1407 Cofus, v “Kosax™ No 1 Ten. 1 (02) 9607223 daxe.: (02)962-4771
Hupexrop upodr. a-p Jiodomup Cnacos, aM.

OPOTOKOJ
Ne VI - 10 - /// !‘j'/ﬂZOIS) r.

Huec, 17.09.2019 r., pa ocnosanmme w1 103 or 30I1 B AnvuuEucTpardBHaTA 372 Ha
Vaupepcurercka Gommmna "Josemen”, or 10.00 waca, ce nposeme 3acelaHHe Ha KOMECHSATA
HasHaueHa ¢he Jamosex Ne VII-10-9/17.09.2019 r. ma Besnoxurens, 3a NpoBexkaaHe Ha OTKPHTA
OpoieNypa 3a CKIIOTUBAHE HA JOTOBOP ¢ mpepMet: “JlocTaBka Ha PeakTHBH M KOHMCYMATHBY 32
XCMATOJOFMIHH, HMYHOJIOTHYHH ¥ OHOXMMHYHE M3CI¢ABAHMA 3a anaparu Alinity ci, CellDyn

Ruby, CellDyn Emerald 3a Kauuuuna naboparopusi”, oTkpura ¢ Pemenue Ne VII-10-
6/12.08.2019 r.

KoMHCHSTa IPUCHCTBA B ChCTAB, KAKTO CIIEHBA:
Hpepceparen: now. A-p Acst Crawwena — HavanHuk ua Kimmudma naGopatopus
Unenoge: Ipurop Manves — ri1. FOpHCKOHCYIT
Jleona Kpymosa — excnepT B ornen ,,O0ImecTBens 1opbaxy™
[eprana Boxmnosa — excnept B o17en ,,O0MIECTBEHH TOPBUKE
Hadunka Hexosa - caeroBoguTen

Ilpencenarenar Ha xomucuara, Aol. A-p Acs CraHuesa, NpHEe ¢ NpHEMHO-MPENABATEICH
HpOTOXOIN nocTerNaTa B Jienosoacreore Ha bonnnna ,.Jlozenen™ odepra.

3aceganreto Ha Komucuara e nyGnudHO 1 ce peroBoau oT [Ipeacenarens va KoMucusTa.

Ha zacenanuero Ha KoMHCHATA He HPpACBCTBAXZ IPEACTABATENN HA YIaCTHHKA, HHTO
TIPCACTABHTE]IM HA CPEACTRATA 38 MaCOBO OCBEAOMABAHE.

Hpenceparenst u wieHoBeTe Ha KomucusaTta noanucaxa aekinapanuu o wi. 103, an.2 ot 3011

Komucuara yCTanoBH, 1€ 10 KpaliHAS CPOK 3a TofaBaHe Ha odepry, e mocThinaa odepra oT
CIEXHMAAT YIACTHHK:
whyamap MJI“ OO0/,

I. KOMUCHUATA npucTellM KEM oTBapane Ha ofeprara:

1. Odepra ¢ Bxopam Ne VII-10-8, moctemuna ma 16.09.2019 r. 8 10.35 uaca, nogageHa ot
wsbymap MJI* OO/, ENMK 131148628, csc cenamme: rp. Codus 1618, ks. ,Manactupeku
muBagn”, yin. L llupmn®  Ne32, Ten. Tem: 0899834848, daxc: 029658828, e-mail:
OFFICE@BULMARML.BG , npepcrasmsparo or Mapuena Coacosa [auescka — yIopaBHTeN.
Odeprara e 3a obocobena riozuius | u 11,

Komucusita oTBOpH 3aneyaTaHaTa HENPO3padHa ONaKOBKa HA YYACTHHKA ¥ OIMOBECTH HeHHOTO
ChAbpKanpe. Komucnsara KOHCTaTHpa HaJIMYHE HAa AOKYMEHTH 33 YUacTHE B OTKDHTA IPONEAYpa H
OTHCAEH 3anevaras WKk ¢ .k Ipennarany nenosu napaMeTpu™ 3a obocobena mozuuus I u I1.

Tpuma 0T wieHOBETe Ha KOMUCHATA IOANNCAXA TEXHHUECKOTO NMPEANMKEHNE B TUIHKA C HAIHC
»lIpelnarany eHosy napameTpu™ 3a obocobeHa nozuius I u 11

C tosa Komucusita npuiiiouy nybnuqsaTa 9acT OT 3aCeaHHeTO CH.
Kowmucusara, B IbIIEH CHCTAB, IPOALIKY paboTa CH B 3aKPUTO 3acenanue wa 17.09,.2019 1.



1. Komucnara pasrnena OpeJOCTABEHUTE OT YUACTHHKA JOKYMEHTH 3a CHOTBETCTBHETO MY C
M3NCKBAHKUATA KDM JIMYHOTO CHCTOSHUE M KPUTESPUNTE 3a HOAGOD:

1. KoMucuaTa KOHCTaTHpa, Y€ INPENOCTABEHHAT OT ydYacTHuKa ,,Byamap MJ“ OO
eEEJIOI e moanmcaH ¢ BaiMAeH eNeKTpoHeH nommic oT Mapunena Cnacosa [awescka —
yUpaBHTEI.

Komucnsta xouwcraTHpa, ¢9e Y4acTHHKBT ,bByamap MJA“ OO e ngexmapmpan
CBHOTBETCTBHETO CH C KPHTEPHHUTE 34 NUHHO CHCTOSHIE H 3a I1o100p B npenocTapenus eEEJOIL
Komuenara u3sbpIIH [poBepka ne Aekiapupanure ofcrostenctsa 8 eEEJIOH, 3a xouto e
YUaCTHYKET € NOCOYMIL, 3¢ € JOCThIHa DeannaTha HEGpOpManust 38 OpraHuTe 0T CLOTBETHATa Dasa
Jasuu B AepKaBaTa — unerka ga EC, a imenHo:
- Boicpane B THProBCKH PETHCTLD
https://public.brra.bg/CheckUps/Verifications/VerificationPersonQrg.ra
- Pazpemenuie 3a THproBug Ha e1po ¢ memuuuucku uzgends IV-P-T / MU 108 / 02.11.2007-
fescpouno,  u3gafeno  or  ManweaHuwTenma | areHuds  mo  JieKaperBara -
http://www.bda.bg/bg/perncTpu/perueTpu-ma-ThproBUH-H~IPOA3BOIHTENY |
- YHocrosepeHue 3a  AKTyallHO  CBCTOSIHEE, YIOCTOBEPEHHE 33  HECHCTOATENHOCT,
yAOCTOBEpeHHE 3a JIKBuxauys http://www.brra.bg/;
KoMucHATa KOHCTaTHpa BEPHOCTTA Ha ASKIAPHPAHATE OT YIaCTHUKA 00CTOSTEICTRA.
Komucuara pasneuara of TBProBCKHA PErHCTHD aKTYATHO CHCTOSHHE Ha YYACTHHKA ., Byamap
MUJI“ OO,
Ha ocHoBanue 4n. 23, an. 4 ot 3axoH 3a THPrOBCKHS peructsp, KOMHCHATA H3BBPIIH ClyKebHa
IPOBEpKa 3a JIMTCATa Ha BIMCAHH obcrosTencrsa — HecseTodtenHoeT u JIUKBUAauus ¥ TPHIOKK
paslneyarka OT H3BBpIIeHaTa [IPOBEPKA.

III. Komucusra npoanixu csosta pabota Ha 17.09.2019 r. Ha 3aKkpuTo 3aceianHue M
pasriesa TEXHUYECKOTO MPEIJIOKCHHe Ha JOIYCHATHAT YYaCTHHK, M KaTO ro CbIIOCTABH C
U3HCKBAHUATA HAa BB3IOKHATEINA, 38JI0)KeHH B TEXHUYECKATA cenuuKans yCTaAHOBH, Je:

1. VYugacraukst ,,bymmap MJ“ OO/ e npencrasun TexHUUecKo Npeloxenue 3a 0Gocobena
nosurus I, PeakTBy 3a kpiBex asanmus CellDyn Ruby, CellDyn Emerald iy eKBHBaIeHTHE™.
Komucusita pasriesa TEXHUYECKO NPemJIOJKeHUe Ha yuacTHHKA ,bByamap MJI* OO/ u
HPOBEPH 32 CHOTBETCTBHE C [(PEABAPUTEIHO OGABCHHTE YCIIOBHS:
e  YUaCTHHMKBT € JCK/IapHpal, 1e:

- 1lle M3IBANM NpefiMeTa Ha OOINECTREHATA NIOPhUKA B CHOTBETCTBUE C HOPMHTE HA BCUYKK
neHcTBal HOPMaTHBHY aKTOBE, YHETO CHa3BaHe ¢ HeoOXOoAuMO 38 KayecTBEeHOTO H3IIbLIHEHNE Ha
OphUKATA, M KJAY3WTE Ha IIPOSKTO-IOrOBOPA, INPEACTABNISBAIN HEPasJcHHA vacT OoT
JOKYMEHTALHATa 3a YYaCTHE;

- TIPH H3TOTBSAHE Ha odepTara ca CHa3zeHH 3albIKCHUATA, CBBP3aHM C JMANDIW W OCHIYPOBKH,
OTIa3BaHe HAa OKOIIHATA Cpelia, 3aKPHIa Ha 3aeTOCTTa # YCIOBYUSTA HA TPYL;

- Opennara cpoxa Ha BCsAKa JocraBka aa 6bpae Ao 14 fuetmpuHajecer/ paborHu OHK OT
HONYy4YaBAHETO Ha HUCMEHATA 3as8BKa OT BB3JHOKHUTEI, a CPOKET 3& CIICHIHA 10CTasKa na Obae oo 48
/ geTHpBHEeCceT H OCeM/4aca OT HONYYABAHETO HA 3AIBKATA OT BB3JIOKHTEII;
- XBM JaTaTa Ha JoCTaBKa CPOKBT Ha rojHoCT Ha odepHpaHuTe NpoAyKTH ¢ MEHHMYM 70 %
fcemempaeceT npolieHTa/ OT 00sABEHUS OT IPOUIBOANTENS;
e Konm TeXHHYeCKOTO IIPEATIOKEHUE & NPENCTABEHO NPUIIOKEHNE, Ha XapTHeH B eICKTPOHEH
HOCHTE.
e [IpunoxKeHH ca OTOPHU3AIHOHHH IHCMAa 0T npoussoaarend ,,Abbott GmbH & Co KG “;
e [IpunoxeHH ca CepTHHUKATH 34 KAYECTBO U JEKIAPAlUs 38 ChOTBETCTBHEC Ha OePUPaHHTE
MENUIYMHCKHA H3AEMHUs ¥ KOHCYMaTHBH,
e [IpHNOXKEHH ca HPOCIEKTH C TEXHHYECKH I10KA3ATE/IN U MapaMEeTpH.
e  TexXHHUIECKOTO NPeSIONEHHE € HOAIHCAHO OT YITBJIHOMOUICHH JTHIA HA YHACTHHEKE.



e TexHMYECKOTO MpeANoAKSHIE BIIIOURA BCHYKH HOMEHKIATYPHH eXuHunH oT Texuuyeckara
crempHKAEsL.

®  YYaCTHWUX®T HE € MPENOCTABUN MOCTPH Ha ofepupaHuTe IPOXyKTH. KoMucHATa H3BBPIIM
IPOBEPKA M YCTaHOBH, Ue odepupanuTe peakTHBM ¥ KOHCYMATHBH Ca OMIIM JOCTaBSHH B BONHHLA
»Jlozesen” npes MOCHeNHHTE TPH roZuHH. KoMmucHATE W3BHPIIH OPOBEPKa [0 IIPELOCTABEHUTE
JOKYMCHTH M YCTAHOBH, de odeprara OTroBaps Ha H3UCKBaHHATA Ha 34KOHA 33 METHIHHCKUTE
mgems (3MU) ¥ cHOTBETCTBa HA M3MCKBAHMATA 3AJI0KEHN B TEXHIYECKATA crenuduKangs.

Komucnara PEHIM:

TexHHYeCKOTO NpeIoKEHHe 3a H3IMBIHCHNE Ha IIOPBUKATA Ha YYacTHHKA ,Byamap MJI*

00[ 3a o6ocebena mosuuusa I ,,Peaktusn 3a xpbeen ananns CellDyn Ruby, CellDyn Emerald wm
CKBHBAJICHTHU € M3TOTBEHO B CHOTBETCTBHE C H3MCKBAHHATA HA TEXHHYECKATa CIEUH$UKALMI H
U3NCKBAHKEATA HA Bh3IOIKUTENS.

2. YyactauksT ,bymvap MJI“ OOM e npelcTaBua TeXHUYECKo IPSUIOKEHHE 3a 060cobeHa
nozunug I ,Komcymarusu u peaxtrsH 3a ,Alinity ci” - amapar 3a msciemBaHe Ha XOPMOHH,
MEeTabON|3EM, MUKPOSIEMEHTH, MONEKYJSIPHO ~ OHOIOTHYHH II0KA3aTENY, CIOEHIHA JHATHOCTHKA HA
CEPACYHH MapKEPH H XPYIH JONBIHHUTENHH TECTOBE WM eKBHBAICHTHH .

Komucuara pasrnefa TEXHHYECKO NPEAIOKEHHE Ha yuacTHuka ,Byamap MJ“ QOJ u
IPOBEPH 34 CLOTBETCTBHE C NPEABAPHTCIHO OOABEHHTE YCITOBH:

®  YYacTHHKBT € ReKJapHupai, de:

- HIe M3MRIAHH fIpeaMeTa Ha ofDIecTsenara NophUKa B CHOTBETCTBAC € HOPMHTE HA BCHYUKH
JeHCTRAIM HOPMATHBHY AKTORE, YHETO CNa3BaHe ¢ HeOOXOI#AMO 338 KAYeCTBEHOTO M3ITbIHEHHE Ha
NOPBYKATA, W KIAY3MTE Ha NPOEKTO-AOTOBOpA, IpejCTaBigBall HepasgenHa 4act oT
AOKYMEHTALUMATA 3a YJACTHE;

- NPH U3TOTBSHE Ha O()ePTaTa Ca CIIA3CHH 3aIb/KEHUATA, CBBP3AHE C JAHBIH M OCHTYPOBKY,
Olla3BaHe Ha OKOJHATA CPeAa, 3aKPHIIa Ha 3aeTOCTTA ¥ YCJIOBHATA HA TPY;

- TIpeanara Cpoka Ha BCHAKa AOCTaBxa xa Obae go 14 /uerHpudanecer/ paGoTHM IHH OT
HOJIy4aBaHeTO Ha IIHCMEHATA 3a3BKa OT BB3JIOKHTENS, a CPOKET 34 CHCIIHA AoCTaBKa fa 6nae 10 48
/ deTHpHAECET U oceM/Uaca OT HONYYABRHETO HA 3as5BKATA OT BH3NOKUTEN;

- KBM HATATa Ha HOCTABKA CPOKBT HA FOAHOCT HA OdepHpaHHTe IPOAYKTH ¢ MHHUMYM 70 %
feenempecer nipouenTa/ 0T 06ABEHUS OT NPOU3BOJHTENS,

o  KBM TexHU4ecKOTO IPEIOKEHHE € HPeACTARSHO IPHIIOXKEHNUE, Ha XaPTUCH H eJIEKTPOHEH
HOCHTEI.

o [IpHnoxeHH ca OTOPU3ALNOHHE MHCcMa OT npouszsogutend ,,Abbott GmbH & Co KG *;

o [Ipunoxenu ca cepTHgHKATH 3a KATECTRBO ¥ JEKNapauus 3a ChOTBETCTBHE Ha odepupanuTe
MEIUITUHCKY M3LEeJ A U KOHCYMAaTHBH.

o  [lpuuoaeHy ca JIPOCIIEKTH C TEXHHUECKY MIOKA3aTeNId U MapaMeTpy

o  TeXHHYECKOTO NPEJUICKEHHE € TOANNCAHO OT YITBIHOMOILIEHH WA HA YYACTHHKA.

s TexHuweckoTO NpeAnoKeHNe BIUTIOYRBA BCHYKH HOMEHKIIATYPHY eAUHMIH o1 Texunueckara
crenu(hHKAITHAL.

e Y4YacTHMKBT HE € IIPEHOCTaBHII MOCTPH Ha odepupaHuTe IpoAyKTH. KomucusTa H3BbpILHT
IpOBEPKa U YCTARHORM, Ue O(EepHpAHHTE PEakTHBH M KOHCYMATHBH ca O nocTaBaum B BonHuna
,Jlo3eHer mpe3 HOCHeZHHMTE TPH rofuHH. KOMHCHATA H3BBPIIN TPOBEPKA II0 IPENOCTABEHHTE
AOKYMEHTH H ycTauoBu, ue odepraTa OTroBaps Ha H3HCKBAHHATA Ha 3aKOHa 34 MEIUHMHCKHTE
usnenust (3MH) 1 cLOTBETCTBA Ha M3UCKBAHUATA 3a0KeHH B TeXHUUECKaTa cnenuduxans.

Komvucusra PEIIIA:

TeXHIYECKOTO MPeAJIONCHUE 34 B3NBIHCHUE HA HOPHUKATA HA YUACTHHK: ,Byamap MUJI®
OO0/ 3a 0bocobena nozunus I, Koucymarusy u peakTdusu 3a ,,Alinity ¢i” - anapar 3a uscnenpane Ha
KOPMOHH, MeTadONM3LM, MHKPOSIEMEHTH, MONCKYNSIPHC - OHOJIOTMUHH IOKA3ATEAH, CHENIHA
JMArHOCTUKA Ha CBPACYHH MapKepH H JApYyTH JAONBIHHTEIHM TECTOBE HAM CKBHBAICHTHH' &



H3TOTBCHE B CHOTBECTCTBHE ¢ H3UCKBAHHATA Ha TeXHHUECKaTd CHGU;H(I}I/IKEIL[HS{ 1 H3HCKBaHHATE Ha
BE3NMOKHATENA.

1V. Komsicnsara pelnH OTBAPSHETO HA HEeHOBHTE NPSIVIOMKEHHUS HA NOMYCHATUST YHACTHHK
Ha ce u3pbpum Ha 03.10.2019 r. B 10:00 4. B agMuRECTpaTUBHATA CTpala Ha YHUBEPCHTETCKA
Oonnuua ,Jlosenen”. OfsasneHHME 3a OTBAPAHETO Ha IEHOBUTE TpeUIOKEHMs G¢ NyOaNKyBaHO Ha
30.09.2019 r. B Jlpodmna ma xynysawa“ u ,Hopusm“ B caiita Ha VYuuBepcHTeTCKa GONHMIE
»Jlo3eHel™,

V. Ha 03.10.2019 r. 8 10:00 yaca, KOMUCHSTa B IBbICH CBHCTaB NPOILINKHA paBoTaTa CH ¢
myOnuYHO 3aceqaHue. 3aceJaHHueTo e PEKOBOAH OT MPEICeNaTens Ha KOMUCHATA.

Ha sacepanmero He NPHCECTBAXE IPECACTABHTCHH Ha Y4YacTHHKa W HPCHCTABHTENM HA
CpeACTBATA 3a MAaCOBRO OCBEIOMABAHE.

Komucusra OTBOPH IUIMKOBCTC ¢ Ipejiaralyd UCHOBH IapaMeTpd Ha OJONYCHAaTUsT
YYaCTHHK, HI}H OTBAPSIHC Ha HEHOBHUTC NPEIIOKEHHA Hpencena'renm: Ha KoMucuHaTa OMOBECTH
NPCANIATaiuTE NEHH. C Tora Komucusra IIPHKITFOY 3a8CCHdHHUETO.

V1. Komsucusara, B IBJIHAA CH CHCTAB, NPOIBIDKHE paloTara cu B 3aKpHTO 3acefaHue, 1o
BPEME HA KOSTO pasrilefia IeHOBHTE NPEAIOKEeHNS HA YUACTHHKA.

Komucusara YCTAHOBH, Y¢ IICHOBHTIC IIPCIJIOKCHHA Ha JONYCHATHAT VYVYacTHHK He
HAIOIXBBPIA OHPECIICHATA IIPOFHO3HA CT OUHOCT,

Kompcusra npoasmxx paboTa H M3BBPIEM OLCHKA HA JONYCHATHTE IIEHOBH IIPEATIOKEHH
no obsBeHaTra 0T BB3NOKUTENs METOIWKA ¢ KPHUTepud , mali-amcka neHa™. KomucusaTta Hamece
pe3yATaTHTe ©OT OueHssaHeTo B tabmuua [Ipunoxenuwe No 1, HepasgenHa uyacT 0T HaCTOAMMS
HPOTOKOIL.

Komucusita a38bpum Kinackpane 1o 060co0eHN IO3KIHH, KAKTO CICIBA:!

1. no Ofocobena mozunpa Ne I: |, Peaktwsu 3a xpesen amanus CellDyn Ruby, CellDyn
Emerald unn exBHBATEHTHR HA IIBPBO MACTO Ce KIJACHpa YYacTHHKET ,,Bymmap MJ“ OO0
cbe 100,00 Towr;

2. no Obocobena nosumug Ne 1I: | Koncymatuu M peaktesd 3a ,,Alinity ¢i” - anapar 3a
u3CNeABaHe Ha XOPMOHH, METabOMHIbM, MEHKPOCHCMEHTH, MOJEKYISpHO - OHOIOTMYHH

TIOKA3aTeNy, CHCINIHA AUArHOCTHKA HA CHPJACYHH MapKepH H ApPYrd AOUBIHUTEIHH TeCTORE HIIH
EKBHBAICHTHY® Ha IHPBO MACTO CE KJAcKpa YYacTHHKBT ,Bymmap MJ® OO0J csc 100,00
TOUKH,

VII. Komucugra nmpeinara Ha BB3jiokuTeNd LA CKIFOYH JIOTOBOP € KIACHDEHMAT Ha
IBPBO MACTO YUACTHHK, KAKTO CEHBA:
- 32 o0ocobena nosmuma: Ne I- ,Peaxtusu za xpoeeH ananus CellDyn Ruby, CellDyn
Emerald v exsupancuTg:
¢ ysacTHuka ,Byamap MJI* OO,

- 32 06ocobena nosuumsn: Ne Il —  KoncymaTuBu u peaxTvsH 3a ,,Alinity ci” - amapaT 3a
H3CNE/BAHE HA XOPMOHH, MeTaboNHn3sM, MHKPOEIEMEHTH, MONCKYSIPHO - OHONOIMYHH TOKA3ATENH,
CHCIIHA IMATHOCTHKA HA CBPACYHH MAPKEPH H IPYTH JOIBIHHTEIHE TECTORE HIIH CKBUBAICHTHH':

C yYacTHHKA ,byamap MJI“ OO/,



C ropa KomuCHSTA EpHKIIIOUM cROATA paboTa B 3dKOHOBHS CPOK, M3TOTEY JOKIAN 3a pafoTara
cu o npegage Hoxnajga, 3a€HO C [IPOTOKONHTE ¥ AOKYMEHTHTE Ha BB3NOXKHTENI 3a NPOH3HACIHE ¢
Pemenue o pena ga g, 108, an. 1 or 3011

PemreHuaTa Ha KOMHCHATA 0AXa B3ETH ¢ MEBOIHECTBO, HAMAINe H3Ipalein ocobenn
MHCHHE OT MACH HA KOMHCHATA,

AJIMMEHO OBCTOATENCTBO HA OCHOBAHME Ys1.2 OT 3341,
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