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Aoronov fiigg
^v n,

[necl/.d...:.!.7..'..2019 ro4. n rp. !o6puu, Ha ocHoBaurie wr. ll2 u cr. or 3aroua:a
o6rqecreer*ne rtopr,rrKu, ce cKJrroqr{ Hacrosrq[rr AofoBop MexAy:

"ME.4I4ICnI4M" EOOA, c6c ce.4arr{qe n rp. Co$ux 1517, aapec Ha ynpaBrreurie:
pafion flo4y.rne, yr. "Eecapa6uq" 1088, er. 1, Etr4K 204844550, peAcraBJrrBaHo or AnAa
9yne u Mzpva r{yn,:, 34s411s onpeaeneH 3a r43n6rHr4TeJr c Pelrenue J'{s 2/ 11.01.2019 ro.q. ua
Br'3Jroxo.rreJlff, cneA npoBeAer{a flpoqelypa 3a B63JIaraHe Ha o6rqecrneua nopbqKa rxlt
"4oronapxue 6ea npe4rapr-menno o6qn:resr.re" Ns 00083-2018-00021, c rpeAMer: .{oc'raexa
na la6oparopnlr KoHcyMarrrBr.r, peaKTItBI,I r.I TecroBe 3a orAeJreHrre "KllrHuqtra
uaxpo6lro:rorzr", u apr.ruau nPOIABAq 14

"MHOf OnPOOL{JIHA BOJrHrlrlA 3A AKTI4BHO JIEr{EHI4E-AOBPr4q,' AA
rp..{o6pav, cbc ceganurle r4 aApec Ha yrrpaBJieHr4e: rp. !o6pr.ru, yl. "flanafior Xuros" 24,
rerr. 058/600160, Qarc: 058/600414, e-mail: oblb@bereon.net, EI,IK 124141302,
npe.qcraBJrrBaHo or A-p Cnero:ap Earluen flerpon - I4snr:trfirereu lnpexrop ua
ApyxecrBoro, uapu'raua KYIIYBATI.

LTpaHr4Te Ce Cnopa3yMrxa 3a cJreAHoTo:

NPETM]ET HA,4O|OBOPA I4 UEHI4
1.(1). flpoaaravbr npoAaBa Ha Kynynava la6oparopHri KoHcyMarr,rBr,r, peaKTuBr4 r4

recrore (napuvaHu fio-aony rrae4uquuclcr/re usgetux),3a Kor4To e yqacrBa,r B AoloBaprHe
6e: npegnapareruo o6sBrenue 3a Bb3JraraHe na o6ulecrseua nopr,r{Ka no o6oco6enu
IIO3I1IIUU:

J\! 16: Cacreua sa 6uoxr4r\4r4uHa ugeuru(furarJnr Ha KJrrrHIrqHo 3HaqHMlr
Mxxpoopranr{3Mr,r, rd3rroJr3Baua Ao 20 6raoxuuurrur.r recra, B eArrH nor or e4la Sllpnaa
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l6.l ClicreMa 3a 6uoxr4Mr{.{na lraeHruQ]lxaur4fl

Ha B3[CKaTeJTHU Ml.rtCpOOpran:UU (
Neisseria. Haemophilus, Moraxella )
u:noa:saxll,t ao 20 6uoxr{Mt-t,IHti recra
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BKA

bioMerieux l0
TCCTA

179.4807

16.2 Clcrelra:a uae srlrQlr xauux aa vpeanu
Mld(poopfaHI-t3M I-r, usror:saua ao 20
6uoxlr\alr,tliu recra

OTIAKO

BKA

2 bioMerieux 25
TECTA

l7l.l185

16.3 Crcreua :a naeuruQuxaunr ra
craQnnoKoKt, I-r3nor3Baua ao 20
6r4oxnMl.t'rHu recra

onaKo
BKA

2 bioMerieux 25
TECTA

299.9115

16.4 CricreMa 3a HAeHTr4Quxauur na
crpemorofik, rrnorssau]a ao 20
6uoxt-tua.lur tecta

onaKo
BKA

bioMerieux l4
TECTA

299.9 | | 5

16.5 Crzcrelra :a rzaesruQuxaunr na
ropuue6arrepuu, lr:no,r:eaqa ao 20
6l.tox tziuu.i rlt,t recra
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bioMerieux 25
TECTA

191.95 6

16.6 CucreMa 3a r-r,{eHTAOaxauur Ha OTIAKO bioMerieux 25 284.802
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(2). I-{euonure npeanoxeHvr Ha npoAaBarra, flocoqeur4 B rrprrJroxeHr.rero no
IIpeAXOAHaTa anl4H€:fl, Ca Hepa3,UeJrHa qaCT OT rraoTorrqr{r AOTOBOp.

(3) llporuoraure Korr4qecrBa, rtocoqeur4 B AoKyMeHTaqr4rra sa o6rqecrneua
nopbqKa He nopa:ltIar 3a.{aJrxeHue 3a KylyBasa Aaw 3aKy[z B nocoqenr,rs o6eN,r.

CPOKOBE 14 HAqI4H HA IINAU-IAHE
2. Cporrr Ha Hacrorrqr.u AoroBop e 10 ueceqa or Aarara Ha floArrr,rcBaHero My.

.{oronoplr flpoAtnxaBa 4eftcrnlrero cr.r Ao cx,'forrBaHero Ha AoroBop c Apyr r43rrcnurareJr

cJreA rrpoBexrane ua o6rqec'rneua nopbrrKa.
3. llocoqenure n vl. 1 a:4emla rqe 6r.qar Aocra"srur4 or npolaBaqa Ha KynyBaqa B

cpor 4o 14 (uerupuna4ecer) raleu4apuu AHr.r, cneA 3rurBrBaHero raM or KynyBarra.
4. lurNr,ruara Ha npolaBaqa cyMa no BcrKa orAeJrHa AocraBKa rle 6:rle nnareHa

or KynyBaqa flo 6aHroeara cMerKa Ha [po.4aBarra B cpoK Ao 60 (mecr4ecer) KanenAapHr.r AHrr
cJrea r{3aaBanero uzL rpaxrypa or npo.qaBaqa.

5. Cpoxr;r Ha roArrocr Ha AocraBeur,rre n3.qeJrrir tpx6na ga e ne uo-rpa'rux or 60
o% (mecT 4ecer npoqerra) or o6rqas cpoK Ha roAHocr KT,M MoMeHTa Ha AocraBKara.

M-'ICTOI HA I43II:bJIHEHI4E 14 IIPEMI{HABAHE HA COBCTBEHOCTTA
6. 3a Nrqcro Ha AocraBrue Ha v34eIrr4tra ce ofipeAerr "MEAJI-.{o6puu" A,,{, rp.

.{o6pu.r, yn. "flanafior Xuros" 24..

7. Co6crseHocrra Blpxy AocraBrHr4Te v34envs u pr4cKl,T or nlJrHoro r4J1r4

qacTrrqHoTo r,rM Irorfr,IBaHe [peMI{rIaBa B6pxy KynyBa.Ia oT MoMeHTa Ha npueMaHeTo r.IM Ha

M.rcToTo Ha ,4ocTaBrHe c ftppreMo-npeAaBareneH [poToKon r,rnr4 Apyr paBHo3HaqeH AoKyMeHr.
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t8.l NIT 1+NIT2 6poitr bioMerieux 4 amn, 61.0575
18.2 VP I +VP2 6poil bioMerieux 4 aun. 61.0575
18.3 ZIM A 6pofi bioMerieux 2 aMn. 3 1.0695
18.4 ZIMB 6poI bioMerieux 2 ann. 3 1.069s
18.5 Pvz 6poI bioMerieux 2 aMn. 29.137 5

18.6 NtN 6poft I bioMerieux 2 aMn. 34.7 430
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9neu 8. (1) Ilpo4anavtr e AnlxeH Aa cKJrroqu AoroBop 3a rroAr,r3[6JrHeHr.re,

Koraro e o6ssl4r e 3tuIBJreHHero cv 3a -gr,acrve rIoJBBaHero Ha rIoAI43II6JIHI4re,:r. B cpor go 3

AHr.r oT cKnrorrBaHe'r'o Ha AofoBop 3a noAr.r3n6lrHeHr4 e r4Jrrr Ha AorGJlHr4TeJrHo cnopa3yMerrHe

3a 3aMSHa I{a nOCOqeH B 3tuIBJIeHLIeTO [OAIT3II6IHI4TeJI I43II6IHI4TeIST !i3[pau]a KOnEe Ha

AOfOBOpa r4Jrrr Ha ACrrrbJrr{uTeJIHoTo cnopa3yMeHr4g Ha BG3Jroxr4TeJrr 3aeAHo c ,4oKa3aTeJrcTBa,
qe ca r.{3rr:bJrr{eHr4 yc.[oBr4qra [o un. 66, a:r, 2 u 11 ot 3OlI.

(2) Ilo4usntml,ITeJrrrre HrMar npaBo aa npeBTcnarar eIHa r4Jru rroBeqe or
4eftnocrure, Kor4To ca BKJIIoqeHH B [peAMera Ha AofoBopa 3a noAr.r3rr:r,JrHeHl,Ie.

(3) He:arucurrro oT Br,3MoxHocrTa Aa ce r.r3noJBBaT [o,qa3rrGJrHr.iTenr{,

orroBopHocr"ra 3a rrln:hJrHeHue Ha AoroBopa 3a o6rqecrneHa noprqKa e Ha npoAaBaqa.
(4) Kynynaurr HrMa aa 3BbprrrBa ar.rpeKTHri paBnJrarqaHvr c loAn3rrr,JrHrarerure
9ren 9. Ilpo4anaqbr e AJrsxeH Aa AocraBs MeArrqr,rucKr,r r.r3Ae-rrr4r, nor4ro:
1. r.rlrar narrecena "CE" rraaprzpoBKa B cr,orBgrcrBue c Ir3IicKBaHIr.t'ra ua qn. 15 or

3axona la ue4uqrrHrrKure tnsaerras (3MI4);
2. ulrar saHeces zgeura([r.maqaoneH HoMep ua nol.r<f raqrapaaur opran no q:r. 64,

ast. 2 or 3M14, Koraro nporleAypr{Te, onpeAeneHlr n Hape46lrre no ql. 18 or 3M14, rr3rrcKBar
HaHac{HeTo My;

3. uuar HaHeceHri HrMMeHoBasue u a,4pec Ha ynpasJreHrre Ha npou3BoAuTen.[
u/u:ru ylr:ruotrotqeHLlt npeacraBLITeJI 14 BHocr4TeJIt;

4. zuar lucrpyKrl]4fl 3a ylorpe6a, c usx,rroveuue Ha u34e[ruflTa,3a Kor4To roBa He

e npeAgraaeHo s 3M[,I;
5. ca nplr4pyNer{r4 or BaJrr.rAeH cep'ru$uxar, yAocroBeprBarrl cborBercrBr4ero c6c

cbrqecrBeHrrre r43rrcKBaHrrr, npvJroxr{Mu 3a rr3,qeJrr,rero, rBAaAeH or norrQuqupau opraH.
6. ca npoasne4eHr4 or rrpor,r3Bo4urel, xoft:ro fipr4na"ra 14 rroAAlpxa cucreMa 3a

ynpaBneHr4e Ha KaqecrBoro ]SO 9001 *t/utu cucretta 3a ylpaBneHrte Ha KaqecrBoro Ha

Mear.rru4gcKr.rre r43nenur ISO 1 348 5 z/uru eKnusarenrHa.
9;ren 10,(i) llpo4anavlr B cpoKa Ha .qoroBopa rpr,6sa aa orroBaps Ha cJreAHnre

I,I3I,IC(BAHI4-S :

1. .{a uvra pa3peueHne r,rJrr4 yAocroBepear.re 3a r6proBlr-{ Ha e4po c MeAr,rurrHcrr4

v34e[rus,, r43AaAeHo or Lbnrmruremrrr AripeKTop Ha tr4AJI no pe4a ua 3MI4.
2. la npunara H [oAA6pxa cacreMa 3a ylpalneHr4e Ha KaqecrBoro ISO 9001 e

o6:racrra Ha npor43roAcrB olo u/utu rbpfoBl,Itra c MeAr4rIr,IHcKI.I H3aelllar ulutpt cucreva za
y[paBneHrre Ha KaqecrBoro ISO 13485/13488 u/uru exsunareHrua.

(2) flpo4aeaurr e AJrrlxeH He3a6aBHo Aa yBeAoMn KynyBarra [pr4 orHeMaHe Ha

crorBerHrire pa3perueur4r unlr o6escr4rsaHe Ha yAocroBepeHrrr.
9res 11. Bcsra orlemra AocraBKa rpr6ea 4a e npaApyxeHa or AoKla4eHTr.i,

yAocroBepsBartru nporr3BoAr4TeJrr, [aprr.r.4Hrrr HoMep, ceprrfiHr4.s EoMep, cpoKa Ha foAHocr H

or aHaJrr43rrr4 ceprulprararu (opr.rrl*ra,rnn, 3aBepeHo Korrue EJII{ ny6lIluHo ononecrenra),

aoKweHTrrpaurr npor.r3xoaa, c6cTaBa rr TeKyrqrr KoHTpoJr Ha KaqecTBoro Ha r43AeJrr.irra.

9res 12. llpo4anavrr e .qlruxeu Ia 3Ea e a cpor <farrypa 3a AocraBeHr4re
MEAI{III,IHCKA LI3AE Ntjg..

IIPABA I,I 3A'4bNXEHI4JI HA KYIIYBAI{A
9len 1!i.(1) Kynynavsr rrMa rrpaso Aa rrpoBepsBa KoJruqecrBoro Ha BcrKa

oTAeJIHa AOCTaBKa, KaTO [pI4 yCTaHOBtBaHe Ha HeCSOTBeTCTBIIe e ,4JI6XeH Aa yBeAOMI,I

npoaaBaqa B cpor< or 24 uaca.

Q) npu ycraHoBsBane Ha Hecr,orBercrBr4e B KaqecrBoro Ha AocraBeHr4re
MeAr4rIr4HcKrr rcAeJru-s KylyBarrr,T e AJItxeH Aa yBeAoMr4 rrpoAaBaqa B cpox or 24 vaca.
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(3) Hecr'oraercrBllero Ha KoJrr{qecrBoro r,r KaqecrBoro ce ycraHoBrBa c rrporoKon,
CT'CTaB€H OT KOMI'ICI4!, CBCTaBeHa OT AJISXHOCTIIIIT9 JII{IIa Ha KylyBaqa.

(4) B clyuaft, qe npoAaBar{cr B cpoK ao 24 qaca cJreA yBeaoMrBaHero no aJr. 1

ocflopfi nllcMeHo HeclorBercrBzero r{a KaqecrBoro, Toi Moxe Aa vcKa rrpoBep(ara My or
yrrGnHoMorqeH opfilH r4nr4 na6opaToptrr.

{:ren 1.1. KyflyBa-rbr e An6xeH la 3annarv yfoBopeHara rleHa B pzBMepa, no
HarrvHa u B cpoKa, onpeAereHr-l B Hacrostqur ,4oroBop.

HEYCTOfiKI4
9:reN 11i,(1) llprz:a6ana Ha AocraBKa or crpaHa Ha npoAaBaqa c noBeqe or 24

(AeaAecer n verrEplr) qaca, KynyBaq:br rrMa npaBo Aa floryqa ueycroiira B pa3Mep Ha 0.1
(Hyna q.sro, eAua Aecera) Ha cro or crofiHocrra na ga6aneHara AocranKa 3a BceKlr 24 \aca
3a6aBa.

(2) nplr ycraHoBrBaHe Ha HeclorBercrBr.re B KoJruqecrBoro, rrpoAaBaqlT e

An:bxeH Aa AocTaBla JlfincBarrloTo KoJII4rIecTBo npu cjle.4BarrlaTa aocTaBKa, a IIpu [o[cKBaHe
or crpaHa Ha KynyBarra B cpoK or 24 'aaca, flpv neusnr,lueHrre Ha roBa 3aAlJrxegr4e
q/nyBarrbr r4Ma fipaBo Aa noryr{H HeycrofiKa B pa3Mep Ha 5 (ner) Ha cro or crofiuqcrra ua
JII4IICBAIUOTO KOII,Iq:ECTBO.

(3) IIpu ycraHoBrBaHe Ha HecborBercrBrre B KarrecrBoro, npoAaBaqtT e AJrlxeH
Aa Aoorasrr Mear.rqlrHcKu ri34erul c yroBopeHoTo KaqecTBo rrplr cJreABauara aocTaBKa, a Ilppr
nOI4CKBaHe oT cl+,al{a Ha Ky[yBaqa B cpOK Or 24 \aca. llpu neu:nuueHr.re x{a ToBa
3a"u6rxeHr4e K)'rryBarrbr rrMa npaBo Aa nonyqu HeycrofiKa B pa3Mep na 5 (ner) Ha cro or
croitHocrra Ha He(aqecrBeHara AocraBKa.

(4) B cryvarare iro aJrr.rHerr 2 u 3, at<o flpoAalairbr He locraBr4 AoroBopeuoro,
KynyBaqbr r.rMa n.paBo .Ea 3aKynr,r Heo6xoArMr4Te My MeArtlr4HcKu u31ervr^ or Apyr
AOCTaBqr4K, KaTO pa3JIIIKaTa MelttIy rIeHaTa rto.4OrOBOpa ]I AerCTBr.rTeIHO 3a[JIaTeHaTa rleua e

3a cMeTKa Ha npoaaBaqa.
9reu 1ti.(1) llpu orra: Ha npoAaBaqa Aa AocraBr4 3arBeHrrre My MeAr.tqrrHcKrr

lz31en:,zs, unu lrpn sa6asa noseqe or 48 (ve'rupuaecer r,r oceM) qaca, K),ryBaq6r r4Ma rrpaBo aa
3aKynu Heo6xoAr4Mr4re My MeArrrlrlHcKr,r r.r3Aenur or Apyr AocraBqrlK.

(2) B cryuarlre no npeAxoAHara anr.rHer pa3mrKara Mex4y rleuara no AoroBopa r.r

AefrcTBr4renHo 3arraTeHaTa rleHa e 3a cMeTKa Ha rrpoaaBaqa.
Hnes 1'7. Kynynaurr riMa lpaBo la uc:ra o6erqereurae B rrtJreH pa3Mep Ha

BpeAr4Te, Kor4To e ripertp[rJr B pe3ynrar Ha 3a6aBenara ufi,rru HeKa.recrBeHara aocraBKa.
r{res 18. llpu sa6ana na nJrarqaHe or crpaHa Ha KynyBaq4 nocJregHtr{T A:bnxu Ha

[poAaBaqa Heycroirra, n pa,:uep Ha 3axoHuara Jrr.rxBa.
rlnen 19. flpu nper<parmaHe Ha AoroBopa lopaarr Herr3n:bJrHeHr{e Ha HrKorr or

crpaHure, Br,rHoBHara crpaHa Abnx<rl neycroiira B pa3Mep sa 10 %i (Aecer na cro) or
rrporHo3Hara crofiuocr ua goronopa.

9reu 20. Heycroftrrare, o6esu1ereHz.sra H rleuoBrrre pitJrr.rKri no tn. 16, wt. 2
uorar 4a 6r4ar y4r,pxaHr.r or BcrKo AtJrxlrMo Ha rrpolaBaqa nJraulaHe.

IIPEKPI\T.fl BAHE HA,[Of OBOPA
r{:reu 21. .{ororoprr ce npeKparsBa:
1. c lrsruqarre Ha cpoKa,:a rofiro e cKJIIorIeH, ocBeH B xr{rore3ara Ha q.ttetr ?

Lr3peqeH14e Bropo;
2. or u:rnpanrara crpaHa rrpu cl4creMHo HeIB[bJIHeHve Ha 3aAtJIxeHHtra no

roroBopa. llo4 cuoreuno Eer,r3[cJrueHr,re ce pa:6upa raKoBa, r3B:bprrreHo ABa r.rJtr.r noBeqe
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IIbTI4 B paI\.tKI,ITe Ha 9AI4H KaneH.4apeH MeOeq, rlJrr,r rroBeqe OT Tpr4 nT,TI{ B paMKI{Te Ha CpOKa Ha
AOTOBOpa;

3. npu cls4anaaero Ha ycJroBI,It 3a AocraBKa Ha MeI III4HoKT.I tr3aerr.rs cner
npoBexAaHeTo Ha rleHTpzurr43r.rpaHu eJreKlpoHHrr TT,pfoBe.

4. npta uen:r:uoxHocr Aa ce ocr{rypfi Qznancupaue 3a I,I3nbJrHeHr4ero Ha
nopbrrKaTa uo npr4rrxHn, KouTo KynyBaq6T He e Mor6Jr Aa npeABr4aI,I.

.[PY|I{ YCJIOBI4'
Vtes 211,, Crpanlrre rro AoroBopa He Morar Aa ro H3MeHrr, ocBeu B cnyqaure,

npeABr.rIeHH e . r. l. 16 or 3Ofl.
r{len 2ll. Crpauure no AoroBopa u{e pe raBar B63Hr.rKHaJrr.rre rio rr3nrnHeHr,rero

crropoBe no B3ar4Mt:ro clrJracse, a aKo roBa e HeB63MoxHo, no peAa na fflK, [peA poAoBo
KoMnereHTur,rrr c1,,t B rp. .{o6puu.

Hrcn 24..3a ncl'rKr,r HeypeAeHr4 Iro Hacrorrrlr4r loroBop Bcrrpocu qe ce flpvraruT
pasnope46lrre ua 3OII, [II3OII, 334 u T3.

tlleu 25.(1) 3a ra,ra4nrz aApecr.r 3a [pr4eMaHe na cro6uleuux, cBbp3ar{it c
HacToflqllt .qoroBo,p ce cMrTaT a.4pecltTe, nocoqeHr.r B HaqaloTo Ha aofoBopa.

Q) npu [poMrHa Ha AaHHr4re rro npeAxoAHara uwrner^, crborBeruara crpaua e
An:bxHa aa yBeAoMra Ipyfara B Tpr4AHeBeH CpOK Or npOMrHaTa.

llpra crcranrue Ha Hacrortqr4{T AoroBop ce npeAcraBr4xa or r.r3nbrHvre-ls
AKTYANHU AOKYMEIITI4 YAOCTOBEP'BAII{\4 JIIfiICATA HA OCHOBAHI4' 3A OTCTPAH'BAHE OT
nporleaypaTa, KaKTo r4 ctoTBeTCTBr4eTO C rrOCTaBeHrrTe KprrTepr4r4 :a no46op:

1. 3a o6icT oxre:rcrBara rro .{r. 54, ar. 1, r. 1 or 3Oll - cBr44ere:rcrBo 3a ctluMocr,
r43AaAeHo s 6-N4ece.ruus cpoK Ea BaJrr.r,4Hocr [peAI4 rrpeAcratsnHs ro;

2. 3a o6cro.srercrBoro no tn. 54, at. 1, r. 3 or 3OlI * y4ocronepeHur 3a.fianca
Ha ny6mavuz 3aA6JrxeHr.rr or opriu ,rre no npaxoar,rre, or O6rqr.ina ,{o6prau n or o6rquriara
IIo ce.4aJll]IIIeTo Ha yqacTHlr(a, Iz3aaleHr4 cJIeA pe reHr.rero Ha Bb3JroxIlTeJUI 3a OTKpI4BaHe Ha
npoqeAypara;

3. 3a c,6crosreJrcrBoro uo u,r. 54, al. 1, r. 6 or 3OlI - yAocroBepeHr.re or
opraHETe sa I4:n:srurrarenHa afeHuur "fnasHa r4HcrreKrlr4r IIo rpyAa", r43AaAeHO cnea
perneHrreTo Ha BG3Jtoxr4TeJUr 3a oTKpr4BaHe Ha npoqeAypaTa;

4. Ceprv<frzrar 3a nptmafaHe r4 [oAAlpxaue Ha cr4creMa 3a yrrpaBneHxe Ha
KaqecrBoro EN ISrc 9001 ulutu EN ISo 13485/13488 n/uru exsusanenrua, c o6xnar e
o6lacrra ua npor,r3rlo.4crBoro u/utu n proauxra c MelrrqnHeK t4 31ervl.

5. leru.apaqur uo ql. 59, al. 1, r. 3, nrn np. c .u. 53, ur.2 o.t 3MHfI no
3aAurxr,rreJrHr,rr o6paseq flpanoxeuue No 2 or o6pa:qure 4oKyMeHTr.r Ha IoK)'N{er{Taur-rrra 3a
yqacTue.

TIPOIAB KYIIVBA9:


