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IIPOTOKOJI

Avec 29.04.2015 r. roMrrcr.r.f, n c6craB:

Ha3uaqeHa cbc 3anoBeA Ne PK 36-665/16.04.2015 r. ce o6pa Aa nonfra, orBopr.r, pa3nreAa H

oueHr,r noAaAeuNre oQepru 3a Bb3Jraraae na o6rqecrseEa rroplrrxa no v;r.l0l4 vpes ny6nuvna
rroxarra c npe,u\,rer: ,, ,{ocrarra ua t3C - Arrxarerreu Tecr arraJrrr3arop c uuQpavepren
ctrercrpoMerbp 3a rryTr(AtrTe xa flpegr.nnxarreE yrrnBepcrrrercrcu rIeHTbp, Kareqpa no
MeAtrrIEBcKa urxpo6uo.norun npu Me4uqnncru Qarcy.nrer na Meguqnxcxrr yH[Bepcnrer-
CoQua, BlcltroqBaqa - Monrax, [ycrarre B ercctrJroararlEfl, rapa[qrroxrra IroAApl,xra rl
o6yxeuue xa uepcoua.na. "

Korrlucuma troJryu{ noAa,qesnre 2 lwal 6poe o$epru or ,qJrtxHocruoro nr.rqe! BoAerro
pe[rcrbpa rro BxoArlqx HoMepa H lpzprrrx, xarro cregna:

1. OQepra c 8x,JG128.04.2015 r., noAaAeua or ,MeAErIEucra Texurra llnxeuepunr(
ooA

2. OQepra c rxJ\! 2/28.04.2015 r., troAaaeEa or , Axraxrue d{

O([epr:ure 6rxa noAaAent B rrocoqenl,L or Brgroxureu u uy6lmuraru nor<ana cpor( B

3atreqaTaHE, Eetrpo3parlHu rrJIuKoBe.

Caeg xaro troJryrrrrxa oQeptar:e ce 3ano3Eaxa c EMeEara Ha ) racrnqxTe, rroAanu

o0eprn, rrJrerroBere Ha KoMtrcE Ta [orrbJrulr(a rr rloArrucaxa Aex.Eapaqrui rro 9r.35, an.l, t.2 - 4 ot
3OfI, clrracuo r,r3ucKBarrero ua.ur.l01r, al.2 ot 3OII.

fly6nvuara noKaEa e c ),rrrrKaJrerr KoA 9040838 s AOII s crrqar:a 6e ry6nxrynaua ua
16.04.2015 r. Ha noprarna sa O6rqecrneuu flopbuu It eAHoBpeMeIrEo c roBa uy6rzrynaua r
,,flpo(fnn ua rlnynaua" Ea My-CoQru, Ha erelcrpoueH agpec: http://pk.mu-sofia.bg/, py6puxa

"fly6nwmu uoxauu", 3aelgro c flpunoxelrusra xbM Her.
fly6auuuam rloKarra 6e ny6auvno AocrBrrrra n flopra:ra ta o6qecrneuu nopsrlrur B

nepaoAa or 16.04.2015 t. Ao 28.04.2015 r. Cporr:: sa uonyqaBaue ua otleprnre 6e go 16.30 u. ra
28.04.2015 r.

Kol,rl.rcficra trprreMa, qe BCI-IqKH 3axHTepecoBaEr.r J;a\a ca I-IMaJIIi Bs3MoxHocr Aa IroAaAar

o(fepru s onpenelenu.s 3a roBa cpoK.
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IPE{CEAATEJI: npo$. JLo,qruura feopruena - r(areApa ,,Me4uquucxa uzrpo6uoloru-r"
MeArrluncxu Qarynrer npu MV-CoQue

9nenone: 1. Eoprna AnocroroBa --€Kcrrepr B orAen ,,OfI" npz Perropara Ha MY-CoQur
2. Xpncwrua Eemena - rcprrcxoucyJrr B orAen ,,OfI" npu Pelcropara na MY-

Co1[ur



Crr:racrio .rn.101r, ar.3 or 3OII, orBaprHero ua ot[eprure ce n3B6prtru rtpu ycnoBn.flTa Ha
.rr.68, a,'r.3 or 3OII.

Ha o6sseHara n ny6nravnara noraHa aara 3a orBapxne ua otfeprure 129.04.2015 r.-14.00 q./
- He [prcscTB{xa yqacTHEqrrTe B npoqeAypaTa xJIIl TexIIu y[lnHoMoueHr,r [pe.EcTaBllTenu, KaKTo

[peAcTaBr,rTenx Ha cpeAcTBaTa 3a MacoBo ocBeAoMrBaHe.

HesaszcuLro or roBa, qe Ha

lpe.uceAaTeJurT Ha KoM[curTa oTBopn
CJIEABA:

orBap.f,Hero ua o(leprr.rre HrMzlrle BbnrtrHu naqa
o(feprure H ofloBecrrl rlenoBrrre npegoxeHn, r(arro

OQepra nx._No Y.racrHr.rr flpe,qnaran a qeHa 6er

!!C lttr..l
1 ,, MTI4" OO.{ 47 980.00 rs.

2 ,, AxsaxuM" A,{ 43 880.00 m.

Ilopa,4ra Jrr{rca Ha )rqacrnnqu *rnlz "rexu] )mbJrrroMorrleEr,r npeAcraBrrrenr,r B AeH, Ha

orBap.flHero ua otleprare ne 6e cnaseuo x3rrcrGzursro Ha u;r.101r, ar.3 or 3OfI - no egr.rH

lpeacTzlBlrren oT npuc6cTBarq Te )rqacTHI{IIH aa rlo,ullultre TexH[qecKuTe r IlerroBr{ IlpeaJloxeHr{r.
Cle4 ononecrrBarre Ha IIeHoBItre upe.qroxeHlrr, npeAceAareJrrr Ha I(oMrrcrura 3al(pu

3aceaaHI{ero.

Ha 07.05.2015 r. KoMucnsra ce cr6pa n fipoAlnxr,r croera pa6ora.
Korr,ructgr:a rlpucrbrru K6M pa3rJrex.qaHe na oQeprzre no peAa Ha rrxuoro nocrtnBane.

floapo6so 6.n<a pasrre,qaHu rrpr-rJroxeurrre rru oQeprara Aog/MeETu, raro crqure 6xxa
cpaBrreHn c I{3Itc(BaHI{rra Ha Btsroxuterr, raJcro cJreABa:

1.O c nx.Ne 1128.04.2015 r. II EEA OT

Ilnxeuenunr" OOn,
Y.racruurchr e [peAcraB[n cJreAHr,rre AoKyrr{eHTu:
o Cnucrr Ea rrpe,qcraBeuuTe aoKyMeHrn-opnrxHaJr, troAnxc u lerrar Ea fracrnnKa;
r flpeasraBrHe Ira fracrrrr.rra rro cMr.rcbJra ua vr.56, ar.l, r:.1 ot 3OfI /O6pareu Jtl/,

noAfltrc Il fleqar Ha ysacTEuxa;
o Yaocronepegue 3a arTynnno grcrorH[e, H3Aa.qeEo or Arexur-rra no BrrtrcB:lr{r{rra -

HOTapUaJTHO 3aBepeHO ronl{e;
o flexlapauur sa EZK na Quplaa,,MTII" OO[;
o Y.qocronepeuue no BYJICTAT - sanepeno rorrtre c flo.qrrtrc ]r rreqar or yqacrgnl(a;
o YAocronepegr{e 3a perurcrpaqru [o 3AAC - 3aBepeHo KonIne c rloAnrc x flerrar or

rracTnuKa;
o lexrapauru 3a rrpueMaHe Ha ycnoBrrrra B npoelcra Ha AoroBopa, crrJlacHo .r.tt.56, ar.l,

r. 12 or 3OIV O6paseq Ne 2/ , tto4rruc u teqar Ha yqacrulrxa;
o [ex;rapalur 3a HaJrrrqtre Ha co6crBeua cepBI,BHa 6a3a - noAnrlc rr flerlar or ) IacrH[Ka;
o Ceprs0uxar 3a [peMrrnar Irypc Ha o6yreuue or cepBfi3eg rrxxegep xa ,,MTI'I" OO.[

nrn (f rprraara-npolr3Bo.qxren - floannc r.r fleqar Ha )AacrHEI(a /2 exeeunnrpa-na
6ra.eglrx u ra aHu.esur/;

o fler.napauur /cnucrx Ha cepBn3HHTe cte\uatacru/, xoEro Iqe E3BaprrrBar cepBtr3rra

loAApsxKa Ha npeAnaraHn, anapaT- [oArIItc u flerlar or yqacTHlrKa;

o Cepru0nxar ISO 9001:2008 xa ([upuara rpol{3BoArrren Ha npe,qnaraEtrs arapar-
3aBepeHo Korlue c [oArIHc tl rleqaT oT yqacTH[Ka;
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o Cepru0txar ISO 9001:2008 Ha yqacrul{I(a ,,MTI4' OOA- 3aBepeHo Korrue c rroanr{c u
neqaT oT ) racTHEKa;

o CE-uapxa na flpeanaranlu anapar - 3aBepeHo Korrxe c noArIlic u nerrar or yqacruuxa;
o I4:saAxn or tlupueua 6pomypa Ha nporr3BoAr.rrenq: Fischer Analysen lnstrumente

GmBH u rexHl4qecru AaHHu Ha flpe,unoxeHnl anapar, [oA[Iac l,t treqar rra Bcrl(a
cTpaExqa oT yrracTHrrKa;

o lex-napauur 3a Br3MoxHocr 3a ocbrllecrBrBage Ha cJleArapaErlrronHo Bb3Me3,qHo
o6cryxsane - /O6pa:eu Jt 5/- noaurac ra reqar or yqacruqKa;

o Texuxqecxo flpeanoxegue / flpunoxenxe J'{! 2/, no,qnuc E fleqar rra yqacrHu(a Ea
Bcsr(a crpaHHua. Yuacrnurlr npe.[rara:

- Cpox 3a rBrrlJrueHxe - 89 ra:renqapsr anx or Aarara sa noAnucBane Ha .qoroBopa
/crrnacno o$eprara na yuacruuxal;

- fapanquonex cpoK - 13 ueceqa or Aarara Ha nycKane B excrrJroararrlfl /crrnacno
o1leprara na yvactruxa./;

- Cpox Ha BaJruaHocr Ha oQeprara - 90 (aneH,qapuE AHn /ne no-rua,rro or 90 xalexgapnu
gnul, cvurano or xpafiuara gara 3a lonf{aBane na ot[eprr.rre;

o Ta6rurla 3a rexruqecKo clorBercrBue /Tlpvroxenxe Ns2a/ - nonsrneHa u 3aBepeHa c
IIo,4IIIIC H [eqaT OT rraCTHEKa;

o .{euapauur 3a ctorBercrBue Ha npeAnarauru anapar c rr3ucKBilult ra Ha Br3JIoxr{TeJry
/O6paaeu Ns3/ - floAnllc u ueqar or fracrHr,rra;

o .(ex;rapautr 3a ocbrqecrBrBaue Ha rapnHqaonno o6cayxBaue Ir pearrrpaue npa
orcrpan Barre Ha B63HHKHaIII{ rloBpeAn B treprroAa Ha rapanrluosHoro o6crrynoane-
/O6paseu Ns 4/ - rroAnllc rr rreqar Ha fracrHr,rka;

o Ilenoro flpeAnoxegrre / flpuroxenue Ns 3/, uoanuc u ueqar Ha ytragrnura Ha Bcrr(a
cTpaHrIua;

. flpoelcro-Aororop /Tlpunoxenue Nr4/, rIoAnEc u ueqar Ea Bcrxa crpaHnrla;

. Horapuarno 3aBepeno nlnHoMorqHo or Yupasurerr na ,,MTI,I" OO.{;
r fleuapauur or yqacrnnr4 qe rqe npeAocraBE rrpr{ AocraB(a Ha a[apara - nucrpyraluu

sa ynorpe6a ua 6urrapcrr,r e3I{K a(o 6t4e ua6pan 3a r,r3rrbJrnureJr, tro.qrnc E rrerrar Ea

)^IacTrrnKa;
o .(er.napauux or fracrHxKa qe qe ocurypz o6yrenze Ha nepconana sa pa6ora c

anapaT4 c npoabJDKrTeJrrrocr Ha o6yqeH[eTo, c5o6pa3eH c oco6erocrzre Ha arrapara,
axo 6sae us6pau sa usnr.nurrreJr, rro,qrrrrc H nerrar Ha )rqacrHrlra;

Kol,rucrsra HnnpaBlr cnpaBKa 3a aKryaJruoro cbcrorur.re Ha ,,MTI4" OO,( r Trprorcrurx
perr,rcrLp ruu AreHrlu.f,Ta rro BrrEcBaHEJITa. Haupaaenar:a pa3rleqar(a e rp[Jroxeua rru ot[ep'rara
Ha rracTHnKa.

Caeg pa:rnexgaue ua olpeprara, r(oMrrcrrrra ycrarroBn, qe ctrqara orroBap, Hantnrro Ha

rI3ucKBaluurra ua Brgaoxlreu, (arro no orHoItreHI,Ie Ha r6proBc(o-flpaBHtl-f, craryr, TaKa u rlo
oTHOmeHIle Ha MrirHI:lMaJrEr.rTe r.r3rrcKBarrE 3a csArpxaHrle ua oQeprara u TexEuqec(o
npeAnoxeEre.

Kouucuxra H3Brpmt, npoBepxa Ha rleHoBoro rIpeAJIoxeH[e u He ycrauoBlr aprlTMerrrqHa

rpeIIII(a IIpII l{3rrrrcJrrBarreTo Ha KoJrr{qecTBoTo [o eAr-rHrrrrHaTa IIeHa Ir o6qaTa cTofiHocr 6es ,4,qC u
c AAC. Yuacrnr.rKrT ce e cbo6pa3un c flocoqeHx, t[unaucon JII,IMI{r 3a r3IrLJIrreHI,re Ha noprrmar4
xoftro e 48 000,00 na.6e: AAC. Y.racrHlrICEr e rrpe.{noxrln Irelra 3a r{3[bJrHeHr{e B pa3Mep Ha

47 980,00 rn. 6er ,4,4.C.

Kouncxsra perrr Aa Aorrycne oQeprara ua ,,MTII( OOA qo Kllactrpane.
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2. O0epra c sx.J\! 2/28,04.2015 r., noaaaeHa or,,Axraxuu" A!.
Yvacrnnxa e npeAcraBr.rn cneaHxre aorqrMeHTr.r:

. CrtuclK Ha .qoKyrt{eHT[Te, c]A6pxarq]r ce B oibeprara-opurfiHan, noAnuc l,I fleqar rra
yqacTHIlKa;

. fIpeAcTae.rHe Ha yqacrgrrra rro cMucbJra Ha v.n.56, al.l, r.1 or 3OII /O6paaeu Nol/,
IIOAIIHC I,t ner{aT Ha laqaCTHUXa;

o YAocronepeH e 3a a(TyanHo crbcro.f,Hue, r3AaAeHo or Arenqtera rro BnucBaH[sra -
3aBepeHo I(oIIIlIe c floarlt]c h nerlaT or )AacrHrrKa;

o YAocrosepeHlre 3a perlrcrparlrl, rro 3IAC - 3aBepeHo Korrxe c floAnrrc H neqar or
)^lacTHr{(a;

r lex,rapauzr 3a npneMar{e Ha ycnoBrr{Ta B flpoeKra Ha,qoroBopa , ctnracHo s,'r.56, ar.1,
r.12 or 3OfI/ O6pareq Ne 2l , no4rmc u terrar Ea fracrHr.rKa;

o leurapauur 3a Hanurrue Ha co6crneHa cepnr:sa 6a:a - ro.unrrc r.t neqar or ),rracrHnxa;
o Cepru0rrar 3a rrpeMrrHar K)?c Ha o6yveur.re or cepBu3eH xgxegep na ,,Axnaxurrr" A,(

B cepBr43 na tlr-rpuara-npox3BoAr.rreJr - rroArluc r rreqar Ha )AracrHr4xa /2 exserranrrpa-
na 6u.e:ux u ua anr:r.eux/;

o lexlapa{ur / cuucrx Ha cepBlr3n[Te cr,etlnar,tcrul, Koriro qe r,r3B6prrrBar cepBu3xa
rroa,qpsxKa Ha npe,qraraHs, anapaT- no,4nuc Il reqaT or yqacTHr,rKa;

o Cepra0uxar GMP na lfr.rprrrara apou3BoAaTen - 3aBepenr, (otrra, c no.qrxc u neqar or
yqacrHr,rKa;

o Cepru0rxar ISO 9001:2008 ua yracrur.rra ,,AxnaxrrM' AI- 3aBepeHo r(onue c rroArrr{c u
IIeqaT oT yrtacTHE(a;

. CE-ruapra na [pe,qnaraxns alapar - 3aBepeHo I(onue c noArruc Ia fleqar or yrracrgr.r(a;

. LlgnaAror or $rapuena 6pouypa Ha rpon3BoAnre:rc; DAN-Pharma GmbH u
TexHEqecror AaHrrE Ha npeAjroxeHr,rr auapaT, [oArruc x reqaT Ha Bcr(a cTparrEr.Ia oT

) racTHl,rxa;

o lexlapauue 3a Bs3MoxHocr 3a ocbqecrB.aaHe Ha cJle.qrapaHrluoHHo Bt3Me3AHo

o6cnyxBaHe - /O6paaerr Jl{! 5/- sarepeHo Korrue c rroAnrrc r.r neqar or )rqacrun(a;
o [euapauur or )AacrHnK4 qe rqe npeAocrzrBrr np]r AocraBr(a Ea anapara - nuc'rp]xur.lu

sa ynorpe6a Ha 6r:rrapcru e3fiK aKo 6rge ua6pau 3a u3[6JrHr{ren, noruuc rir rreqar rra
yqacTHrIKa;

o lex,rapauur or yrracrrrxl(4 se Iqe oc[rypu o6yvenue Ha flepcoHaJra sa pa6ora c
ial:apar4 c npoArnxurenHocr Ha o6yueHuero, cbo6pa3eH c oco6enocrur:e Ha arrapara,
axo 6rge u:6pau 3a u3uLrrHlITeJr, noAuI,Ic x nerrar Ha ysacrHuxa;

. Texgr.rcecKo npeA;roxeHne / flpuroxenue J',1! 2/, nognuc u [errar Ea yqacrHrrKa Ea
BCr(a crparrlrqa. Yvacrnulc6r upe4nara:

- Cpox 3a u3[bJrHeHr.re - 90 rareHgapuH aHr{ or.qarara Ha rroanucBare na aoroBopa
/clrracso oOeprara Ha y.r ac'runxa./;

- fapauqr.rouex cpor< - 12 ueceqa or Aarara Ha rrycKaxe B eKcrrJloarallrl, /ssuacno
oQeprara ua yr ac..rrana/;

- Cpox Ha BrurxAHocr Ha o$eprara - 90 (zIneHAapHLI gun /ne no-ualxo or 90 ra:reu4apna
4nu./, cvurano or KpaiHara Aara 3a rloJryqaBaHe ua ot[eprare;

o Ta6nuqa 3a rexr aqecKo cborBercrBre /flpu.uoxenue ],{!2a,/ - uomrmeHa rr 3aBepeHa c

IIOAIIHC [r rleqaT OT yrIaCTHIrKa;

o [elcrlapauru 3a c6orBercrB]Ie Ea npeAraraH[s auapar c Il3[cKBaHE Ta Ha Bb3roxurer-f,
/O6pa:eu J'l!3/ - rornllc u neqar or ftacrullKa;

r [ex-napauur 3a ocbuecrBtBalre Ha rapauuuonno o6clyNBaue rr pezrruparle [pl,t
oTcTparrrBaHe Ha Bs3rrlrKsiuru noBpearr B nepuoAa Ha rapaErllroHrroro o6clyxrane-
/O6pa:eq Ns 4/ - noAnuc rl rterlar sa yqacrHltxa;

. Horapl,IarEo 3aBepeHo trBJIHoMoqHo or Ynpaar'rte.nr na ,,Axnaxru" d['
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I-{euoao fipeAnoxeHae / flpuaoxeuue Ne 3/, nocraneno B orAeJreu nJrr,rK, rro.qnr.lc E

lerraT Ha yqacTEr.rKa rra BcrKa cTpalluqa;

Crea pasrrex4aue Ha orfeprara, KoMr,rcrrcra ycrauoBu, qe cbruaTa He oTroBaDq Ha
vt3ttcKBarrrxta ua Bl'saoxurerr no oruomeuue Ha .4oKlueHTr{Te orHocHo raproBc(o-npaBHu.s
cTaTyT:

Ctr:racno ycnoBurra ua Brgroxlrrers, 3aroxeHr.r s r.8 or aor(),,i,{eHTarlnrra - ) racrHnKa

,qa rpeAcraBu - BaJrr{AeH cepru(purar: ISO 9001:2008 rrJrr,r erouBiurerrr Ha npor,r3Bo.us"reJrt 3a

lpou3BoAcrBo Ha MeaxuuncKo o6opygraue u anaparypa unu eKBEBarreETHr{ MepKu 3a AoKa3BaHe
na KaqecrBoro - 3aBepeHo or yrracrur,rxa xouue. Kouncusra pa3rne4a flplnoxeur,r, ceprut[urar
GMP aa upon3Bo,qureJu DAN-Phanna GmbH. IIpu pa3rnex,qafle Ha cepru$axara He e BH,qHo,

o6xnara na rpuJlarauero My, B qacrra IIa It3llcKBarrero ga Blg:toxurelq , a r.rMeHHo npou3Bo.EcrBo
Ha MeAHrIuHcKo o6opyanaue E anapar,?a. Hsva u AilHHlr, or I(oETo aa e craBa ,cHo, qe

cepru$uuuparuu, opran, yAocroBeprBa rlpon3BogureJu DAN-Pharma GmbH, ve e BneApr{na rl
npunara clrcreMa 3a y[paBJlen[e Ha KaqecrBoro B Ilurr{panu, rro-rop€ o6xrar. B flprrJroxeHr,r.fl

rrpeBoA Ha ceprut[uxara e qnrrrpauo: Cepnriprrar GMP - crorne'rcrnue ua ifapuaqeBrurrna
aa6oparopue, cuopeg $14 (4) or Heucrur 3aI(oH 3a nerapcrnara. CeprutluKarbr yAocroBeprBq qe

KoM[ar asra DAN-Pharma GmbH, ur,rrro ra6opar:opr,u e o4o6peua cnopea $ I 4 aa r,r3BrprtrBa
TecrBane Ha KaqecrBoro Ha JreKapcrBeu[Te [poAyrcrx 3a x)ManHa ynorpe6a. O,qo6penr,rflo
o6xrarqa cJIeAHnre u3flETBuuIEs i ana:r*rgtr - o6nacr na gefinocr: TecrBaue Ha Jler(apcrBeHr.r

flpoA),rcfir tr c)poBHHn 3a uAerrrr.rqHocr, rrucrora r,r aHa.rz3 no xuMtrrtrr]i r ilu:uvnu Mero.qr r,r Ap.
Kouucurra He npxeMa npr{.JroxeEr.r, n ot[ep'rara Ha yqacrnr.rxa Ceprut[urar GMP na

upolr3BoAfiTens 3a eKBtrBaJreHTeH r{nr.l eKBr,rBaJreHTnu MepK,I 3a AoKatBage Ha (aqecrBoro. Cr4,rrr
He orroBap, Ha }BlcKBaHrirsra na Braro:rsrenr - ceprurfrraTa aa e c o6xnar n o6aacrra ua
Meauqlrucxoro o6opygraxe H aurapar]?a.

Korrrrcurra (oucrarrlpa ctrrlo rzlx4 ue o([epra'ra na ,,Axnaxr,ru" A,{ ne orroraog Ha
I43[cKBaHrrrra Ha Bb3noxureJrf rlo orHolueHl4e Ha 3aJroxeHure or Eero rexEuqecl(H
xaparcTepucrnxn. Hsucrcsaxe Ha Btgnoxr.rrelq e Aa ytua noBTapreMocr Ha flpnrlenua crofiaocr
(Delta): + 0.36%0. B:ra6ruqara 3a rexrrxqecr<o cborBercrBrre /Tlpr.uoxenue Ne2a,/, yracluuxa e
trorBtpArJr c ,ga" rosr [apaMer6p ( r.e. croroercraa Ea r{3ucKBarrxs'ra Ha Bs3nororre:r-r), xaro e

rrocoqllJr s ra6ruruar4 qe orlcarrrre Ha unrrrpaun napaMersp MoxeM.qa HaMeprrM aa cr:p.3. B
rrpr{JroxeHara r{3Ba,.qKa rra r[zpuara-npou:BoArrrerr - DAN-Pharma GmbH - crp.3, qurupanur
rapaMerbp e c ro(anaHrr, - r.2.2.6 Repeatability of Delta value +/- 0.36%. [pyro r3r.rcKBaue Ha
Braroxureac e ,ra uMa Bb3trpon3BoAr{Mocr Ha npEIeJrHa crofiuocr (Delta): + 0.4196. B ra6nuqara
3a rexllfiqecKo crorBercrBEe /Tlpraroxenue Ne2a/, yracrurxa e trorBbp.q[Jr orHoBo c ,ga" ro:u
uapaMerbp ( r.e. crornercrra Ha tr3r,rcrcBaurlrra na Brsroxareae), raro e nocoqra r ra6rurlara, qe

onucaHue Ha l4lrrrvpalr. s flapaMerlp MoxeM Aa HaMepr.rM ua crp.3. B upuroxeaara B3BaAKa Ha

$upuara-upousBoAr{reJr- DAN-Pharma GmbH - crp.3, \ Tarpaurr. rapaMerbp e c [oKa3aur{rr -
'r.2.2.7 Reproducibility of Delta valw: +l-0.41Yo.

OQeprara ua ,,A,rraxuu" A,{ ue orronapx Ha lr3l{c(raHnma Ha Blsroxxrerrs, (aICTo rto
oTHOIneHLIe Ira T6pTOBCI(O-[piIBE[S CTaryr, TaKa rr no oTHolleEr{e Ha MTIHUMIUIHHTe IBUCKBaITE' 3a

crAcpxaErre Ha rexHEqecl(oTo flpeajloxeBlre.

Brn aprrxa c ropeu3Jroxeuoro, KoM[cnsra trpeAJrara na Bu.norxnre.re, ot[epra c
sx.N9,2D8.04.2014 r xa ,Axnaxuu" A,{ ,qa 6rae orcrpaHena or yqacrrre r o6qecrnenata
nop6qKa,
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KoMucs-f,ra H3BbpIIru KJlacfipaue Ha eAr.rHcrBeHIl, Ao[ycaar yqacrEuK Bb3 ocHoBa Ha
KpuTeplu ,,naft-nncxa qeHa" 6e: AAC [pr,r noKprrBa]re Ha Bcr.rrrxrr Apyru r{3r.rcroaur,r.,{, flocoqeHr{
n ny6nrlvHara roKaxa r-r rlpnnoxeHlrrra KbM Her.

I-no urcro -,,MeArrrI[Hcxa Texsuxa lln:xexepnnrtt OO,{

Kolrucurra npeAnara Ha Bb3noxr.rrers Aa o6gsu ea I4gntrHurer u ,ua cK;rrorm AoroBop 3a

u3rrrJrHerxe Ira flopbrlr<a c npeAMer: ,focranxa ua '3C - ,quxareneu Tecr anaJlu3arop c
un([pavepreH crreKrpoMerr p 3a rryxArrre Ea flpe,qKrsHlr.{eH ynuBepcurercKrr ueHrcp, Karegpa no

Me,quq[HcKa rurrpo6No.norue npu Me.quuuncx[ $aKynrer ua Megzquucrc.r yuranepcr.rrer-CoQru,

BKJrrOrrBaqa - MoHTax, nycKane B eKcruroaraqE , rapaHuuoHHa floaApb)ro€ E o6y9eH[e Ea

nepcouaaa " c rclracllpaur{, Ha n6pBo Mrcro ytracrnlr:

,rMe4uquxcxa Texsnra llxxenepuur" OO{

3a usrorBrnero Ha Hacrosqus flporol(oJr ca B3err{ upeABrrA rr ca orpa3eEr{ B Hero Korrcrararluure B

craxoBEqero Ea eKcrrq)Ta B xoMucrrrra npo$. Jhoalru.na feopruena. Tora crauonuqe e

nepa3AenHa rracT oT npoToKoJra.

Korarlcuxra npnrororu cBorra pa6ora ua 4.5,.os.zots ..

Cr,uacno [3ucKBaarl.sra na v-n.101r, a:r-4 or 3Ofl, Hacro.fiqll, lporoKon ce trpeAcraBs na
Brgroxq{ren 3a yrBrpxAaBarre, cJreA (oero B eAr{H r{ cbqlr AeH ce rnlparqa Ea yqacrHrrqrrre E ce

ly6ruKyBa B npoifnn na rlmynaua.

3a nepuocrra na ropelr3noxeHoro, KoMHoI{JITa ce rloAnl{ca KaKTo cneABa:

KOMZCI4X:

NPEACEAATEN
upo(b. f eoprueBa

Anoc, oaoaai

2. Xpncrrua Beurena

IUIEHOBE:

W
,t2

b.-
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cTAHOB[rrUE
or [po0. JLoAun:ra feoprueaa - Kare,qpa <MeAr,ruuscra uaxpo6uolorux>, Me4urll.rucxr,r
tlarynrer npu Meguquncrt yEr,rBepcxrer-Co(pur - ercnepr B r(oMr.rcrrrra 3a pa3rrrex,aaHe,
orreHKa u KnaclrpaHe Ha o(beprnre Ha yrracrHrarlr;rre B flporleaypa 3a Br3JraraHe Ha o6rqecrreua
noptqKa qpe3 ny6ruirHa rroxaHa c npeAMer: ,, ,{ocranra Ha r3C - AlxareJren Tecr
aHaJrn3arop c nnr[pavepnen cfleKrpoMerbp 3a nyxArire Ha Ilpegrc,rnnnuen
yHtrBepctrTercr([ qerlTr,p, Karegpa tro MeAfiqrrHcxa uuxpo6xo,ror[c flprr Megnqnncxu
Saxy,rrer Ha MeA[rIuHcK[ yH[Bepcnrer-CoQxr, BKJrrcqBaqa - MoHTarx, rrycKaHe B

ekclfloarau[s, rapaHrluoEHa rloAApbxra ll o6yqeHne Ha trepco[aJra", oruocuo
ctorBercrBr{ero Ha noAa.qeHr,rre o$eprt,t c I,I3xcKBaH[sra Ha Brsroxflrerc.

flpu pa:raex4aue Ha [oaaaeHure B oabeprnTe Ha yqacrxurlure: ceprr,r(br,rKarr,r, CE uapxa
r flocoqeHr.rre nporr3BoAxrenu r4 MoaeJrr{ B }r3Ba,.uK{Te or (bnpMeHHTe 6porrypu l,t Kar:IJro3}r,
KOECTaTIIpaX CJIe,4HOTO :

1. (MEAIIUIHCKA TEXHI{KA IIII]trEHEP}IHI) OOA
Cleg :arosuanaue c lpeAJloxenl,rero Ha yqacrHu(a, cquraM qe cbuoro orroBap, Ha
Il3rircKBaHI{.STa Ha BTSIOXUTeAS.

2. (dI(BAXLIMD AI
CneA sanosHaBaHe n pa3r'nexlane [peA;Ioxeullero Ha yqacrHlrK4 cur,rraM qe ro He

orroBap, Ha ,3r4ckBaH[.sra na Bagloxzten . CcrnacHo ycnoBl{rra Ha Brsaoxurerr, 3aroxenr,t
n r.8 or AoI(yMeHTarIn ra - yqacrHr,rKa Aa flpe,(craBr,r - BaJrr,rAeH ceprut[ura'r ISO 9001:2008
UJIII eKBIBaJIoHT Ha rrpox3Bo,qllTeJl 3a npor,r3BoAcrBo na MeAlrquucro o6opyAnaue E anaparypa
I,iJIU eKBEBaJIeHTIII{ MepKL 3a AOI(tBBaHe Ha KaqeCTBOTO - 3aBepeHO OT )rqacTHr,tKa I(OIIXe.

Korr{uc[sra piBD]eAa flprJroxeHx, ceprar[arar GMP na rpor3BoAurers DAN-Pharma GmbH.
flpu pa:rnext4ane Ea ceprnQlrKara He e BuAHo, o6xBara Ha npfinaraHero My, B rracrra Ha

u3rrc(BaHeTo Ha Bs3roxuTeJr, , a rrMeHHo rrpor,t3BoAcTBo Ha MeAxrIEEcKo o6opyaraue u
anapaTypa. H-sr4a u AaHHx, oT KorrTo aa e cTaBa ,cHo, qe cepru(f uquparrl[, opraH,
yAocroBeprBa rrpor.r3BoAuTe[, DAN-Pharma GmbH, ve e BHeAp]rJra ]r flpuJrara cucreMa 3a
ynpaBneHae Ha KaqecrBoro B rrxrupaHuc rro-rope o6xBar. B npunoxeru, npeBog Ha
ceprutlrraTa e qr-rrxpaxo: CepT uQurar GMP - crornercrBr.Ie Ha oapMaqerru.rua ra6oparopux,
cflopea $ 14 (4) or Herracxr,r, 3aKoH 3a neKapcrBara. Cepru<[uramr y.qocroBeprB4 qe

r(oMnaurera DAN-Pharma GmbH, unlro ra6oparopul e o4o6pena cnope4 $14 Aa r{3BbprtrBa

TecrBaHe Ea KaqecrBoro Ha reKapcrBenr,rre rrpoayKTn 3a x),ManHa yuorpe6a. Ogo6peuuero
o6xnaqa cJreAurrre ll3flltTBaHlrc 11 alautrl3rt - o6racr na 4efiuocr: TecrBaHe Ha nerapcrBeHu
npoAy(Tr{ r,r cypoBr.rHn 3a r.raenTr,rqEocr, qr,rcrora rr arraJrrr3 rro xuMurrur,r z tfusuuHn Meroau r.r

Ap.
He nprerr.rau fipuroxeurcl n orleprara Ha ),^lacrHuI<a Cepru$uxar GMP xa

lpou3Bo.44Ter, 3a eKBItBaJIeHTeH Hjrr.r eKBr,rBaJreHTHlr MepK[ 3a AOr(a3BaHe Ha KaqecrBoro.
Cruux'r Ee orroBap.s Ha lr3ncl(Baulrrra na Bs3noxurer, - cepru(puxara Aa e c o6xsar s
o6racraa Ha MeaxrlrlHcKoro o6opyanane x anaparypa.

C.rsrarrr, ve otf eptara Ha ,,Axnaxur',r" Afl ne orrosann Ha lr3ncKBarll,trra Ha

Btsroxlren tto oruollreH]te Ha 3aJroxeHr.rre or Hero rexuuqecrlr xaparcreplrcrlrru. I,IgrcrsaHe
na Brsaoxuren, e Aa L4Ma floBrapreMocr Ha rprqenHa c,ofisocr (Delta): + 0.36%0. B
radtutlara 3a rexuuqecxo cborBercrBue /Tlparoxenue Ne2a/, yracrnura e [orBapAnn c ,,Aa"
ro3r,r traprMerEp ( r.e. crornercrBa Ha I,I3HcKBaEvsra Ha Brsloxurem), Karo e [ocoqr{Jr B
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Ta6n rJarL qe ofificaHue Ha qr.rrr,rpaHn., IIapiIMerT,p MoxeM .Ua HaMepsM Ha crp.3. B
[prr;roxcHara r{3BaAKa rra 0npMara-rrpor{3Bo.qllTen - DAN-Pharma GmhH - cr-p.3, uurupauza
rapaMertp e c roKa3irHn - r.2.2.6 Repeatability of Delta value +/- 0.36%. .{pyro H3rrcKBaHe Ha
Br:roxr,rren.f, e Aa rrMa Bb3rrpor,r3BoArrMocr Ha flpruensa crofiHocr (Delta): + 0.41%0. B
ra6fl.rqara sa rexuraqecKo caorBercrBr,re /TlprEroxeuue No2a.l, yuacrulz,xa e [orBbpAnn orHoBo c

,,,qa" ro:N flapaMerbp ( r.e. cr,oraercrna Ha n3uc(Bauusra Ha Brgroxareru), raro e rrocoqun B

Ta6r[rlara, qe orrucaHue Ha \urutpanlrs rlapaMerLp MoxeM Aa HaMepxM Ha ctp.3. B
rrprrJroxeHara rr3BaAr(a Ira 0EpMara-npor,r3BoAr,reJr- DAN-Pharma GmbH - crp.3, qurapauu-r

napiuerbp e c roxa3asr.u -r.2.2.7 Reproducibility of Delta value: +l-0.41%o.

I4srorsur cranoBr.rrqero :

npo$. Jlo4ruu;ra f eopruena

IIpeABnA roperrnoxeHoro cqvrau, rre oOeprara na ,,Axnaxuu" A! He orrosapg ua
u3xcI<Balllarra Ira Brsroxoire.rts, Karro tro orrromeH[e Ea rbproBcl(o-lpaBHru craryr, TaKa rr ro
oTHOIneHI'Ie Ha MIHLIMaJIIII'ITe LBIIC(3tIHI{, 3a cbAlpxaHlIe Ha TexHIIqeCKOTo IIpeAnOXeH[e Ha

),TracrulrKa r{ crqara rpx6na ga 6rge orcrpanena or )Aacrue. t-
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