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AOKJAJI

10 1. 67, ast. 6 ot IIIT na 3akona 32 oD eCTBeHUTe NOpPbYKH

BapHTeJIHO 06sBrenue" 34 10CTaBKa Ha JieKapeTBenn HNPOAYKTH 3a My KH-
Té Ha , Muoronpodunna 0oIHHIA 32 akTHRHO Jeuenue-oopuu” AJ|

YBAXAEMM 'OCT IOTVH U3 BJIHUTEIEH AHUPEKTOP,

Ha 09.02.2018 rox. B »MHoronpodunua Oonnua 3a axTHgIO Jleyenue - lobpuy™
All, rp. o6puy, ya1. ,llanaitor Xurop” 24, | ce nposenoxa IIPETOBOPH ¢ IOKaHeHUTe
YUaCTHHIHM B NpoOlefypa 3a BH3/arame Ha obflnecreena TIOpbYKa, TUN "moroeapsue Ges
HPE/BAPHTEITHO 06sBIeHHe" 3a MocTaBKa Ha JICKAPCTBEHH POIYKTH,

[lpouenypara e OTKpHuTa ¢ Pemenne Ne 3 ot 22.01.20] 8 rox. Ha Msnwnaurennng
AUPEKTOP Ha APY>KECTBOTO, BIIUCAHA B Perucropa na ofImecTBeHuTe HOPBHKH oz Ne 825713,
penuncka 00083-2018-0002.

lperosopure ce IIpOBEZIOXa OT KOMHCHS, HasHauyeHa CeC 3amosen No 30 /
09.02.2018 rox. ma Wanbnaurennns AUPEKTOp Ha ,,MBAJI-lo6puy” Al rp. Jo6puy, B

INPEACEOATEJ: 1. Enena Atanacoga Benukosa — CKCIIEPT oO0mecTBeny
HOPBYKH;

YIEHOBE:

2. An. Teopru Croiiuep MHuTKOB - 10pHCT Ha FpaXiancku morosop B ,,MBAJI-
Hobpuy™ AJL;

3. mar.apm. Inana Ietpora Hukosa-Bemkona — HavaTHUK Bonmnuyna anrexa,

1. 3a nposexcnane na IPErOBOPH C€ SBH YYaCTHHKELT "MEJEKC" 001.

2. Tlopann smsBamero camo Ha CIMH YYacTHHK, KOMHCHTA IIpue, 4Ye He e
He00X0/ Mo na OlIpeliens nopennocTra na TNPOBE&KIAHETO HA IPEroBOpUTE upes xKpedui,

3. Kommucusra npogege TIPETOBOPH C SBHIHS CE YYacTHHK, kaTo ce IPHIBPKa
TOUHO KEM MbPBOHAYAIHO ONpejienennTe YCIOBHS W M3MCKBAHHS 33 M3IBJIHCHHe Ha
lopbukara. Pesymrature or [perosopure 6sxa oTpasenu B HPOTOKOJI, KOHTO ce mommmca or
KOMHCHATA ¥ OT NIpefcTaBuTe s Ha YUYACTHHKA,

4. B Hawanoto Ha IPCTOBOPHTE € YYaCTHUKA KOMHCHSTA H3BBPIIN IpOBepka Ha
CbOTBECTCTBHETO HA JTHYHOTO My CBCTOSHHE M H4 ChOTBETCTBHETO MY € KpuTepuure 3a
nondop, xaro pasriema ipeactasanus EEJIOI u npyru MOKYMEHTH,
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Komucusra 1IPHE, Y€ YYACTHHKBT CHOTBETCTRA Ha u3ucKkBanuara na 3011 u pa

BE3I0KHTEeN. He ca Hamnie IIPE/UTOCTABKUTE 3a 38 XBIDKUTEIHO OTCTpansBane 110 i, 54, aj,
1 or30IT. |

5. Komucusra samouna fiperosopure ¢ yuacrauka "MEJIEKC" OO/T B 09.10 yaca
H TH IpUKTIoun B 09.30 yaca,

Horopapsuerto Germe M3BBPUICHO 110 CCIHHIS HAYUH®

5.1. Yuactuuxpr 3a5BH YYACTHETO CH I10:

O6ocobena  moswmms  No 2: Jlexapcreenn IPOAYKTH 33  OHKOMOTHYHY
3abossiBanms, 39 HOMEHKnaTypu Ne 8 i No 31,

OBocobena mosumms No 3: JlexapcTBern TPOAYKTH - OTIHATH, 3a HOMEHKJIaTypa No
12,

5.2. Tlperosopure ce TIPOBE/IOXA TI0 KIIAY3UTE Ha IpoekTa 34 JIOrOBOp, KaTto
YIaCTHHKBT HAIIPABH CIIEAHOTO NPE/UIOKEeHHE 3a J0CTaBKa:

5.2.1. Tlo ofocobena nosunua Ne 2: Jlexkapersenn HIPOAYKTH 3a OHKONOTHYHK
3abonsaBanms:
Oboco Mexnynapo
Oena JHO
MO3KuLH HEMATEeHTHO
a1 Ne HaHMEHOBaH

ne /INN/

' Capecitabine

Konunuectn
0 Ha
aKTHBHOTO

JIEKAPCTBEH
O BELIECTBO

Jlekap
CTBEHa
(popma

Teproecko
HaUBEHOBAHHE

Konnue
CTBO B
OIaKoB
Ka

[poussogur
en/npurexa
T Ha
paspeluenne
TO 3a
ynotpeba
KRKA d.d.
Crnosenus

LleHa
Ha
0NaKkoB

film-
coated

Ecansya, film-
coated tablets

tablets 500 mg, pack
120
31 Oxaliplatin Conce 5 mg/ml - Oxaliplatin S.C. Sindan
ntrate 20 m] Actavis, 5 Pharma
for mg/ml, SR.L. -
solutio Concentrate for Romania;
n for solution for Actavis Italy
infusio infusion 5 mg/ml S.p.A/
n - 20 ml, mg Actavis
Group PTC
ehf.
Hcenannus

5.2.2. Tlo o6ocobena mosunmst Ne 3: Jlekapereenn IIPOJYKTH - OIIMATH:

Mesxnyuapo Jlekap | Konwmuects | Mg Touproecko [poussoanr | Koange

Oboco

Llena

GeHa IHO CTBEHA | 0 Ha HaHBEHOBaHMe eN/puTexa | cTBo B | Ha
HO3ULM | HEMATEHTHO | (hopMa | akTHBHOTO TeN Ha | onakoB | onakom
a1 No HaHMEeHOBaH JIeKapcTBeH pasperuenue

He /INN/ 0 BELIECTBO TO 3a

ynorpeba

Oxycodone | modifi Oxycontin, Bard

ed- modified-release | Pharmaceuti

release tablet, 80 mg, cal, UK;
tablets pack 50 Multipharm

a GmbH,
Multipharm

a

Ges.m.b.H,
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Austria/
Multipharm
a GmbH
ABCTpHs

513. YyacTHHKBT HPHE OCTaHANNTE KIlay3H HA IpoekTa 3a JIOroBoOp.,

6‘ Komucuara onenn HPEATIOKEHUATA HA YIaCTHHKA 110 KPHTEPHS 3a Br3narade
"Half-HHCKa ena" o CIIEIHHSA HAYUH:

6.1. TIo oBocobena osunua Ne 2: Jlexkapersenn HIPOAYKTH 34 OHKOJOTHYHK
3a00NsIBaHHS;

ITo HOMEHKaTypa Ne 8: 66.66 niepa Ges HAIC 3a onakosxka or 120 op.

ITo HoMenknatypa Ne 31: 23.58 jepa Ges JUIC 3a onakoska ot | op.

6.2. Tlo 060co6ena osunus Ne 3: Jlekapersenn [IPOJIYKTH - OIIMATH:

ITo HOMEHKIaTypa No 12: 50.00 nepa Ges HC 3a onaxosxka ot 50 op.

8. Komucusta Kiacupa yyactauka "ME/JEKC OOM 1a nspso mscro mo:
ObGocobena noznims Ne 2 JlekapeTsenn IIPOAYKTH 33 OHKOJIOTHYHY 3abonsBanms,
HOMCHKIaTypu Ne 8  No 31,

OGocobena mosumus No 3: Jlexapcreenn IPONYKTH -~ omiuarTy, HOMeHKIIaTypa No
12,

9. Komucusra Ipeljlara Ha BB3NOKATENS na Obae cxmroven JIOTOBOp ¢
YUaCTHHKA, KlacupaH mHa I'bPBO  MACTO 1O CHOTBETHHTE o0ocobern  mosumum  u
HOMEHKJIATYpH.

11. Komucusra lIpelijiara Ha BB3JI0KHTES liponienypata ma 65e IIpeKpaTeHa, Ha
ocHoBanue wi. 110, an. 1, 1. 1 or 3011, to cnennure 000cobenn mosummy u HOMEHKJIATYpH:

Obocobena mosurms No 1: Jlexapcreenn IpOAYKTH-061IH, HOMeHKIaTypu Ne No
2, 10, 11, 57, 58, 73, 82, 91, 94, 112, 198, 199, 208, 216, 218, 219, 221,229, 223, 269, 270,
297,330, 338, 339, 341, 343, 344, 345, 347,368, 369.

ObocobGena mosurms No 2 JlexaperBenn HIPOAYKTH 33 OHKOJIOTHYHYH 3abosiBanus,
HOMeHKnaTypu No Ne 5, 7, 14, 29, 32, 33, 57.

O6ocobena mosurms No 3: Jlexapcreenn NPONYKTH — omuarTw, HOMEHKaTypa No
12.

o us6poenure 060co6eny TIOSHIIHHU HE Ce € ABHIT HUTO equn YYaCTHHK

Hokmansr ce HOAINCA OT BCHYKM HJI€HOBE Ha KOMHCHATA W ce mpenage Ha
BB3JIOXKHTENS 32 YTBBPIKIaBaHE 34CIHO ¢ niaTa JOKYMEHTAMS Ha 12.02.2018 ropx, B 10.00
yaca.
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