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NPOTOKOII

Juec 29.04.2015 r. KOMUCHS B ChCTaB:

IMPEACEJIATEIJL: mnpod. Jhommuna I'eoprueBa — xareapa ,Meaunuacka MHKpoOHOIOrHsS™
Menununcks axynarer npa MY-Codus
Unenoge: 1. bopsna Anocronoea —excnepr B oraen ,,OIT” npu Pextopara na MY-Codus
2. Xpuctuna bemesa — ropuckoncynr B oraen ,,OII” npu Pexropara na MY-
Codus

HazHadeHa cbC 3amosea Ne PK 36-665/16.04.2015 r. ce cubpa na nony4s, OTBOpH, pasrieia
OLEHH IOJaJcHATE 0QepTH 3a Bh3larane Ha obmecTBena nopeyka no wi.l0la, upes ny6iuuna
noKaHa ¢ mpeamer: ,, Jlocraeka ma “C — nuxarTesieH TecT aHAIM3ATOpP ¢ HMHGpadepsen
cneKTpomersp 3a HyxauTe Ha IlpeakiIMHHYEH YHHBEPCHTETCKH LeHTHLD, Kareapa mno
MeJHIHHCKA MHKpoOHosorus npa MeaunuHckH (akyaTreT Ha MeIHUHHCKH yHHBEpPCHTET-
Codns, BKIOYBAMA — MOHTAX, NYCKAaHE B EKCILIOATANHS, FapaHIHOHHA HOMAPBHXKA H
ofy4enne HAa mepcoHaIa. ~

Komucusara nonmydn moaanenmte 2 /nBa/ 6pos odepTH OT UTEXHOCTHOTO JIMIE, BOJAEIIO
PErHCThpa IO BXOAAIIA HOMEPa H QHPMH, KaKTo CIIe/Ba:

1. Odepra ¢ Bx.Ne1/28.04.2015 r., noganena ot ,Meaqununacka Texuuka Unkenepuars

101011
2. Odepra ¢ Bx.Ne 2/28.04.2015 r., nonanena or ,, AkBaxum“ AJ

Odeprute 6sxa nojafeHH B NOCOYECHHS OT BBanoxarens B uyOiuuuard nokaHa Cpok B
3amevaraHy, HEPO3payHH IUIHKOBE.

Cnen xaro monyduxa oepTETe M ce 3amo3Haxa ¢ MMEHAaTa Ha YJaCTHHUHUTE, IOJAlH
odepTH, YWICHOBETE HA KOMHCHATA NONBJIHMXA M NMOANHACAXa JeKIapandy no w335, an.l, 1.2 - 4 ot
3011, ceriacso u3uckBaeTo Ha wi.101r, an.2 or 3011

ITy6nugnara nokana e ¢ ynukaneH kon 9040838 B AOII u cpmara 6e mybimkyBana Ha
16.04.2015 r. sa noprana 3a OOmecTBeHH NOPHYKH H E€JHOBPEMEHHO C TOBAa IyOIHKyBaHa B
,JIpod¢mn Ha xymyBaya” Ha MVY-Codus, Ba enektporen aipec: http://pk.mu-sofia.bg/, py6puka
"ITyOnu4Ha noKaHH", 32€JHO C IPHUIIOKEHHATA KbM HEd.

[Ty6iwynara nokana 6e mybmrgso nocrenHa B Iloprana 3a oOmecTBeHM NOPBYKH B
nepuoza ot 16.04.2015 r. no 28.04.2015 r. CpoxsT 32 nonyyasane Ha opeprute 6¢ 10 16.30 4. na
28.04.2015 r.

KoMucusaTa npuemMa, 9e BCHUKH 3aHHTECPECOBAHH JIHIA Ca MMAJIH BE3MOXKHOCT Jia IO/aIaT

o¢epTH B ONpeeIeHHs 3a TOBA CPOK.



Cernacao un.101r, an.3 ot 3011, orBapsHETO HA OdEPTUTE CE U3BBLPIIM IIPH YCIOBHATA HA
.68, an.3 ot 3011

Ha of6sBeHara B mybM4HaTa nokasa garta 3a oTBapsHe Ha obeprute /29.04.2015 r.-14.00 4./
- HE NIPUCHCTBAaXa YYaCTHHUIMTE B MPONEAypaTa WiH TEXHH YI'bIIHOMOINEHH NIPEJICTABHTEIIH, KAKTO
¥ NIPeACTaBUTENIH Ha CPEJICTBATA 32 MACOBO OCBEJIOMSABAHE.

HezaBucuMo oOT TOBa, Ye Ha OTBapsHETO Ha oOQEpTHTE HAMAaIle BHLHIIHH JIHIA,
npeacenaresisT Ha KOMHCHSTA OTBOPHM OQEPTHTE H ONOBECTH IIEHOBHTE NPEATIONKEHHS KaKTO
cnejBa:

Odgepra Bx. Ne Y4yacTHHK Ilpeanarana uena Ge3
JUIC /nB./

1 » MTHU* 00/ 47 980.00 nB.

2 ,, AxBaxum™ AJl 43 880.00 .

IMopagm nunca Ha y4YacTHHIM KM TEXHH YI'BIHOMOIIEHHM NPEJCTABHTENH B JICHS Ha
oTBapsHeTO Ha odeprure He Oe cnaseHo m3uckeaHero Ha 4n.101r, an.3 or 30I1 — nmo exun
IPE/ICTaBUTEN OT NPHCHCTBALIMTE YYAaCTHHIM J1a NOANHKINE TEXHUYECKHATE H IICHOBH IIPEIJIOKEHHS.

Cnen omoBecTssBaHE Ha LEHOBHTE NPEAIOXKEHHMA, NpPEICENATENAT HAa KOMHCHSTA 3aKpH
3aceJJaHHETO.

Ha 07.05.2015 r. xomucusaTa ce cx0pa H NIpoABIDKH cBOosiTa paboTa.

KomucuaTa npucThIM KbM pasriiexiaHe Ha OopEepTHTE IO pela Ha TAXHOTO MOCTHIIBaHE.
[Mogpobuo Osixa pasriefaHd IpHIIOKEHATE KbM odeprara JOKYMEHTH, Karo chlidTe Osxa
CpPaBHEHH C H3UCKBaHUATA Ha BB3noxurens, KakTo cieasa:

1. Odepra ¢ Bx.Ne 1/28.04.2015 r., mogageHa oT_,, Mexnnnuacka Texauka
Hmxenepuar® Q01

VY4YacTHHKBT € NPeACTABHII CIICAHHTE JOKYMEHTH:

o CuHChbK Ha IPEJICTABEHHTE JJOKYMEHTH-OPUIHHAIL, [IO/IIKC U [1€YaT Ha YYaCTHHKA;

e [lpencraBsHe Ha y4yacTHHMKa IO CMHCBJIa Ha 49156, an.l, 1.1 ot 30II /Obpazen Nel/,
IIOJIIIAC M II€YaT Ha y9aCTHHKA;

¢  VI0oCTOBEpEeHHE 3a aKTyaTHO CBhCTOSIHHE, M3/1aIEHO OT ATreHIMsATa 110 BIHCBAHHATA —
HOTApHAJIHO 3aBEPEHO KOIIHE;

o Jlexnapauus 3a EUK na ¢pupma ,MTH“ OO/];

e VYaocroBepernue no BYJICTAT - 3aBepeHO KONHE C IOJANHKC H [I€YaT OT YYaCTHHKA;

e Vaocrosepenne 3a perucrpanus no 3JJIC - 3aBepeHO Konue C MOJANKC M IedYaT OT
y4YacCTHHKa;

o Jlexyapanus 3a IPHEMaHE Ha YCJIOBHATA B IIPOEKTA Ha JIOrOBOpA , ChIVIACHO WI.56, a.l,
1.12 ot 3011/ Obpazen Ne 2/, moanuc ¥ neyaT Ha y4aCTHHKA;

e Jlexiapanus 3a HUIHYHE HA COOCTBEHA CEPBH3HA 0a3a — MOJNKC ¥ II€YaT OT YJaCTHHKA;

o Cepruduxar 3a npeMHHAT Kypc Ha oOydeHHe OT cepBH3cH HHXkenep Ha ,MTHU* OO/
BbB (DHpMATa-IPOM3BOAMTE]I — IOANMC M IEYaT HAa yJYacTHHKA /2 eK3eMIuspa-Ha
OBJ1.€3HK M Ha aHTJI.e3HK/; :

o Jlexnapauus /COMCHK HA CEPBH3HHMTE CIELHAIHCTH/, KOHTO INE H3BHPIIBAT CEPBH3HA
NOAAPHXKA Ha [Ipe/JIaraHus anapaT- IOANKC K MeYaT OT y4aCTHHKa;

o Ceprudpukar ISO 9001:2008 ma ¢upmara NPOH3BOAMTEN HA NpPEJIAaraHHs anapar-
3aBEPEHO KOIIHE C IOJINKC H NIEYaT OT Y4aCTHHKA;
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Cepruduxar ISO 9001:2008 na yuactruka ,MTHU* OO/1- 3aBepeno konue ¢ NOAMUC H
Ie4yaT OT YJaCTHHKA;

CE-mapka Ha npejiiaraiys anapar - 3aBepPeHO KOIIHE C MOJIIIHAC U 11eYaT OT yYaCTHHKA;
Hzpanku or ¢upmena Opomypa Ha npousBoautens: Fischer Analysen Instrumente
GmBH u TexHuyeckd JaHHM Ha IPEIUIOKEHHS anapar, NOAIHMC M IeYaT Ha BCsAKa
CTpaHHUIA OT Y4aCTHHKA;

Jlexnapauus 3a BB3MOXHOCT 33 OCBINECTBABAaHE Ha CJEArapaHIIMOHHO Bb3ME3JHO
obcnyxBane - /Obpazen Ne 5/- mojnuc u nedar OT y4aCTHHKAE,

Texnuyecko npemnoxenue / Ilpunoxkenne Ne 2/, moanuc ¥ nedar Ha y4acTHHKA Ha
BCSIKa CTPaHHLIA. Y YaCTHHKGBT IIpejjara:

Cpok 3a m3nbiHeHHe — 89 KajleHIapHH JHH OT AaraTa Ha NOJANMCBAaHE Ha JIOrOBOpa
/eprnacHo odeprata Ha y4acTHHKA/;

I'apannmoneH cpok — 13 Mecena OT jJarara Ha NyCKaHe B €KCILIOATAllHs /ChITIACHO

odepTara Ha y4aCTHHKa/;

Cpox nHa BaymaHocT Ha opeprara — 90 KaneHaapHH JHH /He no-Manko oT 90 KaneHaapHu
JHW/, CYNTAaHO OT KpaifHaTa jara 3a oJy4aBaHe Ha OQepTHUTe;

Tabnuua 3a texanyecko croTBeTcTBHE /IIpHnoxkenune Ne2a/ - nonwiiHeHa W 3aBepeHa ¢
IIOJIIMC M 11€YaT OT yYacTHHKA;

Jlexnapanus 3a CbOTBETCTBHE Ha IIpeUIaraHus anapar ¢ H3HCKBAHHATA HA Bb3JIOXKHTENs
/O6pazen Ne3/ - noamuc U neyar OT y4aCTHHKA,;

Jleknapanus 3a OCBINECTBABAHE Ha TapaHIMOHHO OOCIY)XBaHE H peardpaHe IpH
OTCTpaHsBaHE Ha BBb3HHKHAIH NOBpPEJH B [IEPHOJA HA I'apaHIHOHHOTO OOCIyKBaHe—
/O6pazer Ne 4/ - noAmuc ¥ neyar Ha y4aCTHHKAE;

Lenoso npennoxenue / Ilpunoxenue Ne 3/, noanuc ¥ nedar Ha y4acTHMKAa Ha BCAKA
CTpaHHUIa;

IIpoexro-norosop /ITpunoxenne Ned/, noanuc 1 neyar Ha BCIKA CTPAHHIIA;

Hotapnanso 3aBepeno neJIHOMOIHO OT Y npasutens Ha ,, MTHU“ OO0/,

Jlexnapanus OT y4acTHHKA, Y€ I NIPENOCTABH IIPH JI0CTaBKa Ha anapaTa - HHCTPYKIHH
3a ynoTpeba Ha Obiarapcku e3uk ako Obje u30paH 3a H3MBbJIHHTEN, MOANKC ¥ [1€9aT Ha
Y9aCTHHKA;

Jlexnapanmst OT y4YacTHHKA, 4Ye IN€ OCHIypu oOydeHHE Ha mnepcoHana 3a paboTa c
amapara, ¢ IpPOABDKUTEIHOCT Ha 00y4eHneTo, cpobpaseH ¢ ocobeHOCTHTE Ha anapara,
ako Ob1e u30paH 3a H3MBIHKUTEN, NOIHC U IeYaT Ha yYaCTHHKA;

KomucusaTa HanpaBu cnpaBka 3a akTyanHoTo cberosaue Ha ,,MTHU“ OOJl B Twproeckus
perucTsp KbM ATeHIHATa [0 BHcBaHuATa. HanpaBeHaTa pasnedarka e IpHIIOXKeHa KbM odeprara
Ha YJaCTHHKA.

Cnep pazrnexpgase Ha odeprara, KOMHCHATa yCTaHOBH, Y€ ChINATa OTroBaps HABJIHO Ha
H3UCKBaHMsATa Ha BEB3moxuTes, KaKTO 110 OTHOIIEHHE HAa THPrOBCKO-IIPABHHS CTaTyT, Taka H IO
OTHOIIEHHE HAa MHHHMAQJIHHTE H3MCKBAaHHA 32 CHIbp)KaHHE Ha odeprata H TEXHHYECKO
NpeJIoKEHHE.

KoMHECHSTa M3BBPIIE [IPOBEPKa HAa LEHOBOTO IIPEIOKECHHE M HE YCTAHOBH apUTMETHYHA
rpeinKa IpA W34UCIISIBAHETO Ha KOIMYECTBOTO 110 €IMHHYHATA LieHa u obmara croinoct 6e3 JIJIC u
¢ JUIC. Y4acTHHKBT ce € cro0pa3ui ¢ nocodeHus GHHAHCOB JTMMHT 3a H3IIBIHEHHE Ha OphYKaTa,
xoiito € 48 000,00 nB.6e3 JIJIC. Y4acTHUKBT € NPENIOXKHI II€HAa 3a H3NBJIHEHHE B pasMep Ha
47 980,00 nB. 6e3 IJIC.

KomucusaTa pemun 1a aonycue odpeprara va , MTH® OO/I no knacupane.



Odepra ¢ Bx.Ne 2/28.04.2015 r., noganena or ,AkBaxum“ AJl.

VyacTHHKA € IIpEACTaBHII CICAHUTE JJOKYMEHTH!

CHHCBK Ha JIOKYMEHTHTE, ChIbpXKallK ce B odeprara-OpHrHHaj, MOANMUC M II€Y4ar Ha
YYaCcTHHKA;

IlpencTaBsHe Ha y4yacTHHKa IO CMHCBHIa Ha w156, aill, 1.1 or 30I1 /O6pazen Nel/,
MIOATIMC ¥ NeYaT Ha YJaCTHHKA;

YnocroBepeHHe 3a aKTyallHO CBCTOSIHHME, M3Aa/IeHO OT ATCHIMSATA IO BIIMCBAHHATA —
3aBEPEHO KOMHE C MOJIIHC U NeYaT OT YIaCTHHKA;

Ynocroeepenue 3a perucrpauus no 3JIC - 3apepeHO KONHE ¢ NMOMAMMC H [E€YaT OT
YYaCTHHKA;

Jlexnapanus 3a IpUeMaHe Ha yCIOBHATA B IPOEKTa Ha JOTOBOpa , ChINIACHO 41.56, an.1,
T.12 or 3011/ Obpazer Ne 2/, noAnuc ¥ rneyar Ha y4aCcTHHKA;

Jexnapanus 3a Hanu4ue Ha cobcTBeHa cepBHU3HA 6a3a — NONHC U 11€YaT OT YYaCTHHKA;
Ceprudukar 3a IpeMHHAT Kypc Ha 0OydeHHE OT CEpBH3ECH HHXEHep Ha ,,AkBaxuMm* AJ]
B CEpBU3 HAa (PMPMaTa-NPOM3BOAMTE) — NOJIIKC M NE€YaT HAa YYacTHHUKA /2 eK3eMILspa-
Ha OBJ1.€3UK H Ha aHIT.e3HK/;

Jexnapanus / COHCBK Ha CEPBH3HHTE CICLHATHCTH/, KOMTO 1€ M3BHPIIBAT CEPBH3HA
IIOA/IPBKKa Ha Npejularagus anapar- IOANHC U IIeYaT OT Y4acTHHKA;

Cepruduxar GMP Ha dupmMaTa NpOH3BOAUTEN - 3aBEPEHH KOMHSA C IOJIIHC H I€YaT OT
Y49aCTHHKA;

Ceprudukar ISO 9001:2008 na yyactauka ,,AxBaxuM‘ AJl- 3aBepeHO KOIHE C TOJIKC U
ne4qar OT y4aCTHHKA;

CE-mapka Ha npeanaranus anapar - 3aBepeHo KOIHE ¢ IOJNHC | 11e4YaT OT YYaCTHHKA,
Uzpanku ot ¢upmena Opomypa  Ha npousBoautens: DAN-Pharma GmbH n
TEXHHYECKH [aHHHM Ha IIPE/UIOKEHHMs anapart, IOANKMC H [I€4aT Ha BCSIKa CTPaHHLA OT
y4acTHHKa;

Jexnapanus 3a BB3MOXKHOCT 334 OCBIIECTBABAHE HA CJIEJIFAPAHIMOHHO BB3ME3IHO
obcnyxsane - /Obpasen Ne 5/- 3aBepeHO KOIME € IOJIIHC U II€9AT OT YIaCTHHKA;
Jlexiapanus OT Y4aCTHHKA, Y€ e IIPEJOCTaBH NPH JIOCTABKA HA anapara - HHCTPYKIHH
3a ynotpeba Ha OBiarapcku e3uk ako 6bp1e u3bpaH 3a M3NBIHHUTEN, IOAIKC H TIeYaT Ha
Y4aCTHHKA;

Jexnapanus OT y4aCTHHKa, 4€ Ie OCHIypH oOydeHHe Ha IepcoHaina 3a pabora c
anapara, ¢ NpOABIDKUTENHOCT Ha 00ydeHueTo, chobpa3eH ¢ 0COOEHOCTHTE Ha anapara,
ako Obae u30paH 3a U3MBJIHATEIL, IOIMC U 11€49aT Ha Y4aCTHHKA,

Texuuuecko npemnoxenue / Ilpanoxkenune Ne 2/, nOANMC W NeYaT Ha y4aCTHHKA Ha
BCSKa CTPAHMLIA. Y YaCTHUKBT IpejJiara:

Cpok 3a m3nbaHeHHe — 90 KaneHjapHW JHH OT JaTtaTa Ha IOJIMCBAaHE Ha JIOrOBOpa

/cprinacHo oeprara Ha y4aCTHHKA/
I'apannuoneH cpok — 12 mecena oT jarara Ha IyCKaHE B €KCIUIOATalUs /ChIJIACHO

odeprara Ha ydacTHHKA/;

Cpok Ha BanmuaHOCT Ha odeprara — 90 KaneHaapHH JHH /He n0-Manko oT 90 xaneHaapHEu
JIHH/, CYMTAHO OT KpaifHaTa JiaTa 3a oJy4aBaHe Ha OQEPTHTE;

Tabnuna 3a Texaadecko cboTBeTcTBHE /IIpHnoxenne Ne2a/ - nonsIHEHa U 3aBepeHa C
IIOIIKMC ¥ [I€YaT OT Y9aCTHHKA;

Jlexnapanus 3a ChOTBETCTBHE Ha NIPEJUIATaHHs anapaT ¢ H3HCKBaHHATA HA BH3JIOKHTENS
/O6pazen Ne3/ - moanMc U neyar OT y4aCTHHKA,

Jlexnapanys 3a OCHLICCTBABAHE HA TapaHIMOHHO OOCIY)XBaHE H pEardpaHe IIpd
OTCTpaHsBaHE HA BBH3HHKHAIM IOBPEJH B NEPHOJA HA TapaHIHOHHOTO O0CIyXBaHe—
/O6pazen Ne 4/ - noanuc 1 neyat Ha y4acTHHKA;

HoTapranHo 3aBepeHO IBJIHOMOIIHO OT Y IpaBUTeNs Ha ~AxBaxum*“ AJl.
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e IlenoBo npeanoxenue / [Ipunoxenne Ne 3/, mocTaBeHO B OTAENEH IUTHK, NOANKC H
Ievyar Ha y4acTHHKA Ha BCSKa CTPaHHUIA;

Cnen pasrnexaade Ha odeprara, KOMHCHSTa YCTaHOBH, Y€ ChlIaTa He OTroBaps Ha
HM3UCKBaHHATA Ha BB3/10XKHTENS 10 OTHONIEHHE HA JIOKYMEHTHTE OTHOCHO ThPrOBCKO-IIDABHHS
CTaTyT:

CeriacHo ycloBUATa Ha Bb3l1oXKHTENs, 3a10KEHH B T.8 OT JIOKyMEHTallHATA — YJaCTHHKA
na npeacrtaBd - BanujaeH ceprudukar [SO 9001:2008 wnM ekBHBaJEHT HAa NMPOH3BOAHTENS 3a
IIPOM3BOJICTBO HA MEIHIMHCKO 0DOpyABaHE M anapaTypa WM €KBHBAJEHTHH MEpKH 3a J0Ka3BaHe
Ha Ka4eCcTBOTO — 3aBEPEHO OT ydacTHHMKa komue. KommcusaTa pasriena npuiioxeHus ceprudukar
GMP na npousoaurenss DAN-Pharma GmbH. Ilpu pasrinexnane Ha ceprudukara He € BHJHO,
oOxBaTa Ha IPHJIAraHETO MY, B 4acTTa HAa U3UCKBAHETO Ha Bp3noxkuTeNns , a MMEHHO IPOU3BOJICTBO
Ha MeJHIMHCKO obopynBaHe M anaparypa. HsMa W 1aHHH, OT KOHTO Ja € CTaBa $CHO, 4e
cepradunmpal s opras, ynocropepsisa npoussoxutesnsi DAN-Pharma GmbH, ye e BHeapuia u
MpHjiara CHCTEMa 3a yIpaBI€HHE Ha KadyeCTBOTO B IUTHpaHHs MO-rope obxBar. B npuioxenus
npeBoj Ha cepruukara e murupano: Ceprupuxkar GMP — chorBercrBue Ha (apMmaneBTHYHA
naboparopus, cnopen §14 (4) or Hemckus 3akoH 3a nekapcrBara. CeprHHKaTBT yI0CTOBEPSBA, Y€
komnanusta DAN-Pharma GmbH, yusro naboparopus e onobpena cmopen §14 na u3pbpimsa
TecTBaHE Ha KadeCTBOTO Ha JIEKaPCTBEHHTE NPOAYKTH 3a XyMaHHa ymnorpeba. Opobpenuero
oOxBama CICAHHTE HM3IMTBAHHSA H aHAIM3H — 00nacT Ha JAEHHOCT: TECTBaHE HA JIEKAPCTBEHH
NPOAYKTH H CYPOBHMHH 3a HAEHTHYHOCT, YUCTOTA H @HATM3 0 XMMHYHH H (PH3HIHA METOH H JIp.

Komucusra He npuema npunoxesus B odeprara Ha ydacTHuka Ceprupuxar GMP na
[IPOM3BOJIATENS 32 EKBHBAJICHTCH HJIH EKBHBAICHTHH MEPKH 3a JI0OKa3BaHe Ha KayecTBOTO. ChimusT
HE OTroBaps Ha HM3WCKBaHHATAa HAa Bp3noxurens — ceprudukara na e ¢ obxear B obnactra Ha
MEIMIMHCKOTO 00Opy/ABaHE U anaparypa.

Komucusara KOHCTaTHpa CBINO Taka, 4e odeprara Ha ,, AxkBaxum™ AJl He oTroBaps Ha
H3MCKBaHMSATA Ha BbB3loXUTENs @O OTHOIIEHHE Ha 3al0KEHHTE OT HEro TEXHHYECKH
XapakTepucTHKH. M3uckBane Ha Bbanoxkurens € Ja MMa NOBTAPSIEMOCT Ha NPHIEIHA CTOHHOCT
(Delta): + 0.36%o. B Ttabnmuara 3a texauuecko croTBercTBHE /IIpHiloskenue Ne2a/, yuyacTHHKA e
OOTBBPAHI C ,, 43" TO3H napameTsp ( T.e. CbOTBETCTBA Ha H3HCKBaHHUATA Ha Bw3noxwurens), karo e
nocoyus B Tabiunara, ye ONMCAHUE HA LMTHPAHHS NapaMeThbp MOXEM Jla HamepuM Ha crp.3. B
IPUIIOXKEHATa U3BaJKa Ha pupMara-npoussogures - DAN-Pharma GmbH - cr1p.3, nmtupanus
napaMeTsp € ¢ nokasanusi — T.2.2.6 Repeatability of Delta value +/- 0.36%. Jpyro u3ucksane Ha
Bp3noxurens € Ja ©Ma BH3IPOH3BOAUMOCT Ha npunensa ctoiaoct (Delta): + 0.41%o. B Tabnunara
3a TexHu4ecko choTBercTBHE /IIprioxenne Ne2a/, yyacTHHKa € MOTBBPIMII OTHOBO C ,,Aa TO3H
napaMeTsp ( T.€. ChOTBETCTBA Ha H3UCKBaHHATa Ha BB30XkuTeNs), KaTo € nocodu1 B Tabnuiara, e
ONKMCaHHe HAa NMUTHPAHHS NapaMeThp MOXKEM Jla HamMepuM Ha crp.3. B npunoxenara u3Bajika Ha
¢dupmara-npouspoauten- DAN-Pharma GmbH - crp.3, nHTHpaHHS napameTsp € C IOKa3aHHs —
1.2.2.7 Reproducibility of Delta value: +/-0.41%.

Odeprara Ha ,,AxBaxum“ AJ] He 0oTroBapsd Ha H3HUCKBaHHSATAa HAa BB3n0XHTENA, KAKTO NO
OTHOLIEHHE HA THPrOBCKO-IIPABHHUS CTATYT, TaKa M 10 OTHOIIEHHE HAa MHHUMAITHATE H3UCKBAHHUS 33
ChBPKAaHHE Ha TEXHHYECKOTO NPEJIOKEHHE.

BbB BpB3Ka € ropeH3I0kKeHO0T0, KOMHCHATA npelnara Ha Bwijoxkuarens, odepra c
Bx.Ne2/28.04.2014 r Ha ,,AxBaxum® AJl na 0nae oTcTpaHeHa OT ydacTHe B o0mecrBeHaTa
nopb4Ka.



KomucusTa M3BBpPINM KJIaCHPaHE HA E/IMHCTBCHHS JOIIYCHAT Y4YacTHHK BB3 OCHOBa Ha
KpUTEpHs ,Hal-HHCcKa neHa” Oe3 JI/IC npu noxpuBane Ha BCUYKH JPYTH H3UCKBAHHUSA, IOCOYECHH
B 11yOJIM4HATA IOKAHA W IIPUJIOXKEHUSTA KBM Hesl.

I-Bo msacro — ,Menqununacka Texauka Urxenepuar® OO0 /]

Komucusra npejyiara Ha Beanoxwurtens na obssu 3a M3nbIHHTEN M 1a CKIJIIOYH JIOTOBOP 3a
H30BJIHEHHE Ha Nopbyka c npeamer: ,Jlocrapka Ha *C — nuxateleH TeCT aHAIM3aTOp C
HH(padepBEH COEKTPOMETHP 32 HYX/AMTe Ha IIpeaxiuHn4es YHHBEPCUTETCKH IEHTHp, Kareapa no
MEIHIHUHCKAa MEKpobHnonorus npu Meaunuackn dakynrer Ha Meaununckn yauBepcurer-Codns,
BKJIFOYBAIIA — MOHT@X, IIYCKaHE B EKCIUIOATAIlHs, rapaHIIHOHHA NOVIPBXKAa M 00yueHHe HaA
nepcoHala ” ¢ KIaCHpaHus Ha II'bPBO MACTO yYaCTHHK:

sMequmuaacka Texauka Hmxenepuar® 00/

3a H3roTBSAHETO Ha HACTOALIMA IIPOTOKOJI Ca B3€TH NPE/BH/ H €a OTPa3eHH B HETO KOHCTaTallHATE B
CTAaHOBHINETO Ha ekcmepra B komucusara npod. Jlropmuna I'eopruesa. Topa craHoBume e

HEpasaeiHa 4acT OT IPOTOKOJIA.

Cerinacro m3uckBanmsTa Ha 9w1.101r, an.4 or 30I], HacTosImMES NPOTOKON CE MPEACTaBs HA
BuanoxuTels 3a yIBEpXKIaBaHe, cllel] KOeTO B €IMH M CBIIH JCH Ce H3Npalla Ha YYaCTHULHUTE H Ce
nybnuKyBa B npodui Ha KyryBada.

3a BEPHOCTTA HA TOPEH3JIOKEHOTO, KOMHCHATA CE IIOANHCA KAKTO ClI€aBa:

KOMMUCHUA:
IEENCEHATEL cosvndnsmn sz
npod. Jlxo Pma7l“eopmeﬂa
7
WIEHOBE: ... ° A ...
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2. Xpuctusa bemega



CTAHOBHIE

or npo¢. Jlrommuna I'eoprueBa — karempa «MemuiHHCKa MHKPOOHONOTHsS», MeIMIHMHCKH
tdaxynrer npu MenunuHcka yHuBepcuter-Codusi - eKcrepT B KOMHMCHSTA 3a pasrieikiaHe,
OlleHKa M KJlacHpaHe Ha oepTHTE Ha YYaCTHHUMTE B MPOILEAypa 3a Bb3jaraHe Ha oOIIecTBEHa
nopbyka upe3 nybsnyHa nokaHa ¢ npeaMer: ,, JocraBka Ha “C — jpuxartejieH TecT
aHAIM3aTOP ¢ HHppavepBeH cOeKTpoMeThp 3a HyxkauTe Ha IlpeaknnHugen
YHHBepCHTeTCKH HeHThp, Kareapa mo meammuacka mMukpoOHooras npe MeaMuHHCKH
taxyarer Ha Meauuuacku yHuBepcHTeT-CodHsi, BKIHYBAMA — MOHTAXK, NYCKAHE B
€KCILIOATAIIMH, rapaHOHOHHA MNOJIPbXKAa H o0ydueHHe Ha mNepcoHANA”, OTHOCHO
CBOTBETCTBHETO HA NOJAaieHUTE oepTH c M3UCKBAHUATA HA BB3noxuTens.

Ilpu pasraexpaase Ha nofaaeHUTe B opepTuTe Ha yuacTHUIMTE: ceprudukaru, CE mapka
M TIOCOYEHHMTE MPOM3BOJUTEIH H MOJEJIH B H3BaJKHUTE OT (HPMEHHTE OpOLIypH H KaTallo3H,
KOHCTaTHpax CJIEIHOTO:

. «MEJUMHHHCKA TEXHUKA HHXXEHEPHHI» OO0/
Cnen 3ano3HaBaHe C NPEIIOKEHMETO Ha YYaCTHMKA, CYMTAM Y€ CBHUIOTO OTroBaps Ha
M3HCKBaHUATa Ha Beanoxurens.

2. «AKBAXHM» AJl

Cnen 3ano3HaBaHe M pasIieXJaHe IPEJIONKEHHeTO Ha YYacTHHUKA, CYMTAM 4YE TO HE
OTroBaps Ha H3UCKBaHHATAa Ha Be3noxurens. CbrinacHo ycioBusTa Ha Beanoxures, 3a10KeHH
B T.8 OT HOKyMEHTalHusATa — YYaCTHHKA Jia npejicTaBd - BamdaeH ceprudpukar 1SO 9001:2008
HJIA €KBUBAJIEHT HA IIPOM3BOAHMTENS 33 IPOU3BOJICTBO HAa MEAMIMHCKO 00Opy/IBaHEe W amaparypa
MM €KBHBAJIECHTHH MEDKH 34 J[0OKa3BaHE Ha KayeCTBOTO — 3aBEPEHO OT YYaCTHHKA KOIIHE.
Komucusra pasrieaa npunoxenus cepruduxkar GMP na npouzpoaurens DAN-Pharma GmbH.
Ilpu pasrnexnane Ha cepTHduKara He € BHAHO, 00XBara Ha NPHJIAraHETO My, B 4YacTTa Ha
H3MCKBAHETO HAa BB3n0XHTENs , a MMEHHO NPOHM3BOACTBO HAa MEIMIMHCKO O00OOpyaBaHe H
anaparypa. HsMa W  J1aHHM, OT KOHTO 1a € cTaBa SICHO, Y€ cepTH(UIMpamus opras,
ynocroBepsiBa npousoaurenss DAN-Pharma GmbH, ge e BHeapuia W mpuiara cCHCTeEMa 3a
yYIpaBJIEHHE Ha Ka4eCTBOTO B UUTHpaHUs Io-rope o0xBar. B mnpuioXxeHHs MOpeBoa Ha
ceprudukara e nutapano: Ceprupuxar GMP — cpoTBeTCTBHE Ha QapmaneBTHYHA TabopaTopus,
cnopen §14 (4) or Hemckus 3akoH 3a nekapctBata. CepTHdHKAaTBT YIOCTOBEpsiBa, Y€
komnanusta DAN-Pharma GmbH, uusto naboparopus e onobpena cnopen §14 na u3Bbpinsa
TECTBAHE HAa Ka4eCTBOTO HA JIEKAPCTBEHHTE NPOJAYKTH 3a XyMaHHa ynorpeba. OnobpeHuero
oOxBama CIeJHHUTE M3NHMTBAHUS M aHAIM3H — 00JacT Ha AEHHOCT: TECTBaHE Ha JIEKaPCTBEHH
IPOAYKTH M CYPOBHHH 3a HICHTHYHOCT, YUCTOTA M AHAIIU3 I10 XUMHYHH U QU3UYHH METOJIH U
Ip.

He npuemam  npuioxeHus B o¢deprata Ha yvactHuka Ceptuduxar GMP Ha
NPOM3BOJUTENS 332 €KBHBAIEHTEH HJIM €KBHBAJIEHTHH MEDKH 3a JOKa3BaHE Ha KadeCTBOTO.
CpImMaT HE OTroBaps Ha HM3HCKBaHUATA HAa Bw3noxwurens — ceprudukara aa € ¢ obxear B
obacTra Ha MEIHIIMHCKOTO 0060py/IBaHe H anaparypa.

Cuutam, uye odeprata Ha ,,AkBaxum* AJl He 0TroBaps Ha H3MCKBaHMUATA Ha
BB3n0xuTeNs 10 OTHOIIEHHE HA 3AJI0XKEHHTE OT HEro TEXHUYECKH XapaKTepHCTUKH. M3uckBane
Ha Bw3noxuTens € ga uWMa noBrapseMocT Ha npuuenHa croiHocT (Delta): = 0.36%.. B
TabnMuara 3a TeXxHudecko choTBeTcTBHE /IIpHnoxenne Ne2a/, yyacTHHKA € NOTBBPAMI ¢ ,Ja"
TO34 mapaMeTsp ( T.e. CHOTBETCTBA Ha M3UCKBAaHMATA Ha BB3jokuTens), KaTo € MOCOYMI B



tabipnara, 9e¢ ONMCAHWE Ha LWTHpPAHHs I[apaMeThbp MOXKEM Ja HamepuMm Ha cr1p.3. B
npuiokeHara n3Banka ua Gpupmara-npouzsoauren - DAN-Pharma GmbH - crp.3, uurupanus
napamersp € ¢ nokasanus — 1.2.2.6 Repeatability of Delta value +/- 0.36%. JIpyro u3uckBane Ha
Bu3noxuTens € ja uma BB3NPOM3BOAMMOCT Ha npunenHa croduoct (Delta): + 0.41%0. B
tabnuuaTa 3a TexHu4ecko cboTBeTcTBHE /I IpHioxenne Ne2a/, yyacTHHKa € NOTBBPIHI OTHOBO C
3% TOo3H napamersp ( T.e. CHOTBETCTBA HA M3UCKBAHUATA HA BB3JI0KHUTEIS), KATO € TOCOYHII B
tabiAmara, 4e ONHCAHWE HAa LUTHPAHHS IapaMeThp MOXEM Ja HamepuMm Ha cr1p.3. B
IpHJIOKEeHaTa U3Bajika Ha ¢upmara-npoussomures- DAN-Pharma GmbH - crp.3, uurupanus
napameTsp e ¢ nokasanus —T1.2.2.7 Reproducibility of Delta value: +/-0.41%.

[IpenBu ropen3IoKeHOTO cyuTaM, 4e odeprara Ha ,,AkBaxuM™ AJ] He OTromBaps Ha
H3HCKBAaHUATA Ha BB3JI0KUTENIS, KAKTO 10 OTHOLIEHHE HAa ThPrOBCKO-IIPABHHS CTATYT, Taka H 110
OTHOIICHHE Ha MHHHMAQJIHHTC H3HCKBAHHA 34 ChABPKAHHE HAa TEXHHYECKOTO IPECIIIOKCHHE Ha
y4aCTHHKA ¥ chInaTa TpsOBa fa Ob/1e OTCTpaHEeHa OT yJacTHeE.

Hsrorsui CTAaHOBHIIECTO:

npod. Jlrommuna ['eopruesa



