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HAPETT{AM:

I. Br,'g,rarau ocrbulecrBrBaHero Ha ns6op Ha rr3trr,JrHHTer, rcofiTo Aa AooraB.,r
JIeKapcrBeHu rIpoAyKTh 14 MerriLtuHcKH r43Aeirlrr 3a reqeHuero Ha 6olHnre Ha rrepnToHeilrlHa
4aaJrurca n,,MEAJI - Braroesrpal" A.{.

1. flpeAmer ua nopr,.ut:tla: ,,[octanxa Ha neKapcrBeHl4 rrpoAyKTr,r [r MeAr.rrtrr4HcKa

Lr3AenI{s 3a JleqeHlrero na 6olHr4re Ha nepl{ToHeanfta li]/la[fi.f,a e ,,MEAJI - BraroeerpaA" AA,
uogpo6Ho orrucaHu n llpuloxreuue J\b 1 u llpnnoxeHue Ns 2."

Jlerapcreeul4Te npoAyKru or [puroxeHr{e 1 ce o$epupar B 3arBopeHa cr.rcreMa
2.Mqcro ua lt:nr,rHeHuero: ,,MBAJI Elaroearpag" Ail, rp. Elaroeorpag, ya.

,,CraBflHcKa" Ilb60.
3. CDox ua usnrrueH[e: c,i{r{a roAHHa or cKnroqeHr4;r AotoBop c uzdpauul I43II6JIH}ITeJI.
4. Cporc na na,ruAuocr Ira odeDurre - He rro-MaJrKo or 60 (ruecrgecer) raleH4apuu

AHLI, Cr{HTaHO OT AaTaTa Ha [OAat]AHe I4M.

5. flporHogHa croftHocr: ao 66 000 rs.6es DAC.
3aruraulasero Ha IIeHara Iro AoroBopa rle ce r43Br,prxBa orJroxeHo B cpoK He rro-MiurKo or

60 asu.
6. CrAr,pxaulre ua odrep-iirra:

Orpeprara cJIeABa Aa 6tre $yr-rnquoHa,rHo pa3rrpeAeJreHa B rpt,t Helpo3paqHr t]tllta,
Kol,{ro ce nocraB.,IT B Apyr Henpo3paqeH [JrprK, Bbpxy xofiro ce or6ersgea HMero r,r aApeca Ha

BT,3JIoxLrreJIfl, rlpeAMera ua o6u1ec'raeHara [op5.IKa H fiMero 14 aApeca 3a KopecfloHAeHrll,rfl, TeJI.

Qarcc u email ua o$epeura. Bcexu eAI4H or rrJrr.rKoBere cne.{Ba Aa uwa ctAbpxaHue, rrocor{eHo no

Aony:



[I,ITI4ii J\bl ...NOKYMEHTI,I3A IIONEOP II

1. nocoqeaue Ha eAI4HeH u4euru$uKarlr{oHeH KoA no qil.23 or 3arcoua 3a.BproBcKr,r,
perltcrbp, ByJICTAT vlamt i{pyra rageurraSuquparqa raHsopnraqraf, B cborBercrBr4e cbc
3aKOHOAaTeJICTBOTO Ha Abp)l{allitra, B Koqro yqacrHl,IKbr e ycraHoBeH, KaKTO a aApec,
BKrrorrurerHo eJreKTpoHeH, 3a r(opeorroHAeHur4rr npr4 trpoBexAaHero Ha nporleAypara.

2. flextapaqu, rro qil. trJ, a,r. 9 or 3oll - rorrbJrHeH o6pa:eq lo$paseu No. 2) or
HacrorulaTa AoKyMeHTarIH fl ;

3. HorapuanHo 3aBepeHo [T,JrHoMoIIIHo Ha Jrrrrlero, yl'bJrHoMorrleuo Aa [peAcraBJr.rrBa
yqacrHuKa B rlpolleAypara (rcoraro yLIacrHI,IKbr He ce npeAcraBJr.sBa or Jrr4qara, Koktro r4Mar
npaBo Ha roBa, cbrJracHo AoKyMerirrrre My 3a perucrpaqzr).

- flpn yuacrHuqn o6e4uHe lu4, - Konr4e Ha AoroBopa :a o6eguu elz,rc, a Koraro B AoroBopa
He e [OCOqeHO ,ll'llIeTO. I(OeTo npeACTaB,IflBa yqaCTHHUlrTe A O6e4aHeHHeTO - Lt

AOKyMeHT, nornr4caH i)'f nHuara n o6e4uHeHr4ero, s rofiro ce flocoqBa
ilpeIcraBnrBauIu rr.
- Koraro yLIacrHHK B liroqeAypara e o6egaHeuue, Koero He e roprlAl4r{ecKo ruqe
AoKyMeHTHre ce [peAcrauxr cro6pa3Ho r43r4cKBa1r4flTa Ha qJr. 56, an 3 or 3OII.
4. ,{oxylaeur 3a BHece}lir rop&H(Ll, sa yqacrue - Kotrr4e Ha BHocHara 6elexxa aru

opr4raHan ua 6aurcosara tapaHLlu:t 3a yqacrae
5. flercnaparlufl 3a r.rafica ;i:i cBbp3aHocr

or 3OlI - ( o6pa:eq l\b 5).
6. flex,rapauafl 3a cbrrrai-:lie 3a yqacrue Karo rtoAu3rrr,JrHr4Te,ir

yqacrHr4KBr npeABxxAa yqacrHc rra rroAr43rrb r]Huretl . (o6paaeq ){b 3)
7, lewtapauvr 3a npr4e\raHe Ha ycJroBr.r{Ta B npoeKTa Ha

CbOTBETCTBUE C O6PASEqA OT HACTO'XIATA AOKYMEHTAUH', I]OATII4CAHA
}lb 6).

8. flexnapaquf, Iro uJt. 3, r'. 8 or 3aroua 3a r4xoHoMrrrrecKr4Te u SuHaucou,rre orHorr]eHilt
c ApyxecrBara, pell4crpvpaHu B IopHcAI4KIIura c npeQepeHlluaneH AaHbLreH pexgM, cBbp3aHrrTe
c r-flx nrqa I4 rexHllTe 4eilcreurc,iur.r co6creeHuqrz (opranzHa,r) - (no o6paseq O$paseq Xe 4).

9. [orca:areJ]crBo 3a uKori( j)r,rHqecKo u SuHaHcoao cbcroflHr.{e Ha yr{acrHr.rKa:
9.l.I4HrfopMaIII4s H cnHCi,i( Ha ocHoBHlrre AoroBopr.r 3a r43rrhlHeHlr no4o6Hra ycJryrr4 or

yrlacrHuKa npe3 nocJIeAHI4Te rptl l.oAl]HH /s zasucwnrocr or Aarara, Ha Ko.,ITo yqacrHrrKbr e
yqpeAeH UIIld e 3alor{Han 4efiHoe I"ra cul c uocoqBaHe Ha crofiHocrr.{, Mflcro, cpoK Ha .{oroBopa
H KJIUOHTI4, c rIpI4JIolI(eHI4 Mlri[rMyM TpH pe$epeuqur4 or Br,3roxr4TeJru, c rroAflr{cl{ Ha
IZ3n.AI,rpeKTOp Lr, yll paB uTeJ] u 14 11,J r r aTu ;

10. floxa:arercrBa 3a rer;iiirqecKure Bb3MoxHocr:u wlulu rcaa,rn$urcarr4f, Ha KaHAHAara
Hnr4 yqacTH}lUtiTe:

10' 1 . tr4sucxBaHufl Kt,M JIeiiilpcrBeHHTe nponyKrr.r sa O6oco6eua nosuqun }lb 1
l0.1.1.JlexapcrBeHllre flpoi\yKrr4 rpr,lsa Aa orroBapsr Ha A3ucKBaHvl:rra Ha 3aKoHa sa

JIeKapcrBeHI4re rpoAyKrl4 B xyN,rlrrHara MeAr.rquua (3JIIIXM) - rpr6ea Aa npr4rexaBar Banr.rAHo
pa3pereHl4e 3a ynorpe6a, u:Aaleuo no peAa na 3JIIIXM ulu Peuauenr (EO)Jrlb 72612004 sa
Eeponeficxz, rapnaMeHr n Cree'ra lqr.23, a,r.l sa 3nIIXM/ u cepru$urcar sa'ocso6oxAaBaHe
Ha BcrKa tJaprv4a, Iz3AaAeH o'r rcnaluSI4IILIpaHo Jrurle no 3JIIIXM u yAocroBepflBarq, qe
naprl'IAara reKapcrBeH flpoA)',tit- e ilpolr3BeAeHa v KoHTpOnHpaHa B CbOTBerCTBrre c
I43l4cKBaHriflra v c pa3peueHr4ero ':a ynorpe6a no peAa Ha 3JIIIXM. B clyuafi, qe JreKapcrBeH
npoAyKr ce HaMupa B npoue,'ii)'pa Ha rroAHoBflBaHe Ha pa3peureHr{ero:a ynorpe6a vilLt
pa3pelxeHl'Iero 3a ynorpe6a ri')-tl.Lra [pe3 cborBerHara toAHHa 3a Ko{To ce [poBexAa
o6ulecBeuara [op:brlKa, yLIacrH]iriT,rAeKirap[pa B cborBercrBr4e c qn"55, al.6 or 3JIrIXM,.{e
KOIlr4qecTBaTa 3a neKapcTBeHr4' r I 

i 
)oAyKT cA HArl|1ltlHV.

l0.l.2.,rlexapcrBeHure nl;.);iiyKrr4 cJreABa ra 6.srar c AbplKaBHa perynupaHa ueHa,
cbrJracHo q,r.258, a,r.1 or 3IInX, . i.

c Apyr yqacrHr..rK B c.r,orBercrBl4e c qr. 55, asl.7

* la ctytallTe, Koraro

AOrOBOpa, I43rOTBeHa B
or yqacrHr,rxa (O6paseq



10.1.3.IlercapcrBeHure npr).iyr(rr4 cne.qBa Aa 6r,Aar BKrrcr{eHr.r s flo:urlaeFlu.r neKapcrBeH

crrHcr,K, aKTyann3lrpaH K:r,M Aarii'ili Ha orBaprHe na o$eprure rro npoueAypara.
l0.1.4.Ocrarr,qHr,rflr cpoK iiu roAHocr Ha neKapcrBeHr{re npoAyKrl4 KbM Aarlrre Ha BcrKa

AocraBKa rpr6oa Aa 6tle rre rro-Ma,rrr,K or 60 (urecr4ecer) ua cro or o6snenus or
rrpor{3BoAIrTe,rq.

10.1.5. OropusaquouHo nr.rcMo or [peABoAurenq Ha JreKapcrBeHI,ITe npoAyKTI{,

yAocToBepqBaulH rrpaBara 3a npcr,:icTaBr4TeJrcTBo H TT,proBr,{, Ha TephTopwflra Ha qflJIaTa cTpaHa.

10.2.l4zuct<BaHtfl Kr,M MerrrqlrHcKlrre :yr3l,envfl aa O6oco6eHa noruIluq .Nb 2

10.2.1.MeAuqHHcKHre t43renr4fl creABa Aa orroBapf,T Ha HopMarlIBHHTe I43I{cKBaH}rr Ha

3arosa 3a MeALIIIt4HcKure usAen ;.r,i.

10.2.2.flerclapauul 3a c't,o'tBercrBue or rrpor43Bo.U4TeJrfl I4JIH HetoBHs yrtr,JIHoMoIIIeH

[peAcraBrzreil vnL,t EC cepru()riiiar 3a ciborBercrBne c [rapeKrr4Ba 98l79lEC, II3AaAeH or
uorn$nqnpaH opraH tto cMl4c:brll rla 3Mtr4;

l0.2.3.BatmAHo pa3peucrine /y4ocroBepeHue 3a rbproBr4s Ha eApo c MeAI4IIHHcKI4

LIB!]IWrfl I,I3AaAeHO nO peAa Ha 3ar(Oila 3a MeAI4IIHHCKI{Te IBAeII,LI;

10.2.4.Ceprlr(turcar r43lll.leH or aKpeAr4rr4paHr4 r4Hcrr4ryUI,II4 vtltu ateHUI4Ia 3a

yrrpaBJreHue Ha KaqecrBoro - cep rrrclurcar ISO 9001:2008 uJIu ,,eKBuBaJIeHT Ha rrx"
10.2.5.flerc,rapaqhr 3a cbo ir]ercrBfie Ha MeAr4ur4HcKoro rz3AeJII{e - CE-rr,rapra, H3AaAeHa or

IIpOI{3BOAl4Tefl vllt\ OT ynT,JlHor\'ioull4 flpeACTaBHTg!'I, yCTaHOBeH Ha TepnTOpI{sTa Ua EC, A

c.]lyqanTe, KofaTo rrpor43BoAr4Ten, f He e ycTaHoBeH Ha TeprrTopvflTa Ha AbpxaBa - qJIeHKa I,IJII,I

Ibp)KaBa or EepoueficKoro rrKolroMl4qecKo rrpocrpaHcrBo - CE ceprraSrarar 3a cborBercrBufl -

KOnHt OT C:bOTBeTHhTe OpUttlrrilJrHH AOKyMeHTH, npr,rApyx(eHH c nerafll{3llpaH npeBoA Ha

6rrrapcrur esun.

10.2.6.Oropr43alluoHHo rrLrc \lo cneABa Aa e Ha I4Mero Ha yrlacrHl4Ka H3AaAeHo oT:

a) npora:eoglrreJlflT Ha MeAI'u iilHcKHTe l43peilufl vnv

6) ynr,,ruolroqeHr4flr npe)liloBH'feJr [o cMHcibrla ua u,r.l0, an.2 or 3M14 earLrAHo 3a

cpoKa 3a rr3rrbJlHeHrre Ha rroplirKilTo, oT KoeTo e BI{AHO, qe yqacTHHKbTeynbJIHoMouIeHAa

y{acrBa or cBoe ralre e o6qecrBei nra nop:bqKa c l43Aenr4flTa Ha npol43BoAurerq u 3aqBreHl4e, qe

ue 6rAar Ao6asqHu Heo6xot:rMldre KoJlrrqecrBa, aKo yLracTHHKbr 6tle onpeAeneH 3a

H3rr6:rHr,rreJ'r ua o6qecrneHara rroiJr,rrKa 3aBepeHo Kontle or y{acrHr4Ka) Koraro npo[3BoA]ITenrr

Ha MeAI{UHHQKHTe r43Ae!'rrlf He C -\ aTaHoBeH Ha TepHToplrflTa Ha Lbpx(aBa LUIeHKa ua EC uilv Ha

AbpxaBa or Eeponeilcnoro rir(oHor\'r14qecKo npocrpaHcrBo - LoKyMeHT 3a nllcMeHo

rrbnHoMorlaBaHe Ha cnoil npegcrilBureJr Ha repr4ropt4flTa Ha EC, ct,uacuo u1.10, an.2 or 3MI'1

(sanepeuo Konue or yuacruurca).

l0.3.CnuctK Ha rexHHrlecrir.rre rHr-la, BKJrroqrrreJrHo Ha re3r4, orroBap{ulu 3a KoHTpoJIa Ha

Kar{ecrBoro / qn.51, al.l,t.4 or 3O[/.
l0.4.Vqacruuqnre rpa6ua Aa npurexaBar pa3peureHue 3a npon3BoAcrBo, I43AaAeHo rlo

peAa Ha 3JIIXM (a c,ryuanre rio rrJr.l96, an.l or 3JIIIXM) utu,r 3a rbproBll Ha eApo c
neKapcrBeHr4 rrpoAyKrH r4n14 yAoc ioBepeHue 3a pefHcrpauH, Ha T:bpfoBHq Ha eApo c JIeKapcTBa,

unlr pa3peueHr4e 3a pa3perxeHue rjil BHoc - I43AaAeHU ro peAa Ha 3IIflXM.
1 l. Aanunuorparr4BHh cBe.leHur 3a yqacrHhKa - (O6paseu J\'e I )
12. Cnucrrc c AoKyMeHrr.l'rr, cr,AT,pxaqa ce n oSeprara - [peAcraBs ce B HaqaJloro Ha

oSeprara



TIJTI4K }Ib2 - .. [IPET.]{ i ) X(II H T{E 3A II3 IIb JIHE HI,IE HA TIOPbTIKATA'I

1. Cporc Ha BaJrr{AHocr Ha o$eprara, xoftro He Moxe Aa 6tAe no-rcpa'rsr or 60
KaneHAapHr4 AHr,r or xpailnrar cpori 3a nonyr{aBaHe Ha o$eprure;

2. Cpor I4 HaqI,IH Ha [Jrau]iilre - orJroxeHo rrnaqaHe He rro-MaJrKo or 60 Anu;
3. Cporc Ha roAHocr Ha npe,qnaraHare r,r3Aenufl - He rro-Manr,rc or 600lo or o6reenr4s or

nporr3BoAr4TeJrs KbM AaTara Ha AocTaBr(a;

4. flerctapaunfl or yqacrLiur(a, Lre BcflKa napruAa ue 6:sle AocraBeHa crc ceprr,r$r,rKar 3a

KaqecTBo oT [por43BoAI,ITen,;

5. Cpox Ha AocraBKa - rie no-roJrsM or 48 qaca or floryqaBaHe Ha 3arBKara or
Brsroxurerq.

il.ru{H J\b3 - ..fIPEUIAIAHA IIEHA''

I-{euoeo flpeAnoxeHl.re -- nocraBrr ce B orAeJreH u 3arelraraH, Herrpo3parreH [ruK.
I{euonoro npeAnoxeHHe rpr6rn ra c:bAbpxa LleHa 3a BceKu orAeneH KoHcyMarr.rB kt

JreKapcrBeHu rrpoAyKTr{, cr,r'Jracno rrpuiro)r(eHara B Hacrorulara AoKyMeHTaur{.,r or llpuloNeuLte
I n flpulo)r(eHr4e Ns2 . Ear.rHr4Lurara upaftua r{eHa cneABa Aa 6rle n 6urapcxt4 r'eBa v [a
BKJIIoT{Ba Bcr4r{Krz pa3xoAH rro noaraBKara Io Mflcroro Ha AocraBKa - MrrrHr4 c6opoee, TaKcr4,

Apyru AaHbrIr4 rrpr.{ BHoc r4nH Ap_yr}4 B3eMaHrrfl H AaHbr-lu (ercmouurelno ffiC), rcaro crofisocrra
Ha BcflKo AocraBKa ce rocoqBa flo orAenr{o. flpe4,roxeHara ueHa a 6:slrapcrrd reBa rpr6ea ga e

$urcupaua u Aa He rroArelr(H Ha rpor\{rHa 3a cpoKa ua geftcrnne Ha AoroBopa. flpe4naraHlrre
ueHr4 cneABa la 6's1ar rtocoqeHr.r c rorl]rocr Ao 4 suarca cneA AeceruqHara 3arrerar.

T.Haquu na nlauraue - pll:cpoqeuo" uo ne no-ualxo or 60 Auu.

8. Knurenufi sa oueuxa u:r odlcnurre -..HAfr-HIICKATA IIEHA"

9. nonr,'Islrre,lua uu6o ir traurr rr 3a yqacrHr{urrre:

,{ontrunre,rHa uucfopMaurir Mo)r(e Aa 6r,lar nonyr{eHa Ha rrocoqeHnfl ailpec o ,,MEAJI-
B,raroenrpaA"AA B cra{ 515, s pr;6orrnr AHr{ or 08:30 q. ao 12:00 Lr. r4 or 14:00 q. ao 16:00q.
vlrv Ha aApec w ww. mbalb I a goe r .fj,i A!l-q! il_- .

10. Bceruz eAI,rH yLrilcrH14ri irMa rrpaBo Aa npeAcraBr4 caMo elna oQep'ra. Krrr,r o$eprara e

ueo6xogurr.ro 4a 6r,4ar npunoxerur 14 BcHrrKr4 H3HcKyeMI,r AoKyMeHTH.

11. Kpaeu cpoK 3a noAaBrlui Ha ocpeprure - 13.1 1.2014r. 4o 16:00 uaca.

12. O$eprure ure 6tgar i)rBoper-rr4, pa3rneAaHn H oueHeHH ua 14.11.2014r. or 10:30
qaca,3ara Ns 513 a A4uuii;rcrpaluBHara ctpaAa Ha,,MBAII-E:raroenrpa4"A,[ - ry.
E:raroearpaA or KoMl4cr4fl , Ha3H a Lr c rra ol Brg,'to)ru4Te,rr.

13. 3a pe3ynraruTe or pa6o rara Ha KoMr.rcnflTa Aa 6lge crcraBeH rrporoKoJr, xofiro Ir1e ce
rrpeAcraBr4 3a yrBbpxAaBaHe or [4su. [uperrop sa leqe6soro 3aBeAeHr4e.

14. ,,lT crteqna"lIr,rcrar" Aa opraHr.r3upa ny6lurynaHe ua ny6luuuara rroxaHa B

eneKTpoHHrr s, cain ua .reqe6Horo 3 oBeAe r-r He.

ILo
Aa opraHr{3

u3nbn.

YEJI:TLIHATA IOKAHA I4
11 li eJreri'l poHHaTa cTpaHr4rla

BS3JIA|AM Ha IT cneunarucrbr
Ha BolHuuara.

F-p


