“KOMIIVIEKCEH OHKOJIOT'MYEH HEHTDBP - CTAPA 3ATOPA” EOO/J
2p. Cmapa 3azopa ya. /[-p Tooop Cmosanosuu Nel$,
men. 042/627 125, ¢paxc 042/ 600 959

NPOTOKOJ Ne2

Huec 18.12.2019r. B rp.Crapa 3aropa ce cbhOpa KOMHCHSATA 3a TNPOBEXKAAHE HA OTKpHUTA
mpoueaypa ¢ mnpeaMmer ,JlocTtaBka Ha JeKapcTBeHH MNPOAYKTH 3a JiedeHHe HA COJHIHHU
3J10KaYecTBeHH 3a0o/siBaHusl MO 000co0eHM MO3MIUM~  ompenereHa cbc 3amoBen Ne
185/10.12.2019r. na Yupasurens Ha ,,KOI[ — Crapa 3aropa” EOO/], rp.Ctapa 3aropa B ChCTaB:
[Ipencenaren: Hukomnaii Kupes — npaBocnocoOeH 10pucT
Unenoge: n-p Tatssna TomopoBa - AuapeeBa — Hadanmauk OMO

n-p Jnana Kuposa — nauanuuk JIKK u 3PI1IO3
Bans beueBa — nkoHOMUCT, OOIIIECTBEHH MMOPHUKH
AHToHMs JIbpMOHOBa — Men.cecTpa B bonHuuHa anTeka

[Tporenypara 3a Bp3iarane Ha OIl e otkpura ¢ Pemenne Ne 154/28.10.2019r. Ha BB3I0XKHUTES, a
YHUKaJTHUS i HoMep B Perucrbpa Ha obmectBenute nopbuku kbM AOIT e 00731-2019-0009.

Komucusita 3amouna crosita padota B 09:00 gaca.

Ha 3acenanuero i HE MPUCHCTBAT MPEACTABUTENIN HA YYaCTHHIIMTE M HA CPEACTBATa 3a MAacOBO
OCBEJIOMSIBaHE.

C pewenue Ha komucusTa ot Ilporokon Ne 1 Ha ocHoBanue un.61 1.5 ot IIII30II e nouckano
npeacraBsinero Ha HOB E€EEJIOIT or ywacthauka ,,POLI BBJIITAPUA” EOOJ — rp. Codus. B
OTIPEICIICHUS] CPOK € TIOCTHITUIIO THCMO OT Hero ¢ BX.Ne 3896/13.12.20109r.

Cren 3amo3HaBaHe ChC ChABPKAHUETO My KOMUCHUSTA

PELIN:

1. Orcrpanenu ca ycTaHOBEHHUTE HefocTaThlid B odepTaTa Ha ,,POII BBJICAPUSA” EOO/I — rp.
Codust, mopamu KOETO IOKYMEHTHTE, CBBP3aHH C JHYHOTO MYy CBCTOSIHUE M CHOTBETCTBHUE C
KpUTEpUUTE 32 TOI00p ca PEIOBHU U YIOCTOBEPSIBAT FOJIHOCTTA MY 3a u3nbjiHeHue Ha OIl.

[Ipeasun nznoxxkenoro u Ha ocHoBanue wi.61 1.7 ot [II30I1 komucusiTa €AMHOAYIIIHO

PELINA:

1. Knacupa ydacTHUIIMTE Ha IBPBO M BTOPO MACTO MO 000COOEHH MO3MIMHU CHOOPA3HO
MMOCOYEHOTO B TabuIIa - mpuitokeHue No 2.

2. OO0siBsiBa KJIaCUPAaHUTE YYACTHHIM HAa IBPBO MACTO MO 000COOEHM IMO3UIUH, CHOOPa3HO
MTOCOYCHOTO B OTJEITHH TaOIuIK — nmpuitoskerne Ne 3 - 5.

3. Ipemnara wa VYmnpasutens Ha ,,KOL[ — Crapa 3aropa” EOOJl ma ckioud J0rOBOp 3a
Bb3narane Ha Ol mo cboTBeTHUTE 000COOEHN MO3UIUH C KIIACUPAHUTE HA MTbPBO MSICTO YYACTHHUIIH.

MoTuBH: YYacTHUIIUTE Ca KJIACUPaHU HA M'BPBO MACTO CHOOPA3HO KPUTEpPHUS 3a OLEHKA Ha
odpeprute. Te mpemnarar Hal-HUCKHUTE IIeHW 3a u3nmbiaHeHue Ha OIl, a moKyMeHTHUTE, CBBP3aHU C
JMYHOTO UM CHCTOSIHHE M CHOTBETCTBHETO C KPUTEPHHTE 3a MOJOOp ca PElOBHH U yJOCTOBEPSBAT
TOJTHOCTTA MM 32 U3I'bJIHEHUE Ha TOPBHUKATA.

Komucusara npukiroun paboTara cu 1o To3u nporokoi Ha 18.12.2019r.

Komucus:
[Ipencenaren: Huxonaiit KupeB — ..........cocooviiieiins /M1 cver. un2 uun23 om 3311
Unenose: 1-p Tarsna TogopoBa - AHAPEEBA — .....vvvveriniiinenannnns /MU cvon. wn2 u un23 om 3311
a-p ﬂ KI/IpOBa I T M/ cven. un.2 uun23 om 33711
BamgsbemueBa— ..o vvieeiiiiiinnn . /T chen un.2 uun23 om 337177
AHTOHUS [IBPMOHOBA — ...oviviveiiieneneennae M/ cven. un2 uun.23 om 33/111



"Codrapma Tpenauur" AL

[MpunoxeHune Ne 3

kbM [MpoTokon Ne 2 ot 18.12.2019r.

MpeanoxeHa ﬂpzz::);(:ﬂa
MexayHapoaHo Lena sa ea. on./amn./cpn
N O6ocob mspka c 4AC ot ' ’ MpuTexaTen Ha
o no HenaTeHTHO ¢ AAac oo o
eHa ATC kop nek. dopma | eg.mspka | konnyecTso 40| KomoHa 5 do Obwwa cTonHocT TbproBcko HaMMeHoOBaHwe paspelleHMeTo 3a
pen nosuuMs HanmeHoBaHue / 3 8mopu 3HaK .
INN / rnemu 3HakK crie cred ynoTtpeoa
decemuyHama o
ecemudyHam
3arnemas
a 3anemas
1 2 3 4 5 6 7 8 9 10 11 12
1 | 5 | Loixe3s |Osimertinib nepopania |y /306 i so| 585473 | 13114.60 39343800  |12rPucoBOMrounMTOX28 ) Jeneca AB
hopma 9 O'\';I"F/OT ' 6557.30 ' Tarpuco 40 mr doynm 76 x 28
705600
. 5912.51 JInnnap3sa 16. 150 mr /7x8/
nepoparnHa
2 8 LO1XX46 [Olaparib tabl. cpopwma mg / ?goonlj.} /OT 0.70387 394167 496650.84 MuHnapaa 6. 100 Mr /7x8/ Astra Zeneca AB
. - 453600 3609.98 Kunckyanu cdounm 16. 200 mr x 42 |Novartis
nepoparnHa
* | 9 | ‘toaxeaz |Ribociclib popwa mg /54 on./ 0.42976 1804.99 194939.14 Iy ckyanm dunm 6. 200 Mrx 21 |Europharm limited
. 2880 Novartis
nepopanHa
4 10 LO1XE25 |Trametinib chopwia mg /48 on./ 140.25000 8415.00 403920.00 MekuHnct connm 16 2 mr x 30 Europharm limited
O6wa cyma ¢ 0AC: 1488947.98 nB




MpunoxeHne Ne 4
kbM [MpoTokon Ne 2 ot 18.12.2019r.

"®boHukc dapma” EOO[

MpepnoxeHa MpepnoxeHa
LeHa 3a efl. MApKa ueHa 3a
Ne no 0O6ocob MexayHapogHo c AAC ot konoHa| on.amn./con ¢ MpuTtexarten Ha
_eFl eHa ATC kog  |HenmaTeHTHO HaumeHoBaHue| nek. Popma | ed.mspka | konunyecTBo Ao | 5 Ao memu 3Hak AAC do smopu O6wwa cTonHocT TbproBcko HauMeHoBaHne pa3pelueHueTo 3a
P nosuuus /INN/ crned 3HaK cned ynoTtpe6a
decemuyHama decemuyHama
3anemas 3anemas
1 2 3 4 5| 6 7 8 9 10 11 12
1 3 | LO1XE21 |Regorafenib nepopanta | - g 302400 1.42854 4799.89 431990.50 |CtuBapra 40 mr Ta6n. 3 x 28 |Bayer AG
¢opma /90 on./
141750 5080.80 N6paHc kanc. 125 mr x 21 pfizer Eurone MA
2 | 4 | LOIXE33 [Palbociclib oo | mg | /54o0n.or 1.93554 4064.64 274363.20  [WBparc kanc. 100 mrx21 |20 "
125 mr/ 3048.48 W6paHc kanc. 75 mr x 21
Trifluridine 20 mg nepoparnHa 6000 JToHcbpd Tabn. 20 mr/8.19 mr |Les Laboratoires
3 6 LO1BC59 [Tipiracil 8.19 mg dopma tabl. / 300 on./ 75.10320 1502.06 450619.20 x 20 Servier
Trifluridine 15 mg nepoparta 3000 JloHcbpd Tabn. 15 mr/6.14 mr |Les Laboratoires
4 7 LO1BC59 [Tipiracil 6,14 mg dopma tabl. /150 on./ 56.34900 1126.98 169047.00 x 20 Servier

O6wa cyma c 4AC: 1326019.90 nB..
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MpunoxeHue Ne 5
kbM [MpoTtokon Ne 2 ot 18.12.2019r.

MpeanoxeHa
MpeanoxeHa ueHa
LueHa 3a eq.
O6ocobe mspka ¢ AAC ot 3a on./amn./cn ¢ MpuTexaten Ha
Ne no MexgyHapoaHO HenaTeHTHO AAC do emopu .
Ha ATC kopg nek. opma | ea.msipka | KoNMYecTBo A0 KonoHa 5 do O6wa cToHocT TbproBcko HauMeHoBaHne paspelueHueTo 3a
pen HanmeHoBaHue / INN / 3HakK cried
nosuuus nemu 3Hak cned ynoTtpe6a
decemuyHama
decemuyHama
3anemasi
3anemasi
1 2 3 4 5 6 7 8 9 10 11 12
napeHTepanHa 151200 Perjeta , concentrate for Roche Registration
1 1 m . 5535.97 1992950.57
LO1XC13 |Pertuzumab dopva g 1360 fl./ 13.18089 9 9 0 sol. 420 mg x 1 GmbH
. . 100800 Erivedge , capsule , 150 mg [Roche Registration
2 2 LO1XX43 nepopanta m : . . : :
Vismodegib dopma g /24 on./ 2.31570 9725.94 233422.56 X 28 GmbH

O6uwa cyma ¢ 0AcC:

2226373.13 nB..
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