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NbP}ItAHI4E

Ha AOKyMeHTaTIqSTa yqacTI|e B rrporleaypa 3a Br,3,'ranaHe
Ha ool|lecrBeHa cbrJracHo qr. 31, ar. I or 3OfI

1. PelreHrae sa
B orAeJreH (bariJr,

Ha f]poue.Ilypa 3a BbjrafaHe Ha o6luecTBeHa nopbqKa -

2. O6tuteuue, c

Qafir.
3. Texuuvecxa cnequ
4. YrasaHzs sa no na o1|eprara,
5. flpoenr Ha
6. Cruct,r Ha rro3r.ruI.rI,i r,r HoMeururarypfiTe - B or4elen Qain

$opuar excel;
'7 o6ne2tfiz se - e or4e:reu $aftn:

- [pr4MepeH o6pa3eu: ,{erlapaqux no vl. 66, a,r. 1,

AII3II6JIHI4TEJUI 3AIT'JIXEHUS;
- 3arbJrxrrreJreH o6pa3erl: Texnlrqecro npeAJroxeHr4e rro

o6oco6eHa [o3r4qrzr Ng 1: Kourl 3a X9MOAIIaJII43a;

7.3. flpn:roNenHe J\! - 3aAbJrxuTeJreH oopa3ell: I exHrrqecKo npeArolKeHr4e no
o6oco6eHa fio3r.qur Ne 2: M ll3AeJIUg 34 XeMOALIanI.{3a ;

7.4. flpzroNenue No .3 - sa4T,rNr,rrereu o6pa"eeq: Texuuqecro npelJroxeHr,re no
o6oco6eHa no3riqux No 3: 3a Ae3r4HEeKrIUr Ha XeMOArra!'[r3Hfi afiapaTld;

2 - za4l.l'xureJreH o6pa3erl: IJenono npe4noxeHue,7.5. IlpuroNenr.re

7.1. llplrnoNerne Ne

rr3p.Bropo or 3OlI ga noeuEre o'r
7.2. flpr.uoNeHrae Na

c6A6pxarqo fipeAjloxeHr.reTo Ha
7.6. IlpuroNenrae No

3anoHa sa lrepr<vre cpeqy r.r3rrr4

OT TII3Mtr4TI;
8. C'rau4apr:eu

roptqKn (eEEIOII) - n *zip

ce orroBecTrBa oTKpr,rBar{eTo Ha npoqelypaTa - B oTAeJreH

oTHOCHO r{eHaTa.

- 3aAGJrx reJren o6pa:eq: .{er<lapaqur no .rri, 6, ast.2 or
xr,u vr. 11, a,r. 2e Ha fiaou ctrrtacHo llonnoNeHrae Nb 2

Ha eArrnrrr4r eBpone[cKr4 AoK]MeHT 3a o6tqecrBeur.r



"MHOTOTPO@I4AHA

1, TEXHI,IIIECKA.
Kouqenrparu 3a xeMoAr{aJrrr3a
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CIIEUII(DIIKAUtTtr

CIIEIII4OI,IKAI{I{II no O6oco6ena nosuuus J\! l:

1.L2. la ca rpvlp oT onIIcaHI{e Ha xapaKTepr.rcTt4 KIiTe Ha rrp9AJIafaHI4Te

1.1.3. Bcqrca .4a e fiptrApyxeHa or pa3per]reHze :a npo4arr6a Ha naprvAa
. ynocroBeprBarlrz HaAexAHocrra ua QapvaqeBTr.{rrHr.rtu/utu asunutwreH ceprr4

[poIyKT, (arTo u npu nacrpoftxa Ha xeMoAv airr{3Hr.rre anaparv 3a
npoBexAal{e Ha KarrecTBeHa

1.1.4. la ca n MapKnpaHn c:r,rJracHo rz3r4crBaHrtrra sa 3MI4 a
TexHIiqecKlrre cneuudzrauuu AoKyMeHTarIE.,{Ta sa o6rqecrneua nop6qKa.

1 . 1 .5. !a ce rpaHcr esc cepru$uqrapaHrr Moropur{ [peBo3Hr4 cpelcrBa,
(sa rpo4yrrure, 3a Kouro e npr.uorruuo).upes o6opornu craH.4aprHir

1.L6. la ca AEHI{ caMo or Qapuaxonefiuu cypoBrrHrz or Barr.rAr4paur.r

KoHrleHTparrr 3a xeMoAvaJrrr3a - ycJroBHtr },M, 2, 3 uAocraBiruuu (:a rcuce;rz 6ur<ap6o
4).

| .1 .7 . Cyxnre 6
fioqoo6N4eHurire cMoJru Ha
IIPOI,I3BOAIITENI,I .

3a xeMoarraJrr,r3a r4 coJl 3a pefeHeparlr4r Ha

1.1.8. Cpor 3a ro4u Ha AocraBeHVTe KourleHTparr.r 3a xeMoAfialrr.r3a: He no-
KpartK or 6 (uecr) Meceqa or HA AOCTABKATA.

1.1 O6qu
nosuqfls l\] 1:

1.1,1. !a orroBaprr
AOT()'n4eHrarI[s, yaocToBepeHo
CbOTBETCTBI,IC HA MEJIIIUI,IHCKI4

npoayKTrz.

1.2. Cneun{
nosuqus J\! 1:

1,2.1. Hon.r

-6ai<reprEa-nuu en4
3.l4ngnr'ugywruu

6yru:rxr o'r 6 mrrpa.

1.2.2.Ho

1 , Cr4rpNanrze ua
2. Cr,4rpNaulre na
3. flo 6uonoru.rsn

Kr,M KonrleHTparrrre 3a xeMoAr.raJrn3a no o6oco6ena

rr3rzcKBai{r4rra na,{uper<trlna 93 /42/EEC r4 TexHzqecKara
ceprraSurar or uoru<puqzpa:r1 opraH r.r Aerurapaqlrr 3a

oTrzTeJr 3a BoAa Aa ca npou3BeAeHri oT JrurleH3r.rpaHv

Ha KonrleHTparlre 3a xeMoA[aru3a uo o6oco6ena

I\! 1: AJIKAJIEH EI,IKAPEOHATEH KOHUEHTPAT
3A XEMOAT4A.[r,r3A (yCJrO EHJ\b 1):

1 . Cr4:spxarrrne ua
2, flo 6uororu*rrz

xu4porenrcap6ona;r - 84 g/1.

Aa orroBapr ua Phar. Eur. 2009:
-o6qo uurcpo6Ho .rlr o - ro-MarrKo or 100 CFUiml;

- rro-Marrro or 0,25 IU/ml.
- cepruSraqzpaur{ peur.rKJrnpyeMr.r e4uoxparuz PVC

J\} 2: A"TIKAJIEH EI4KAPBOHATEH KOHUEHTPAT
3AXEMOAr4AIrEA (yCJIO EH Nb 2):

xu4poreurcap6onar - 84 g/1.

urocy:rQar- 10 g/1.

Aa orroeap.f, Ha Phar. Eur. 2009:
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-o6uo Mr.rKpo6Ho - ro-Ma,'rKo or 100 CFU/ml;
-6arrepuanuu * ro-MarrKo or 0,25 IU/ml.

- cepurrpuqnpaurz per{r4xJrr.rpyeMz e4uorparHr,r PVC4. Llupunu4y mnn
6yrunrcu or 6 :rurpa.

1.2.3. N} 3: KI{CEJI EITKAPEOHATEH KOHIIEHTPAT
3A XEMOAIIAJTT43A (yCJIO

1. ftouen c:scran

K - 2,00 mmolil
Ca - 1,75 mmol/l
2. llo 6r.rononr.{uu rrvrBaur4r .qa orronapa na Phar. Eur, 2009:
-o6rqo lrurcpo6no ura - no-MarrKo or 100 CFU/ml;
-6arrepuaauu - no-MnJrKo or 0,25 IU/ml
3. I4ll4usuAy ur:gtl, - ceprr.r$uqrapaar4 perlrlx.lrrrpyeMra e4uorparnu PVC

6yrunra or 5 lnrpa.

1.2.4. H J\} 4: KIICEJI EI,IKAPEOHATEH KOHIIEHTPAT

EH Ir! 1):
cMecBaHe r{ pa3pexAa}re, Karoo gJreABa:

K - 3,00 mmol/l
Ca- 1,50 mmol/l
2. llo 6uororrzqHrz .rra orroBaor na Phar, Eur, 2009:
-o6qo uur<po6ro .rrn - rro-MarrKo or 100 CFU/n1;

- Iro-MarrKo or 0,25 IU/ml.
- ceprr$uquparr4 peqr.rKJrr{pyeMra e4uonparHu PVC

J\ir 5: KI{CE"[ EIIKAPFOHATEH KOHIIEHTPAT
3A XEMOAI4AJII43A (yC jTO EH M 3):

34' XEMOAT,TAJIII3A (yc,rro
1 . I4oueu ctcras cJre

-6arreprnannz
3.Llupunupywruu

6yuamu or 5 mlrpa.

1.2.5.

1. ftouen crcran
K - 3,00 mmolil
Ca- 1,75 mmol/l
Glukose - or 5,00
Mg- 0,50 mmol/l

-6arrepuamu e

3.l4ugunugyannu
6yrramu or 5 nlrrpa.

1.2.6. H
3A XEMOAI4AJII,I3A IYCJIO

1, fronen cccraB cJr(

EH.Nb 2):
cMocBaHe n pa3pexAaHe, KaKTo cireABa:

cMecBar{e !r pa3pe}kAaHe, KaKTo cneABa:

J\rb 4):
cMecBaHe u puBpexAaHe, KaKTo cJreaBa:

6,00 mmolil

6,00 mmol/l

2. flo 6uororuqurE Aa orfoBaps sa Phar. Eur. 2009:
-o6rqo rr.rurpo6no - no-MarrKo or 100 CFU/ml;

- rro-MaJrKo or 0,25 IU/ml.
- cepru$uqupaulr pertrr4KJrr4pyeMra e4uonparuu PVC

N} 6: KI{CEJI EI4KAPBOHATEH KOHIIEHTPAT

K - 3,00 mmol/l
Ca- 1,75 mmol/l
Glukose - or 5,00
Mg- 1,00 mmol/l
2. flo 6laororuqHlr Aa orroBape na Phar. Eur. 2009:
-o6rqo nrzrpo6uo - rro-MarrKo or 100 CFU/ml;



1,2.7. Hovr J\! 7: KIICEJI BLIKAPBOHATEH KOHUEHTPAT
34' XEMOIIIAJTI43A (yCJIO EH N! 5):

1. fronen crcran
K - 3,00 mmolil
Ca* 1,25 mmol/l
2. llo 6uo,rorrnqnu Aa orroBapr ua Phar. Eur. 2009:
-o6rqo uunpo6Ho - no-Ma,'rKo or 100 CFU/m1;
-6axrepuanuu Kcr4qr{ - no-Marrr<o or 0,25 IU/ml,
3. I4nqunu4yanru o rnu - cepruQuqnpaHrr peuuKJrapyeMz eAHoKparnu PVC

6yrzrncu o'r 5 rtrnpa.

1.2.8. H

"MHOIOilPOOI4AHA

-6 arrepua"ruu en4
3. Llngunngy utuu

6yrut;:'<u or 5 nzrpa.

fronoontrnnnrarn cM
XEMO.III{AJII{3A:

1 . Conra Aa 6r,Ae
o% (AenerAecer v .qeBer npo
2005.

MearlrlrlHcrflr [3aerus 3a xeM

2.1, O6qn rc
o6oco6ena nocflqr,rs ]l! 2:

or 3Mi4, Koraro nporlea)?nre)
HaHac.rHeTo My;

- HAHECEHI,I HAI.IMEH

y[bJrHOMOrIeHrr.tr fi peACTaBrrTeJr

- nHcrp)'Krll{q 3a ],.]r

npeABvaeHo n sanona. B

3A AKTHBHO AEqEHI4E - OBPI4q"
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* rro-MaJrKo or 0,25 IU/ml.
- cepru{nqupaufi peqr4KJrr4pyeMr,r e4uor<parnu PVC

cMecBaxe I,{ pBpexAaHe, KaKTo cJIeABa:

Il! 8: COJI 3A PE|EHEPAIII4fl
HA OMEKOTI,ITEJI 3A' BO.IIA 3.4

'rucra/Sapuarconeftna, c uzcrora no-rorsr\4a or 99

BHOCIITEI';
C II3KJIIOqCHV E HA IB,4eJIII'Ta. Sa KOT4TO TOBa He e

sa ynorpe6a ca Ha qyxA e3rir,

) - Aa orronapr Ha rr3ucKBarrurra nocoqenu n Phar. Eur.

2. Cotrca Aa 6sAe
3. I4H4unn4ya,ruzre ra 6r,rar or 25 xr.

CIIEULIOAKAIIII-fl no O6oco6esa uoruuus .l{} 2:

orrpeAeJreHrr n nape46rr re no .rr. 1 8 or 3MLI, rr3ucrBar

BaHHe r.r aapec Ha ynpalJreHr.re Ha npor43BoAl,rrets t/uttu

K6M MeAfiqItHCKfiTe It3AeIrIg 3a XeMOAHaJI[3a rr0

2.1.1.,{a oT ronapxr r{3rrcrBaHurra Hawt, 82, an. 1 o'r 3ML1, Karo rrMar:
- Haneceua "CE" B ctorBercrBr4e c r4srrcnBannsra na qn. 15 or 3MI4:
- uaueceu naprr.r4eu/ HOMep Bspxy OnaI{OBKr4Te, KOTaTO e npUnOXrrMO;

eH HoMep ua norz$uqupaHzr opraH no vl. 63, a,r. 4- Harreceu u4euurQ

KOTaTO r4HCTpyKrIr4rZTe

crqure T pr6na 4a ce vua-r 4 na 6urapcr<v eszr.
2.1.2. Cpor sa ro Ha AocraseHr4Te MeAr4rlrruclc.t vs4elfi4fr: He no-rpamr or

60 % (ruecraecer npoqeura) or cpoK Ha roAHocT B MoMeHTa Ha AocTasKa,

2,2, Cueunrf Ha MeAITUIIHCKIITe II3AeJIIIff 3a XeMOAr,ra!'ILI3a nO

o6oco6ena nosrlqns N] 2:

2,2.1,Ho*t or N! 9 qo J\! 12:
KATIIIJIfPHI4

no,rucy.nr[onona ueu6pana
TOPI,I 3,4. XEMOII4AJTI43A cr,,c crrHrerurrHa



5. ,{a ne
6. la ca

4008/s.

aJroprr{rrHr4 peaKur4rr y naq}reHTr4Te H npyprrTyc,
c Harr4rrul4Te IvaJrLr3HLr a aparv B orAeJieHllero-Fresenius

7. lauz4spxar HaJrrraHe Ao 500 nal/Hg.
8. ,{a ca c orJrr,rqHa rroBtpxHocr r.r pa:Hoo6pa-srze B roJreMr4Hara Ha

noBlpxHocrra - 1,3 xn.n; 1,6 rcl 1,8 rn.n; 2,0 xn.n;
9. lacac rp:snen o6errl 4o 100 ru.
10. !a ca c BrrcoK 3a HvcKo r4 cpeAHo MoJreKyJrrpur.r cy6crauqzz c

aAeKBaTeH KOeQI,IUI4eHT Ha urrTparu4t.

"MHOTOnPOOIIAHA

7. la ca 3a eAHo

cTepErr43arlfis.
2, [a ca xanntapuu,
3. la ca c 4o6pa 6ra

4. ,{a sa4rpNar

11..{a ca c BrzcoKa
gosra Xeuaprzn.

12. la uv'ar
.rrraru3eH pa3TBop 6es Har liqr4e

t'r)
KATII,IJIflPHI4

ueu6pana
1. [a ca sa e4n

cT9prrJrrr 3arlr4r.

4008/s.

3A AKTI4 BHO NEI{EHI4E -AOEPUq'AN
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ynorpe6a - crepr,rJrnr{, creprzJri{3zpanrr rrpes apoBa

or crzHrerr4qrra nolucyl<poHona lreu6pa"na.
eOTI,IMOCT r.r aUUpOIeHHOCT.

o eHAoToKcr4Hr4Te.

, no3BoJItBatuI4 r.I3noJBBaHeTO Ha Manru,I

14 crplxTypa, [o3BolsBalla oIITr4MatJrHo saJrcJrBarre c
Her43noJI3BaSMIz npoCTpaHCTBa.

or M 13 so J\ir 14:
ATOPI4 3A XEMOIIIAJII43A c xerr.rKcoH

ynorpe6a - crepr.rJrHr.r, creprrJrr,rs[paHr4 qpe3 napoBa

2. la ca r<anunxpuu, eHI4 0T XeJTT4KCOH Uerr460aUa.
3. ,{a ca c 4o6pa OCT I,I ANI4DOTEHHOCT.

4. .{a sagr,pxar o eHAoToKcI4HaTe.
5. .{a ne aneprr4qHr.r peaKrlrru y [aqr{eHTr4Te 14 npypr-rTyc.
6. la ca crwut c HaJrIzqHI4Te AvaJtn3ru araparn B or.rleJleHllero-Fresenius

7. .{a us4rpxar HanrfaHe Ao 500 rulAlg.
8. [a ca c orrr4r{Ha rll,tcrBa Ia TloBr,pxHocr h pasgoo6pa3ue B )-oreMuuara I{a

rroBT,pxuocrra - 1,4 xs.N.{. u 1,8
9. [acac rpr,neu o6eu 4o 100 rvrl.
10. .{a ca c BrtcoK 3a HIiCKO r] CpeAHO MoJleKyJrflpr{r4 cy6cranqzv c

ATEKBATEH KOEQI,IIIHEHT HA

11. ,{a ca c BrzcoKa

4o:u Xenapuu.
MOOT9I{HOCT, IIO3BOJT'BatrIU I43IOI3BaHeTO Ha MaJIKI4

12. la uwrar r.r cTplToypa, no3BolsBa-rqa onTI{MaJIHO 3alrbJrBal{e C

HeTz3IIOJI3BaeMIZ npOCTpaHCTBa.

or J\i 15 so 17:

aIIaJMeH pa3TBOp oe3 HaIEqUe

2.2.4.H
UEHTPAJIEH B KATETT'P
1.[aesaeguo ynorpe6a - creprzJreH.
2. [ae c po6pa ecTaMocT II aIII4pO|eHHOCT.
3. .{a e 4nynyrraeuen,
4. .{a orronapr ua t2F
5. C:soreereu p Ha aprepr.raneH 14 BeHo3eH nrr 1,5 rariu 1,6uu.
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6. .{a 6r,qe c 15, 18, 20 cM c rleJr Karerr4pv3arlur Ha BeHa dlerr.ropa:urc,
cy6rranlrr r ioryrapuc

7. ,{a ce npe4nara n 3a KaTeTI4pV 3arlr4t, BKIIOTIBaq:
- u1'nxqzouua r,rua I GxTclr;
- BoAaq J.035 x 70
- cbAopa3rrrr4pr{TeJr
. CKAJITIEJI;

) 12 F x i4 cirr;

- cnpuurlorra 10 cc,

8. ,,{a ne ce

9. .{a 6r4e reprr.r

MEKI4 II OT6BACMI{.

10. !a n [oryrraBauero Ha Kp:r,BeH 4e6nr, 4ocramqeH 3a
[poBe44auero na e@errunno o JIeqeHI4e.

1 1. [a rp arir.rupar o rIeHTpanHI,It BeHo3eH c6A, B KofiTo ca nocraBeHv.
12. .{a ca peHrreu-n

2.2.5.Ho or M 18 ao J\ir 20:
AV OI,ICTYJIHII JTII 3A XEMONI.JAJITISA
1 . .{a ca :a e4n yno'rpe6a - creplrnHr4.
2. la ca npo oT MaTepuaJr, rro3BoJr{Barrl Aoopa oprocsBMecTrrMocr c

KpbBTa Ha [aIr{eHTa.
3. Brpxonere ua

6es6ore:Heuo rrpoHuKBaHe.
4. Kpawgara na

AA CA C Oorpr4 peXeUIU [OBspXHOCTrr, Oor4ryp{Barqu

Kpar4rrlara ua AV 4n anra:Hure CTEMI,I, TIOJI3BAIIU

upes pes6a.ctqregsBaHero raM aa 6s.{e s
5. tr{rnra:re rps1sa ta B KOMIIIEI{T:

AHI4

- apTepr.{aJrHa, KorTo
- nenosua 6es ornop;
- Aa rrMaT npeAna3Hr.r

6. ,{a ce
roBtpxHocr - 15 G, 16 G, 17 G.

1 fla oa o-od-^-'-.,*-r-^.Ir c

3a apTepra aJrHa vc Hbo 3a

rrJreH oT rroJrrlypeTaH r4 npr4 TeJIeCHa TeMnepaTypa Aa ca

Ha vlnvTe Aa ca cbBMecrr4Mrr, 4o6pe a4atrupaHr{ c
B OT.qeJreHLrgTO 3a XeMoArranr43a, r{aTo

uMa oTBop Ha pexerrlaTa noBGp)(HocT;

B psl3Jlr4rrHr4 pa3Mepu c opeA nyMeHa Ha per(eqaTa

ABr4tKHn (rr,prarqn), rIBerHo Ko,qlrpaHrr KpriJrrla (uepneuo
uua).

2.2.6.H J\! 21 n J\l 22:
.III{AJIII3HTI CU (XEMOJII4HI4I,I)
1. ,{a ca aa e4uo ynotpe6a, crepr.rJru[.
2. la ca 6egonacuu JIECHI,I 3A I43IIOI3BAII9.

3. la ca B KoMrrJreKT APTCPI'AJIHA I,I BEHO3IIA XCMOJIIIHII'.
4. .{a rar'aar neuo:na clicTeMa.
5.Bcn<a r'uuux ga ripeAla3Ha KanaqKa 3a KorreKTopuTe Ha Ar4Mrz3aTopa
6. Aprepuannara (xerronuuux) 4a rzrraa:

- KoHeKrop ( vopan);
- [peArra3Hr.I (JraMnr4 KoHeKTopa (u'rs4yLueu uopan);
- nopr 3a c [pefpaAKa, HecI'al'pxarla JraTeKc u 3aquTa

7. Besossara (xervronuuu.r) ga unaa:

vopar);

np6cTr4Te;

- KoHeKrop (Blb3AynI



-MHOIOTPOOI4AHA

- npea[a3Hr.r KJraM[r4 KOHeKTOpa;

- AOIIT,JIHI'ITSJIHO

- nopT 3a

3A AKTI4BHO AEI{EHt,IE -,4OBPHII" A4
XrroB" 24 e 058/600488 qla(c 058/600414 E e-mail: oblb@bergon.net

I1p6cT Te,

8. ,,{a r.rnrar ycrpofi
o6e3BT,3AyrnaBaHe.

9. fia ca c ro6pa 6v
1 0 . .{a ca crnrvr

Fresenius 4008/S.
1 1, BenogHr.rqr v

|OJIEMIZ KJIAMII4 C IIEJI

e 3a BeHo3HI,Lf AaTqrrK 3a 3alqrrTa;
e c [perpalKa HegbAlpxau]a JraTeKc 14 3auluTa Ha

3a cBT,p3BaHe Ha apTepr4a,THaTa rz BeHo3HaTa cI4cTeMa 3a

ecTr4MocT r,r anuporcHHocT.
C HZTJII,IqHI4TE AI4ATII3HPI AIIAPATII B OT,UEJIEHI4ETO -

Kpaf Ha xeMoJrr4ur-lr4 Te Aa 6T,,qar cna64eur.r c
e Ha rlaurreHTrrre or BE3AyrrrHa eN.r6oru.r.

12. Klrr.r KoMnJreKTa unaa rop6a 3a eBaryaqfir na @usrzonorauHusr pa3TBop B

xoAa Ha [poMIrBaHe Ha c
13. .{a 6rae BtTperrrHrrrr Ar4aMerlp Ha roMleHr4s cefMeHT (8urrr) u

4 aMertpa ra eeHorHux vopan (
22).

a apara

MM 3a HoMeHKJrarypa Ne 21 u 22 t*rpr sa uorraerlr<narypa .l\b

2.2.10.H Ni 23:
OI4JITbP AHTI4E
1. .{a rlrorar 4a ce npucceAr,rHrBar rru Diafix 3arrrorrBarqara cucreMa Ha

2. .{a nosnonrna Ha yJrrpaqlrcr ArrrrJrr,r3eH pasrnop(en4oroKcr4Hrr <
0.03 IU/ml, 6pofi rruxpo6u < 0.1

3. ,{a zirrar nolncy ir.reu6panu
4. Mev6panure ga IIoJIOCTTa I,I KaqeCTBaTa CIZ B [pOA:bJIXeHIIe Ha

none 12 ceAMrl uI.r

ruceruua) n Sporotal 100 ( xunoxnopu4) 3a MuHaMyM 1 1 noqrncreaqu qrrKGJra.

5. lawtrar nna cuoco6socr > 5 ml/min.mmHs

3. TEXHI,IIIECKA, CIEUIIOI,IKAIII4II no O6oco6ena no:uuus Ns 3:
Parrnopr.r sa geurnrferrlur na anapaTrr

3.1. O6rqu

npeflapaTfi oT Tr4[a Ha

xeMoaIIaJIII3HII anapaTl{ nO

r,r:ru 100 6p. g.uarusuu fiporleAypr4, npr.r 4e:rzu$erqzl c
340 (nepoqerua rcuceluna), Diasteril (xrn4por<cuoqerua

Kr,M flpenaparure 3a gerr.rnt[ercqun
nosfiuuq .Nb 3:

3.1.1. !a Ha u3r4cKBaHrzrra na .{uperruna 931421 ECC.
3.1.2. Cpor :a Ha ,qocTaBtI{LTe npellapaTx 3a [oqr4cTBaHe II

4esr.trrperqux: He no-rpa:rcr or 2 (.qeaJiaAece'r) Meceua or Aarara Ha aocraBnara.

7,' Ha rrpeflaparnre :a gertnQerquq Ha xeMoAHaJl[3Hr.r
J\! 3:araparrr no o6oco6ena n

3.2.1. Ho
TIPETIAPAT 3A AJIKAJIHO XI4MI4IIECKO IIOIII4CTBAHE

Aa He yBpexAa

(OEE3MA3HflBAHE)
1 . [a npe4cran:rxna B KOHUeHTpr4par{ 8144.

2. [a noxe 4a
xv.4paBnr4Kara.

ynorpe6xna B ArraJrr{3Ha Marrrr{Hrr
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3. Axrusuara Aa 6!Ae sa 6asara sa laatpr4 eB xr{noxJropr4a (NaClO) c
aKTnBerr xJrop, He no-ua.nro or 3

4. Cre4 pa:peN4ane
%.

Bop.a 3a nnanv3a B cr'orHorueul{e I : 34 npra reMfieparypa
37 rpapyca C, na utra o $yurlrquguo, 6arrepuqz4uo, ry6epry:roqu,quo z
Br4pycflrlr4lHo (B T.rr, xerIaTI4TU u HIV) 4eiicrnue, [pr4 Tperr.rpaHe orc. 15 ur.rn.

xr4ApooKr{c Q.{aOH) ao I %.5. !a cr4r,pNa uarp
6. ,{a 6r,4e cra6
7 . la 6rge Hr,rcKo Jr r,r c peAyr{r4parr Mnpr4c.

8. ,{a 6r4e n ry6u c ecruuocr or 5 ao 10 n.

N! 27:
TEPMI4qHA XIIMI4TIECKA AE3I,IHOEKIII4fl,

OIIKAIII4fl

Aa 6'r,Ae ua 6agara Ha Jrr.rMoneua Kr,rceJraHa (C6H8O7)

BoIa 3a Ar,raJrr43a B sborHorrreHve 1:24 npu reMrreparypa
na cy6crauqurra .qa e rapar{Tr,rpafio ,qocrarrqHa 3a

cr,rJruo r43pa3eHo AeKMr.Ir4paEe B Ar4aJrr,r3aruoro o6prqeulre,

eTnr4BocT r.r peAyrlltpa]r Mr.rpuc.

3.2.2.Ho
TIPEIIAPAT 3A

IOqI{CTBAHE I4

xr.rApaBJrr.rKaTa.

3. AKtrlsuara
IIJII,I XI4APOKCIZOIIETHA

4 . C:lea pa3penrAaHe
84oC arrznuara

1. .{a npe4crasnana B KOHUeHTpr4paH Br4A,

2. la r:,roxe ga ynorpe6xea B Az.anlz3Hu Marlr4Hrr , Aa He yBpexra

cfiopoqr.rAno, 6arreplrqlr4uo, o H Br.rpycurlr.AHo (n r.u. xenarr.rru B/C n HIV)
AeiicrBr,re, pa3TBaprHe Ha Kp6B r..1.

rpl4 eKcrro3r4ur{r orc. 15 trrzs.
5. .{a uua ueronxri.ra
6. .{a ue qbAtpxa
7. la6rse6
8. Aa 6rae n ry6u c ecrlrMocr or 5 ao 10 l.

3.2,3.
TIPEIIAPAT 3A

AEKAJIUI4PAHE
1, .{a npe4crarlxna B KOHIIEHTPI,IPAH BI4A.

2. ArrunnuT e Ia ca ua 6azara na fiepor]erHa Kr4cenzna CH3COOOH.
BoAa 3a MaJrr43a B ctoruorrreur4e 1:24 npu reMneparypa3. Cneg pa3pex,qane

37oC xouqeurpaqr{{Ta Ha cyocTaHrlE Aa e rapaHTr4paHo AocTaTsrrHa 3a
rrHaKTrrBarlu'I Ha cnopfi, nupyclr (r r.q. xerrarr.rrz B/C a HIV), npa rperr4paHe oK.

ficrna.10 lrNn., KaKTo 14 AeKaJrrlupaqu
4. .{a uua uerorxua n peAyqr4paH H9[prrrTeH Mr4pr]c.
5. .{a lrnar cnoco6u rtir.r 6uopasrpa4r.ruocr,
6, [a noNe ga ynorpe6rBa B lr.raJrrd3Hr.r Marur{Ha * Aa rre yBpexla

xr4ApasIIZ(aTa.

7 . la 6lse a ry6u c or54o10n.

J\! 28:
CTYAEHA XI,IMI4IIECKA NE3I4HOEKUEq U
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3A IION|OTOBKA HA OiDEPTATA

1. Ilogroronrca ua
1.1. llpu noAroro Ha oQeprrdre yqacrHrrqr,rre ca AJIbxEr{ Aa crla3Bar

}I3I4CKBAHI],'ITA HA Bb3JIOXI{TCJI'.

B pellreurrero, obtBreHllero .r4

cngABa Aa oTfoBapt Ha r,r3r4cKBaI{I4tTa. [OCOqeHr.r

oK) 4eHTaur4rra 3a yqacrne r] npoueAypara h aa 6bAe
oQopMeHa rio [prcJro)r{eHr4Te AoKyMeHTaII,Itra o6pa.:qu, Koraro roBa ce LI3I.icKBa.

Orronopuocrra 3a irpal Bs3npr.reMalle Ha AorqMeHTarlr4aTa 3a yllac- 4e ce Hocl.t
e.{}IlrcTBerro oT yqacTHr.IqLITe,

1.2. OSeprure ce ua 6urrapcru esur. loryueHra, Kor4To ca Ha qyxA
e3rrK ce [peAcTaBsT r4 B [peBoa

L3. ,{o r,r:rr.r uaHero

.qa npoMeHrr, ,{a Ao[lnHrr r{Jrr{ Aa o$eprara cr.
1.4. llpe4cra"nxuero

BCIIqKLI II3I4CKBaHLIfr Lt y CnOBIdg,

yqacrrre B npoueAypaTa.

c:sqa nporleAypa. fIoA "
r. 45 or,{P ria 3OlI.

1.9. Vuacruuqure ofaT Aa
ME)I{AY

6:suapcxu.
cpoKa 3a rroAaBaHe ua oSeprure, BceKn yqacrnr4K Moxe

1.5. Bcercu yqacrHuK flporleAypara rrMa npaBo Aa rrpeAcraBn caMo e4ua oSepra.
1.6, Jluqe, r<oero n o6eguneuze vrtuI e 4ano ctrJracue Aa 6rle

IIOAI43ncJrHr4TeJr Ha Apyr He Moxe .qa noAaBa caMocrorreJrua o(pepra.
1.7. B npoqe4ypa B63JraraHe ua o6llecrnena lopbrrKa e4uo $u:ravecrco

rop[Ar4rrecKo nr4qe Moxe ,44 caMo B eIHo o6eAuHeHue.
1,8. Cnrpsanr.r nzqa He Mofar Aa 6's4at culMocrorreJrHr,r yqacruuqr.r B

Ha oQepTa 3aAbJrlr(aBa yqacTr{r4Ka Aa np}reMe HarrT,JrHo

ocoqeHl4 B perneHrrero, o6snreal4ero 14 .qoKyMeHTaIIlItra 3a

lzqa" cleAsa Aa ce rrMa rrpeABrrA orrpeAeJreHr.rero

eAHa I{
no$2,

. 3a rperrare Jrr'rqa ce flpfinara qn. 65 or 3OlI.
1.10. Vqacrnuqure ocoqBaT B oqepTaTa cr4 troAr.r3nsJrHr.rTeJrlrTe

rrop6qKara, KofiTo rqe r.rM , a.Ko Bs3HaMOprBaT Aa A3rrOJr3BaT

NOAII3IIbJIHI,ITEJII,ITE CE IPI,IJIATA 66 or 3OlI.
Heganacurlro or

oTtoBopHocTTa 3a I43[6JrHeHUe

BrsroNr4rersr
NOAII3IISJIHI,ITEJII,ITE.

OXHOCTTA 3A I,I3IIOJI3BAHE HA IOII,I3IIGJIHT4 TEJIV

He3aBI4CLIMO OT IIpaBHaTa
I{KOHOMI,IqECKOTO I{ O
npo$ecronannara

1.1 1. Vvacrnnqlrre
cMrrar 3a r<onqpz4enqualua
yqacTHr.rqr,rTe ca ce rro3oBaJr

ce no3oBaT Ha KaIIaII4TgTa Ha TpeTLI nfiqa,
T.'rx, IIo oTHorrreHze Ha Kpr.rTeprrr.rTe, cB6p3aHr.r c
ctcrotulte, TexHIarrecKI4Te cuoco6uocrfi v

II AEJIA OT

raxNsa. 3a

Aorosopa sa o6qecrBena fiopr,r]Ka e Ha r.r3rlbJrHr4TeJrr.

AA r43B6prrrBa AApeKTEr4 pa3nrarqaHr.rs c

rar Aa rrocoqBar n oQeprrar:e cu un$opuaqufi, Korro
Bpb3Ka c HaJrvqr4ero Ha rtproBcKa raftga. Koraro

r<on$rngenqlta,rnocr, clorBeruara unQopuaqux ue ce
DA3KDIIBA OT B63JIOXI,ITEI'. Y He Mofar Aa ce [o3oBaBar na r<on$a4enqlra,ruocr
rlo oTHoIIreHIre Ha fipeAn or otpeprure uu, Kor4To rroAJrexar Ha orIeHKa.

1 .12. Bcra'rKn ao ce [peAcTaarT B opuMHan unkr KoIIt4g9 3asepeHlz oT
yqacrur4Kac"Brpuoco ", ,{eIcrtapaqraure u 6anxosr4re rapaxurr, Koraro raKrzBa ce
r43r4CKBaT, Ce npe{CTaBtT CaMO B

1.13. Jluqara u Aa rIoEcKaT nltcMeHo oT BB3JIOXLITeJUI pa3.f,CHeHI.It nO
perrreHrl ero, o6ssreHfiero r,r Ao enTarlrirra sa o6rqecrrenata flopr,qra Ao 10 AHr4 fipeAn
I{3TI,IqAEE I{A CDOKA 3A II e na otpeprare, a Koraro cpoKbr e c6KpareH rrpr4

HEOOXO,IIIMOCT OT CNEIIIHO e - Ao 7 pl;'u. Brsroxr4tersr npeAocraBs pa3{cHeHvrra B

ncKauero, Ho He no-Kr,cHo or 6 4ur.r npeAn cpor(a 3a4-AHeseH cpoK or noryqalaHe
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flonyrraBaHe Ha oQepT , a Ko cpoKGT e csKpaTerr nopaAlr Heo6xoAr{MocT oT crrerrlHo
cpoK. B pa3rcHsHrrrTa He ce locoqBa J]IIueTo, HanpaBuJroBT*JraXaHo - AO r+ Anr4 npeAv

3anlirBarrero. BtgroNlrrensr He IIpeAOCTaB.rr pa3fl.Clle]lllfl, axo IzcKaHeTo e IIocT5I]LIJIO CJreA
cpoKa rro r.r3peqeHr.r9 n5pBo.
Ha Ky[yBaqa.

2, Iloaanane na
2.1. lor<ynenrure,

YqACTI{IIKA, I,IJIII OT YIIIbJIHOM

Apyfa KypuepcKa ycnyra c

clyrx6a, y.racrHt4K6T cJreABa

I,I3TI{qaHe Ha CpOKa 3a nO.UaBaHe

3a yr{acTHr4Ka.

cHeHr.rrra ce flpeAocraB.fiT upe: ny6:rurynaue na npoSnla

c yqacTueTo B fipoqelypaTa, ce [peAcTaB.sT or
oT Hero [peAcTaBIlTeJr - InqHo r.lJrr{ qpes IIoueHcKa r4Jrr4

oplqara rrparKa c o6parHa pa3nucKa, Ha aApeca Ha

Ha fiopbqKaTa, a KofaTo e [pI.1JIo)KI4MO -

ocurypr4 ueftnoro cBoeBpeMeHHo lrpucrr,rraue rrpeArr
o(f eprre, Pucrrr or za6asa wu:ary6rane ua o$eprara e

Bt3noxHreJrrr: rp. .{o6prv 9300, "flanafiot Xuros" 24,
2.2. loxyuenrure [peAcTaBrT B 3arleqaTarra Henpo3parrHa onaKoBKa, Bspxy

KO{TO Ce [OCOqBaT: HaI4MeHO HA YIIACTHIZKA, BKJIIOqIITEJIHO YqACTHIIIII4TE B
o6egrzuenuero, Koraro e flpr.rJr

- Qaxc n eneKrpoHeH aApec;
; aApec 3a KopecrroHAeHrlr.rr, TeJrelpoH r4 lro B63MoxHocT

B63,Jro)KI{TeJUr. He ce 4onycra
CIIIICT'KA.

o6oco6enure rro3rzr{u[ a 3a KOI4TO [OAaBaT AOKyMeHTr4Te.
2.3. 3a nolyreuuT e npr4 Bs3Jroxr.rreJrr ce BoArz pefl4crhp, B KofrTo ce

or6elrssnar: noAareJr Ha HOMep, IaTa U qAA HA [OJryqaBaHe; putlvlJuTe 3a
XIIMO.Bp6 Iare ua orfeprara, Koraro e

2.4. llpu roJryqaBaH na oQeprara B6pxy onaxoBKara ce or6e:r-{gear nopeAHr4rr
HOMep, AaTaTa I{ qaclT Ha , 3a KOeTO Ha rrprrHocrrTejr{ ce r43AaBa AoKyMeHT.

Korrro ca [peAcraBeHrz cneA r43Tr4rraHe Ha Kpai4}{vs2.5. He ce nptreMar
cpoK 3a [oJryqaBaHe rrJrr4 ca B orraKoBr(a r.rJrfi B oflatroBKa c HapyrneHa qrJrocT.

2.6. Koraro K6M MO eHTa Ha u3Tr.rqare Ha KpaEHur cpoK 3a nonf{aBarre Ha
o$eprlr npeA Mrrcroro, 3a TtxHoTo IIOAaBaJ{e, BCe OIqe r4Ma rlaxaqr4 JIIIqa, Te ce

nolllvcBa oT rrpeAcTaBvTeJr Ha B63JroxrzTeJrr 14 oT
Ha Jrrrr{aTa oT crflrclKa ce 3aBexaaT B pef}rcTGpa Ha
eMaHe Ha oQeprrl or nr{qa, Kor4To He ca BKJrroqeHri B

BKJIIoqBaT e cnr.rcr,r<, rcofiro
TIDI4 CbCTBAIIII4TE JII,I[A.

2.7 . B cnyraure, oQeprara ce n3rrpaqa no roulara r4nl4 c Kypr4epcxa

3. Cnqrpxanr.re na
IIorfl,JrBaHe Ha AoKyMeHTuTe B

3.1. Onuc Ha rrpeA
3.2. Craugapreu

3afreqaTaHaTa He[po3parrHa orraKoBKa Ijr yKa3aH[q 3a

AoKyI!4eHTI,L
3a eAr.rnur4.s eBpofiei{cru AoK}MeHT sa o6rqecreeHn

rop6rrKr4 (EE[OI) :a a KofaTo e [pI{JIoxt4Mo - 3a BceKI4 OT .TIaCTHI4III]Te B

ooeAI4HeHI4eTO, KOoTO He e JIfiUe, 3a BCeKU IOAIZ3IISJIH Ten ra 3a BCqKO IUUe,
qlrlrro pecypclr ule 6sAar B I{3ISJIHEHIIETO HA IODbIIKATA.

Ha ocgogauue qn.

o6ulecreenu rop6qKr{ @EAOII)
arcr na EnpoueficKara KoMr4cr4r.

, an. 4 or 3OfI E4rzuurarr enpoleftcxu Aor{yMeHr 3a
ce [peAocraBr B eJre(TpoHgH uz4 no o6paseq, )"TBT,pAeH c

E:rer<rpoHuuxr EE,{ fI e '{acr or AoKyMeHTaqt\ATa 3a o6rqecrneua nopr,qKa,
nyoJrr.rKyBaHa Ha rrpo(pl,Ina Ha 3a KouKperuara o6rqecrneua [opr,qKa. Yqacrsnxrr
norrrrrBa eEE{OI nrn $opval x.xml, vpes unSopir.raquounara cr,rcreMa sa oEE{OII ua
aApec B an$opnraqnonHara cucreMa yrracrHr4qr4Te 3apex,4ar
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TIPE.4OCTABCHI4' OT B63JIOXI4TEJ]' 868 $opMar *.xml, non:rlnar neo6xo4unrure 4auuu u
ro u3Terrrr n 3ana3Bar nr,n $op *.pdf u *.xml.

B:r'g:toNIzte:rst yr{acrHaqure Aa rrpeAocral.f,r EEAOII B eJreKTpoHeH

$oplrar, roftro ne no3BoJrrBa
rpr6na 4a 6rAe noAnr,rcax c

Ha HeroBoro cbArbpxaHlre (*.pdf). loryuenrrr
Ququpau eJreKTpoHeH rroArrlrc or Jruqero, Koero e

3aAbJrxeHo 4a nogluure EE[O
HocrrreJr (CD, DVD, S:raru nan

llpe4ocraaenurr or
3apa3eH c Bupyctr, Aa He

cJreABa Aa cBArbpxa npaB (HeKp

He ce npnevar sa

3.2.7. B ,aacm II,
KAnAqUmem uKoHoi4uqecKunm

DJIeKTpOHHO IIOAIIICaHI4TT AOKyMeHT, 3aIII4CaH I{a OIITHqeH

) ce nocranx B orraKoB(ara c o$eprara.
yr{acrHr4Ka Qarhr, cr4apNarq EEAO|I

MaKpocu r{Jru r43rr6JrI{LIM npofpal\.reH

) 'rercr,

"A: I1uQopuat4w sq ukorlowuuecnn onepamop",

"f : I1nQopuat4w sa no)u3nbnHumeru, quimo
yqacTHI4KlbT CJIeABa Aa

ue tpr6ra 4a e

rog, lorynaeumr

BHo rroAaAeHu rro cMr.tcrJra na q,r. 67, a.n, 4 or 3OII
noAIIHCaHn Ha pbKa It EEAOIT.

llo4po6no ta eEE,,{ )4IaCTHLIqVTe MOfaT .4a Ce 3aIro3HalIT or Mero4zvecxure
YKA3AHIi 

' 
HA EJICKTDOHHATA na AOIL

llpr.r nogroronrara EEAOII cJreABa Aa ce r.rMa [peABrz,u cJreluoro:
yqacTHEKGT AeKJrapupa Jrr{[caTa Ha ocHoBa"r{r4rTa 3a3.2.1. 9pe: EE{O

oTcTpaHtBaHe u cl,oTBeTcTBHe C :a nog6op. B sero ce npeAocraBr c:borBerHara
u ce npeAcraBqr raHH orHoclro ny6tuuuutezuSopiraaqua, r.r3r4cKBaHa or

pefr4cTpr{, B Kor.rTo ce zn$opuaqu.r 3a AeKrapr4paurr4re o6cro.srercrs a v v 3a
KoMnereHTHI4t oDraH. KoETo o 3axoHoAaTeJIcTBoTo Ha cSoTBeTHaTa .rIsDXaBa e
Anl6}(eH Aa npe.4ocTaBt ga resu o6crosrenctna c:ryNe6no I{a B63J1o}r(xrgJlt.

3.2.2. B qacm II, "A: tr4uQopuat4ua 3a uKoHoMwecxtn onepamop", s
pa3Aerra "I'IdenmuQuxa4ua" T CneABa .[a oTfoBopH B cr,oTBeTcTBHe C

perlicTpauHrrTa ch B T6proBcKl.l[ p nJrrr apyr pefucrrp cto6pa:no Har{riouaJrHoro ca
3aKOHOAaToJTCTBO.

3.2.3. B qacm II,
yqacTE KsT CJreABa Aa OTrO

t4 KOHOMr.rq9CKr4 OnepaTOpr4.
Aanv yrracrBa B nporleAypaTa, 3aeArro c lpyrlz

3.2.4. B qacm II,
yqacTEr-rK6T cIeABa aa nocoqr4 n

3.2.5. B ,lacm II,

"A: IIuQopuat4l& sa uKoHot4uuecxua onepamop",
rou o6oco6enu no3rrquu npeAcrasl oSepra.
pasden "8. I4uQopaaa4ta sa npedcmaaumerume Ha

uKoHol4lqecKu, onepamop", T CJre,4Ba ,44 OTTOBOpH B Cr,OTBeTCTBr,re C

r4nr.r Apyr perlrcrbp c6o6pa3Ho Haur.roHairnoro crrpefucTpaqfirra cr4 B TbpfoBc(I,rf,
3AKOHONATEJICTBO.

3.2.6. B qacm II, pasden "B: I'Infiopaat4m omHocHo u3nor3aulemo Ha
Kana4umema Ha dpyzu '; )nracTHrrK6T cJreABa Aa OT|OBOpu AanA qe r,r3[oJr3Ba
Ka[aquTeTa Ha TpeTlr Jlllua no o eHr.Ie Ha Kpr4Tepr4rrTe, cB6p3alrr4 c ltKoHoMr4qecKoTo r{

Snuaucoaoro crbcrosHlre, cnocooHocTlt I{ npolpec}ioHaJrHaTa KoMIeTeHTHOCT.
3a scsKo rpero Jrr4rle ce or4eren EE{OI.

unma da uznonzea",
oTIOBOpI{ KOI{ Ca IIO KOATO IIe nOJr3Ba.

3a ncer<u ce fipelcraB.f, orAeJren EEAOII. llo4usnr';rnure:rure
rpr6na ga orroBaprr Ha KpnreprM sa no46op cr,o6pasuo Br,rAa 14 AeJra or
rlopbqKara, KofrTo lIIe
rIporleAypara.

A 34'tflX AA He Ca HaJrr{qe OCHOBaI{I4S 3a OTCTpaHSBaHe OT

3.2.8. B qacm III, "A: Ocuoaauua, c6bp3aHu c HaKa3ame Hu npucadu"
yrracTHr.r(:bT AeKJrapupa Hanrrqu na o6clogtelcrBara 3a orcrDaHrBaHe or vrracrr4e B
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flporle4]?ara rto rrr. 54, a,'r. 1, T. 1 14 2 or 3OlI (oclN4ane 3a rrpecrbrrJreHr,rs fio qr. 108a, qn.
159a-159r, wl 172,ttr. 192a,un\209-213,,tn.253-2536, qn. 301-307, 't1.321 u-q|'l.32la u
'il. 352-353e or HK unlr ana.tro B ,4pyra AbpxaBa qJreHKa rrJrr.r rpera crpaHa), KaKTo r.r

rrpea[pueTr4Te MepKr,r 3a ocr no qJt. 56 or 3OfI, Koraro e npuloxuuo. Telu
ocHoBalrut ce oTHacrT 3a KOr{TO npeACTaBItrBaT yqacTHt4Ka, qJIeHOBeTe Ha
ylpaBr,rreJrHr4 rr HaA3opHrr v 3a 4pyrr4 Jrr.rqa, Kor4ro r4Mar npaBoMorqr4r Aa ynpaxHrBaT
KOHTPOJI NPI,I B3EMAHCTO HA oT Te3r4 OpraHrr. ) IutJata, 3aAbJrxeHLI Aa AeKlaptrpaT
o6crorrercrsara rro qJr. 54, m, t, r, 1 u2 ca rrocoqeHv n qn. 40, Nr.2 o.t lIlI3OlI. Koraro
tr3ucnBaHr4r;ra Eo .tr. 54, u, 1, ! 1 n 2 or 3OfI ce orHac{T 3a rroBeqe or eArro Jrr,rue, Bcr4qKr,r

nuqa flolnr4cBaT eAaH r4 grlrq OII. Koraro e Hanvqe ueo6xo4zrrrocr or 3arur4Ta Ha
JII4qHI,ITE AAHHU LITId IfPII e B oocTotTeJIcTBaTa, cB:bp3aHu c JIHqHOTO CT,CTO'HLIe,
rrHQopMar{rrrTa oTHocHo rr3rr no .u. 54, a,r. 1, r. 1 u 2 or 3OII ce rorrtrrBa B

orAeJreu EEIOfI 3a BcrKo nrzq( u:ru 3a HrKot4 or trr4rlara. B cnyua:are, Koraro ce noAaBa
rroBeqe or e4uu EE{Oil, crBara, cBtp3a-r{u c Kpr.rrepr4rzre sa log6op, ce ccAbpxar
cauo n EEIOII, no4nracau
c6orBerHl4t cronaucnu cy6exr.

3.2.9. B qacm III, "B: Ocuoaautn, c6bp3aHu c maulqHemo Ha daLtbtlu u
c oquar H o o c uzypume JtHu 6 t7o cKu ) IacrHxKl,T AeKJIapI4pa HaJrl4qlzero Ha o6ctoqte:rcreata ga

oTcTpaHtBaHe oT vqacTlze B Aypara no un. 54, wr. 1, r. 3 or 3Ofl, r.e. p;anu vMa

npeAcTaBnsBaT yqacTHv Ka, q,'reH

JrIIUe, KOeTO Molr(e CaMOCTOtTeJIHO Aa npe.{CTaBJItBa

oclirypr4TeJrHr4 BHocKr4 rro cMrrcrJra Ha 'r,n. 162, ui,
MepKrz 3a HaAex.qHocr no ql, 56 or 3OfI, Koraro e

no vn. 54, r. 7 or 3OfI ce orHacrr 3a Jrrruara, Kouro
Ha ynpaBr4reJrr{u rr HaA3opHr.r oprallu t4 3a .4pyfr4 nrzqa,

3aA6rXeHUs 3a AaHCr{U rt
2, r. 1 or !O[IK, xar<ro u
rrprrJroxrrMo.

3.2.10. B vacm III, pasden "B: Ocuoeauta, csbp3aHu c HecbcmoflmerHocm,
npoQecuouanuo uapyuteuue" yqacrHr.rKlT,qerJrapr4parcourlnuxm Ha uHmepecu

Haruq ero na o6crogre,rcrsara orcrpaHrBaEe or yqacrrrg B nporleAypara rro un. 54, a.n. 1,
'r. 4, 5, 6 u 7 or 3OfI. Ocu

KOT4TO lrMaT rrpaBoMorqt4 r Aa
opranu. Jlzqara, 3al6nxeHr4

KOHTpOJT rrpr.r B3eMaxeTo Ha peueHr,rr oT Te3r4

AeKnap[par o6cro.srercrsara lro qJr. 54, an l, r, 7 ca
[ocoqeHr4 n vl. 40, at 2 o't fL Koraro v3rrcKBantrflTa no qn. 54, ut. 1. r.7 or 3OlI ce
oTHactT 3a noBeqe oT eAHo JILIq , BcrzrrKr.r Jrr4ua noarrlrcBar eAnH r{ cctq EElIOn. Koraro e
sa:ruqe neo6xo.qrrMocr or Ha JrriqHr4Te 4:a:rHrz wfir npr4 pa3ruque n o6crorre:rcrnara,
cBSp3aHII C JILIqHOTO CT,CTO'HIIe, orr{ocHo r43trccBarrvflra no q:r. 54. aur. I".t.7

OII sa scsKo nuqe rzJrrr 3a Hsrorz or Jrr,rrlara. B cnyvaure,
EEAOII, o6croqrercrsara, cB6p3aHH c Kpr4Tepr4r.rre 3a

OlI, no4nraca:r or Jrr4rle, Koero Moxe caMocrorreJruo Ia
lpeAcTaBJrgBa cBoTBeTHH.s cxa cy6eicr. flo4 "nonSlur<r na zurepecu" cJreABa Aa ce
pas6upa ofi peAeJreHr.rero, AaIeH n $ 2, r. 21 or.{P ua 3OfI, Koraro B:b3rroixt4 TeJrsr, HeroBr.r
cJIyxI4TeJIIt I.IJILI HaeTI4 OT H Jrr{qa Il3BlbH HefoBaTa cTpyKTypa, KoHTo ],qacTBaT B

ua o6Iqecrnenara noptrlKa vJM Morar Aa noBJILIttr Ha
roftro naoxe Aa Bo4rr Ao o6lara ro cMr4ctJra na qn, 54 or
Kopyml[rra r4 3a orueMaue Ha HesaKoHHo npz4o6uro
Aa ce nprzeMe, qe BJrrne Ha r.f,xHara 6esnpucrpacruocr a

IIO.4|OTOBKATA UJII{ Bb3JIA"|AHETCI

pe3yJrTaTa oT He.{, r.rMaT

3aroua :a nporlrsoleficrsne
uMvrrrecrBo u sa Kofiro 6v rr.roru.

He3aBI4CLIMOCT B5B Bplb3Ka C ETO HA OOIIECTBEHATA IIODbqKA.
3.2.11. B 'lacm III', pasdet "f: CnequQuuuu HaquoHanHu ocHoaaHun 3a

u3KJuoqB aHe " yvacrnurr,t HAJII]q}IETO HA:

or 3OfI ce rontJrBa B orAeJreu
KOTaTO Ce nOIaBa noBeqe or
no46op, ce cb,qlpxar caMo B

3.2.11.1. 3a oTcTpaJ{rBaHe oT yqacTr.re B npoue.4ypaTa no rrn.

54, ul l, r. 1 or 3OlI ( 3a npecrtnneurry rro rrl. 194-208, qr. 273a-217, '1r. 279-
252 n sn. 254a-255a u ql'. 256- or HK u:lz aualron4qHr,r B Apyra A:spxtaBa qJreHKa r4Jrr4
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rpera crpana). Tesu ocHo ce oTHacrT 3a rrl"lauta, Kor4To npeAcTaBrrBaT yqacTHr4Ka,
qJreHoBeTe Ha yrrpaBnTeJIHLr u opmHr{ r{ 3a 4pyftr Jr ua, Kor{To r.rMaT npaBoMorrlut

Ha perxeHuq or re3l4 opraHl{. Jluqara, 3a"q6JIXeHr,r AaIa ylpaxHrBaT KoHTpoJr rrpr4

.4eKJlapr4par obcrorrercreara ul. 54, wt. 1, r. I u 2 ca noco.reHr,r e qr. 40, ur. 2 or
o . r. 54, a;r. 1, r. 1 u 2 or 3OlI ce oruac.sr 3a rroBeqe orIIII3OII. Koraro rzglrcnnanusra

eAHO Jrl4qe, BCI4qKU Jrnqa rIO Bar eAr4H r.r cbrq EEIIOil. Koraro e H&rr.rue Heo6xonr4Mocl
OT 3AIqI4TA HA II,IqHETE .EAHHIi rrpn pa3iruque n o6crotrelcrnara, cBbp3allu c Jrr4qHoro

o r{3r,rcKBar{r4Jrra no rr1, 54, e.Jt. l, "t, 1 u 2 0r 30lI ceclr,cTorHl4e, ItHQopMarIIItTa oTH

nontlrBa B orAeJreH EEIOI sa
rroAaBa rroBeqe or e4ru EE{O

nv\e uru 3a HrKor{ or ir}trlara, B cly,laure, Koraro ce

ctAr,pxar caMo n EE{OfI, no
o6croqrercrsata, cBt,p3anri c Kprrrepvr.rre :a no46op, ce

CaH OT JILqe, KOeTO MOXe CaI\.{OCTOSTeIHO Aa npeACTaBJItBa
cSoTBeTHI4{ CTOTTaHCKII CyOeKT.

3.2.11.2. 3a oTcTparrBar{e oT yqacTr4e B fiporleAypaTa rro qn.
54, m. 7, r. 6 or 3OII (ycrau BEHO C BJI'3JIO B CIZJIA HAKA3ATEJIHO NOCTIIHOBJIEHI4E I4JII4

cr4e6no pe[reHue, Eapy[reurre vr. 61, ar. 1, 'rr. 62, an 1 ultr 3 , tl. 63, an I urru 2, usr.
118, 'ilr. 128, ,ttr.228, ar. 3, v:r. 45 u' .301 - 305 or Ko4enca Halpy4a r.rnrl vl. 13, a.n. 1

or 3arcona 3a rpyAoBara 11 TpyAoBaTa MooIiJIHOCT prlrlj AHaJIOfi4qIlId 3a"46IXeHr.Iq,
opfaH, c6rJracHo 3aKoHoAaTeJrcTBoTo Ha AbpXaBaTa, B

r e ycraaoneH).
3.2,11.3. Csb

ycTaHoBel{r4 c aKT Ha
KO-STO KAXAI,IAATBT fi II,I

or ,{P na 3OII, nas nprsrca c $ 1

IIgHHII KHIZXA.

3.2.11.4. llpe.rr<u sa n o6ulecrneuu [opr,qKr4 no vl. 3, .r. 8 or 3aroHa sa
AKOHOMI,IqECKIZTE Z OI,IHAIICO oTHorrreHr4r c ApyxecTBaTa, perrrcTpr4pat{rr B roplrcAr4Krlr4rr
c npeqepeHrlrraJreH AaHGqeH cB6p3aurrre c r.sx rr4rla rz rexHr,rre 4eficrnurelua
co6crseHaru. ocBgH aro e I{3KJIIoqeHIrero rro qr. 4 or cblqlzr 3aRoH.

3.2.11.5. flpe4rpn MepKr4 sa HaAelr(.{rrocr no ql, 56 or 3OlI, Kofaro e
IIpI,IJIOXIiMO \4JII4 HaJIIZqI4eTO n3(rlorreHlzt no ql. 4 or 3ar<oua 3a I4KoHoMv rrecKure Ir
OIIHaI{COBIZTE OTHOIIIEHI,I' C perrrcrpr,rpaHr-r B ropr4cAr{Krlr4rr c npeQepeuqraa,reu
AaHI>qeH pexirM, cBsp3aHETe c Jrl{qa rr rexHr4Te 4eficrrurennu co6ctseuuuz:

3.2.12. Vvacrnnqure AirBXHr4 .qa )tseAoM.,rT rrr.rcMeHo BG3JroxrzTeJr.tr B J-AHeBeH
cpoK oT HacT6[BaI{e Ha
II z III ua EEIOil.

no ur. 54, a.lr. I or 3OII, AerJrapr4paHo or rrx B qacrr.r

3.2.13. B qacm IV, "A: lodnocm" yrlacrullKtbr rlocoqBa AoKyMeHTa, c
Kofi To noKa3Ba cborBercrBlrero rro p.BAeJr III.1.1) or o6ssreH[ero 3a orroBecrqBaHe Ha
obrqecrBenara nopbqKa: e 3a TcproBr.lr Ha eApo c MeAr4rIr.rHcKr4 v3/leJftIs.,
r43.4aleuo or tr4AJI r{rrr.r Apyr eHT, yAOCTOBeprBarrI fipaBOTO Aa lBpryBa C MeAr4Ur4HCKr.r

IJ34envsj r43aaaeH oT opran Ha cGorBerHara AbpxaBa. Palpelreurae r.uu
yAocToBgpeHr,re He cr,r a3r4cKBa

Ha repr.rropr.rrra na Peny6lurca
nrcro u EEIOII

3.2.14. B 'aacm IV,

IIpOt43BOIr4TeJIraTe Ha MeALIIII4T{CKII I43AeII4.tr, yCTaHOBeHLI

r4r, KaTo ToBa oocTorTeJIcTBo ce nocorlBa Ha cbrqoTo

"B" : Texuurtecrcu u npoQecuouqruu cnoco1uocmu"
yqacTHr.rK:bT nocoqBa Ao c KofiTo IoKa3Ba cborBercrBrrero cr,r no pa3AeJr III.1.3) or
o6.f,nreHuero 3a orroBecrgBarre
BHeApeHa cr4cTeMa 3a ynpaBneHr4
u/uru et<sueaJreHTna, c
MeAr4rIr4HCKI,I k3 Ie nV$.

3.2. 1 5. Yuac:rur.rqzre
npu [peAXoAHa npoqe.4ypa 3a

c Apyr yqacrur4K B rrporleAypara ro cMrzcbJra ua $ 2, r. 44
r. 13 u 14 or !P ua 3ar<ona ga uy6:ruvuoro npeAJraraHe r{a

o6rqecrnenara [op6r{Ka: Cepru$rar<ar, yAocroBepqBaq
Ha KarrecrBoro EN ISO 9001 n/umr EN ISO 13485/13488
s o6racrra Ha rrpor.r3BoAcrB oto u/uttu rbproBr4rra c

orar Ia r43rroJr3Bar EEAOII, KoftTo Beqe e 6ur lrsnomeaH
oorqecTBeHa nop6qKa, npr4 ycnoBfie, qe noTBGpArT, qe
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cbAbpxarlaTa ce B Hefo
OT NII3OTI.

BCe OUle e aKTyanHa, npll ycJroBr.{fiTa Ha qn, 44, uL 2

3.3. ,{or<yneuru no
MepKv 3a HaAexAHocr no .rr. 56

3.4. llpu yqacrHr4rlr4

AoKyMeHT, or KoiTo Aa e Br4.qHo

n cJreArrara zuSoptraqux els

45, an 2 or lIlI3OlI 3a AoKa3Baxe Ha rrpeArrprrerr4re
3OlI. noraro e nD Jroxt4Mo.

o6e.ql4Heur,rr, Kor4To He ca ropu.qr4qecxv JII.Iua * Konlre or
oro ocHoBanr4e 3a cb3.qaBaue na o6eguueuuero, KaKTo

c KoHKpeTHaTa ootqecTBeHa [op6rIKa: npaB a LI

3AIIbJIXEHII'TA HA n o6egraueuuero; pa3npeAeJreHrrero Ha orroBopHocrra
MexAy rmeHoBere na o6egrau
o6eAI{HeHuero.

; .qefiHocrr4Te, Kor4To ule rr3rrbJrHrBa BceKr4 qJreH Ha

3.5. Texuuuecr<o npe c6A6pxarllo:
3.5,1. Texsuqecxo uue - no 3a4bJrxr.rreJreH o6paserl flpr.rnoxeuxe No

|.1 , | .2 u/nm | .3 or o6pa:qrzre KyMeHTn KBM AOKyMeHTarIr4rTa 3a ysaCTr4e.

B r:o:rz 4oxyveur T:

- flocoqsa 3a Kor4 Ho or clorBerHara o6oco6ena uosnrlr4r [peAcraBt
o(fepra,

- .{exlapupa eTo Ha [peAnaraHr.rTe r(oHrIeHTpaTH, MeAr4rIr4HCKr.r

v34eln4s. rz pa3TBoprr 3a Ha 3UCKBArrI,IflTa, TIOCOqeHIZ B I eXHIrqeCKaTa
cnequ$fir<aqras or AoK]M 3a yqacTue.

- ,fiennapupa cpor<a Ba:rr4AHocr Ha o$eprara,
- ,{ernaprzpa npu Ha cpoKoBeTe 3a: LI3IIBJIHeHTIe Ha AOfOBOpa, IIJIaIIIaHe,

AOCTaBKa I{ fOAHOCT Ha
- .{errapupa
- lenlapzpa 4pyru

o6paseqa na 4orcyuenra.
3.5.2.,{orcyrueur sa

He e 3aKorrHr.rrT [peAcTaBuTei] yqacTHr,rKa.
?5't n

MeATTqI.IHCKI,I tB Ae nng.;
cr{ c KJray3r.rTe Ha npr4JroxeHr.rr npoeKT Ha lofoBop;

cTBa, I43LICKBaTII4 OT BE3JIOT0.ITeJI' 14 nOCOqeH B

e, KoraTo Jlr{qeTo, KoeTo rroaaBa oQepTaTa,

MeAr,rrlr4HcKr,r r43aenns. u
lrlunu 4orcyrr.renr :a
AOKYMCHT, IBAAIEHI,I OT npo
cneqaQnraqnr or AoKIM

3.5.4. Koraro
3a BCtKa OT IrO3LIqlII4Te Ce npe
3.5.1 - 3.5.3. Kolanrexrosare lo
opfaHH3r.rpaHo no Apyf HaqliH,
ce oTHac.,IT,{oKyMer{TIlTe.

3.5.5. I4sucxnane
yrracrHuuure no o6oco6ena
Vuacrurqr.rre ca AJrr,xHr{ Aa
v3Irerus., Ha cHalrr<vre
Yvacruuqure, (or4To ca
yrracTBaT B HacTo.[rqaTa npo
Te3r4 r434elrvs,, n cnylaft, ve re
npousnogarer) c
Texnzqecroro [peAJro)Keurre
llprznoNenae Nl 1.2.

34 IIpI,foAHOCT Ha rrpeAJrafaHr4Te KoHqeHTparr.r,

sa ,4eguu(bexuus: npocrrerT, KaraJror, cneqlrtf uxaqllr
xapaKTeprrcTnKa Ha u34envflTa r.rJrrl Apyf paBHo3HarreH

,4OKa3BaIIII4 CIbOTBoTCTBIIeTO C I eXHV qeCKaTa

3a y{acrlre.
no4ana o$epra 3a fioBerre or eAHa o6oco6ella rro3r,rrlr4.tr,

IIOOTAEJIHO KOMIJIEKTYBAHI,I TOKYMEHTI,I IIO TOqKII
xe .ua e B orAeJreH nJrr4K, fiarKa, 4No6 sa 4onylreuTlr t4trr,r

Ko[To Aa Moxe Aa ce ycrarroBlr sa Ko.f, o6oco6eua rro3r4urzt

3a upeAcraBflHe Ha onr4caste ululu cHr{MKH or
N! 2 MeAurlnucxrr n3Aerr{fl 3a xeMo.qrraJr[3a:

o ucaaue u/ulu cnuttxu Ha Menv III4HoKIaTe

toHo Aa ce BIIXAa I,I qeTe eTLIKeTGT Ha H3neJIIZeTO.

B npeAXoAHl4 rO,4I4Hr.r Me.{r4 rItZrrCKriTe rr3AeJrr4.tr, 3a Kor.rTo

IIe Ca 3aAbJIXeHr4 Aa IIpeACTaBtT OnHCaJII{e U CHIEMK4 Ha
ca HarrBJrHo rzAeuTr.rrrHu (no u.r4, MoAgJr, Mapra, pa3Mep,

Tosa o6crosrergrBo ce AeKJrapupa e roqKa 1 Ha
o6oco6eHa no3uqtrr Ns 2 no 3arr,rxvre-[Hr4s o6pa3eu

3.6. I{euono npe4no e, ccAGp)Karqo upeaJroxeHr,reTo Ha ) racTHvKa oTHocHo
rtreHaTa 3a [pLIAooIIBaHe - no o6paseq flpmroxenrle Nr 2.



no3l4qur 14 HoMeHKJIaTypr{Te, 3a rTolKor4To yqacrHr4KbT npeAcTaBr ooepTa.
3.6.2. B Jr4 cra rr .nos. Ns . . . ", npe4cra.utBaq cborBerHara

tro3r{rlur or Cnnctra na rro3r{quu rl HoMgHKJIaTypr4Te BCeKIt

AJIbXEII AA IIOIIbJIHII IIOOTA 3a BCsKa HOMeHKd'raTypa, 3a KoflTo yrracTBa:
Ko,roua 6: "T:spro

,,MHOTONPOOI4AHA B

3.6.1. Klri.r ncrr<o
"O6.nol. Ns ....." or Cnuc:rxa

TbpfoBcKoTo HaIIMeHOBaHIIe Ha

npr.ic6cTBarlnTe npeAcraBr4Tenr.r

3A AKTI4BHO AETIEHI4E - AOBPI4T{"\A
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Ns 2 ce rrpunara uonlJrneH r.r lroArrr4caH Jrl4cr
ooocooeHr4re no3rluuu r4 HoMenKJrarlpr{re, :a o6oco6euara

o6oco6eHa
yqacTHr4K e

Har,rMeuoBar{ue u npolt3BoArrrer", n Kolro ce nocoqBa
enlrero (nouenxnarypara) u [por.r3BoAr4 reJrr My;

Ko,rona 7: rleHa B JrB. 6es AAC", B Korro wfrlBa na ce rocoqu
I{eHara Ha mAerr4ero (H ) n rena 6es ,{,{C 3a c:lorBernara ulpxa (uepira
eAunuqa), nocoqeHa B ro:roHa 5.

3.6.3, rleHv no oTAenr{r4Te HoMeHKJTaT}prz rpa5na ga ca B JreBa,
6es !{C, 3aKpbrJreHr4 Ao Broprlfl cJlea .4eceTl4qHaTa 3aneTaJI.

3.6.4. Koraro rro,qaBa oQepTa 3a noBeqe oT e.4Ha
3a BCtKa OT IIO3LIqIiI4Te Ce npe.4 oTAeJTHO UeHOBO IrpeAJIOXeHr4e
IPIIJIOXEH (T,M HC|O IOIIGJIHEH rroArrr,rcaH nucr "O6.nog. Ns... ... ",

3.6.5. Bcexu Moxe Aa flpeAcranu oqpepra no eIHa, floBerre or eAHa r.rnu
IIO BCIIqKr.r OOOCOOeI{]4 IO3I,IIII4I4, HOMeHKJraTypr4 OT OOOCOOeHaTa I]O3r.rqur.

fleuororo e MoI(e Aa He ce nocTaBq B oTAeJreH 3AnertaTaH II.'rHK.
TbIl KATO BI,3JIOXI'TEJIST E pa3fJrerrAaHeTo Ha AoKyMeHTr{Te Aa cTaHe rro
peAa Ha un. 104, an,2 or 3OII.

Br:,roxure,rsr npeAcTaBeHr{Te oT yqacTHurlnTe AoKyMeHTr{ Aa
obAaT rrocTaBeHlt B rrJrrrxoBe, nanxu u/r,ur,r Axo6one sa gorcynrenrr.r. B
c,lyqanTe, KoraTo AoKyM rpn6na 4a 6r4ar lcounlexToBanrr rro oraeJrHu
OOOCOOEHI' IIO3IIIIHII.
3a floAxoAflrq.

T Moxe Aa rrr KoMnJreKToBa no HaqItH, tKoiTo HaMepu

4. Palr.rrexaaue na pTrrTe:
4. i. llo,ryreH r.rte ce orBap{T Ha rry6luuno 3aceAaur4e, Ha Koero Momr ,ua

rrprrcbcTBaT yqacTHrzrlr4Te B npo
rr rrpeAcraBrzTeJrr4 Ha gpe.4cTBaTa

IiJII4 TeXHI4 )'II6JIHOMOIq9HII IIpeACTaBVTeJII4, KaKTO

MacoBo ocBe.uoMtBaHe.
4.2. B:sgloNzr:en-sr pa3DrexAauero na oSeprure .qa ce v3Bbprna tro

pe.qa Ha ql. 104, an 2 or lI, npra xoero orleukara Ha rexHrrqecKrzTe 14 rIeHoB[Te
rIpeAJIo)I(eHIIr Ha yqacTHr4rlzTe

no46op.
ce rr3B6prrr14 npeaH [poBexAaHeTo Ha npeABapr.rTenHr,rt

4.3. leficrsur.ra ta
yqacTHr4qr.rTe, pa3fJr9xIaHe 14 orl

lnaracvfrTa 3a rr3BtpIIIBaHe na no46op Ha l(aHAvAarvre LI

ua o$eprrare (xorr.ruoura no ql. 103, a,r. 1 or 3OfI) ce
r43B6pIIIBaT B CJIe,4IIaTa ocr:

4,3. 1 . rouncra.sra no pe.4a Ha TtxHoTo IIocTGIIBaHe 3aIIeqaTaHLITe
TtxHoTo cl,4bpxaHr4e, BKJIIOqI4ToJIHO npe.{IOXeHr4.gTaHe[po3paqHr,r onaKoBKr,r u

Ha yqacTHIIIIIITe nO IrO Ka3aTeJIt oqeura ua olpeprure;
4.3.2. rexsuqecr<oro u rleHoBoro npeAnolr(eHne Ha BceKr.r oT yracTHr4ur4re ce

IlollfiucBar HaE-MalKo or

o6oco6ena no3r4rlr4r,
llpunoxenrae Nl 2 c

qJreHoBe rra KoMlrcr{rTa v ce [peArafa flo e.ur4H oT
Apyfnre yqacrHr.rrlz Aa rH rro.qnr4rxe, c r<oe'ro ly6luuuara

qacT oT 3acelaHl4eTo
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4,3 .3 . t<ottntcuxra e)KIa npeAcTaBeHI4Te ooepTr.r 14 orlerrrBa csfJracHo

nHlpopMaqurTa, BKJrroqI4TeJrH O H nJIr4 QaKTr.IqecKa fpellrKa, I,IJII,I HeC6OTBeTCTBT,Ie C

I{3IICKBAHI,I'TA K5M Ifi TIHOTO

yBeAoMrBa yqacTHzKa;
4.3.6. r cpor 4o 5 AHr.r oT noJI) raBarreTo Ha yBeIoMJIeHr4eTO yqaCTHI4KbT

Mo)Ke Aa npeAcTaBrr HoB EEA ullttrr4 Apyfx AoKyMeHTfi, KoraTo c6A:bp)r(aT npoMeHeHa
r4luJrr,{ AorrbJrHeHa uH(popMalr{r;

4.3 ,7 , xo*rucuna AOKyM9HTIITe, CBGp3tUtII C nr4qHOTO C6CTO'HVe r4

Kp[repr4rire 3a noA6op Ao OB'BAHE HA CIOTBETCTBI,IE C T43I4CKBAHHSTA HA .IBAMA

r.r36paHr4r rpr.rrepuft :a
o6.[BeHr.rre ycnoBur;

4.3,4. t<o tttucusra
Kpr.rreprrr.rre sa rroA6op, Ha

4,3 .5 . Koraro

yqacTHtul,I, KoHTo Kflacfipa Ha

ca orIeHeHI,I, He ce KJracupaT.

AJIIX{EH AA IIPEACTABI,I :

5.1.1. Arrya,rulr
oTcTpaE.sBaHe oT
no46op:

- 3a oocTorTercTBaTa
- 3a o6cTorTeIcTBoTo

no [plrxoAr,rTe r,r yAocro
KaIrAr4AaTa r4Jrr{ yqacTHriKa;

I4snsrHr4rerua arenrlr4r rrfraBHa eKur4{ IIo Tpy,qa ;
- pa3perrreHr,re 3a T6

e Te3r4 oT Trx, Kor.rTo cloTBeTcTBaT Ha [peABapI{Te,]rHO

.qoKyMeHTr.rTe, cB6p3aHI,r C JTI,IqHOTO C!CTO-f,HI,Ie 14

B HU3xoArrrI pe.q cIIprMo lonyqeHr,rre oueH(r4;
Jj]IIICA, HeIbJIHOTa I(IIIU HeCbOTBeTCTBL{e Ha

e IIJrr4 KpLITepr4r,rTe 3a noA6op, KoMLrclItTa [rzcMeHo

r4 BTopo MrcTo; ocTaHa!'rraTe yrracTHrrrlr.r, qHr4To o(peprr-r

HT14 yAocToBepsBarqn rvficaTa Ha ocHoBaHzs 3a
C6OTBETSTBI,ICTO C NOCTABEHI4TC KDI4TEDIII4 34

5, Cnrroqnane na p 3a r{3[T,JrHeHr{e Ha o6qecTBeHaTa flopbrtKa.
5.1. flpu rroArrr.rcBaH Ha AoroBopa sa o6rqecrneua nopbqra, r.r3rrr,JruureJrrr e

KA(TO IZ

. r. 54, an. 1, r. 1 or 3OfI - cBr.rAerencrBo 3a c6lr4Mocr;
o vr. 54, ar. 1, T. 3 or 3OlI - yAocroBepeHr{e or opraHrire
or o6[lrzHaTa no ceAaJrr4 rrleTo Ha BB3JrOXrZTeJrr r.r Ha

rro qJr. 54, ar. 1, T. 6 - yAocronepeHr,re or opraHr.rre Ha

r4nn Apyr AoKyMeHT, y
t/34eIrvfl, u3I.aIeH oT KOMn

5.2. He ce cKJrroqBa
nocoqetro n roqKa 5.1,1 u 5.1.2.

Ha eApo c Me,4ur{rlncKlr fi34elr4fr, r.r3.qaAeno or ITIAJI
npaBoTo Ha yqacTHr4(a /Ia T6pfyBa c MeAr,rurzHcKr4

opraH Ha ctorBerHara A6pr€Ba. Pzupeuenze rlrz

Bop c r43nbJlHlrren, KofrTo He LI3TI5JIHI4 3aA:r,JIXeHIrero.

yAocToBepeHr,re He cr.r r.r3rzcKBa

Ha repr.rropr,rrra ua Peny6nrara
npor,r3BoAr.rTeJrr4Te Ha MeArzqr.IHcKr4 v3Ielrl{s,, ycTal{oBeHr4

- ceprrr(br-rrar 3a
KaqecrBoro EN ISO 9001 u EN ISO 13485i13488 lrlznu eKsnnareHrua, c o6xsar e

e r4 rro,trnlpxaHe Ha cr4cTeMa 3a ynpaBJreHve Ha

ooracr"ra Ha npor43BoAcrBoro T6proBI4rTa C MeALIUI,IHCKI4 V3 Ae IIt4g.
5.1.2. ,{ercnapaqux no 6, a:r. 2 or 3arcoua 3a MepKnre cpeqy H3nrzpaHg Ha napr4

- no s aAsJlxraTeJreH oopa3eq Ilb 3.
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IIPOEKT

NOTOBOP

,{uec.................20 I 8 4. n rp. ,{o6pr.rv, Ha ocnoBaHr,re qJr.

..'........'.......,..,...'.'.'u yrlpaBJreHr.ie,......

o6llecrneuure [opr,qKrr, ce H acTorlqlrrT AofoBop MexAy:

aApec

CPOKOBE I,I HA

9res 3. Crorrne u,
(AecerJ KaneHAapHr.r AHr,r, cJreA

llren 4.
II-rIaTeHa OT KVnVBaqa nO

KAICHAAPHI,I AHH CNEI

I12 u cl, or 3aKoHa 3a

CT,C CEAAJIIITIE B

IIop:btrKa.

6t4ar 4ocranrnu or [poAaBaqa Ha Kyflyr]aqa n cpox 10

Ha npoAaBaqa cwa Iro BcrKa oraeJrHa ,qocraBKa rle 6r'ae
B cpoK Ao 60 (uecr4ece'r)BaTa cMeTKa Ha [poAaBaqa

ua Saruypa or npoAaBaqa,

EI4K.

ollpeaeneH 3a LI3[6JIHI,ITeJr C erueuue J$ ...... ... .......cJreg npoBeAeHa rrporleglpa 3a
Bl3JIafaHe Ha OotqecTBeHa n qKa rr4rr "ompura" 11! 00083-2018-........., c rpeAMer:
flepuognvna AocraBKa Ha 3a xeMoAr4a!'rr43a, pelrBopr4 sa gelr.rulperqur na

rt:.Aerlas. 3a HyxAt4Te Ha orAeJreurze "laa:rr-rsuoxeMoArraJILI3HIr AfiApATn V M
reqenue" ua,,MEAJI-.{o6pnv" Hapr.rqaH IPOAABAT{ n

"MHOfOIIPOO EONHI4IJA 34. AKTI4BHO IEI{EHZE-_AOEPI4q" AA
Ha ynpaBneur4e: rp. Ao6pr4'r, yl. "llarafior Xuron" 24,ry. Ao6pu.r, cbc ceAaJrr.ule u

rerr. 058/600160, rparc: 05 600414, e-mail: oblb@bergon.net, EIIK 124141302,
npeqcrauxrauo or .{-p Bariven flerpon - tr4sntrHarereu ,{uperrop na

3a 0JIeAITOTO:

ApyxecTBoTo, Hapwra]la AII.

Crparllare ce cno

NPEAMETHAAO BOPA 14 UEHr4
9reu i.(1) llpo T [poAaBa Ha KyrryBaqa croKr.rre no o6oco6esa no:r.rqlu Ne

J\!...... u uoueH rrarypu Nl sa r<osro/xouro e yqacrBan B orKpr4Tara
nporleAypa 3a BBJraraHe Ha rrop6qRa.

(2) I{euonure npe4n Ha flpoAaBaqa ca
(3) llporrrosurare locoqeurz B Ao(yMeHTarlr4rta sa o6rqecrrena

fiop6qr{a He rropaxAaT 3a rtyflyBaqa Aa fu 3aKy[E s nocoqeHras o6er4.

HA IIJIAUIAHE
tlneu 2. Cporcrr na ,4ofoBop e 12 uecerla or aarara Ha rroAnr4cBaHero

My. AOTOBOp6T rrpolsnxa"Ba eTo cr4 Ao cKJrroqBaHeTo Ha aoroBop c apyf r{3[bJrHr.rTen
cre4 nponeNgaue na o6

r{:ren 5. Cporcr ua

M'{CTO HA 14 NPEMI4HABAHE HA COBCTBEHOCTTA
9nen 6. 3a Nrscro .qocraBrHe Ha crorr4Te ce onpeAeJrr "MBAJ1-[o6pau" A!

" Ne 24, sneno ,,Eolnrauna anrer<a".rp. .{o6puv, yl. "llanaftor Xu'ro
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Hnen 7. B6pXy AOCTaBtHrrTe CTOKr.r lr pr4cKsT oT trlr,JrHo r{Ilr
rIacTuqEo noruBa"He Ha cToKIlTe
Ha MtcToTo Ha AocTaBtHe c

AoKla4eHT.

Bl,pxy KynyBarra oT MoMeHTa Ha rrprreMaHero r4M
eMo-npe.{aBaTereH [poToKoJ] rtJtn Apyr paBHo3HaqeH

IIPABA 14 3
9reu 8. (1)

HA IIPOAABAT{A
T e AJrbxeH Aa cKJIIOqfi AO|OBOp 3a IIOIrI3IISIHeHrZe,

Kofaro e o6tnun s 3auIBJIeHI{ero cr,r 3a ) {acrrre ro,lr3BaHero Ha no,4lr3rr6JrHllrel. B cpox lo 3

IOTOBOpa lrnr.r Ha Ao cnopa3)MeHr4e Ha B!3JrOXr.rTeJUr 3aeIHO C AOKa3aTeJrCTBa.
I{e ca I43II6JIHeHI4 yCJIOBLI'Ta nO 66,wr.2 z 11 or 3OII.

(2) n HrrMaT npaso Aa npeB'b3IafaT eAHa I,IIH noBeqe oT
AEIIHOCT}iTE. KOIITO CA BKNIO B [peAMeTa Ha AOfOBOpa 3a noArr3rr6JrHeHrze.

AHr4 OT CKJIIOqBaHeTO Ha A
3a 3ANItHa Ha IIOCOr{eH B

(3) Hesasucuuo
oTroBopHocTTa 3a H3[!JIHeH e

KynyBaqbT e ArbxeH 4a yBeao

3a rroArz3n6JrHeHne r4rlv Ha.qonGJiHI4TeJrHO CIIOpa3VMeHr.re

eTo TIoALI3nGJIHLITeJMIBJIHI,ITeI'T I43rIDaUa KOrII4e I{a

B63MOXHOCT'[a Aa Ce I43nOJr3BaT [OAI,Bfi6JIHI4TeJII4,

4oronopa sa o6rqecrBeHa rroptqKa e Ha [poAaBarra.

E HA HECbOTBETCTBI{E B KATIECTBOTO HA NOC"TABEHI,ITE CTOKI,I

lpoAaBaqa B cpor or 24 uaca.

o6pasqu (nrocrpu) npu fracrr.rero n o6rqecrneuara

(4) Kynyravtr nmra r{3BbpIIIBa AT4peKTHIZ pa3IIJTAUIaHIZT C nOALI3TTGJIHI,ITeJILiTe
9reH 9. llpo T e IJI6XeH Aa .qOCTaB,I CTOKII, KOLITO OTtOBaptT Ha

IZ3I.ICKBaHr4STa, IOCOq9HI,I B

o6rqecrnena noprura.
clequlpriKarlr4rz oT AoKyMeHTaUVSTA 3a

Q:ren 10. llpo4ala B CpOKa Ha AOTOBOpa e AJr6)r(eH Aa r4Ma pa3peueHhe vntr
yAocToBepeHr.re 3a TspfoBt4r Ha Apo c Me.rIHrlHHcK14 l.r34eJrr{r, H3AaAeHo or I4:nr,lHureluur
AlrpeKrop ua I4AJ[ ro peAa Ha

9reu 11. llpo cpoKa Ha AofoBopa e Air6xeH ,qa npHJlaxa u rroA,4spxa
crzcTeMa 3a )4rp asjleHr.re Ha
eKBrrBaJreHTHa, c o6xsar s
LI3I.eIrUs.,

EN ISO 9001 u/utru EN ISO 1.3485113488^ ulutn
Ha rrporz3BoAcrB oro uluttu rlproBrl;rra c Me,4r.IquucKr4

llreu 12. llpo T e AJrG)r(eH IA l"'l34e'Je B CpOK QaKTypa 3a AocTaseHr.rTe

IIPABA I,{ 3 HA KYIIYBAI{A
rfueu 13.(1) K 116T r4Ma rrpaBo Aa rrpoBeprBa KoJruqecTBoTo Ha Bc.[Ka

oTAeJrHa AOCTaBKa, KaTO rrpl,I
npoAaBaqa B cpor o:r 24 uaca.

oBrBaHe rra HecboTBeTcTBr,Ie e AnB}I(eH Aa yBeAOMrt

(2) llpu ycrano

r3l If Ha KOJIIIqeCTBOTO LI KaqeCTBOTO Ce yCTaEOBtBa C

npoToKoI. cGcTaBeH oT Ko qbcTaBeHa oT AJrsxGocTHr4Te Jrrrqa Ha I(yIIyBaqa.
(4) B cryran, ve AaBarrtT B cpoK.(o 24,aaca cJreA yBeAoMrBanero no a-n, 1

ocnopr4 IIl4cMeHo eTo Ha KaqecTBoro, roft ri.roNe Aa ficKa rrpoBepKaTa My oT
yn'bir HoMorueHa ra6oparopr,rr, B3eMaHe Ha KoHTpoJrHr4 o6pa-:qu (rraocrpu) or AocraBKara
Il cpaBHrBarreTo rrM c rrpeA
lopbrrKa.

9nen 14. Kynyra-rs e AJIS}KeH Aa 3Afi ATU yrOBOpeHaTa r{eHa B pa3Mepa, no
Hal{fi}la u B cpoKa, onpeaeJreHr4 HacTorrrlr4r AoroBop.

HEYCTOITKI4
9reu 15.(1) llpu Ha AocraB(a or crpaHa Ea [poAaBaqa c noneqe or 24

(AsaAecer u uerupu) uaca, T fiMa rrpaBo Aa noJryqu HeycrofiKa n pasirrep ua 0.1



or croftHocrra Ha 3a6aleHara AocralKa sa BceKn 24 'lrLca

(2) llpu ycrano e Ha I{ecboTBeTcTBI4e B KOII4TIoCTBOTO, npolaBaqbT e
AJrl,)K9H ,qa AOCTaSI{ JII4[

"MHOIONPOOHAHA

(nyra qrro, e4ua 4ecera) na
3adaBa,

oT cTpaHa Ha KynyBaqa B
KyrlyBaqbT r4Ma npaBo I[a r
Jrr4[cBaIIIOTO KOIIqeCTBO.

(3) flpu y
,44 AOCTaBTT CTOKT4 C yfo
cTpaHa Ha Ky[yBaqa B cpoK oT
nMa npaBo Ia noJryqu
HeKaqecTBeHaTa AocTaBKa.

(4) B cnyvaure no
Ky[yBarrbT vMa rrpaBo Aa

,4Pvlu vcnoBr4Jr
Unau 11 a*.-". . t,*^,.Ie

rrpeABr4Aenr.r B qrr. 1 16 or 3OII.
{rcn 22. Crpauure

cnopoBe no B3ar4MIIo ct fJlacue,

3A AKTI,IBHO AEr{EHI4E - IOBPI4rI' AA
XHT0B'24 I058/600488 Oa(c 058/600414 n e-maili oblb@bergon.net

KOJIIiqeCTBO npr4 CJIeIBaTlaTa AOCTaBKa, a npl4 noI4cKBaHe
ot 24 qaca. flpu neu:uraneHlre Ha roBa 3aAbJrxeHve
HeycrofiKa B pa3Mop na 5 (ner) Ha cro or crofiHocrra Ha

Ha HecsoTBeTCTBr4e B KaqeCTBOTO, npoAa.BaqbT e ,4JIbxeH
KaqecTBo npr4 cJle,{BaqaTa AocTaBKa, a [plr nor4cKBaHe oT
uaca. Ilprz Hev 3rr6JrHer{r4e Ha roBa 3aAbJrxeHue KynyBaqGr

fira n pa:rr.rep Ha 5 (rler) r{a cro or crofiuocrra ua

e 2 v 3, aKo rrpoAaBaqtT He AocraBr.r AoroBopenoro,
ueo6xo4nuure My croKr{ or Apyr AocraBrruK, Karo

Bopa I,I AefrcrBrrreJrHo 3anJlarel{ara IIeHa e 3a cMerKa Ha

Ha cToK Te, KOr.rTO Ca npeAMeT Ha AOfOBOpa;

o AoroBopa He MofaT aa fo r43MeHrT, ocBeH B CJryqar4Te,

AOfOBOpa qe pe[IaBaT B:[,3HI4KHUIJII4Te rIO V3IIGJIHeHr{eTO

aro roBa e HeB63MoxHo, rro peAa ua flIK npeA poAoBo

pa3Jr Ka'ta Mer(Ay rIeHaTa rro
npoAaBaqa.

9:reu 16.(1) flpu Ha npoAaBaqa Aa AocTaBrr 3arBeHrrTe My cToKrr uJrlr fipn
3a6aBa fioBerre or 48 ( ecer u ocelr) qaca, KynyBaqbr r4Ma npaBo Ia 3aKyrru
neo6xo4rzlrrzre My croru{ or AOCTaBqItK.

(2) B cryuazre no AXOAHaTa aJrrrHer pa3nvKaTa MexAy qeHaTa no AofoBopa ri
rellcrBlireilHo 3arlJlareHara e 3a cMeTKa Ha fipoaaBaqa.

9res 17. K rrMa rrpaBo ,qa rrcKa o6esrqerenlre B nGJrgH pa3Mep Ha
BpeAr4Te, KOr.rTO e rrpeTbprrrJr B HA 3AOABEHATA I{/I,IJII,I HEKAqECTBEHATA,IOCTABKA.

9reu 18. llprl Ha rrJrarr{aHe oT cTpaHa Ha KynyBarra, nocJreAHrrrT AbJrxa
Ha [polaBar{a Heycrofira, n HA 3AKOHHATA JII,IXBA.

9reu 19. o6e3ulereHr,rrra 14 rleHoBr.rre pa3Jrr4Kr,r no un, 16, an 2
AsJrXt4MO Ha fipoAaBarra flra IaHe.MOraT Aa 05AaT yAt,pxaHu oT

IIPEKPAT'BAHE AOfOBOPA
npel(paT{Barl,ren 20. [oronop:sr

1. c ugrraqane na r<a, sa roftro e cKJrroqeu, ocBeH B cnyqar.rre no 'rn, 2, usp.
Bropo.

2. nprz cncrelruo Ha aocraBKr.rre rro KoJrr4qecrBo u/urul rca.recrno
or crpaHa ua npo4anaua. llog o rreu3nrJrueHrre ce pa:6upa raKoBa, r-r3BcpueHrc ABa
I4JIU [OBerIe I]6TII B paMKI4Te Ha

Ha cpoKa Ha AoroBopa;

KaneHlapeH Mec9u, uJrri [oBeqe oT TpE II5Trr B paMKr4Te

3. nprl cr,:4ananero ycJroBrrr 3a IocTaBRa Ha cToKr4Te, [peAMeT Ha AOTOBOpa
cneA rrpoBe)r(AaEeTo Ha q EIE(TDOHHA TCDIOBE.

4. n clyvafi, ue
o:rna4ne ueo6xoAuMocrra or

npoMeHerra HopMarr,rBnara ype46a, n pe3yJrrar Ha Koero

5. upu uenrsuoxn aa ce ocr4rypr4 Er-rHaHcr{pase 3a r,r3[bJrH9Hh eTo Ha
rlopbqKaTa IIo npfilrr4Hr4, r(or{To T He e MOrsJr ,4a npeABrr.qlr.
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KOMIIeTeHTHTTTT C5A B fp. ocBeH B cryqavTe, KofaTo rrpeTeHrlvrTa e rrpeArBeHa IIo
peAa Ha 3anoBeAHoTo [poH3BoA

l.len 23.3a Bcr4.rK[ no Hacrosrur4r aofoBop Bb[pocr4 ule ce Ilpr{naraT
pa.rnope46ure sa 3OlI, tl fl3O 33,,{ u T3.

Hrcu 24,(I) 3a a4pecn 3a npreMaHe na cto6lqeHul, cBbp3afiI4 c
HacTorrqnt IofoBop ce cMtTaT IIOCOTTeHU B Haqa!'IOTO Ha .qOfOBOpa.

(2) npn npoMrHa H AaHHI,ITe nO npeAXOnHaTA a.JIUHefl,, Clr,OTBeTHaTa CTpaHa e
AJr:bxr{a Aa yBeAoMt4 ApyfaTa B H CpOK OT rrpoMrHaTa.

llpu crcrarane ua
CJIEAIII'TE AOK}'MEHTI,I :

1 . Arrya,rnu yAocToBeprBarqv [vl]caTa Ha ocHoBar{r4r 3a
oTcTp,lrrrBaHe oT rrpoue
no46op:

KAXTO I{ CbOTBETCTBI,IETO C IIOCTASEHI,ITC KDI4TEDI,II4 34

- ga o6ctosrerctnata utt.54, wr. 1, r. 1 or 3OfI - cBr,rAerercrBo 3a c6Ar4Mocr;
- sa o6cro uo vn. 54, aJr. 1, T. 3 or 3OlI - yAocroBepeHrre or opfaHr.rre

IIo npfixo,[uTe rr yAocTo OT OOIqI4HATA IIO CEAAJII]TUETO HA B63JIOXI,ITEJI' I4 HA
KAH IU Aar A A JrId y qaCTHr4Ka;

no ur, 54, a"r. 1, r. 6 - y,qocronepeHrze or opraxr4Te r{a
r.rHcngKrlar rro rpyAa";

- pa3perrreHr{e 3a T6 Ha eApo c MeArrqrrHcKrr rlsAerrvfl,, r.r3la,4eHo or IIAJI
lpaBoTo Ha yqacTHI4Ka Aa T6pryBa C MeAIIUTTHCKTZ

opfaH Ha clorBeruara A6pxaBa. Pa"speureurze u:ru

lfJrr{ ap}T AoKyMeHr, y

yAocToBepeHr.re He cr.r t43r4cKBa

Ha repr4 Topt4 rra ua Peny6:rzra
lpor43BoaLITeJI[Te Ha MeAT.IUIIHCKI4 [3AoJILI', yCTa]IOBeHII

- cepru$urar sa
KaqecrBoro EN ISO 9001 u, EN ISO 13485/13488 ulutu exnunaterlrna. c o6xsar s

r,r rroM6pxaHe Ha cr4cTeMa 3a ynpaBJreHr,re Ha

o6racrra Ha flpor43BoAcrBoro TbpfoBr4rTa c MeAv rIr4HcKr{ r434envg,,
2. [erurapaqrzr no 6, ast. 2 or 3arona sa lreprr.rre cpeuy lr3fivparte Ha apv -

no 3alT,Jrxr,rreJreH o6pa-req Ns 3.

llpuloxeiura rru 4
1 . TexurE.recxa cn IlKaullt
2. Texur.rvecro npe 3a h3IllbJIHeHI,Ie Ha nOplqKaTa;
3, Ilenono

Hacr:oxrqux'r 4o cr,craBr4 B Tpr4 eAnoo6pa3nr4 eK3eMrrJrrpa, ear4u 3a
npo4aBaqa h I'Ba 3a KynyBaqa.

nPonABArI KYIIVBAII:

HacToftuH[T .IloroBop ce [peacTaBHxa oI tIjIlbJtHuTeJIl

tr4snrrgr4rerga axeuuu.s "f

u34eJfi4fl., l43AaIeH OT KOMrr


