IMPOTOKOJI Ne 2

OT JeifHOCTa HAa KOMHCHS, HazHaueHa cbe 3amosen Ne 0367 /12.05.2016 r. 3a pasriexnane,
OIIEHKA U KJIacHpaHe Ha IoJIydeHUuTe ohepTH B OTKPUTA NPOLeypa 3a Bb3Iarane Ha
00lIIeCTBEHA IOPHUKA C IIPEIMET:

Jocmaska upe3 nepuoduuHu 3aA6KU HA 1eKAPCMEEHU NPOOYKMIUL 34 HYHCOUme Ha
wMBAJI — Xackoso” Al

Ha 21.06.2016 r.B 10:00 4aca, B rp.XackoBo B aJIMHHHCTpaTHBHAaTa crpaga Ha ,MBAJI-
XackoBo” AJl , Haxozsma ce Ha Oyi1.”Chenunenue “Ne49 ce cbOpa KOMUCHS B ChCTaB:

IIpedceoamen:

1-p Usan Tomopos UBanoB — 3am.upexTop ,.JIeuebna neiinoct” B . MBAJI-XackoBo” AJ]
Ynenose:

1.1-p Aranac [laynos Ilaynos — Haganuuk Jletcko oTaeieHie B .MBAIJI-XackoBo” AJ]

2.maructhp — (apmanesT Anera [leea 3axapmea - PpkoBomuten OOJHHYHA anTeKara B
MBAJI-XackoBo” Al .

3.Kpacumupa Pymenosa Hukonosa — wuxonomucr .O6mectsenn nopbuki” B ,,MBAJI-
XackoBo” A/l

4.Buonera bopuciaBosa Vopamnosa — ropuckoncyit B ,,MBAJI-XackoBo™ A/l

Pesyaimamu om pabomama Ha KOMUCUAMA:

KomucusiTa NPUCTBIIA KbM H3IIbIHEHHE HAa BB3JIOKEHaTa CH pabora Ha OCHOBAHHE 4j1.68,
ain.10 ot 3011

B IIpomoxon Nel/07.06.20162. ca oTpaseHd [CHCTBUSTA HA KOMHCHATA 33 OCHIICCTBCH
Tperne]l Ha MpeJCTABEHMTE IOKYMEHTH Ha ydacTHuumure 6 Iliuk Ml — ,,/lokymenmu 3a
noodop'" , v Ha ocHosanue wi.68, ain.8 or 3011 Ge ykaszaHo Npe/CTaBsIHE HA OONbAHUMENEHU
pasAcHenua w/unu OOKyMenmu C OIJie]l YCTAHOBSIBAHE Ha CHOTBETCTBHME Ha OdepTuTe C
KpUTEPUHTE 3@ MOI00P Ha Bb3710XkKuTENs HA CleOHUme yHacCmHULL:

» Otnocuo yuactnuka ,AHTHCEJI BB/ITAPHA” OO/ , B yka3auus CpOK Ha OCHOBaHHE
a1.68. 1.9 ot 3011 ca MoCTHIAIH H3UCKAHUTE JOKyMeHTH ¢ BX. Ne83/10.06.2016r. — 11:50

gaca, KakTo cJjeaBa:



1. Jexnapauus o 447, an.9 or 3011 3a oTcheTBHE Ha obcTOsTENCTBATa 110 WL, 47, ai. 1, T.
1, OyxBu “a”, 6%, ,,B, .,/ u ,,1°, 1.2, 1.3 n 1.4, an. 2, 1. 5 w an. 5 ot 30I1 (Ipusoxenue Ne 4)

2. Jlexnapanus o 4wi.55, an.7 ot 3011 (ITpunoxenue Ne 5).

3 Jexnapanus o wi.8, an.8, 1.2 ot 3011 (ITprnoxenue Ne 6).

4. Jlexnapanus 1o 4i1.56, ai.1, 1.8 ot 30I1 (IIpunoxenune Ne 7).

5. Mexmapanus 1o uwi.56, an.1, .12 ot 3011 (ITpumoxenue Ne 8).

6.Jlexmapanus 3a cpoka Ha FOJXHOCT Ha IIpe/UlaranuTe JiekapcTBeHu npoaykty. ([Ipunoxenue
Ne 11).

7. Jlexnapanusi 3a OCUrypsiBaHe Ha HEOOXOJMMHTE KOJMYECTBA JICKAPCTBEHH NPOAYKTH 3a

eiaus CpoK Ha 10roBopa — OpUTHHAa, B CBOOOJIEH TEKCT.

8. Jlexnapanys, 4e HpeIaraHuTe JEeKapCTBEHH IIPOJYKTH Ca PErHCTPHPAHU 3a ymnoTpeba B
CTpaHata W TPHTE)KABaT pa3spelIMTeHH 3a ynorpeda, cbriaacHo 3JIIIXM, mpurexaBat
cepTU(HUKATH  YIOCTOBEPSIBAIIM  KA4eCTBOTO HA MPOJAYKTUTE, JIMICBAT O(QUIHATHA
ChOOIIEHHS WM OTPaHMYMTEIHM MEpPKHM 3a ynoTpeba Ha JIGKAPCTBEHHUTE TPOIAYKTH
(ITpunosxxenue Ne 12).

9.Jlexnapanus B CbOTBETCTBHE ¢ Wil 55, ai. 6 ot 3JII[TXM, 4e kosmyecTBaTa MEIUKAMEHTH Ca
HaJIMYHKA-B npunoxumute ciaydan. (IIpunoxenne Ne 13).

10./leknapanus, 4e mpeagaraHata LeHA OT yYaCTHHKA HE HAJBUINABA [PEETHO
jponycrumara, ceriaacHo Hapenba 3a mnpenenHu LeHH Ha paspelieHHTe 3a yrnorpeba
JIEKapCTBEHH IIPOAYKTH, KaKTO M Y€ IpelularaHara lleHa He HaJBUIIABA peepeHTHUTE
CTOHHOCTH, IIOCOYEHH B IO3UTUBHUS JICKAPCTBEH CIHCHK HAa MHUHHCTEPCTBO Ha
3[paBEOIIa3BaHETO - OPUTHMHAJI, B CBOOOJICH TEKCT.

» Komucusma paszeneda npedocmageHume OOKYMEHMU U _KOHCMAMUPA, 4e  CbUyume
omeosapsam na usuckanume ¢ Iipomoxon Nel/07.06.2016 2. om 3acedanue Ha Komucusima.

» OtHocHO yuacTHuKa ,,MEJO®APMA” EOOJ , B yxa3anus CpPOK Ha OCHOBaHUeE 4I.68,
ai.9 ot 3011 ca noCThIMIN H3UCKAHUTE TOKYMEHTH ¢ BX. Ne84/13.06.2016r. —12:00 uaca,

KakKToO CJI€aBa:

1./lexnapaumsi 3a OTChCTBHE Ha oOcrosTencrBara nmo uia. 3, T. 8 oT 3akoHa 3a

UKOHOMHMYECKHTE U ()HMHAHCOBHUTE OTHOIICHHUS C JPY)KECTBATA, PETHCTPUPAHU B FOPHCAUKIIUK

¢ npedepeHIMATIeH AaHbYeH PEXKHM, CBBP3aHUTE C TAX JIMIA U TEXHUTE NEeHCTBUTEIHH

coberBenuny (Ipunoxenue Ne 14) ot Axuneac [{anrapuc.

>  Komucusma paseneda npedocmasenume 0OKYMEHMU U KOHCMAMUDA, 4€ CHUUME
omeoeapsam Ha usuckanume ¢ IIpomorxon Nel/07.06.2016 2. om 3acedanue na KOMuUcuima.

» OtHocHo yvactHuka ,, XHMHIIOPT ®APMA” A/l , B yxa3aHus CpOK Ha OCHOBAHHE
41.68, an.9 o1 3011 ca mocThnumM H3NCKaHUTE JOKYMEHTH ¢ BX. Ne81/10.06.2016r. — 09:45

qaca, KaKkTo cJjIeaBa:

[\



1. Jlexnmapanus mo 4wi.47, an.9 ot 3011 3a orcbeTBHe Ha obcTosTENCTBaTa 10 wi. 47, ai. 1, T.1,
OykBu “a”, “6%, ,,8%, ,r“ u 1, 1.2, 7.3 u 1.4, a1. 2, T. S 1 an.5 ot 30II(IIpunoxenue Ne 4)
ot Anekcanabp Tonopos Ilanymes.

»  Komucuama pazeneda npedocmagernume OOKYMEHMU U KOHCMAMupd, 4e Cbuiume
omeosapam na usuckanume ¢ IIpomoxon Nel/07.06.2016 2. om 3acedanue na komucusma.

» OtHocHO y4actHUKa ,, TOIT XOCITHTAI CbPBHC” A/[ .B yKazaHus CpOK Ha
ocuoBanue wi.68, ai.9 ot 3011 ca mocThIUIM H3UCKAHUTE TOKYMEHTH ¢ BX. 79/09.06.2016r.

—09:45 yaca, KaKTO cjeBa:

1.HoTtapnamHo 3aBepeHO MTBHJIHOMOINHO Ha JIMIETO, MOANUCBalio odepraTa-FBaiiio
bnarosecroB batuaKOB (opuruHa).

»  Komucuama paszeneda npedocmaserume OOKYMEeHmu U KOHCMAamupd, 4e Couume
omeosapsam Ha usuckarume ¢ IIpomoxon Nel/07.06.2016 2. om 3acedanue na komucusama.

» OtnocHo yuacTHuKa ,, T hPIOBCKA JIHT'A HAIITHOHAJIEH AIITEYEH HEHTHP”
A/l, B ykazanus cpok Ha ocHoBaHHe 4i1.68, ai.9 ot 3011 ca mocThIMIN U3HCKAHUTE
nokymeHTH ¢ BX. Ne82/10.06.2016r. — 09:40 vaca, kakTo ciiesiBa:

1. Jlexstapariust 3a OTCHCTBHE HA OOCTOSITENICTBATA IO WI. 3, T. 8 oT 3aKoHa 3a

HKOHOMHYECKUTE U (PHHAHCOBUTE OTHOIICHHUSI C JIPY)KECTBATA, PETUCTPUPAHU B IOPHCIUKIIHU

¢ npedepeHIHaieH TaHbYeH PeXKHUM, CBBP3aHUTE C TSIX JIMLA U TEXHUTE AeHCTBUTEIHH

cobcrBenunu (I1punoxenne Ne 14) or Tonu Moukos Bekos

» Komucusma paseneda npedocmagenume 0OKYMEeHMU U KOHCMAmupa, 4e colyume
omeosapam na usuckanume ¢ Ilpomoxon Nel/07.06.2016e. om 3acedanue Ha KOMUCUAMA.

> OtnocHo yuacthuka ,, MEJEKC” OO/ ,B ykazaHus CpOK Ha OCHOBaHUe 41.68, ai.9
ot 3011 ca mocTHIHIN H3HCKAHUTE T0KYMeHTH ¢ BX. Ne80/09.06.2016r. — 11:45 yaca, kakto

cJieaBa:

1.Jlexmapanuss 3a OTCBCTBHE Ha oOcrosTesncrBara no wi. 3, T. 8§ oT 3akoHa 3a
HKOHOMHYECKHTE W (PHHAHCOBUTE OTHOIICHHUS C IPYKECTBATA, PETUCTPUPAHHU B FOPUCIUKIINH
¢ npedepeHIaneH NaHbYeH PEeXUM, CBBP3aHUTE C TAX JIMIA U TEXHHUTE NECHCTBHTEIHH
coberBennny (I1punoxenne No 14) or Benuzap AntoHOB Jlparoes.

»  Komucusma paseneoa npedocmasenume 0OKYMeHmMU U KOHCMamupa, 4e cbuume
omeosapsam Ha usuckarnume ¢ LIpomoxon Nel/07.06.20162. om 3acedanue Ha KOMUCUAMA.




KoMuCHSITa POIBIKH CBOSITA paboTa ¢ pasryiekIaHe HA OMOPU3AUUOHHUME nucma (33
KOMTO YYaCTHHKBHT € OTOPH3UPAH OT IPOM3BOMMTENS HA MPOIYKTA MJIH OT YIBIHOMOIIEH
IpeNCTaBUTEN, Ja ydacTBa OT CBO€ HMe B OOLIECTBEHara [OpPBYKA C TNPOAYKTHTE Ha
npousBouTestsi). Ciiesl KaTo TH pasriela, KOHCTaTHpa CICAHOTO:

1.3a_yuacmuuxa ,COPAPMA TPEH/IHHI” A/l:

JINncBa 0TOPH3ANMOHHO MHCMO HA HMETO HA YYACTHUKA (M3/1a[ICHO OT MPOHU3BOIUTENA HA
IPOAYKTa MM OT YITBIHOMOILIEH MNPEICTABHTEN, BAJIUIHO 3a CPOKa 3a M3IBLJIHEHHE Ha
MOpBYKATa, OT KOETO Ja € BUIHO, Y€ YYAaCTHUKDLT € YII'BIHOMOIICH a y4acTBa OT CBOE UME B
obmecTBeHaTa Tnopbuka ¢ Bw3noxuren ,MBAJI-XackoBo” AJl ¢ NpOAyKTHTe Ha
Ipou3BOAMTENA. B HEro 3aIbKHTENHO Na ObAAT YIOMEHATH KOHKPETHHTE JIEKapCTBEHH
MPOAYKTH, 338 KOUTO YYaCTHHKBT € OTOPU3HPAH — OPMIMHAJ MK OPHIMHAT Ha JICTalTH3HpaH
IpeBoI Ha OBIrapcKu €3UK) OT:

1.1. BERLIN CHEMIE — 3a Homerkaptypa: 18,19,85,151,315,316,500.

1.2. Caggo3 o.1a. —3a HOMeHKJiapTypa: 40,41,42,69,372,429,450,508,636,689,871.
1.3. BEAUFOUR-IPSEN - 3a HoMeHKJIapTypa: 66.

1.4. [TAHAIIES 2001 — 3a HOMeHKIapTypa:67.

1.5. BIOCODEX- 3a HomeHk1apTypa:77,79.

1.6. SANOFI-AVENTIS - 3a Homenkiaprypa:157,168,274,613,779.
1.7.NEOPHARM - 3a HomeHki1aptypa: 198.

1.8. McNeil product Ltd . — 3a Homenk1apTypa:272.

1.9. CHAUVIN ANKERPHARM GmbH - 3a Homenxiaprypa: 438,940.

1.10. DPAPMACYUC EOOJI — 3a HOMeHKIapTypa: 456

1.11. BESINS-INTERNATIONAL - 3a HoMeHK1apTypa:484

1.12. ABBVIE BIOTECHNOLOGY GmbH - 3a HomeHK1apTypa:706,726,727.
1.13. ALCON- 3a HomMeHKnapTypa:908,913,914,915,916,920,921,922,924,934,938.

B pesyimam na koemo Komucuama peuiu:
Ha ocnosanue 4n.68, an.9 om 3011 ¢ cpok om 5 (nem) pabomuu Onu om nOYHABAHEMNO

Ha HACMOAWUA NPOMOKOJL, YHACMHUKbM C1e06a 04 NPedCmasu 1unceaujume

00KyMeHmu.

2.3a yuacmuuka ,, PAPKOJI” A/ :

JIMIcBa 0TOPH3AMOHHO NHCMO HA HMETO HA YYACTHHKA (M3/1a[ICHO OT POU3BOJUTEN HA
[pONYKTAa WM OT YIIBJIHOMOLIEH HPEJICTABHTEN, BAJIUIHO 3a CPOKA 3a H3NBIHCHUE Ha
NOpbhYKaTa, OT KOETO [ € BHIHO, Y€ YYAaCTHUKBT € YII'bIIHOMOIIEH JIa y4acTBa OT CBOC MME B
obuiecTBeHaTa Topbuka ¢ Bw3noxuren ,MBAJI-XackoBo” AJl ¢ MNPOYKTHTE HA



npousBoauTeNs. B Hero sambinkuTenHo ga G6baaT ymomenartm KOHKPETHHUTE JIEKAPCTBEHH
POAYKTH, 33 KOUTO y4aCTHHKBT € OTOPU3MPAH — OPHIHHAN MM OPUTHHAT Ha JIeTaau3upan
IPEBOJ Ha OBJITapCKHU €3UK) OT:

2.1. Autnbuorux Pasrpan AJl, Bbirapus —3a Homenknaprypa: 492.

B pesyamam na koemo Komucuama peuiu:

Ha ocnosanue un..68, an.9 om 30171 ¢ CpoK om 5 (nem) pabomnu onu om noziyuasanemo
HA HACMOAWUA NPOMOKOTI, YHACMHUKLM C1e06a 0a RPedCMAsU TUNCeauume
OOKYMeHmu.

3.3a yuacmnura ,MEJEKC” O0/I:

JIuncea oTopH3aUMOHHO NHCMO HA UMETO Ha YYACTHHKA (M37aJICHO OT MIPOM3BOIUTENS Ha
TMPOAYKTA WIIH OT YIBJIHOMOLICH IPEJICTABUTEN, BAIMIAHO 3a CPOKA 3a W3MbIHCHHE Ha
MOpBHKATa, OT KOCTO J1a € BUIHO, Y€ YYACTHUKBT € YII'BJIHOMOIIEH a Y9acTBa OT CBOE HMe B
obmecrBenara mopbuka ¢ Bw3noxuren ,MBAJI-Xackoso™ AJl ¢ uopomykrute Ha
IPOH3BOIMTENA. B Hero 3amb/kuTeNHO na GbIaT ymomeHat KOHKPETHHTE JIEKapCTBEHH
TPOZLYKTH, 32 KOUTO y4aCTHUKBT € OTOPH3UPAH — OPHIHHAI MIH OPHIHHAT Ha JIeTan3upan
IIPEBO/I Ha OBJITapCKU €3UK) OT:

3.1. Actavis — 3a Homenkmaprypa: 171.
B pesynmam na koemo Komucuama peuiu:

Ha ocnosanue un..68, an.9 om 3011 ¢ Cpox om 5 (nem) pabomnu OHu om nonyuaganemo
Ha HACMOAWUA NPOMOKON, YHACMHUKDIN CILe06a 0a NPedCmagu TUnceauume
0OKyMeHmu.

C toBa pa60TaTa Ha KOMHCHsITA 3a TOBA 3aceJaHue IIPUKIIIOYH.

Hacrosmusr npotokon e cwerasen na 23.06.2016r. u I€ Ce U3MPATH Ha BCUYKH YYACTHUIH B
lpouenypara mo (akc WiIM eJeKTPOHHA IOIIA U I ce myOnuKyBa B caiita Ha ,,MBAJI-
XackoBo” AJl.

Bewukn PCLICHMS HA KOMUCHUSITA Ca B3ETH C CAUHOOYIIHE.



Komucus 6 c‘i&nae:,

IIpedcedamen: n-p Visan Tonopos MBaHOB .............. L
Ynenoge: ‘
1.1-p Aranac [TaynoB [1ayHOB .......... Lt ossernennnsnmonnasiaes

A

6



