IIPOTOKOJI Ne 2

o wi.54, an.7 TI130I11

OT ZE€HHOCTTa Ha KOMHCHSI HA3HAYEHA ChC 3amosex Ne 0263 /21.03.2019 r.
Ha U3IBITHUTETHNS TUpeKTop Ha ,, MBAJI-Xackogo” A]l, 3a mpoBexnane Ha
OTKpHTa 1ponenypa no peaa ua 3011 3a Bb3narane ua o0LIeCTBeHA TOpBYKA ¢ peMeT:

wAocmaska na AleKapcmeenu npodykmu 3a nysxcoume na ,, MBAJT - Xackoso” A/l ¢ 0ee obocobenu
nosuuuu”

Ha ocHoBanue 41.103, an.1 ot 3011 u BBB Bph3Ka ¢

Pewenne 3a otkpupane na nponexypa Ne 0211 /13.02.2019 r.,
nybuKyBaHo oGsBienue B ,,Oduimanes secTHHK” Ha EC na 18.02.2019 ., B POIT 1a 18.02.2019 r-

Ha 08.04.2019 r. 8 10:00 Haca, B rp. XackoBo B a/IMHHHCTPATHBHATA crpana Ha ,,MBAJI- Xackoo” AJL,
Haxonda ce Ha 0y Coenunaenue Ned9 ce CbOpa KOMHCHS B CBCTaB:

Ipeoceoamen:

/1-p UBan Tomopos MBanos — 3am. Hupexrop ,.Jledebna neitnoct” 5, MBAJI - XackoBo” AJ]

Ynenoge:

l.marucTep — hapmanesT Anera ITeesa 3axapuesa - PrkoBomuTen 6oHmuHa anrexara B ,,MBAJI-Xackogo”

Al

2. Jlunsana Anrenosa Jlenyepa —iapen cuetoBoauTen B ,,MBAJI-Xackogro™ Al
3. Buonera bopuciasosa Hopnanosa —TOpHCKOHCYNT B ,,MBAJI-Xackoso™” AJ]

4. Kpacumupa Pymenosa Huxonopa — HKOHOMHCT ,,O0111ecTBeH! MOPBYKK B »MBAJI- Xackoso” A
p P

Pesyamamu om pabomama na KoMucuama:

I. Komucusita npuctsmm xpm PA3TIIEKIAHE HA TEXHHYECKHTE NPEIUIOKEHNS 34 M3IIbIIHEH e Ha MophYKara
Ha JIOMYCHATATE YYaCTHHIM (110 Pe/ia Ha MOCTHIIBAHE Ha odeprute), a HMEHHO:

L. OOEPTA C BX. Ne 50/18.03.2019T". — 11:00 YACA HA ,,5.5PAVH MEJTUKAJI” EQOJT
* 3a OBocobena nosumus Ne 1, HOMeHKJaTypa Ne 24 y 25,

CHCL[ pasrinexaaHe Ha TeXHHYECKOTO NPEATIOKEHHETO 3a HU3ITBbIIHEHHE Hd IIOpBYKaTa, B CHOTBETCTBUE C
TEXHHYEeCKaTra CHEHI/IQ)HKEIHI/I}I H U3HMCKBaHUATA Ha BBBHO)KI/ITGHH, KOMHCHSTA YCTaHoBH:

L. Hpe)lJIOH(eHI/IeTO 3a H3NOBJIIHEHHWE Ha [IOPBYUKAaTd, B CBOTBETCTBHE C TCXHHUYECKaTa CIICI_II’ICI)HK&III/IH "

HM3HCKaBHHATA Ha BB3JIOKHUTEIISI € HM3TOTBEeHO 10 06pa3e11 OT IOKyMEHTaIuATa 3a ydacTue, moamMcaHo u
[HOAIe4yaTaHo OoT Hpe€acraBisBalusa Y4aCTHHKaA.

2. VYaCTHHKBT € NEeKIapHpal, 4e e 3amo3Har CbC CBALPKAHMETO HA IPOEKTA HA JIOTOBOpA M mpuema
0Oe3ycioBHO 3anucanuTe B Kiaysure MY YCIOBHSI.



3. YYacTHUKBT € JIeKIapupai, 4e IIPH U3roTBsHe Ha oepTaTa ca CraseHH 3aIBJKEHUATA, CBBP3aHH C JaHBLH H
OCHI'YpOBKH, Olla3BaHe Ha OKOJIHATa CPe/a, 3aKPHJIa Ha 3a€TOCTTA M YC/IOBUATA Ha TPYL.

4. Y4aCTHHKBT € IIPENCTABHIT CIUCHK HAa BCHYKH 3a/Tb/DKEHH JTHIA 110 CMECHIA Ha wi.54, a2 ot 301

5. YYacTHHKBT € JeKIapupall, 4e He € CBHP3aHO JIMIE MO CMHCHIA Ha § 2, T. 45 OT JOIb/IHHTEIHUTE
pasnopendn Ha 30I1 ¢ Apyr y4acTHHK B HACTOALIATA NPONELYPA M, Ye Ce 3aibIKaBa IIPU NIPOMsHA Ha
FOPENOCOYEHATE OOCTOATENCTBA, [IHCMEHO J1a YBEJOMH BB3JIOXKHTENS 32 BCHYKHM NPOMEHH B npoueca Ha
IpoBexkIaHe Ha 00sBeHaTa O0IIecTBeHa MOPHYKA.

6. YYaCTHHKBT € [eKIapupall, ue B Cilydaii Ha W3THYaHe HA CpOKa Ha paspemenue 3a yrnorpeba Ha
/ICKapCTBCH TIPOAYKT Ipe3 ChOTBETHATA TO/MHA, 38 KOSTO Ce MPOBEXkIa 00Ul MOPHYKa, OQEepHpAHHTE OT
HETO KOJIHYECTBA Ca HAIMYHH M 1Ie OBb1aT OCHTyPEHH 3a CPOKa Ha JIeHCTBHE Ha I0TOBOPA.

7. YHaCTHHKDBT € JeKJapHpall, 4e HacTOAIIETO TPELIOKEHHE € BATHIHO 4 (4eTHpH) Mecela, CUMUTAHO OT
Jlatara onpe/ie/IeHa, KaTo KpaeH CPOK 3a I10.1yyaBane Ha oepTH | [peaara ClIeHOTO:

- /14 U3BLPIIM I0CTABKa Ha JICKAPCTBEHU NPOIYKTH B CPOK JI0 10 4 (YeTHpH) 4aca NpH CHEIIHOCT H 10 24
(ZIBajeceT ¥ YeTHpH) Jaca, cJIe/ I0JIyYaBaHe Ha MUCMEHaA 3asBKa 0T Bb3/10KuTens.

- Jla OCHrypH HeoOXOJMMHTE KOJIMYECTBA JEKAPCTBEHH MPOAYKTH 3a CPOKA Ha AeiiCTBHE Ha JI0roBOpa, B
Clly4ait 4e Ob/ie oIpeielieH 3a U3MbIHUTEN Ha oOIecTBeHaTa IIOpBYKa.

- IIpelylaraHuTe OT HETro JICKapCTBEHH MIPOAYKTH Ca B IIBJIHO CHOTBETCTBHUE C OIIHMCAHHTE B HpHJIO}KGHPIe No2
OT HacTosmara JOKyMEHTaI .

e  KbM TexHHYECKOTO Ipe/UIoKEHHE Ca [IPeICTABCHU:

- lloonucana u noonewamana- mabiuya 3a cvomeemcmeue (IIpunosicenue Ne2) Ha odepupanute
JICKapCTBEHH IIPOJIYKTH HA XapTHEH U onTH4eH Hocuten (CD).
- Omopusayuonnu nucma

» B pesyrimam na koemo, komucusma odonycka yuacmuura ,b.65PAYH MEJHKAT” EOOJ oo
C1e06auUA eman om npouedypama, a UMeHHO: OMEAPARe, paseiexcoane u OUEHAGAHE HA UEHOBOMO MY

npeonoiicenue, 6v3 0CHO8A Ha 00A6eHuam om Buznoncumensn Kpumepuii 3a oueHKa na oepmume ,,Haii-
HUCKA yeHa”,

2. OPEPTA C BX. Ne 51/20.03.2019T". — 09:45 YACA HA ,,CO®APMA TPEIIWHT” AJl

* 3a OBocobena nmosumms Ne 1, HomenKIarypa N
1,2,3,4,5,6,7,8,10,11,16,17,18,20,22,25,26,29,30,3 1,33,34,35,36,37,38,41,42.44,45,46,47,49,52,53,54,55

56,59,61,62,63,64,66,67,68 u 69.
* 3a O6ocobena mo3umus Ne 2, HOMeHK1aTypa Ne 2,3.4,5,6,7,8,9,10,11,12,13,14,15,16,18,19 u 34.

Cried pasenencoane, Komucuama yemanosu ciednume nenvanomu u HECbOMEEemcmeun:

1.He ca NPEACTABEHH OTOPUI3AIIMOHHH ITHCMa

(6 dokymenmayusma 3a ywacmue ¢ pazoen: VI CIIELJHOHYHH HIHCKBAHUS KbM H3ITBJIHEHHETO
HA ITOPHPYKATA, Bvanodcumens e nocoyun: xozamo Y4acmuukvm He e npouzsooumen Ha npediazanus

npoOyKm, moii ciedea 0a npeoCmasi 6 OPUUNAN UTU 3ABEPEHO KONUe Omopusayuonno nucmo, uzdadeno na

1e2060 uMe (6aNUOHO 3a CPOKA 3G UBNBIHEHUE HA ROPBYKAMA), Om npouseooumens Ha ogepupanus
NPOOYKM, 6 ciyuau, ye e Ha 4y e3ux ciedéd 0a ce npeocmasu 6 npe6od. B ne20 3a0vidcumenno oa



Ovoam ynomenamu KOHKpemHume JeKapcmeeHu NpoOYKmu, 3a KOUMO YHACMHUKBLM € 0MmOpusupan), a
MMEHHO!

¢ 33 O06ocobena mo3unms Nel — . JlocTaBka Ha JIEKAPCTBEHH MPOAYKTH 110 | [03MTHBEH JIEKAPCTBEH CIUCHK 3a
uykaute Ha .MBAJI - Xackoso™ AJI

v' Ipsen Pharma - HomeHK1aTypa Ne5

v" Octapharma (IP) Limited - Homenknatypa Ne22

v Ferring GmbH - nomenknatypa Ne31

v Meda Pharma GmbH&Co.KG-nomenknarypa Ne 34

v" BYJI BUO — HI3I1b EOO/I- Homenxnarypa Ned4

v ®APMAJIBAMC EOO/I- Homenkatypa Ned9

v" Canotu Asentuc beirapus EOO]I- HomernxiaTypa Ne53
v" Pharma Swiss Ceska Republika s.r.0.-HomeHK1aTypa Ne63
v" CHAUVIN ANKERPHARM GMBH-1omenk1aTypa Ne66
v Schering AG-HomenKkaTypa Ne67

e 3a O60cobena nos3unus No2 — .. JlocTaBKa Ha JIeKaPCTBEHH NPOAYKTH H3BbH I103UTHBEH JIeKapCTBEH
cnuchk 3a Hyxure Ha JMBAJI - Xackoso” AJT*

MEDFANO- nomenknartypa Ne 5

CBbPBUCE3 OO/I- Homenknarypa Ne 8

Canogu Asentuc benrapus EOOJI- nomenknarypa Ne 9 u 10

ALIUD PHARMA GmbH&Co.HG— nomenknarypa Ne 13

BECOAPM OO/I- nomeninatypa Ne 14

BUIT CUCTEMC CO®MA OO/1- nomenkiaarypa Ne 15

XUMAKC ®APMA EOO/I- Homenkiatypa Ne34

RN R RN

» Bwv3 ocnoea na zopuomo, oepmama Ha y4ACHMHUKA HE OM206aps HA RPeOSaApUMENHO 00AGeHUmMEe
yenoeua Ha nopvykama u Ha ocHoganue 4n.l07, m.2, éykea ,a” om 30II, komucuama npedraza Ha
Bw3noxcumenn oa omcmpanu om yuacmue 6 npoyeoypama yuacmuuxa ,,Cogpapma Tpeiiounz” A/ 3a
zopeonucarume HomeHkaamypu om Qovocobena nosuyusa Nel u om Obocobena nozuyus Ne2.

3. OOEPTA C BX. No 52/20.03.20191". — 11:10 YACA HA ., MAPUMIIEKC - 7” EOO/JI

e 3a Ob6ocobena mo3unus Nel, Homenknarypa Ne 41,53 u 67.

Cnen pasrieiKaane Ha TEXHHYECKOTO NPEAIOKEHHETO 3a HM3IBbJIHCHHE Ha IMOpbYKaTa, B ChOTBCTCTBHE C
TEXHHYCCKATa CHCHHQ)I/IK&LIHH H U3HCKBAaHHATA Ha B'b3J'[O}I{HTCJDI, KOMHCHATA YCTAHOBH!

1. Hpe)],ﬂO}KEHHETO 3a HM3IIBJIHEHHE Ha IIOphYKaTa, B CBOTBETCTBHE C TEXHHYECKATa CHEI.IPI(iJPIKaIIHﬂ H
U3UCKaBHHUATA Ha BB3JIOKHTCIIA € HU3TOTBCHO IIO 06p33€]_'( OT JOKYMEHTAaludATa 3a ydacTHe, IIOAIIHCAaHO H
[IOAre4yarano OT npeAcTapisaBallvs Y4acTHHKA.

. YYacTHHUKBT € JACKIapupall, 49€ € 3allo3HaT CbC ChABPKAHHETO Ha MPOEKTa Ha OJ0roBopa H IIpHUeMa

2
0e3yCII0BHO 3aIIMCAHUTE B KJIAY3UTE MY YCIOBHSI.

3. YUacTHHUKBT € JIeKJIapupall, 4e IpU W3roTBsiHe Ha odepTaTa ca Cra3eHH 3aIb/KEHHSTA, CBBP3aHH C JaHbLM U
OCHUI'YPOBKH, OnasBaHE Ha OKOJIHATa Cpe/ia, 3aKpHJiia Ha 3a€TOCTTA U YCJIOBHATA HA TPYM.
4. YYaCTHUKBT € IIPEJCTaBUJI CIIMCHK HAa BCHYKH 3aIb/DKEHH JIMIlA 110 cMHChIa Ha Wi.54, an.2 ot 3011

5. YUacTHHKBT € JEKIapupall, 4e He € CBLP3aHo JIMLE II0 CMUCBHIA Ha § 2, T. 45 OT NONBIHHUTEITHHUTE
pasnopendu Ha 30I1 ¢ apyr yuacTHHK B HacTosulaTa IpoLeAypa W, Y€ Ce 3aJb/KaBa MpH MPOMsHA Ha



I'OPEIMOCOYEHHUTE OGCTOHTEHCTBB., [THCMEHO /la YBE€IOMH BB3JIOKHUTEIA 34 BCHYKH [IpOMCHH B Ipomeca Ha
[IPOBEXKaHe Ha o0sBeHara 06LI.ICCTB€HEI IIOpBYKA.

0. Y4aCTHHKBT € JeKNapupai, ue B CIy4yail Ha H3THYaHe Ha CpoKa Ha paspemieHde 3a ynorpeba Ha
/ICKAPCTBCH POJYKT IPe3 ChOTBETHATA TOJMHA, 32 KOATO Ce MpOBexka ofll. Mopbuka, odepupanute 0T
HETO KOJIMYCCTBA Ca HAIMYHHM H 1Ile ObJaT OCHIYPEeHH 3a CPOKa Ha IeHCTBYE Ha JOTOBOpA.

7. Y4aCTHHKBT € JAeKJIapUpall, 4e HACTOSLIETO [IPEJVIOKEHHE € BATHIHO 4 (YeTHPH) Mecela, CYMTAHO OT
JlaTara Olpe/ieNieHa, KaTo KpaeH CpoK 3a I0JlyyaBaHe Ha O(epTH U npeasara CleHOTO:

- /la M3BBPIIH J0CTABKA HA JIEKAPCTBEHH NIPOJYKTH B CPOK 10 110 4 (YeTnpw) uaca IIPH CHELIHOCT H JI0 24
(ABajieceT U YeTHPH) Yaca, CIIe 0JydaBaHe Ha IHCMEHa 3a9BKa 0T BB3to kuTes.

- /la OCHIypH HEOOXOMHTE KOJMYECTBA JIEKAPCTBEHH MPOXYKTH 3a CpOKa Ha JICHCTBME HA ZIOTOBOpA, B
Cilyqaii 4e Ob)ie ONpe/IeNieH 3a 3IIbJIHATEN Ha 0OIIeCTReHATA IIOpBUKA.

- [IpejIaraHuTe OT HEro JICKapCTBEHU IIPOJAYKTH Ca B ITBJIHO CHOTBETCTBHE C OIMHCaHUTE B Hpnnome}me No2
OT HaCToAIaTa JOKyMeHTaLus,

e KpMm TexHuyeckoTo IIPEIIOKECHHE Ca IIPE/ICTABEHHU:

- Iloonucana u noonevamana- mabauya 3a cvomeemcmeue (Ilpunoocenue Ne2) Ha obepupanute
JICKapCTBEHHU NPOJYKTH Ha XapTHeH M onTu4eH Hocuten (CD).
- Omopuszayuonnu nucma

» B pesyaimam na koemo, komucusma oonycka ywacmnurka , MAPHMIIEKC - 7” EO0OT 00 cneosaujun
eman om npouedypama, a UMEHHO: omeapaHe, pasziedxncoane u OueHAGAHE HA UEHOBOMO My

npeonoicenue, 663 0CHO8a Ha obABeHUAM om Bw3noxcumens Kpumepuii 3a ouenka Ha oepmume ,,Haii-
HUCKA eHa”,

4. OPEPTA C BX.N053/20.03.2019T. — 11:30 YACA HA 2 TbPTOBCKA JIMT'A HALIMOHAJIEH
AIITEYEH HEHTHP” AJT

¢ 3a OGocobena mozumums Nel HOMeHKJ1aTypa Ne 50,

Cren pasriexzane Ha TEXHHYECKOTO HPE/UIOXKCHHACTO 3a M3IBIHCHHE HA MOPBHYKATA, B CHOTBETCTBHE C
TeXHHYECKaTa crieunPHKausa U H3UCKBAHUSTA HA Br3r1okuTe s, KOMUCHS T yCTaHOBH:

I HpeﬂHO)I{E‘.HHBTO 3a H3IOBIIHEHHE Ha IIOpBYKaTa, B CBOTBETCTBHE C TEeXHHYecKara CHGHHQJI/IK&U,HH H

H3HCKABHUATA HA BB3JIOKHTEIS € W3rOTBEHO 110 06p8.361.[ OT NOKYMEHTaIMdTa 3a y4acTue, ImOOIUCaHo H
[TOATICYaTaHO OT IIpeICTARIISIBAIIIHA YYaCTHHKA.

2. Y4acTHHKBT e ACKIapupai, 4e € 3amo3HAT ChC CBABPXKAHHETO Ha IIpoeKTa Ha JOTOBOpa W IpHema
663}’CHOBHO 3allMCaHUTE B KJIay3UTe MY YCJIOBHUS.

3. YYacTHUMKBT € JeKnapupan, ge [IPH M3rOTBAHE Ha OoQepTara ca CraseHy 3a/1bIKEHHATA, CBBP3aHH C JaHBLH U
OCHTYPOBKH, Olla3BaHE Ha OKONHATA CPe/1a, 3aKPH/IA HA 3a€TOCTTA U YCIOBHATA HA TPYA.

4. YYaCTHHKBT € PEACTABHII CIIHCHK HA BCHUKH 33/(bJDKEHH JIMIIA 10 CMHChJIA Ha 41,54, an.2 ot 3011,

5. YYacTHUKBT € JIeKIapupai, due He e CBBP3aHO JIHLE 10 CMHCHIA HA § 2, T. 45 OT JONBIHHTETHHTE
pasnopes6u na 30I1 ¢ xpyr yyacTHHK B HacTOsIaTa fiponenypa u, 4e ce 3aJb/DKaBa IIPH NPOMSHA HA

I'OpPENOCOYeHUTEe 00CTOATENCTBA, IIHCMEHO aa YBEIOMH BB3JIOKUTENA 38 BCHYKH [TPOMEHH B rporeca Ha
l[IpoBexJiane Ha obsiBeHara odIecTsena [IOpBUKa.



6. Y4aCTHUKBT € HeKiapupal, ue B clyyail HA W3THYaHe Ha CpOKa Ha paspelleHHe 3a yrnotpeba Ha
[ICKAPCTBEH NPOAYKT IIpe3 CHOTBETHATA IOJMHA, 3@ KOATO Ce NPOBEXAa OOIN. NMOphYKa, obepupaHuTe OT
HCTO KOJIMYECTBA Ca HATIMYHM | 1le OBaT OCHI'YPEHH 3a CPOKa Ha JeiiCTBHE Ha JOTOBOPA.

7. Y4aCTHHKBT € NeKTapupall, ye HaCTOSIIETO NPeTOKEeHHe € BATHIHO 4 (4eTHpH) Mecela, CYHUTAHO OT
JlaTata ONpe/IesiHa, KaTo KPaeH CPOK 3a 10JIy4aBaHe Ha O(epTH H IIPeyIara ClIeJHOTO:

- /la U3BLPIIA JI0CTAaBKa HA JICKAPCTBEHH IPOAYKTH B CPOK 10 10 4 (4eTHpPH) 4aca IIpH CIIEMIHOCT U 10 24
(1BazeceT 1 YETHPH) Yaca, Clell oJlyyaBaHe Ha THCMEHA 3a9BKa OT BB3IoKHTeIIs.

- Jla OCHI'YpH HEOOXOIMMHTE KOJIMYECTBA JIEKapCTBEHH MPOJAYKTH 3a CPOKa Ha AeCTBHE HA JI0Or0BOpa, B
Cllydait ye Ob/le OnpezieeH 3a U3MBIHNTE] Ha 00lIeCcTBEeHATa HOPBUKA.

- IpeUIaraHuTe OT HETO JIEKAPCTBEHH ITPOAYKTH Ca B IBJIHO CHOTBETCTBHE C OIIUCAHUTE B HpHJ’IO)KEHPIe No2
OT HaCTOALIATA JOKYMEHTAIIHA.

* KoM TexHHYECKOTO NpemIoKeHHe ca IPe/ICTABeHH:

- Hoonucana u noonevamana - mabruya 3a cvomsemcmeue (IIpunoocenue Ne2) wa odepupanuTe
JICKapCTBeHM MPOAYKTH Ha XapTHeH M onTu4yeH Hocuten (CD).
- Omopusayuonnu nucma

» B pesyrnmam na koemo, komucusma donycka yuacmuuka ,,ThPI'OBCKA JTHT'A- HAITHOHA/IEH
AINTEYEH IIEHTBP” A/l 00 cnedsamun eman om npouedypama, @ UMeHHO: OMEaApAHe, Pa3zeHcoane u
OUEHAGAHEe HA UEHOGOMO MY NPeOIOdCceHUE, 63 OCHO8A HA 06AseHUAM om Bvinoycumens Kpumepuii 3a
OUCHKA Ha ohepmume ,Haii-nucka yena”,

5. OBEPTA C BX. Ne 54/20.03.2019 — 13:45 YACA . ®bOHUKC ®APMA” EQOJ

* 3a O6ocoOenHa mosunus Nel, HOMeHKIaTypa No
2,5,6,7,8,10,15,17,18,20,30,31,34,35,36,3 7,38,41,42,47,49,53,54,57,61,62,63,64,67 u 68.

* 32 O6ocobena mo3umus Ne2, HOMeHKJarypa Nel,5,6,7,8,9,10,11,12,13,16,1 8,19,24,28,29,34,35u 36.

Cied pasenesncoane, Komucuama ycmanosu ciednume Henvinomu U HECLOMBEMCIMGUA:

1.He ca npejicraBeHu OTOPH3ANHOHHHU ITHCMa

(6 dokymenmayusma sa yuacmue ¢ pazoen: VI CIIELJHO® HYHH H3HCKBAHHS KBbM H3ITBJIHEHHETO
HA IIOPBYKATA, Bwsnoacumens e nocouun: xoeamo YHACMHUKDM He ¢ NPOU3sooumen Ha npeonazanus
npoOykm, moii cied6éa 0a nPedCmasy 6 OPUUNANL ull 3a6epeno konue OmopusayuonHo nucmo, uzdadeno na
He2060 ume (BanUOHO 3a CPOKA 3a U3NBAHEHUE HA nopvuKama), om npouseooumens Ha ogepupanus
npoOykm, 6 ciydai, Ye e Ha uyraco e3ux cnedeéa oa ce npeocmasu 6 npeeod. B nezo 3adviscumento oa

Ovoam ynomenamu Koukpemuume nekapcmeenu HPOOYKMU,  3a KOUMO VYACMHUKDM e omopusupan), a
UMEHHO:

* 3a O6ocobena nosurms Nel — .. JlocraBka Ha TeKapCTBEHHU IPOJYKTH 10 [[03UTHBEH JIeKapCTBEH CIHCHK
3a HyxgwmTe Ha ,,MBAJI - Xackoso” AJI

v’ Ipsen Pharma - HOMeHKJIaTypa Nos5

v DAPMAJIBAVC EOO]T - Homenkiatypa Ned9

v' Canodwu Beirapust EOO]] - HOMeHKaTypa Ne53

v" Bayer Pharma AG, I'epmanuis -HOMeHKJ1aTypa Ne67

¢ 3a OGocobena nozuuusa No2 — _JlocTaBka Ha JCKAapCTBEHU MPOJAYKTH U3BBH [I03UTHBEH llekapeTBeH
CIIMCBK 3a HY@/uTe Ha ,, MBAJT - Xackoro™ AJT




v Canodu ABeHTHC benrapus EOOJI- HOMeHK1aTypa Ne 9 u 10
v" Santen Oy, Ourianms — HOMeHKIarypa Ne 24
V' Ankon Birapus EOO/I, Beirapus - HOMeHKIaTypa Ne 29

» Bws ocnoea na zopnomo, ohepmama na ywacmuuka ne OM206apaA HA NPeoeapumenHo ooaeeHume
yeaoeun na nopvukama u na ocnosanue yn.107, m.2, oykea ,,a” om 30Il, komucusma npeonaza Ha
Busnoscumens oa omempanu om yuacmue ¢ npoyedypama yuacmuuxa ,,@vonuxc Dapma” EOOJX 3a
copeonucanume nomenkaiamypu om Qdvocodena nosuyus Nl u om Obocobena nozuyun Ne2,

II. Crobmienne 3a marara, MAcTOTO M waca Ha OTBapsiHC Ha LECHOBHUTE IPEMIOKEHHUS IIE ce nyOnuKyBa B
npoduna Ha Kynmysada Ha ,,MBAJI-Xackogo” A/l npu cnasBaHe Ha cpoka 110 wi.57, an.3 or II130I1.
Ha orBapsinero morar na IIPUCBHCTBAT JIHNaTa mo wi.54, an.2 ot [II130I1.

C ToBa paboTara Ha KOMHCHSTA 32 TOBa 3ace/laHHe IPUKITIOYH.

Hacrosimus nporokon ce cherasu Ha 12.04.2019r., xonue ot Hero me ce M3IIPaTH HA BCHYKH YYACTHHIM B
NpoLeaypaTa 1o (Gakc WM Mo eleKTPOHHA I0MA | IIe e nyomuKysa B pasnen ,,[Ipodur na KynyBaua” Ha
WHTCPHET cTpanuuara na ,, MBAJI-Xackoso™ AJL.

Benyku PeIICHNs HA KOMHCHSTA Ca B3ETH C CAHUHOAYLIHE.

Komucun ¢ cvcmae:

Ilpedcedamen:

J1-p MBan Tonopos Usauos *...... f‘q SIALS
Yaenoge: NN (L‘ ) ‘

l.Anera Ileca 3axapuesa*............

2. Jlunsna Aurenona Jlenuepa * ...

3. Buonera bopucnasosa Hopnanosa

4. Kpacumupa Pymenora Hukomnosa *.

* 3anuuena HHPOPMALMS HA OCHOBaHHWe Y. 2 0T * g,



