4
u34errufl, r43AaA9H OT KOMrrgTeHTeH OpfaH Ha cboTBgTHATA /rl,plr.€lBa;

- OeprI'ISI4Kar 3a npI,IJIaraHe [I noAAbp)r(aHe Ha cr4creMa 3a ylpaBleHr,re Ha
KaqecrBoro ISo 9001 2015 s o6nacrra Ha IIpoH3BoAcrBoro ulunu rbproBrrf,Tu , rao"u"nrn,r4srelwrr u/utru crlcreMa 3a ynpaBJreHr4e Ha KaqecrBoro ISo 134g5:201 6 nlunu
EKBHBAJIEHTHA;

Hacrogurusr
I43IIbJIHIITETI u nBa

eAHOO6pa3Hu eK3eMn rrflpa) eAuH 34

Bb3JIOXITEJI:

x
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x
Highlight

x
Highlight
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Ilpunoucenue lW 4 - sahnc,cumaneil ofipmeq

TEXHI4IIECKO nPEAJTOX(EHrrE

floAuncasaralanveila,Baculet , - , , BKaqecrBoro
d Ha ynpaBr,rreJr Ha r)lluEu [2ru Kruruti=-" EOO,(, crc oueLi,'rudeTd1peuna ynprBnerrrro

' rp. CoQus - 1505, o6rq.
ATEJIHE 2, ET4K 13 T24657 O,

yn, ,;Xpucranr,r lj,eunosH.r" )[!15, ox" D, er. 1,

1. flpana cneAHoro npeAnoxeHlle 3a lt3ntrHeHrle Ha noprqroTa B cborBerorBrre c

TexHHqecKH're cnequ$nKalruu Id H3I,IcKBaHIIf,Ta Ha BT,3Jlorcttrenfl:

llpegrarana AocraBKara Ha I,BAeJIInt, Kouro:
- ca [pon3BeAeHra or npoH3BoAHreJr, roirto nplrna|a u noAAT,p)Ka cucTeMa 3a

ynpaBneHr.re Ha KaqecrBoro ISO 9001:2015 ulutv cltcrelrta 3o yllpaBneHne Ita r(ar{ecrBoro tla
M eAurrr{HcKl,rre r,r3AeJr us I SO 13 485 :20 I 6 u / vi ntt e KB n Ban-eHrH a 

"

- cborBercrBar Ha r,r3r,rcKBalrr4rra tra ,{ttpelirlrnit trt _Fepotteiicxur uaplaMe.rrr H
Crsera Ha Enpona 98179 EC ga ueAuqdrrcrotre cpegcrria :Jil ,'{tiarHocrurcn (lVD), tiorarb e

nplInO)I(HIvIO"

- orfoBaprr Ha u3r,IcKBaHluITa Ha un,82, an. 1 or 3lvlI4;
- orroBapflT rra Apyfr,rTe H3[rcKBBrrr4s, llocoqeHll B'I'cKIII4qecKIlTe cneun$r.rnaqut.r"

2. ,{euapupaM cbrnacr{ero cr,r o r(Jray3ure I{a [p1{Jio)I(eHHfl.IrpocKT l{o AoroBop"
3.,{exnapr,rpaM cpoK Ha BarIIrAHocr IIa otlep'r:ara: 3 (rpu) Meceqa ot"4arata,

Ko.rrro e flocoqeHa 3a Aara Ha noAaBaIIe Ha ooeprara.
4. flpuerraaM cpoKa rra rr3nbJrrreFrr,re Ha nopttltora: 12 (4uara4ece'r) ueceqa or

cKjrroqBaHeTo Ha AofoBopa.
5. flpneuav cpoKa 3a nnarqane: Ao 60 (ulrctaqcer) l(aneuAapHlt AHH or

r.t3Br,prxBaHeTo H[l AooTaBI(aTa I{ r,BAaBaHeto tra Qantyp& oT li3rrirJInI.tTe,q,L

6. llpuelraM cpoKa Ha AocraBKa: Ao 14 (.lettr,,l.;li,.qecct) tteaenAaplut Atlt or
MON,IEI{TA I{A 3A'B'BAHETO OT Bb3JTO)KUTEJIff .

7. IJraerralr cpoKa r{a roAnccr uo rro-A'r3Jltto o'r' ,Jl; '% (ruect4eccr lrpoueltro) or
o6uir,rs cpotc lla foAt.tocr KbM IuoNtellra I{a AocraBl(arfl.

8, flp'neintau Aa r{3nbJr[IrBau ]lcll'{l(}t II3ttcI(BaH,H na Bb3,to,'t,:u'reJlt, nocoqeHu B

o6rrureHl4ero u AoKyMeHTauI{f,Ta 3a yrracrlae.

9. B cnyuaft, .re 6r4a ottpeAgtlell 3a lxJflbJtHt.Ire.ti tt,it nopbt{Ka'l'a, 0e SaAbJliIoBaI\'l'

nprr noArruotsaHero rra AoroBopa 3$ o6qecrnetttt nopbrlifiii Aa npeAcraBJl aKTyanHI4

AOKyMeTITH yAOCTOBepTBaUIn J[lncara Ha ocnoBal{}l'I 34. c'rcrpaHtBaHc or npol{eAypara,

KaKTo r4 cborBercrBfiero c nocraBeHI,ITe KpllTeptllt so no46op:
- sa o6cro.flTeJrcrBara rTo rrJr. 54, an. 1, r'. 1 ot 3Oi i - oBllAerercrBo 3a cTrAl{Nlocr;

- sa oSoro.sreJrcrBoro rro rrJr. 54, an !,'1. 3 o,r 3C[l -:/AocrolJepeullc or opfaHl{Te

no flpflxoAvffe a,yAocroBepeHr{e or o6ulnrtara no ce4alit;tttorc na nr,sJlo)rulrellt ll }.Ia

KarrAlrAaTa I{JI}I }'qecTHI4I@;
sa cdcrogreJrcrBoro no 'r.ll. 54, al, 1, 'r. 6 - :,i l'iToBepellto or opri'.l{:lrc liat

I,lgnt nulrrenl{a a te}Iqltl " fJlaBn t} Inncllehltlllrl lro rp yAn | | 

;

t,



'' MHOTOTPOOI4AHA BOAHI,II{A 3A AI('fI4BH O NEq}DHHE . IIOEPI4I{'
AOEPI4II 930081 yn."IlaxallmXutoa"24 8058/600489Qax0058i600414 Ele-moil: oblb@bergon.ner

: pa3pellreHl4e 3a rbproBufl, Ha eApo c }reAr{rlHrrcKn tr3AeJrHrr, rr3AaAer{o or I{AJI
vnu Apyr AOKyIvI€HT, yAocTOBeptBaIII [paBOTo Ha ) raOrr,$trfu Aa TbpryBa o NreArdr{HrrcRn
I3EeJtns, I'BAaAeH oT KoMneTeHTeH opraH Ha osoTBeTllQ'ra AbpXaBa" PA3peilegge trJrr,r
yAocroBepelllle He ce I{3HOKBa OT npor{3Bo.qureJrr,rre Ha nte.AI,IqtrHCKt{ LBAenuff, yclarroBeHu
Ha Tepr{TopvflTa Ha Peny6nr,rrca Ernrapur;

- ceprlr$I'IKar 3a nplzna[aHe tl IIoAAI'ptcaHe rlh cucreMa 3a y[iDaBJretrne rra
Kar{ecrBoro ISO 900122015 s o6racrra lra npol{3BoAcrDoro ulfilpr rbproBu.flra c rue,ru:{rluscKq
Ir3AeJu.rt ulvnn cncreMa 3a ynpaBJrerri,re lra rmrrcc'riiolo , ISO 13485:2016 uh4Jrrr
eKBprBaJIeHTHa; /

f,Iognuc Ha npeAcraBJrrBarqoro Jrrrrle rr

,I{anueaa Bacr
(uue, 6aquuo n

Yn
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Highlight



"MHO|OIIPOAfiAHA EOAHI,IUA 3A AKTI,IBHO AEI{EHI,IE - AOBPHq" M
AOBPlIut9300Xyl."IlanafiorXaros"24 8053/600488Qax0058/600414 Ee-nrail:oblb@bergon.net

ffpunouaeuue Alb 5 - ssdbnarcun etet o6pne,l

UEHOBO IPEAJIOXEHI,IE 3A TBIISJTI{EIIIIE HA TIOPbIIKATA

Or,,,{u Eu,{xn Kil,rHHK" EOOA
. 05c ceAaJrr4rrle I,I aApec Ha ynpaBneHHe rp. coQnr - 1505, o6ul.,,floAyf,He", yJ]"

,,Xpncraru flaBronu.r" J'{b15, nx. E, er. l, ATEJII4E 2
BVTK- / EYJICTAT T3124657 O

rrpeAcraBnsBaH or fiaune na B aclrresa Iftrr.rcl,pc rctr

EfI{ 65112L6773, B KaqeorBoro My na Vnpaat.tren

flpanx qer{oBo npeAJrox(eHne 3a r,r3nbJtreHrre }ra nopbr{r(ara, no o6oco6eHa nosilqtu J\b:

Ne 3, xaro npnnaraM noAnfloaHo flpuroxter*te J\b 3 "Cnr{cbK ua ra6oparopHhre
KoHcyMarlrBkr, peaKTrrBr,r n recroBe 3a orAeJIeHLIe "KrtIHI4.{ua naroflorl,If,".

(uonn, om6enecrceme o6oco6euama no3r.tryun sa Koflmo npedcmaenne oQepma)

VKA3AHU.fl 3q nonbraaHe Ha npunolrceHufiila:
B nputtouceHuemo Ns l, Ns 2 u/u,tu Ne 3, sa HoituuKlcnfilpama no Koflmo npedcmcast

oQtepma, sceKu yqacmuux cnedea da nont'nuu c.ryedttunte Koltottl.t u pedooe:
B xonoua 6 yqacmuu$m nocoveo npouseodunteil:r tts npednaeauomo tsdenue.
B xonotrc 7 yuacmuuKbm nocotrea &vecmlL.vocnrnra ua npednazcftnma onaKoBKe I

-uep$edwutlu (cewcuo nocoveHomo B x&zorn 3 uu 3.1), xoeamo e npultotctlrto.
. B Ra&o&B E ytc;mnmtn Nrco.Ba npdtazorotn tFHo Ha otxrxosxa e te&et 6es ,AIC,

frDe 4rery' Earycw xt clrtrrmo p,llrfifl da e ryevnn fu eaapn s$q ewd

,tpuru edpruqgn wrs Ha Mepna edmurya
e &m fu IIC- Edlcrruwa na rpru, Ha xepna edwruqa L@noHa 9 e mlytm" Knno yeHama 3a
onaKoaaa Ha acaKo usdenue noomdeauo ce pmdenu Hct arilecmtLuocmrna (@on xepuu eduuuqu) o

edua onarcoexa (xo.n. 8 : xon. 7). Eduuutnama UeHo Hcr ilepHa edmtwla caeha do e nxpaeneHe do
qemrbpmw suarc cned decemuquama sanemafl,

Konoqa 10 ce nonbnna c&uo no oHfilt uoarcutc,tenrypu, Kototto czdtpucatn a cede cu
nodrrcnreutuam))pu: 1,6,7, 15, 16, J,8,23,26,33,34,54,60,63,67,68,7C,72,75 u 77. D xo.ryourt

10 yqaslntltKbm nocovoa npou3Be.dentrctno,tieucdy t'tpoatoilrcnio KoJtutrccilrco om xoltoila 4 it
LleHcma 3a A4epHct edrnrut4a, nocovet:q om yvaimtnna 6 'H:oJroua 9 (xo;t. 4 x xon. 9). IIo
Hortefi,uamypa Jl! 71 ttoqeemumauut cemonett He ce nonb.rtl;! rconoua 10.

Ha pedoeeme 'toduqo no ,totteril<n
cmoiltrccmume Ha BceKu ped om rconoua 10.

d e cemuwtama 3 anenzair.

floAnuc Ha npeAcraBnrBarr{oro Jrlrqe u iley

[auuenaBacllrt ,- rfg., ,-d/
(uve, 6aquHo n rfalrulun, 4ntnfoci)
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ô

t.1

E
RT

H

c)

X X
ro
|o

lo
F

o,i

rolo
c?
rt :€

X X ,.l I X

lnF
2
.
a
IJ

=

\cc

X

N
ca
s

F
F
4
c!

i2

o\tf

X

r

6l

o
E

\0 o\s

I

I \I
X

X h ;\
F

o o

G

;r

.l)

X X x X (D
al (\ X X X n\

tal
o\

00 !

N x N ol tn
o{

X X X X X X X X X X x X X X

\o o.to \o rt) to .\9
A
r9

c)

orl

o

vt
-ir

I

o

9F
dilF

OJ

i)

I

la
IY
I u'r
ll
lE
l\oIFrv

(.)
)T

C)

q)

5

E.!l I
5;l.' 7

=1.6!l6l:
H4

e)

19.

'll

.9:
iEg

::a

()
sg
oo

c)laFE

rX
trti
osd9
at

Ei:

8t E

3 ' EIi e E

,g $;lg E E

HrflHrg

EgEIEflE

l

(g'
t)

sl'
.il

'n
Ft

'6.

g.

c)

f.?

tT'
l;t
t1|'|

t{l
lc{
lr.
Il

FH
irg
E€
Es
F9ut

*Fa
iJ FilIg ;.E

q

c-

Or
(n
c- c\ r

Vtt\ F
F- c.-r t\c-

d) I

lr
I

I
Jt2,
lr-
I

FI
9?

x
Highlight




