[IPOTOKOJI N 1

Huec, 19.09.2016 rommna, B 09.00 waca, B xabBuHeTa Ha YnpasuTenasa Ha ,KOI -
Byprac” EOOIL, B rp.Byprac, 6yma.”Credpan Crambosios” N 73, B XUPpYpPTHUYeH KOPIYC
Ha MEBAJI-Byprac All, eT.7, KOMUCUA B CHCTAB:

llpencenaren: JapuHa CTOSHOBA — IJIaBHA MEIMIIMHCKE cecrpa, ,KOU-Byprac”EQOL;
UJjiIeHOBE :

1. UpuHa TomopoBa - Marucrep-dapMalneBT, yHnpasuTes OOJHMUHA anTexa, ,KOI-
Byprac”EQOOL;

2. JleaHa lleTpoBa - mpaBoCnocoBeH wpucT, no uwi.20, an.4, T.3 ot 30I;

3. MuHko KoeB - crT.ekcnepr, Iupexums “3ICIAT3C” - OBmuHa Byprac no wujn.Z20,

am.4, m.3 or 30I;

4. PyMaAHna KoMmMTOBa — CUYETOBOOMTEJI, ~KOI-Byprac” EOQL,

B M3NOBJHEHNEe Ha sanoBen N 224 or 19.09.2016 romuHa Ha Yopaeurens xHa “KOI-
Byprac” EOOL, ce cvfpa na musBBPUM OpeABapuTeseH Nonfop, Oa pasmiera, OoLeHU
U Klacupa NOCTBOMAMTE OQepTyM 3a ydJacTHe B OTKPMUTA NPOLEelNypa 3a Bb3jaraHe Ha
ofmecTBeHa IOPDBUKA, C NpemMer: “JOCTaBKa Ha JIEKAPCTBEHM NPONYKTM 3a JeueHMe
Ha OHKOJIOTWYHM 3a00JiABaHMsA, pasNpelesieHM B OBe OBOCOBEHM MNOBMUMM, CBIJIACHO
NpMJIIOXeHa chneuuodmKaumsa’”.

[lpouenypaTa e OTKPUTA C:

Pemenye N 25/08.08.2016 .,

peructpuraHa B AOIl nmonm W 00232-2016-0008,

nyOIuKyBaHO oOsgBJeHMe B POII M 743955/08.08.2016 .

n B OB Ha EC W 206/S 154-278395 or 11.08.2016 r.

[lpencemarenaT Ha KOMMCHMATA MIPOBEPU CBCTABA Ha MNPUCBECTBANMTE U Cleld KaTo
YCTaHOBM, HYe HNPUCHBCTBAT BCUYKM UYIEHOBE HA KOMMCHATA, OTKPU BaCemaHMUEeTo.

Ha zacepmanmeTo Ha KOMUCHMATA He NPUCBCTBAXa NPENCTAaBUTE]M Ha YYaCTHUIMTE WK
IpyTU NpaBoVIMamm JIMLA .

[lpencemarenar Ha KOMMCHMATA NOJIYyYM C llpueMo-npenaBaTesieH IPOTOKOJ OT
crnyxuTes Ha KOI-Byprac npencTaBeHMTEe OIAaKOBKM M OnNMc Ha Y4acCTHULUUTE, HOIOaJu
HOKYMEHTM 3a YydYacTue B HaCToAllaTa OTKpMTa IOpollefyparTa BSa Bb3jJaraHe Ha
ofmecTBeHa [IOPLYKA.

llpencenarendarT yBelOMM UJI€HOBETE Ha KOMMUCHUATA, dHe My Ca npenageHu TpUHageceT
GpoAa sBanedaTaHM HENPOSPAUHM OINaKOBKHM, BBPXY KOMTO Ca OTpas3eHM: omared,
npemMeT Ha ofmecTBeHaTa NOPBYKA, BXOOAN HOMEP, mnaTa M Yac Ha BHacdHe B
CUETOBOOCTBOTO Ha “KOI-Byprac”EOO]l, xakKTo cJjelBa:

1. or ,EA EHI O/ $APMA EBITAPUSI" EALl, c Bxomsam N 01/14.09.2016 1., xosTo
e nocrenuia B 09:30 uyaca;

2. or ,TBPTOBCKA JIMI'A HAI” AN, c Bxomam N 02/16.09.2016 r., koaTo e
nocrenmiaa B 09:30 uaca;

3. or ,PAPKOJI” AL, c Bxopmam N 03/17.09.2016 T,, KOATO € OOCTBIMIIA B

08:55 uwaca; :

4. or ,COJNIOMEL” EOON, c Bxonmsam N 04/17.09.2016 I'., KOATO e MOOCTBOMIA B
09:00 uaca;

5. or ,®APMHET” AX, c Bxomam N 05/17.09.2016 1., KOSTO e MNOCTBLIMJIA B
09:10 waca;

6. or ,COPAPMA TPEMOMHT” AL, c Bxomam N 06/17.09.2016 ., KOATO e
nocrenmia B 09:13 uaca;

7. or ,MC ®APMA” AH, c Bxomsm N 07/17.09.2016 T., KOSTO e MNOCTBOMIA B
09:16 wuaca;

8. or ,MEOEKC” OO&L, c Bxomam N 08/17.09.2016 1., KOATO e MOOCTBOMIA B
09:20 uyaca; i



9. or ,TON XOCHUTAJI CBPBUC” AL, c Bxonmsm N 09/17.09.2016 1., KOSTO €
nocrenmiaa B 09:24 uaca;

10.oT ,EKO$APM” EOOH, c exomam N 10/17.09.2016 1., KOATC €& NOCTBOMUIA B
09:28 waca;

1l1.or ,ANTA $APMACKOTUKEBIC” EOOL, c Bxomsam N 11/17.09.2016 1., KOATO e
nocrenmia B 09:33 uaca;

12. 07 ,POll BBJITAPUSI” EOOHL, ¢ sBxomam N 12/17.09.2016 1., xoaTo e
nocrenmya B 09:35 uaca;

13.07 ,%hOHMKC ¢APMA” EOOHL, ¢ Bxomsm N 13/17.09.2016 1., kodaTOo e
nocrenmyia B 11:20 uaca.

B usnBIHEeHME MIMCKBaHULSTa Ha uia.b5l, amn.8 or III30I, BCUUKM UJIEHOBRE Ha
KOMMCHUATA NONBJHKMXA OeKjapallMy, OTHOCHO USMCKBaHuATa Ha un.l1l03, an.2 or 30I
u wi.52 ot IIN30II.

Komucusara, crnen kxarto ce ybBenu, uye NOPenJIOXEHMSTA Ca HOCTBOMIM B CPOK, B
3alledaTaHu, HEeIpO3paudHM ONaKOBKM, C HeHapylleHa LSJIOCT, IPUCTBIM KBM TAXHOTO
OTBapsHEe, NO pela Ha [NOCTBIBAHETO UM, OPM KOETO C& KOHCTAaTHUpa:

1. B onakoBKa, c Bx.N 01/14.09.2016 r., pmenosmupaxHa B 09:30 u. ot ,EM EHO IM
$APMA FBBITAPUAY EAJI, ENK 131107072, cBC cCepanume M anpec Ha YyOpaBJeHUe
rp.Codpua, 1271, panor ,Hanmexma”, vyin.”Poxen”, N 24, [OpencraBJgBaHO OT
AJIeKCaHOBP AJNEeKCaHOPOB MapMHOB — MBNBJIHUTEJIEH IOUPEKTOPR, Ce CeOBpXa: Hanka W

1 - npokyMeHTM =2a nomdop M JIMYHO CBCTOAHME, Ianka N 2 - TexHUUYeCcKO
NpenJjioXeHMe 3a MIMNbJIHEHMe Ha NopkuKaTa M eOUMH OoTOeJieH Mk - IllpenjmaraHm
UEeHOBM NapaMeTpM Sa JEKAPCTBEHUS HOponyKT (JIII) , KaKkTo CJjaensa:
- g MexayHapoAHO HenaTeHTHO MporHo3xmn
ha Tepan?:;_gel-l koA HaumeHosanmne /INN/ TekdpeTaska opia Wi3pka Konuyecrsa
on 1 - Qumocmamuyu
32 ‘ LO1XC11 Ipilimumab napeHTepanHa gopma | mg 18 000

TpyuMa OT WIEHOBeTe Ha [oInMcaxa IJIMKa C LEeHOBUTE IapaMeTpM UM HOOKYMEHTUTE B
TeXHUYECKOTO I[penioXeHNe .

BomemmAaT BacelaHMETO OMNOBECTM HOOKYMEHTUTE, CbhbObpXalll Cce B OlakKoBKaTa Ha
YUaCTHUKAE M M3BBPUM [IPOBEpPKa Ha CBOTBETCTBMETO MM C IIPMIIOXKEHMA OT ydaCTHMKA
onuc. KommucuaTa KOHCTATHMpa CBOTBETCTBME Ha I[IpPenCTaBeHUTE HOOKYMEHTU U
n30pOEeHNUTE B NOPUJIOXKEHMS OT YUYaCTHUKA OIUC.

KomucusaTa OPpUCTEBIM KBM pas3IVIeXnaHe Ha LOOKyYMEHTMTE B OIaKOoBKaTa 3a
CBOTBETCTBUE C KPUTEPUUTE 3Ba HOOOOP M M3BMCKBAHMATA S8a JWYHO CBLCTOSHUE,
[IOCTaBEHM OT BL3JIOXMTENS.

[Ipy wusBBLpHLeHaTa [OPOBEepKa 3a HaludMeTOo U pPeloBHOCTTA HAa [IPpelCTaBeHUTE OT
YyU4aCTHMKA ILOOKYMEHTH, KOMUCHATA CuUMTa, 4Ye CBIMAT € I[IpencTaBuJl BCHUYKY,
M3UCKBAWYM Ce€ OT BBIAOKUTEJS OOKYMEHTM, OTIOBAPS Ha KPUTEPMUTE My 3a OoIdop
¥ WSUCKBAHUATA 3a JUYHO CBCTOAHME M Jonycka obepTara My OO OleHsSBaHe U
KjacupaHe =a JIII o OII N 1.32.

2. B onakoBka, Cc BXx.M 02/16.09.2016 r., menosmupaHa B 09:30 u. or ,TBPTOBCKA
JIUTA HAIMOHAJIEH AINTEYEH LUEHTEBEP” AN, EMK 030276307, cBbC cemanume u ajpec Ha
ynpaBJeHue Tp.Codus, 1172, ©paron WsarpeB, Oyiu. “T .M, OoummuTpoB” W 1,
NpenCTaBJABaHO oT TakBop Boxoc Boxocad ¥ ToHM WMOHKOB BEHKOB — BaelHO U
IIOOTHOEJIHO, Upes VYIBJIHOMOUEH IOpencTaBures OMaHa 3OpaBKoOBa 3aliosHas, Cce
CBIBPXA: eIHa Ianka C »OOKyMeHTHM 3a nondop, mOBe Ialku — TeXHUUYECKO
NpensjiokKeHre Ba MIMBJIHEHME Ha HNOopbhUYKaATa M OBa OTIOeJHM IaMka - Ilpennmaranu
LeHOBU NapameTpu =3a JIII, KaxkTOo Claensa:



AngroMo- MexayHapoAHO HenaTeHTHO I'IporHoaHM_
Ne Tepaﬂ?z;%;?HKOA HaumeHoBaHue /INN/ liekapeTeexa hopms MEREE KONU4ecTBa
on 1 - Qumocmamuuu
30* LO1XX28 Imatinib nepopanHa gopma mg 2 160 000
49 LO1XC21 Ramucirumab napeHTepanHa opma mg 48 000

TpuMa OT UYJN€HOBETE Ha KOMMCHATAa Doanmcaxa IIJIMKOBETE C LEeHOBUTEe IllapaMeTpUu U
BCHMUKM IJOKYMEHTU B TeXHUUECKUTE NPEenJOoXeHUA 3a UBNBJIHEeHMEe Ha IopBYKaTa.

BomemmaT BsacemaHUMEeTO OIIOBeCTM MOOKYMEHTUTE,

ceOBpXamM Cce€ B OllakoBKaTa Ha

ydaCTHUKAE M M3BLPIM [NIPOBEPKa Ha CBOTBETCTBUETO MM C TIPUJIOXEHMA OT ydaCTHMKa

onuc.

KOHCTaTHpa CBOTBETCTBME Ha IIpelCTaBeHUTE
n30poeHUTEe B IPUIIOXKEHUA OT ydaCcTHMKA OIMUC.

KoMmucusiTa NOPUCTEIM KBM pPas3IlyiexnaHe Ha OOKYMEHTUTE 3a
KpUTepuuTe Sa [nomdop U UBMUCKBaHMATA 3a JIMYHO CBCTOAHUE,
Bea3joxuTesnd.

Kommcusara

OOKYMEHTU

u

CBOTBETCTBME C
IIOCTaBEHNU

oT

llpy m3BBLPUIeHATa IIPOBEepPKa 3a HaJudmeTro U PEenooBHOCTTa Ha IIpencraseHmTe OT

yY4yaCTHUKA

IOOKYMEHTHU,
UBUCKBAIM CE& OT BDb3JIOXUTENA IOOKYyMEHTH,

KOMMCUATA

cumTa,

ue CBIIMAT e

npencTaBui
OoTroOBapa Ha KpPUTepumuTe My 3a nondop

BCUYUKH,

M WMSMCKBAHMATA Ba JUUYHO CBCTOSHME M Ooldycka odepraTa My OO COLeHABaHE U
KJIacHpaHe Mo obepupaHmTe HOMeHKJIaTypu JII.

3. B onakoBka,

AL,

yia.”Car Credano”

MuHuerpa MuHueBa-EFasoTeBa,
MJIM BCUUKKU 3aenHo,

c BXx.N 03/17.09.2016 1.,
EVK 102227154,

M 28,

IpelcTaBJsaABaAHO
T'eopru IleTrkoB Baszores -
upes yHI'BJIHOMOUEH NpencraBuTes Pajo CraHkos Kapuee ce

oT

nemnosupana B 08:55 u.
CBC cemjajume U anpec Ha ylhpaslieHue Tp.Byprac,
Daumen JoOeHOB

HaM-MaJiKo

oT

PanyJsios,
OoBaMa OT TaAX

+PAPKOJ"
8000,
Tauga

CbObpXa : ellHa Iallka C IOOKYMEHTHU 34 HOH60p, oeBpeT KOMIJIEKTa TeXHNUeCKO
npenjioxeHre 3a MBNOEBJIHEHMEe Ha IIopbhUKaATa U HOeBeT oOTIOeJIHN IIJIUKa — HpeHHaPaHM
IeHOBM napameTpu =a JII, KakKTO CJenBa:
N ARANOMO: MexayHapoiHO HENaTeHTHO [porHosHm
¢ Tepan?Z;Q;FHKOA HanmeHoBaHue /INN/ Nexapcraena gopua M#pxa KonuyecTsa
o1 1 - Qumocmamuyu
7 VO3AF03 Calcium folinate napeHTepanHa dopma mg 1 000 000
9 LO1XAO02 Carboplatin napeHTepanHa gopma mg 500 000
21 LO1DB03 Epirubicin napeHTepanHa opma mg 110 000
33 LO1XX19 irinotecan napeHTepasnHa copma mg 120 000
64 LO1CAO04 Vinorelbine napeHTepanHa gopma mg 16 000
011 2 - Onuamu
1 NQ2AEO1 Buprenorphine nnactup microgram/h 98 000
3 NO2ABO03 Fentanyl nnacTup microgram/h 110 000
7 N0D2AAQ5 Oxycodone capsules, hard mg 300 000
9 N0D2AAQ06 Oxycodone prolonged release tablets mg 300 000
TpMMa OT UJIeHOBETEe Ha KOMMCUATA [Iognmcaxa IJIUMKOoBeTe C LEeHOBUTE napamMeTrTpu M

BCUUKM HOOKYMEHTM B TeXHUMUECKUTEe MNPpeIJIOXeHMA 34 UBIIBJIHEHUE Ha IIopbBYKaTa.

OOKYMEHTU

n

CBbOTBETCTBUE C
IocTaBeHM OT

BomemysaT BacelaHMeTo OIOBeCTM IOKYMEHTHUTe, ChabpXauu ce B OllakoBkKaTa Ha
yU4aCTHUKA M U3BBLPUM IPOBEPKa HA CBHBOTBETCTBUETO MM C HNPUJIOXEHMUA oT y4dacCTHUKA
OnucC. KomMucusaTa KOHCTaATHMpa CBHOTBETCTBME Ha NPefCTaBEHUTE

n3BpPOeHUTE B NPMIIOKEHMS OT ydacCTHMKa OmuncC.

KoMucusaTa OpUCTBIM KBM pasTjexnaHe Ha »OOKyMEeHTUTe 3a

KpUTepuuTe 3a nombop ¥ M3KUCKBaHMATA 34 JUYHO CBCTOSHUE,

BbRyoxuresid.



lpy MBBLpPLIEHATa [IPOBepKa 3a HalMuMeTOo U pPeNOoBHOCTTAa Ha NpelcTapeHuTe OT
YYacCTHMUKA OOKYMEHTM, KOMMCHATa CuuTa, dYe CbBUMAT € OPencTaBuy BCHMYKN,
MSMCKBAWM Ce€ OT BL3JIOXMTENR NOKYMEHTM, OTTOBAapsa Ha KPUTEpUMTE My 3a nomoop
M MBUCKBAHMATA S8a JMYHO CBLCTOAHME M [ONyCcKa odepTraTa My OO OUeHABAHE U
KJacupaHe Nno odpepupaHuUTe HOMEHKJIATYpu JII.

4. B omakopka, c Bx.N 04/17.09.2016 1., gmenosupaHa B 09:00 u. or ,COJIOMEL™
EOOL, EVK 832018046, cwc cemanume M ampec Ha ynpasjenue rp.Codusa 1618,
%.K.BbrCTOH, yi.Kasbex 49, npencraeissaHo oT I'eopru VBanoB IlaHOB -
yOpaBMTe], Ce CbIbpXKa: eOHa Nanka C JOKYMeHTM 3a [nomdop, OCeM KOMIIeKTa
TEeXHUUECKO I[peNjioXeHMe 3a MBI'bJIHEHMEe Ha I[opbhbuKaTa M OCeM OTOEeJHU [IMKa -
[lpenmarauM lIeHOBM napaMeTpu 3a JII, KakTo ciuensa:

AHATOMO- MexayHaposHO HenaTeHTHO MporHosHn
Ne Tepa"?;;@f“ koA HauMeHosaHue /INN/ Nekapcreena dopma Mnpxa KonuyecTBa
on 1 - Qumocmamuuyu
3 | LO1XX44 | Aflibercept napeHTepanHa gopma mg 36 000
6 |L01CDO04 | Cabazitaxel napeHTepanHa gopma mg 2 160
12* | LO3AA COLONY STIM. FACTORS napeHTepanHa gopma MIU 16 000

Filgrastim Lenograstim
30* | LO1XX28 | Imatinib nepopanHa gopma mg 2 160 000

OTHER ANTIANEMIC PREPARA-

40" | BO3XA | 11oNS Erythropoetin Darbepostin | "2PerTepanta gopwa ) DDD 3500
47 | L0O1BAQ4 | Pemetrexed napeHTepanHa dopma mg 420 000
53 | LO1AX03 | Temozolomide nepopasnHa gopma mg 200 000
60 | LO1XE12 | Vandetanib nepopanHa gopma mg 108 000

TpuMa OT UJEHOBETe Ha KoMMCuUATa [NoAnMcaxa IUIMKOBeTe C LEeHOBUTE NapaMeTpu U
BCUMUYKM IOOKYMEHTM B TEeXHMUYECKUTE NPeNJIOKEeHMS 3a MIBIBJIHEHUE Ha IIophdYKarTa.
BomemmaT BacelaHMeTo OMNOBeCcTM IOKyMEHTHTe, CbOobpXamu ce B OllaKkoBkKaTa Ha
yYacTHMKA U MBBBPWM [IPOBEPKa Ha CBOTBETCTBMETO MM C NPWJIOXEHMA OT ydacCTHUKA
ommc. KoMucmusaTa KOHCTATHUpa CBOTBETCTBME Ha [NOpelCcTaBeHUTE HOKYMEHTU U
n30poeHUTEe B HNPUJIOKEHMA OT ydJacCTHMKa OINC.

KoMycuaTa OPUCTHIM KBM pasyexiaHe Ha OOKYMeHTMTe 3a CBOTBETCTBME C
KpUTepuuTe 3a [NomOOp ¥ WMBUCKBAHMATA 3a JMYHO CBCTOsAHME, MOCTaBeHM OT
BoaaoxuTess.

[lpy wu3BLPLIEHATaA NOPOBEpPKa 3a HaJMUMeTO M PEeNOBHOCTTA Ha MpelCTaBeHWUTE oT
yyacTHMKA [OKYMEHTM, KOMUCHATA CuUMTa, UYe CBIUMAT €& NpeAcTaBMyl BCUHEKH,
UBUCKBAIM Ce OT BbBIOXKMTEJS IOKYMEHTHM, OTITOBapsa Ha KPUTEpUUTE My 34 nonbop
M UBUCKBAHMSATA 23a JUYHO ChLCTOAHME M OOomnycka odpepraTa My OO OLEHABAHE U
KJlacupaHe no obepmpaHmMTe HOMeHKIaTypu JlI.

5. B omakoska, c Bx.N 05/17.09.2016 r., gmenosupadHa B 09:10 u. or +SAPMHET™
A, EUWK 202513217, cBC cenmaauille M aipec Ha VYIpaBJIEHNE Tp.Bapua 9020,
ByJs.Penybnuka, cTrpaga Ha MI MranocT, NPenCTaBjIABaHO OT Becka CmoacoBa
Mapemka -~ W3IBJIHMTEJEH MOUPEeKTOp, Ce ChOBpXa: eIHa nanka C IOKyMEeHTH 34
nonfop, HeceT KOMIJIEKTa TEeXHMUECKO NpelJIOXKeHMe 3a MBNBJHEeHNE Ha IopbhdkaTa U
TeceT OTIENIHM NJMKa — llpemjaraHu UEeHOBM NapamMeTpm 3a JII, KakKTo CJenBa:

AHaTomo-
e oo | Meranamo e | pesprsea sops wpia | e
oIl 1 - Qumocmamuyu
11 | LO1XAO01 | Cisplatin napeHTepanHa gpopma mg 110 000
15 | LO1XE23 |Dabrafenib nepopanHa gopma mg 432 000
| 24 | LOIXE10 |Everolimus nepopanHa gopma mg 32 400




25 | LO1BCO2 | Fluorouracil napeHTepanHa gopma mg 6 250 000
26 | LO1XEOQ2 | Gefitinib nepopanHa cdopma mg 270 000
34 | LOMXEO7 |Lapatinib nepopanHa gopma mg 1260 000
- . owder for suspension
39 | HO1CB02 |Octreotide ?Or injection + golvent mg 4 500
45 | LO1XE11 |Pazopanib nepopanHa hopma mg 2 880 000
47 | LO1BAO4 | Pemetrexed napeHTepasnHa gopma mg 420 000
68 | LO1XC18 |Pembrolizumab napeHTepanHa dopma mg 3 600

TpMMa OT YJIEHOBETE Ha KOMMCHATA NOANMCaxa IJIMKOBETe C ILEHOBUTE NapaMeTpu U
BCHMUKM IOOKYMEHTM B TeXHUUYECKUTEe NpelJIOXKEeHUA 3a M3IBJIHEeHMEe Ha IIophYKaTa.
BomemmaT 3acemaHMeTo OINOoOBeCTH OOKYMEHTMTe, ChObpXalM Cce& B OIaKOoBKaTa Ha
YUAaCTHUKA M USBLPULIM NPOBEpPKa Ha CBOTBETCTBUETO UM C HNPMIIOKEHUA OT y4uaCTHIMKA
onuc. KommcusaATa KOHCTaTupa CBOTBETCTBME Ha NpPelCcTaBeHUTE DHNOKYyMEHTH U
n30poeHUTEe B NPUIOKESHUA OT ydaCTHMKA OINMC.

KoMmcusaTa OPUCTBIM KbBM pasDjexigaHe Ha OOKYMEHTUTe 3a CBOTBEeTCTBME C
KPpUTEpUMTe Ba 0o48op M M3MCKBaHMATA 3a JMYHO CBCTOAHME, IOCTaBeHM OT
BE3JIOXMUTRJIS.

llpy uW3BLplleHaTa [IPOBEepKa 3a HalMuMeTOo U PeHOBHOCTTa Ha NpeAcTaBeHuTe OT
YyU4aCTHMKE MHOOKYMEHTM, KOMMCHATa CcuMTa, UYe CBrIMAT € [OpencrTaBuyl BCUEKHU,
USUCKBAIM Ce OT BoajoxmuTesd OOKYMEHTM, OTIOBAapsA Ha KpUTepuMmuTe My 3a noncop
M MBUCKBAHMSATA 3a JIUYHO CBLCTOSHME UM [Oooycka obdepTraTta My HO OLSHABAHE U
KJacupaHe 10 odepupaHmTe HOMeHKIaTypm JII.

6. B omakoBka, C Bx.N 06/17.09.2016 v., nemosupana B 09:13 u. or ,COPAPMA
TPEMIMHT” AN, EMK 103267194, cbc cejamume M aApec Ha ynpasienue Ip.Codusd,
pation ,WsrpeB”, yu.”Jlbuesap Cranuen”, N5, Codapma BusHec Taywpc, crpana
LA”, er. 12, nmnpexncraBiaaBaHo oT JuvmuTbp I'eoprueB IMMUTPOB-UBII'BIHUTEJIEH
IMPEKTOpP, 4Ypes YIBIHOMOULEH mnpencTasuTes TuxoMmup Hukojos Kojes, ce& CBABPXA:
enHa nanka C JOKyMEHTM 3a nomadop, TPUISCET KOMIUIEKTA TEXHMYESCKO INPpeIJIOXeHUES

3a UBIBJHEHUE Ha IIopbdKaTa M TpuraecetT oTIOoeJIHM [JIMnKa -— Hpe,JIJ'IaI‘aHM LIEHOBU
rnapaMeTp 3a HH, KakTO CJIeIBa.
N AMETOND- Memp,yHapop.Ho HenaTeHTHO HanMeHoBaHue ﬂporHosHm
o | TepaneBTHYEH JINN/ NekapcTeera dopma Mspka (ERAUEETEa
koA /ATC/
on 1 - Qumocmamuyu

1 LO2BX03 | Abiraterone acetate nepopanHa dopma mg 5400 000
2 LO1XE13 | Afatinib nepopanda gopma mg 60 480
3 LO1XX44 | Aflibercept napeHTepanHa popma mg 36 000
4 LO1XE17 | Axitinib nepopanHa dpopma mg 13 440
6 L01CD04 | Cabazitaxel napeHTepanHa opma mg 2 160
13 | LO1XE16 | Crizotinib nepopanHa gopmMa mg 360 000
156 | LO1XE23 | Dabrafenib nepopanHa gopma mg 432 000
17* | MO5BX04 | Denosumab napeHTepanHa gopma mg 58 000
24 | LO1XE10 |Everolimus nepopanHa gopma mg 32 400
26 | LOTXEQ2 | Gefitinib nepopanHa gopma mg 270 000
34 | LO1XEQ7 | Lapatinib nepopanHa gopma mg 1260 000
39 | HO1CBO2 |Octreotide ?c‘)’r"‘l’gzrc{gnsfggnse‘gt“ mg 4 500
40* BO3XA .?l—lc_)'}l\lESR é‘g;‘g’;gxﬁ:ﬂ?& eiﬁzgr\w napeHTepanHa opma DDD 3500
44 | LO1XCO08 |Panitumumab napeHTepanHa dopma mg 54 000
45 | LOIXE11 |Pazopanib nepopanHa copma mg 2 880 000
| 46 LO3AA13 | Pegdfilgrastim napeHTepanHa dopma mg 576




50 | LO1XEOQ5 |Sorafenib nepopasnHa gopma mg 4 838 400

51 LO1XEQ4 | Sunitinib nepopanHa gopma mg 300 000

53 | LO1AX03 | Temozolomide nepopanHa dopma mg 200 000

54 | LO1XE09 |Temsirolimus napeHTepanHa gopma mg 7200

56 | LO1XX17 | Topotecan nepopanHa gopma mg 240

60 | LO1XE12 |Vandetanib nepopanHa cgopma mg 108 000

67 | LO1XX41 | Eribulin napeHTepanHa gopma mg 320

68 | LO1XC18 |Pembrolizumab napeHTepanHa gopma mg 3600

oIl 2 - Onuamu

5 N02AAO01 | Morphine napeHTepanHa opma mg 300 000

8 N02AAO05 | Oxycodone modified-release tablets mg 1 500 000
Oxycodone hydrochloride / Naloxone tabl.10m

10 | NO2AA55 hydrochloride nepopanHa gopma g/5mg 8 900
Oxycodone hydrochloride / Naloxone tabl.20m

11 NO2AA55 hydrochloride nepopanHa dopma g/10mg 36 000
Oxycodone hydrochloride / Naloxone tabl.40m

12 | NO2AA55 hydrochloride nepopanHa gopma g/20mg 17 000

13 | N02AX02 | Tramadol nepopanHa gopma mg 1 500 000

TpuMa OT UYJEHOBETE HAa KOMUCMATA [OoAnMcaxa IUIMKOBeTe C LeHOBUTE napamMeTpu u
BCUUKM NOKYMEHTM B TEXHMUECKUTE NPeNJIOKEeHMs 3a M3N'BJIHEHME Ha IIophdKaTa.
BomemmsaT BacelaHMeTO ONOBeCTM NOKYMEHTMTe, ChObpXamy ce B OINakoBKaTa Ha
vyaCTHMKA U USBBPULM [IPOBEpPKa Ha CBOTBETCTBMETO UM C INPUIOXEHMA OT ydyacTHUKA
oomc. KomMcusaTa KOHCTaTHpa CBOTBETCTBME HAa IPeNCTaBeHMTE ITOOKYyMEeHTM U
u30pOEeHNUTEe B NPUIIOKESHUA OT ydacTHUKA ONUC.

KoMMcMsaTa NOPUCTBIM KBM pasIyexmaHe Ha OOKyMeHTMTe 3a CBOTBETCTBUE C
KpuTepuMmuTe B3a nombop U MBUCKBAHMATA 3a JIMUHO CBCTOAHKUE, nocraBeHu OT
Be3JIOXUTENA.

llpy Wu3BLPLEHATA NOPOBEPKa 3a HaJIMuMeTO U PenoBHOCTTa Ha npelncraBpeHnuTe OT
YUaCTHMKA MOOKYMEHTM, KOMMCMUATA CuuTa, UYe CBIMAT € IpeACTaBuI BCUUKM,
UBUCKBAIM Ce OT BB3JIOXMUTENd LOOKYMEHTH, OTTrOBapsa Ha KPpUTEepuuTe My 34 nondop
U WBRMCKBaAHUATA Ba JUYHO CBCTOAHME U HOONycKa odpepTara My nOO OLEHABaHEe U
KkjacupaHe no odepupanuTe HOMeHKyIaTypu JII.

7. B omnaxkoBka, c Bx.N 07/17.09.2016 r., penosupaHa B 09:16 u. or ,MC ®APMA”
AL, EMK 130861077, cBC cemamuume 1 aIpec Ha YylIpabBJieHMe: rp.Codus, 1618,
parorn OBua KkymeJ, yia.”BemnssHe” N 35, mnOpencraBiIABaHO OT KanosH ACEHOB
ApCEHOB — WBIBJIHUTEJEH IMPeKTop, ce CbhappXa: efHa [allka ¢ OOKYMEHTU S3a
nonfop, ChOBPXKAMA M TEXHMYECKOTO MNPeAJIOKeHMe 3a WMSIBJIHEeHME Ha nopbukaTa u
oTmesieH MMk — llpemlaraHu LeHOBM HapaMmeTpu 3a JlI, KakKTO cilelBa:

Anaromo- MexayHapOAHO HENaTEHTHO HaumMeHoBaHue MporHosHu
Ne | TepaneBTu4eH JlekapcTeeHa opma Mspka
/INN/ Konu4ecTsa
xog, /ATC/
ofl 1 - Qqumocmamuyu
63 1 LO1CA02 | Vincristine napeHTepanHa cbopma\ mg \ 80

TpruMa OT WJIEHOBETEe Ha nognmucaxa IJuka C LEHOBUTE napamMeTpmu M OOKYMEHTUTE,
CHCTABJABAIM TEXHUUECKOTO NpeNJIOXeHUE.

BopmemmaT BacelaHMeTO OIOBECTU IOIOKYMEHTUTE, CbOobBpXamm ce B odpepTara Ha
ydJaCTHMKa M MBBBPIN NpoOBEPKa Ha CHLOTBETCTBMETO UM C IIPMIOXEeHUA OT YuaCTHUKA
onuc. KomMmucudara KOHCTaTHpa CBEOTBETCTBUE Ha npelacTapeHnUTe JOKYMEHTU u
MB@poeHMTe B NPUJIOXECHUA OT ydaCTHMKa OIlucC.



Kommucusara
Kpurepnuure
BeBJIOXUTENA,

IPMUCTBIN

KBM pasrjexijgaHe

3a HOH@Op U U3MCKBaHUATa 38 JIUYHO

OOKYMEHTUTE 3a

CBLCTOAHUE,

CBOTBETCTBUE
IIOCTaBEHNU

Cc
oT

[Ipy wms3BBPUEHATaA IPOBepka 23a HalMuMeTOo M PeHnoBHOCTTA Ha npengcrapeHuTe OT

y4aCcTHUKE

OOKYMEHTH,
UBUCKBAUM Ce OT BBRJIOXUMTENA ILOKYMEHTH,
¥ WU3SKUCKBaHUATAa Sa JUYHO CBCTOAHME U LONyCKa

KOMUCHATA

KjjacupaHe sa JII no OII M 1.63.

8. B omaxkoBka,
oox,
paitoH MiamocT,
Boumna, eT.5,

Benuzap AHTOHOB Jparoep - ynpaBuUTeNu,

nonodop,

%.x.TopyBusaHe,

c Bx.N 08/17.09.2016 1.,
EVMK 131268894,

JITI, kakToO cCJenBa:

cuMTa, Ye CBIUAT e
oTroBapsa Ha KpPUTepUUTe My 3a Noadop

opepTaTa My IO OleHABaHE U

ce CBOBpXa:

npencraBWil

nenozsupasa B 09:20 4. or
CBC ceIanMue M amgpec Ha yhnpabieHue 1p.Codusd,
By .”CamokoBCcko moce’” N 2JI,
NpenCcTaBJABAHO BaemgHO M IOOTIEJHO OT EMmun AJNEKCaHIPOB IJaHer u
enHa mnarnka C OOKYMEHTHM 34
TpUOECET M TPM KOMIJIEKTa TEeXHMYEeCKO MNpelJoXeHUe 3a W3NbJIHEHME Ha
nopbuykaTa M TpUISCeT U TpM OTOESJIHM IJIMKa

BCUYKH,

MEIEKC"

1138,

TEPTOBCKK LEHTBP

- IpenjaraHu LEHOBM NapaMeTpu 3a

Ne AHatomo- MexayHapojHO HenaTeHTHO HauMeHoBaHue MporHo3xun
o | TepaneBTUYEH JINN/ JNlekapcteeHa opma Mspka KonuyecTEa
koa /ATC/
orn 1 - Qumocmamuuu
3 LO1XX44 | Aflibercept napexTepanHa gopma mg 36 000
4 LO1XE17 [ Axitinib nepopasnHa popma mg 13 440
6 LO1CD04 | Cabazitaxel napeHTepanHa opma mg 2 160
8 LO1BCO6 | Capecitabine rnepoparnHa cdopma mg 40 000 000
10 | LO1XCO08 |Cetuximab napeHTepanHa opma mg 250 000
11 | LO1XA01 | Cisplatin napeHTepanHa gopma mg 110 000
12 | LO3AA gi%‘;;)s';‘i:] f;“é'é;’:ﬁn:o'qs napenTepanta dopma |  MIU 16 000
13 | LO1XE16 | Crizotinib nepopanHa gpopma mg 360 000
18 | LO1CDO2 | Docetaxel napeHTepanHa copma mg 80 000
19 | LO1DBO1 | Doxorubicin hydrochloride foc;";?s:bggﬂfr”iﬁfﬁgm mg 20 000
20 | LO2BB04 |Enzalutamide nepopanHa gopma mg 537 600
25 | LO1BCO2 Fluorouracil napeHTepanHa dopma mg 6 250 000
27 | LO1BCO5 |Gemcitabine napeHTepanHa copma mg 1 300 000
30 | LO1XX28 |Imatinib riepopanHa gopma mg 2160 000
35 | LO3AA14 | Lipegfilgrastim napeHTepanHa cdopma mg 576
36 | LO1DCO3 | Mitomycin napeHTepanHa gopma mg 15 000
40 BO3XA '?II)I_ILESR ég;ﬁgfgffé‘?f;ﬁi{? n napeHTepanHa dopma DDD 3500
41 LO1XA03 | Oxaliplatin napeHTepanHa gopma mg 130 000
47 | LO1BAO4 |Pemetrexed napeHTepanHa opma mg 420 000
50 | LO1XEO5 | Sorafenib nepopanHa cdopma mg 4 838 400
51 LO1XEO4 | Sunitinib nepopanHa gopma mg 300 000
52 | LO1BC53 | Tegafur/gimeracil/oteracil nepopanHa gopma D(?;sl,gas)t;ll 3024
,omg
53 | LO1AX03 | Temozolomide nepopanHa gopma mg 200 000
54 | LO1XEO9 | Temsirolimus napeHTepanHa opma mg 7 200
60 | LO1XE12 |Vandetanib nepopanHa gopma mg 108 000
66 | MO5SBAO08 | Zoledronic acid napeHTepanHa gopma mg 5300
67 | LO1XX41 |Eribulin napeHTepanHa gopma mg 320

oIl 2 - Onuamu




2 NO2AAO08 | Dihydrocodeine nepopanHa dopma mg 1000 000

4 N02AB03 | Fentanyl Sublingual tablet microgram 160 000

8 NO2AAQ5 | Oxycodone modified-release tablets mg 1 500 000
Oxycodone hydrochloride / Naloxone tabl.10m

10 | NO2AA55 hydrochloride nepopanHa copma g/5mg 8 900
Oxycodone hydrochloride / Naloxone tabl.20m

11 | NO2AA55 hydrochloride nepopanHa copma g/110mg 36 000
Oxycodone hydrochloride / Naloxone tabl.40m

12 | NO2AA55 hydrochloride nepopanHa gopma g/20mg 17 000

TpuMa OT UJIeHOBETEe Ha KOMMCUATA [IoOnMcaxa I[IJMKOBEeTe C LIeHOBUTE IlapaMeTpu u
BCUUYKM OOKYMEHTM B TEXHUUECKUTE NPEeNJOXEeHUA Ba MSBIBJIHEeHMEe Ha NopbyKaTa.
BomeuyAT 3BacelaHMETO ONOBECTM HOOKYMEeHTUTe, ChIObpXamly Cce B OlaKoBKaTa Ha
YY4aCTHUKA UM M3BBPUM ONPpOBEepKa Ha CBLOTBETCTBUETO MM C MNPUIIOXEHMA OT YyUYaCTHMKA
omumc. KommcuATa KOHCTaATUpa CBOTBETCTBUME Ha OpelCcTaBeHUTE HOOKYMEHTU U
U3OPOEHUTE B MPUJOXEHMS OT YUYaCTHMKAa OIMC.

KomMucraTa MNPpUCTEIM KBM pasIlUiexIaHe Ha JOKYMEHTHMTEe B3a CbhbOTBETCTBUE C
KpUTepunuTe Ba 0o0m00p M MBMCKBAHMATA 3a JUYHO CBCTOSAHUE, I[OCTABEHM OT
BraJjioxuTens.

[Ipu wMu3BBLpImeHATa IMIPOBEepKa 3a HaIMUMETO M PeOOBHOCTTA Ha IIPelCTaBeHUTe OT
Yy4aCTHUKaE [OOKYMEHTM, KOMUCHATA CUMTa, UYe CBhUMAT & IOpPencTaBuJl BCUYUKHY,
M3UCKBaAMM C& OT BB3JOXUTENA OOKYMEHTHM, OTIOBAPHA Ha KPpUTepuMuTe My 3a nouadop
M U3MUCKBAHMATA 3a JMYHO CBCTOAHME M LOONycka odpepraTa My OO OlLEHSABAHE U
KJlacupaHe 1o obdepupaHuUTe HOMeHKJIaTypmu JIII.

9. B onakoeka, ¢ Bx.NM 09/17.09.2016 r., genosupaHa B 09:24 u., or ,TOI
XOCIIUMTAJI CBPBUC” AN, EUK 202161036, cBC cepajmue M aIpec Ha YIpaBJeHUue
rp.Codpua, 1407, partorn Joszenel, yia.”depHu Bpwx” W 47, nDpencraBjasgBadHo oOT
UBaljo BjparosecToB bBaTmHkOB M [BerTaH MBaHOB JIMMUTPOE — B3aemHo, ypes
YII'BJIHOMOWEHUSA MBNBJIHUTEJEH IMPeKTOp Meanyino BaTMHKOB, Ce CBHOBPXA: eInHa [1alka
C JOOKYMEHTM 3a Nondop, CemeM KOMIIJIeKTa TeXHUYECKO MNPEeIJIOXKEeHME Ba UIIIbJIHEHUES

Ha noprdkKaTa M ceimeM OTIOeJIHM IIJIMkKa - HpenﬂaraHM LUEeHOBM IllapaMeTpM 3a .HH,
KaxKTO CJenBa:
Ne Te:)\::-erlgrmzeﬂ Mexﬂyl:lr:ep&u,;ao“:z%a&ﬁ;mo JlexapctBeHa dopma Mspka KgmLHeo;T?;
ko, /ATC/
Ofl 1 - Qumocmamuyu
7 VO3AF03 | Calcium folinate napeHTepanHa dopma mg 1000 000
19 | LO1DBO1 | Doxorubicin hydrochloride | Powd.disp.and conc.for disp.for inf. mg 20 000
20 | LO2EBO4 |Enzalutamide nepopanHa gpopma mg 537 600
34 | LO1TXEO7 |Lapatinib repopanHa gpopma mg 1260 000
35 | LO3AA14 | Lipedfilgrastim napeHTepanHa gopma mg 576
45 | LO1XE11 |Pazopanib nepopasHa gopma mg 2 880 000
50 | LO1XEOS5 | Sorafenib nepopanHa dopma mg 4 838 400

TpuMa OT WJIEHOBETEe Ha KOMUCKHATA NOHANUCAXa IIJIMKOBETE C LEHOBUTE IapaMeTpu U
BCUUKM HOOKYMEHTM B TEXHUYECKMUTE MNPEenJoOXeHUs 13a MSIEBIHeHMEe Ha nopbukara.
BomemmAT SacelaHMETO ONOBECTM ILNOKYMEHTUTe, ChIbpXalll Cce B OINakKoBKAaTa Ha
YUYaCTHUKA UM MIBLPIM NIPOBEpKa HAa CBHOTBETCTBUETO MM C NPMIIOXKEHMS OT ydaCTHMKA
onmuc. KommcuaATa KOHCTATUpa CBOTBETCTBME Ha MNpPeOCTaBeHUTE IOOKYMEHTU U
U30POEHUTE B NPWJIOKEHMS OT ydaCTHMKA ONHUC.

KomucrsaTra NPMCTBIM KBM pasIviexIaHe Ha OOKYMEeHTUTE B8a CBOTBETCTBUE C
KPUTEPHMUTE Ba NOOOOOP U MBMCKBAHMATA Ba JMYHO CBCTOAHUE, I[OCTABEHM OT
Breajioxuresns.

Ipy wumsBBpHEHaTa IPOBEPKa 3a HaJlUUMeTO U pPEeIOBHOCTTA HAa NPeICTAaBEHUTE OT
Yy4JacTHMKE OOKYMEeHTH, KOMUCHATA CUMUTa, UYe ChUMAT e I[OpencTaBUujl BCUYUKHY,



M3MCKBAIM Ce OT BLBJIOXMTENS NOKyMEHTM, OTTOBaps Ha KPUTEPpUUTE My 3a NOomoop
¥ WUBMCKBaHMATAa Ba JMYHO CBCTOAHME U »onycka opeprara My OO OLEHABaHe U
KJlacupaHe MO obepupaHUTe HOMeHKJIaTypu JII.

10. B onakoBka, c Bx.M 10/17.09.2016 r., penosupasna B 09:28 u. or ,EKOSAPM”
EOOX, EMK 130390055, cBC cepajMme ¥ ampec Ha ynpasieHue: Trp. Codus, pamoH
JloseHel, ©OyJy.”Yepun BpBX” W 14, ©65n.3, npeacraBjaaBaHo oOT IleTbp I'PUTOPOB
BejleB - yOpaBuUTeJl, Upes YILJIHOMOIEH NpencrasuTes AnekcaHObpp Tepsues -
THPTOBCKM OUPEKTOP, Ce ChObpXa: elHa [ankKa ¢ JOKYMeHTM 3a nondop, HOBe MalKu
TeXHUUYECKO MNpeljoXeHMe =a W3NbJIHeHKMe Ha [opbuKaTa M HOBa OTIEJHM [LIMKa -~
llpenmaraHu LeHOBM napameTpu 3a JIII, KaxkTo cjaelnsa:

\e TeA:r?;sMMOH-eH Me2xayHapoAHO HenaTeHTHO n — MporHosHM
: Eo,q /ATTC/ HaumeHoBaHve /INN/ exapcTsera popma p Py
orl 1 - Qumocmamuuyu
14 | LO1AAO01 | Cyclophosphamide napeHTepanHa gpopma mg 700 000
29 | LO1AAO6 |Ifosfamide napeHTepanHa dopma mg 1 000 000

TpyMa OT UJIEHOBETE Ha KOMMCHATA NOANMCAaXa IJIMKOBETE C LEHOBUTE NapaMeTpu U
BCUUYKM IOKYMEHTM B TeXHMUECKUTE NPEeNJIOXEeHMA 3a M3MNBJAHSHME Ha IOopbYKaTa.
BomemuaT BZaceladHueTo OIMNOBEeCTU NOKYMEHTMUMTe, ChObpXamM Ce B OIlakoBKaTa Ha
YUACTHMKA UM MUBBLPINM NIPOBEPKa Ha CBOTBETCTBUETO UM C HPMIOKESHUA OT YyHaCTHUKA
onuc. KommcuaATa KOHCTaATHMpa CBOTBETCTBMEe Ha IOpelCcTaBeHUTe HNOKYyMEHTN U
n30poeHUTe B INPUIIOXEHMA OT ydacCTHMKA OINNUC.

KomMmcuara nOpucTBHIM KBM pasIvyiexOaHe Ha OOKyMEeHTUTe 3a CbhOTBeTCTBUE C
KpuTepumTe Ba nopgbop ¥ MBMCKBAHMATA 3a JMYHO CBCTOAHME, IIOCTaBeRM OT
BrsnoxmurTesis.

Mpy wM3BBLpIEHaTa [IpoBepkKa 3a HaJUYMEeTOo M PeOoBHOCTTAa Ha NIpeAcTaBeHUTEe OT
yyacTHUKA OOKYMEHTM, KOMMUCHMATaA CuuTa, UYe CBIMAT € HIPpeACcTaBuUl BCUHUKN,
MBMCKBAIM CE& OT BbRJIOXMTENS IOKYMEHTM, OTI'OBAaps Ha KPUTEpUMMTe My 3a nonoop
M UBMCKBAHUATA 3a JMYHO CBLCTOSHUE M JOOonyckKa odpeprara My OO OLEHABAHE U
KJjacupaHe o obepupaHmuTe HoMeHKIaTypmu JlII.

11. B onakoeka, Cc Bx.N 11/17.09.2016 r., gnenosmpaHa B 09:33 u. or ,AJTA
$APMACKTUKEBIC” EOOH, EMK 175256438, cbCc cegpanuime M ajnpec Ha YHOpaBJeHUe!:
rp.Codus, 1618, paitoH Burowma, BusHec LeHTEP AOAKYC, Bys. "Bwrarapusa" W 118,
er. 2, OpencraBjaAgBaHo oT Topop [Joder JloueB - ylIpaBUTeN, Ype3 YIBIHOMOWEH
npencraeuTes Becka Xexosa Kojsepa, ce chbOBpXa: eIHa Nalka C HOOKYMEHTH 3a
noafop, YeTMpPM KOMILJIEKTa TEeXHUUECKO MIpeJIoXeHMe SBa MBII'BJIHEHNME Ha NOopBuYKaTa
Y 4eTUPM OTHEJHM IUIMKa — llpemjaraHy LeHOBu napaMmerpu sa JII, KaKTO CJenBa:

AHaTOMO-
o MexayHapoAHO HENATEHTHO . MporHosHu
Ne Tes:giz}g% HaumeHosaHue /INN/ NexapcreeHa opMa Mapya KonmyecTea
on 1 - Qumocmamuuyu
- , powder, dispersion and concentrate
19 | LO1DBO1 | Doxorubicin hydrochloride for dispersion for infusion mg 20 000
20 | LO2BB04 |Enzalutamide nepopanHa gopma mg 537 600
35 | LO3AA14 | Lipedfilgrastim napeHTepanHa copma mg 576
49 | LO1XC21 |Ramucirumab napeHTepanHa gopma mg 48 000

TpyMa OT UYJIEHOBETE Ha KOMUCHATA IoOlNKcaxa IIJIMKOBETEe C UeHOBUTE IllapaMeTpu I
BCUUKM OOKYMEHTM B TeXHUUYEeCKUTEe NPENJOXEeHMA 3a M3INBbJIHESHUE Ha IIopBYKaTa.
BomemmaT =3acelaHMeTO OIMOBEeCcTU OOKYMEeHTUTE, ChAbpXall Cce B OllaKOBKATa Ha
YyUJaCTHMKAa M U3BBPUWM IIPOBEPKa Ha CBOTBETCTBMETO MM C MNPUIOXEHMUA OT YydaCTHUKA
omnmnc. Kommcuara KOHCTaTHpa CBOTBETCTBUEC Ha npelgcCTapeHuTe JOKYMEHTN 12t
I/IBGPOGHI/I‘I‘G B IMPMIJIOXEHMA OT YdUaCTHMKA OINC.



KoMucuaTa NOPUCTBIM KBM pasIJlexmaHe Ha LOOKYMeHTUTE 3a CbOTBETCTBME C
KPUTEpUUTE 1Ba Oombop M MBMCKBAHMATA 3Ba JMUYHO CBCTOSHME, [OCTaBeHM OT
Beanoxurenia.

[Ilpy wu3BBplIeHaTa IIPOBEpPKa 3a HaJUUMEeTO M PEeOoOBHOCTTA Ha IpencrabBeHuTe OT
ydacTHMKa IOOKYMEHTHU, KOMUCHSATA CUMUTa, UYe CBIMAT € OPpeICTaBMJl BCHUYKH,
MBMCKBAIM CE& OT BESJIOKUTENS IOOKYMEHTH, OTIOBAapSA Ha KpUTepumTe My 3a nonsop
U UBUCKBAHUATA 3a JMUYHO CBbCTOAHME U IOONyCckKa ogpepraTa My OO OLEHSABAHE U
KJlacupaHe no odepmpaHuTe HoOMeHkJaTypw JIII.

12. B onaxoeka, ¢ Bx.N 11/17.09.2016 r., gmenosupana B 09:35 u. or ,POH
BRITAPUA” EOON, EMK 131279951, cBC cCcepmammme M ampec Ha YylIpaBJeHMUEe:

Tp.Codms, 1618, X.K.MaHaCTUPCKU JMBammM-3amnamn, yJ.Bsano noJe, wle,
npencrabBiaBaHo oT Meromus UYamukOoBCKM, EBTrenuit HukosaeB Hukonos u Esa
BapBapa TpeHma - ynopaBurenu, upes EpreHun HukojgaeB HUKOJIOB U TBPTOBCKU

II'BJIHOMOIHWUEK l"epI'aHa MusiaHOBa BapeBa ce CcBOBPXa: eIOHa Ialka C OOKYMeHTH 3a
non6op, OeBeT IMallkyM TeXHMUYEeCKO IpenyoXeHMue 3a UMINBJIHEeHNe Ha I[IOPBYKATa U

OeBeT OoTOeJIHM nimuka — I[lpenjaraHy LeHOBU napameTpu 3a JII, KaxkTo cjelBa:

AHaTomo-

Ne Tegg:e/:;g/er‘ MexgayHapoaHo Hel}?':lr;e\lr;mo HaumeHoBaHue NekapcTaena dhopma Msipka .ngeocaTHsg

ol 1 - Qumocmamuyu

5 L01XCO7 |Bevacizumab napeHTepanHa dopma mg 756 000

22 | LO1XEOQ3 | Erlotinib nepoparnHa gopma mg 580 000

31 LOSAB0S Interferon alfa napeHTepanHa dopma MIU 3240
LO3ABO5

48 | LO1XC13 |Pertuzumab napeHTepanHa cdopma mg 50 000

57 | LO1XC03 | Trastuzumab 150 MG napeHTepanHa dopma mg 60 000

58 | LO1XC03 | Trastuzumab 600 MG napeHTepanHa gopma mg 324 000

59 | LO1XC14 | Trastuzumab emtansine napeHTepanHa dopma mg 12 000

61 LO1XE15 |Vemurafenib nepopanHa gopma mg 4 900 000

65 | LO1XX43 |Vismodegib nepopanHa gopma mg 160 000

TpuMa OT WJEHOBETe Ha KOMUCHUATA OOINNMCcaxa NJIMKOBEeTe C LUEeHOBMUTE IllapaMeTpu U
BCHMUKM IOKYMEHTM B TEeXHMUECKUTE NPeOJIOXKEHMS 3a MIIBJIIHEHNE Ha [NopbhYKaTa.
BomeummdaT SacemaHMeTo ONoBeCTM LOOKYMeEHTHUTe, ChOBPXAWlM Ce& B OllakoBKaTa Ha
YYacCTHUKA M M3BBPIIM [NPOBEPKa Ha CHOTBETCTBUETO MM C MNPUJIOXEHMA OT Yy4YaCTHHUKA
onuc. KoMmucusaTa KOHCTaTHUpa CBOTBETCTBME Ha NOpencTaBeHUTEe JINOKYMEHTU U
UROpPOEHNTEe B MNIPUJIOXKEHMA OT ydYaCTHMKA ONUC.

KoMucuaTa HOPUCTBIM KBM pPasTiieXxiaHe Ha OOKyMEHTMTEe 3a ChOTBETCTBME C
KPpUTEepUUTEe 2a noadop M UBMCKBAHMATa 3a JMYHO CBCTOAHME, IIOCTaBEeHM OT
BrajioxuTess.

[Ipy u3BBpLleHaTa NPOBEPKa 3a HaAJIMUMEeTO M PpPeOOBHOCTTa Ha IMIpeACTaBeHuTe OT
yJyacTHUKE JOKYMEHTM, KOMMCHATA CuMTa, 4Ye CBIUUMAT € TIpPpencTaBuy BCUYEKM,
UBMCKBAIM Ce OT BL3JIOKMTEs]A OOKYMEHTM, OTTOBAaps Ha KpUTepuuTe My 3a noxdop
M UMBMCKBAHMATA 1Ba JUYHO ChCTOSHME U IOOINyCcKa odpeprara My HO OLeHABaHe U
KJacupaHe no odpepupaHuTe HOMeHKIaTypum JII.

13. B omakoBka, ¢ Bx.NM 11/17.09.2016 r., genosumpaHa B 11:20 u. or ,$BOHHMKC
®APMA” EOOI EMK 203283623, cbC cefanume M aIpec Ha ynpasjeHue: rp.Codusda,
1700, palion CTymeHTCKM, yJ.”OKOJOBpBCTeH OBT”, W 199A, npencrasfigBaHO OT
yOpaBuUTeJauTe Ccu BecenmH BesuukoB KyHes, [Onmran ATaHacCOB Hepmenuer, PamocTuH
Teoprues IuMuTpoB u Tommcias XMBAHOBMY, Ype3 YNBJIHOMOWEHUTE MNPEINCTaABUTENN:
Kpacummup Huxosaes HukosiaeB m JaHuena IlleTrpoBa HukosioBa — 3a€IHO, C€ CBABPXA!
- ernHa namnka Cc OOKyMeHTM =3a [nombop, - OBEe IalkM TEeXHMUeCKO IpelJIoXeHMEe 34a
MBIBJIHEHME Ha Nopbykara — 3a BcAka obocobeHa NO3ULMS OTHAEJNHO, B KOUTO NANKM
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ca nocrTaBeHM OOUO TpUugeceT ™M eOHO TEeXHUYEeCKU NpenyjoXeHnd; -
ormeNnHy nuka — llpennaraHM LEHOBM IlapaMeTpu.

TpuMa OT UWIEHOBETE Ha KOMMCHATA HNoagnmcaxa [JIMKOBETe C LEeHOBUTE IlapaMeTpu U
BCUUKM OOKYMEHTM B TeXHUUECKUTE MNPpeHdJIOXeHMA 34 MBIBJIHEHME Ha II0OPDBYKATA.,
BomemmusaT BSAacemaHMeTOo OMNOBECTM IOKYMEHTUTe, ChObppXamym Ce B OIIaKOBKATa Ha
YUYAaCTHMKA W UBBLPUU OPOBEepKa Ha CBOTBETCTBUETO UM C NPUIJIOXEeHMA OT ydaCTHMKA
onumc. Kommucusara KOHCTaTHupa CBOTBETCTBUE Ha npelCcraBeHUTe IOJOKYMEHTHU n
OOKYMEHTUTEe, TaKa KakKTOo Cca MB@poeHM, B [OPUNOXEeHUA OT ydacCTHMKaA OINC.
KoMmmcusira yCTAaHOBUM:

TpugeceT

1. Y4YacCTHUKBT

e nomwaHua B EEJIOI, Yact Bropa, pasgen A-Mudopmauusa 3a
MKOHOMMUECKUS ONeparTop, ue nonaka opepra 3a caepnure JIIT
Ne TeQ:r?engrwoqu WSKayMAPORHD Her}mﬁ;mo HAUMSHOSETIIS NekapcTteeHa opma Mspka lg?_l 3:“;;1";
koa /ATC/
on 1 - Qumocmamuuyu
2 LO1XE13 | Afatinib nepoparnHia gopma mg 60 480
3 LO1XX44 | Aflibercept napeHTepanHa gopma mg 36 000
4 LO1XE17 | Axitinib nepopanHa dopma mg 13 440
6 LO1CDO04 | Cabazitaxel napeHTepanHa copma mg 2 160
7 VO03AF03 | Calcium folinate napeHTepanHa gopma mg 1 000 000
10 | LO1XCO06 |Cetuximab napeHTepanHa opma mg 250 000
13 | LO1XE16 | Crizotinib nepopanHa opma mg 360 000
15 | LO1XE23 | Dabrafenib nepoparnHa gopma mg 432 000
19 | LO1DBO1 | Doxorubicin hydrochloride P?gddif;gfgfsﬁ’}g 00| mg 20 000
21 L01DB03 | Epirubicin napeHTepanHa dopma mg 110 000
24 | LO1XE10 |Everolimus nepopanHa dpopma mg 32 400
25 | LO1BCO2 | Fluorouracil napeHrepanHa dopma mg 6 250 000
26 | LO1XEO02 | Gefitinib nepopanHa gopma mg 270 000
28* | MO5BAQ6 | Ibandronic acid napeHTepanHa gopma mg 900
34 | LO1XEOQ7 |Lapatinib nepopanHa dgopma mg 1260 000
37 | LO1DBO7 | Mitoxantrone napeHTepanHa opma mg 480
cteri is B
38 | LO3AXO03 I\ggggﬁufg:m ggg'?eggm) napeHTepanHa opma mg 6 000
. ion
39 | HO1CBO2 |Octreotide ?g’r‘"ﬁz for suspenslon | mg 4500
42 | LO1CDO1 |Paclitaxel napeHTepanHa cdopma mg 330 000
45 | LO1XE11 |Pazopanib nepopanHa gopma mg 2 880 000
47 | LO1BAO4 | Pemetrexed napeHTepanHa gpopma mg 420 000
50 | LO1XEO5 | Sorafenib nepoparnHa gopma mg 4 838 400
51 LO1XEOQ4 | Sunitinib nepopanHa gopmMa mg 300 000
54 | LO1XEQ9 | Temsirolimus napeHTepanHa gopma mg 7 200
56 | LO1XX17 | Topotecan nepopanda gopma mg 240
60 | LO1XE12 |Vandetanib nepopanHa gopma mg 108 000
66 | MO5BAQ8 | Zoledronic acid napeHTepanHa opma mg 5300
67 | LO1XX41 | Eribulin napeHTepanHa dopma mg 320
68 | LO1XC18 |Pembrolizumab napeHTepanHa gopma mg 3600
0n 2 - Onuamu
9 NO2AAQ6 | Oxycodone prolonged release tabl. mg 300 000
13 | NO2AX02 | Tramadol nepopanHa cgopma mg 1 500 000
2. 3a BCUUYKN IIOCOYEHN B TabauuaTa no—rope JIII ca npencraBeHMu OTHneJsiHn

KOMIIJIEKTM TeXHMUeCKU INPpeOJIOXCHUA;
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3. JunceBa npencTaBeH Ik c llpemyjaraHy LeHOBu napaMmerpu 3Ba JII W 1.2.-
Afatinib, nepopanuna dopma.

Ha ocHoBaHMe un.107, 7.2, 6©6.%a“ or B30I u ykazaHueTo OT [JOKyMeHTaUMATa 3a
yuacTue Ha BwajoxurTens: ,Kommcusra, KoATO me Obae HasHadcHa 3a NPOBEXNaHe Ha
npouenypara, me ObIe IbXKHaA HOa NPemJjioXy 3a OTCTpaHABaHe OT I[IO0-HAaTATBIHO
yyacTMe B HOpoUedypaTa BCeKM Y4YacTHMK: — KOWUTO He

e MOpencTaBMJI HSAKOM OT
U3BpoeHNUTe MNO-TOpe IOOKYMEHTM; ..., KOMMCHURTA mNpegnara odeprara Ha YydYaCTHMKA

sa JII N 1.2.- Afatinib, nepopanna ¢opma, gma ©GBHe OTCTPaHEeHa OT ydacTue B
mpouenypaTa, [IOPagM Jurica Ha NpeglaraHa ueHa sa Tosu JII.
KoMucusaTa MNOPUCTBENM KBM pasmjexiaHe Ha ITOKYMeHTUTe, 3da

KpUTEpUMTEe 3a [noIbop M M3UCKBAHMATA 34 JIMYHO CBbCTOSAHUE,
BeaitoxmTesis.

CBOTBETCTBUE C
rnocrTaBeHM OT

Ilpy wu3BBLpHEHATa [NPOBEepKa Ba HaIMUYMETO ¥ PEeJOBHOCTTA Ha IMpeAcCTaBeHMTe OT
YUaCTHMKA MOOKyMEHTM, KOMMCMUATA CcumMTa, dYe CBUMAT € [pPeNCTaBuil BCUHEKMU,

USHUCKBAIM Ce OT BB3JOXMTe IS OOKYMEHTM M OTTOBapA Ha KpuTepumuTe My 3a HOH@Op
M UBUCKBAHMATA 3a JIMUHO CBCTOAHUE.

KoMmcuaTa HmONycka yduacTHHKa ,PLOHUKC bapma™

EOQI mo oLeHABaHe U KJjacupaHe
o ocTaHalauTe obepmpaHM HOMeHKJaTypm JII.

Clen HalpaBeHWTe IMpPOBepkuM UM OTOCeNA3BaHEe Ha KOHCTATHPAHOTO, B 13:20 wuyaca,
OPUKIINYM 3acejaHMeTo Ha Kommcusara.
Kommcusa:
NpencenatTe:

/I.CrosHOBA/

UjieHOBE:
/W.TomopoBa/

/0 .lleTtpora/
/M.Koes/

/P.Komutona/

I €€ VHvVIIdol
KATIVINIO®HT VHIRUIVE
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[TPOTOKOJ W 2

Iuec, 27.09.2016 romuna, B 09.00 uaca, B ,KOI-Byprac” EQOJ, Ha ampec Ip.
Byprac, Oyu.”Credan CramBosos” N 73, , B XupypIMueH KOpIyC Ha MBAJI-Byprac
All, eT.7, KOMHUCHUHA B CBLCTaB:

[IpencenareJi: Hapnua CrodaHOBa - TJIaBHA MeIOULIMHCKA cecTpa, KO-
Byprac”EQQ;

UjsieHoOBE:

1. Upwmna TonopoBa — MaTUCTBp-bapMalLeBT, ynpaeuTes OOJHMYHa anrexa, ,KOI-
Byprac”EQQ/I;

2. Jeana IleTrpoBa — mnOpaBocnoco®eH wpucr, oo uwi.20, ax.4, 7.3 or BOI;

3. Mmuko KoeB - crT.ekcnepr, JIupexkums “BICOT3C” - O6mmHa Byprac no ui.20,

an.4, T.3 or 3B0I;
4. Pymauna KommToBa - cueroBomurens, ,KOl-Byprac” EOOQI,

B MSHOBJIHEHUE Ha 3aloiBe] e 224 or 19.09.2016 romuHa Ha VYnpaBuTesad Ha
“KOI-Byprac” EOOH, ce cvfpa ma NPOOBIXM CBOoATa paboTa O WM3BLPHBAHE Ha
npenBapurelieH nombop, pasnjexiaHe, OlLeHABaHe M KJIACHMpPaHe Ha [NOCTBLIOUIMTE
opepTu 3a yvyacTue B OTKpPMUTa Npollenypa 3a Bb3JaraHe Ha oOOmMECTBEHa NOPbUYKA,
¢ npemMeT: “llocTaBKa Ha JEeKapCTBEHM IPOOYKTM 3a JedeHMe Ha OHKOJOTMUHM
safonaBaHusi, pasnpemelleHM B HOBe OBOCOBEHM MOBMUMM, CBIJIACHO MNPUIOXKEHA
crieunbuxaumsg’” .

[IpouenypaTa e oTKpuTa Cc: Pemenme N 25/08.08.2016 1.,

perucrTpuHata B AOIl nopm M 00232-2016-0008,

NnyBaukyBaHo oOsBjeHMe B POII M 743955/08.08.2016 T.

u B OB Ha EC N 206/S 154-278395 or 11.08.2016 1.

[lpencenaTesaT Ha KOMUCHUMATA [OPOBEPM ChCTaBa Ha NOPUCHLCTBAIUTE U OTKPU
3acellaHneTo .

Kommucuara IIPpUCTBIN K'bM pasrjexnaHe Ha TEXHUUECKNUTE INpenJOoXeHN 3a
MU3IBJIHEHNE Ha IIopewBYKaTAa Ha Y4aCTHHULUTE, I10 HOMEHKJIIaATYypUTe JITT oT
obocobeHuTE Iosmum1, 0o KOMTO TI'M € OOIyCHajla OO ydYacTue B Ipouegypara.
Pasrjexna ce CBOTBETCTBMETO MM C I[NOCTABEHMTE W3UCKBAHMS HAa BbIJIOXUTENS 3a
M3IN'BJIHEHVE Ha NOopBUuKaTa, IO pela Ha NOCTERIBAHETO Ha O(l)epTI/I‘I‘e.

1. ,EN EHN OV ®APMA BHITAPMA” EAQN - odepra Bx. W01/14.09.2016, 09:30 u.
Y4aCTHUKDBT Inpeniaara CpOKOBe 3a MIIIBJIHEHME Ha IMNopbUKAaTa:

- IpM I[IepMOIWYHM mocTaBku — no 10(mecer) paBoTHM OHM OT IMOTaBaHe Ha
3asBKarTa,
~ IOpM BBBHUKHAJIa HEOOXOIMMOCT M3BBH CPOKa Ha IIEepPHUOOMUYHMTE HOOCTABKM — IO

5(ner) paboTHM OHU.

[Ilpennara 3aABKUTE IJa Ce nomaBaT o daxc 02/810 39 93.

[IpennoxeHmeTce e panaupgHo no 31.01.2017 r.

Kommucuara cunmra, dWe odeprara Ha ydYacTHMKA OTIOBAPS HA MSUCKBAHMATa HAa
BesnoxuTeNs 1M [ONyCKa CHIATA OO OUSHSBaHe M KilacupaHe no odpepuparms JII:

- MexayHapoaHo NPOrHo3HO Cpok Ha
| :gigoa“:aqp HenaTeHTHO Nekapcreena Mspka | KonudecTeo (8 Tbproecko gg’mgitizgg':a TOAHOCT OT
% ﬁo /ATC/’ HauMmeHoBaHue opma P nocoyeHata HaumeHoBaHue pase HoTra6 g MNPY B
A /INN/ MSDKa) ynorp TOAWHW
1 3 4 5 6 7 8 9 10
1. - napeHTepanHa BRISTOL-MYERS
) LO1XC11 Ipilimumab dopma mg 18 000 YERVOY SQUIBB, EEIG 3roa

2. ,TBPTOBCKA JIMI'A HAN" A- - ogepra BX.N 02/16.09.2016 1., 09:30 uaca;
YYaCTHUKBT Ipemjlara CPOKOBEe Ba MB3IBJIHEHME Ha NOPLYKaTa:

- OPpM NepuoauydHyM nocTaBku 9 (meseT) pa®oTHM OHM OT I[IOHAaBAHE Ha BagBKaTa,
~ Op¥ BBL3HMKHAJNa HeoOXOIMMOCT M3BBH CpOKa Ha NepHOOUUYHUTE JoCTaBky - 4
(ueTupn) paboTHM IOHUM.

[Ipennara sSaABKUTE IOa ce nomamaT no dakc 02/962 41 27.




[lpennmoxeHneTo e BaaupHo mo 31.01.2017 .

Kommcuara cuuTa, dYe odpepraTa Ha ydaCTHMKA OTIOBaps Ha  MBMCKBAHUSATA Ha
BeayoxuTenss M JONyCKa CHLATa OO OlUeHsSBaHe M KilacupaHe no obdepupanuTe
HOoMeHKIaTypu JII:

NPOrHO3HO
AHaToMoO- MoXxayHaponHo KONU4ecTBO Spaiua
nn TepanesTuy HENAaTeHTHO nexachBeHa Msipka (B T'pr'OBCKO anTe)KaTeﬂ Ha rogHocT
eHFI’(o.qlATCI HauMeHoOBaHune dopma P HotaiEhaa HauMeHoBaHne pa3peweHuero 3a ynorpeba | ot MPY B
/INN/ MspKa) roAMHU
1 3 4 5 6 7 8 9 10
JMaiikadapma
310',, L01XX28 | Imatinib g)eopo“’?:nHa mg 2 160 000 HRONI:‘EUEEEA BucokokayecTBeHUTE 2
p capsules, hard | nevapcrsa’an]
1. - napeHTepanHa Cyramza sol for . »
49 LO1XC21 | Ramucirumab dopua mg 48 000 infusion LEli Lilly Nederland B.V. 3
3. ,®APKOJI” AL - odepTa BX.M 03/17.09.2016 r., 08:55 uaca;
YUYaCcTHUKET MOpejlara CpPOKOBe B8a UBIBJIHEHME Ha [IOopBYKATa 3a BCHUYKHK
p
odepupaumu JIII, xakTO cJlensa:
- Opu nepuomuuHuM pocTaBkyu mo 10 (mecer) paBoTHM HOHM OT I[OHaBaHe Ha
23agaBKaTa,
- IpM BB3HUKHaJ A HeoBXOOMMOCT MBBBH CpokKa Ha NEePUMOIUMUYHMTE HOCTaBKM — OO 5
(meT) paboTHM IOHU.

Mpennara 3asBKUTE Ja ce nomasaT no daxc 056/851 722.
pennoxeHueTo e BajunoHo no 31.01.2017 r.

KoMucusira cuura,
BesoxuTeNsT

HOMeHKInaTypu JII:

e odpep'ra'ra Ha YydY9acCTHHMKa OTIroBapsi Ha
1 goIycka CEhlaTa QOO0 OlUeHsIBaHe M KiIaacupaHe IIo od)epMpaHM're

UBUCKBAHMATA Ha

AHaTOMO-

MexgyHapogHo HoiTeXaTenHa CpoK Ha
TepanesTh HenaTeHTHO HEKEDCTBeHa |-|pOI'H03HVI . P rogHoct
nn ugH Kon B e T S hopma Mspka | | o ecTea TBProecko HAUMEHOBaHNE paapeLuengTo 38 | orhpy-
IATCI /INN/ SIS B [OAMHM
1 2 3 4 5 6 7 8 9
Orl 1 - Qumocmamuyu
~ i . napeHTepanHa CALCIUM FOLINATE Actavis Group
7 | VO3AF03 | Calcium folinate | 45ua mg 1000000 | A ~TAVIS SOL.FOR INJ. PTC enf., Iceland 3
-~ . napexTepanHa CARBOPLATIN ACTAVIS Actavis Group
9 | Lo1XA02 | Carboplatin e mg 800000 | <~ " EOR INU. PTC ehf, Ucn-a 1:5
21 | Lo1DB03 | Epirubicin fopomepania | mg 110 000 | EPISINDAN SOL.FOR INF, ’;%tg";fﬁ’;‘nﬁﬂ 1,5
33 | Lo1Xx1¢ | Irinotecan ;if’;;‘;e"a””a mg 120 000 :ELN(SD(IECAN CONC. FOR g‘ﬁ;‘;ifm' 15
64 | LotCA04 | Vinorelbine bopva 0| mg 16 000 m’,\:l%%ELBIN CONC. FOR éﬂarsz A 5
QOr1 2 - Onuamu
1 | N02AE01 | Buprenorphine | nnactup Ta'ﬁ;‘,)ﬁ 98 000 ?giﬁgg%ﬁgw ACTAVIS Q%tgvéi? rl?lgjr')l-ﬂ 18
3 | N02ABO3 | Fentanyl anacTup e 110 000 \I;fTTél-lrgSL TRANSDERMAL é?g";felrg;zn g 3
7 | No2aA0s | Oxycodone capsules, hard | mg 300 000 8§gg8|_DEON HARD Q-?téwfcg;%p g
prolonged OXYCODONE ACTAVIS RP | Actavis Group
9 | No2AAoe | Oxycodone release tablets | ™9 800000 | +ARL. PTC, lceland 2
4. ,COIIOMEN” EOOQN - odepra Bx.M 04/17.09.2016 r., 09:00 uyaca;
YYaCTHUKET Opeljiara OOCTaBKa Ha !
AHaToMo- ! Cpok Ha
MexayHapogHo MNporHoaHu Mputexaren Ha
nn Teqpe&:‘nsosm HenaTeHTHO ﬂeKach‘seHa Mspka | konuyects TbproBcko HAUMEHOBaHWE . paspelueHveTo aa ro{.‘ql;g,cj;”
/ATC/A HaumeHosaHue /INN/ topa a ynotpeta roaMHM
1 2 3 4 5 6 7 8 9
Orl 1 - Qumocmamuyu
. napenTepant Zaltrap Conc.for solution | Sanofi-Aventis
3 | Lotxxa4 | Aflibercept agopwa | M9 *® %% | for infusion 25mg/mi-8m! | Groupe, dpasiyns °
. napeHTepanH Jevtana Conc.and Sanofi-Aventis
6 | Loico4 | Cabazitaxel agopwa | M9 2180 Solv.for sol.for inf. 60 mr_| Groupe, ®paHuys °




COLONY STIM. NIVESTIM Solution for | Hospira UK Ltd.,
12*| L03AA | FACTORS Filgrastim ”agfggg,‘;z‘“ MIU 16 000 | injection/infusion 30 O6eauHeHo 2,5
Lenograstim MIU/0,5 mn Kpancteo
* ‘o nepopanHa Imakrebin Film-coated Alvogen IPCo
30" | Lonxx2s | Imatinib popua | M9 | 21099 | apiet 100 mr x 120 S.arl, Nokcewoypr | 2
3@5,29;‘;&2{? napeHTepant Retacrit Solution for Hospira UK Ltd.,
* = Fe :
40 BO3XA | NS Erythropoetin a hopma DDD 3500 | injection 10000 IU/mn-6 S5eAMHeH0 2,5
Darbepoetin pre-filled syringes pancTeo
47 | Lo1BAG4 | P napeHTepanH Pemetrexed Alvogen Alvogen IPCo
emetrexed mg 420 000 | Powder for concentrate 3 3
a gopma h S.ar.l, Niokcembypr
for sol.for inf.500mrx1
. . nepopanHa Blastomat Capsule, hard | Alvogen IPCo
53 | Lo1AX03 | Temozolomide dopma mg 200000 | 4 3504rx5 S.ar.l, NiokcemBypr 2
LO1XE12 |V . nepopanta 758 G5, Caprelsa Film-coated Astra Zeneca AB, 4
60 Vandetanib dopma M9 tablet 100mrx30 Wisewua

llpenmara CpPOKOBe Ba MSMNBJHEHME Ha IHopbykaTa 3a BCUYKU obepupaHu OT HETO

JIII, KaxkTO cCJjienBa:

- IpM NEePpUOOUYHM OOCTabBkM Ho 3 (Tpu) pa®oTHM OHM OT IOoIaBaHe Ha BasABKaTa,

- IOpM BB3HMKHAaJIa HEOOXOIMMOCT M3BBH CpOKa Ha NepMOOUUHUTE HOOCTaBKM — OO 2
(opa) paCoTHM IOHHU.

[lpennara 3asBKUTe Oa ce nomasaT no daxc 02/95 55 600.
[lpennoxeHnero e BaaupoHo Jo 31.01.2017 .
KoMucusiTa yCTaHOBMU:

1.

YYaCcTHUKET € MNPeIJIOXKMI Ia MBNBJIHM OocTaBkarTa Ha JII NN 1.3;
Cc 1o enHa,
BBIPEeKkn dYe B IIIC,

1.40*; 1.60

TOYHO OIpenejiHa OT HEeI'0 IOTOBa LO3UpaHa JeKapcTBeHa ¢opMa,
aKTyaJleH KbBM TaTaTa Ha OTBapsaHe Ha obdepTtuTe,

3a BCEKUu

oT nocodeHuTe JIII MMa MMHMMYM IIO OIlle e€OHa TOTOBRAa JiekapCTBeHa dopma.

2.

3.

Ba ocra”HaauTe JIII B IIJIC,
CBlleCTBYBRaAT caMo dbopmure,

B IOOKYMEHTAalUMATa
YYaCTHMK IIOCOYBA B o@epTaTa CMUM TBPTOBCKOTO HAaAMMEHOBaHME Ha O(bepMpaHI/IFI JIIT,

I10

Buaaoxurensar e

aKTyaJIeH KBM »OaTaTa Ha OTBapAHe Ha O(l)epTM'I‘e,
NnpenyJoxeHM OT YyUYaCTHMKA.
npoluenyparTa

3anmcaln: ,Bceku

6e3 yTOUHsIBaAaHe Ha KOHKpPeTHa TOTOBa [QoBupaHa JeKapcTBeHa O¢opmMa (KpaeH
[IPOOYKT) .

KoMmcusiTra cumra, de:

4.1. mpemnoxeHMEeTO HAa ydJacTHuka S8a JII NN 1.3; 1.40*%; 1.60 He oTroBaps Ha

OpegBapUTEJIHO OBSIBEHUTE YCJIOBUS M MBMUCKEAHUSTA Ha BBEBIOKMUTENS.
Komucusita npemiara obeprara Ha ydacTHmMka Sa Tesmu JIII ga 6eme oTCTpaHeHa OT
y4acTue B IIpouefnypaTa Ha OCHoBRaHme wi.107, T.2, 6.“a“ or 30II.

4.2. mnpepnokeHMSITA Ha ydYacTHMKA Ba ocTarHanure JIII, MOxe Hma ce OpMeMe B3a
OTIOBApPSlM HAa MBMUCKBAHMATA HAa BBBIOKMUTENS.
Komucusara ponycka obdpeprara 5mo oOueHsBaHe M KlacupaHe Sa CIejHUTEe
HOMeHKJIaTypnu JII:
AHaTomo- Cpok Ha
TepanesTy MexzayHaposaHo NexapcTaeHa MporHo3Hu Mputexaren Ha FortaT
n 4eH Ko HENaTeHTHO ¢30 Ma MHpKa KOnu4yecTs prroscxo HanMeHoBaHwWe pa3pelleHUeTo 3a MPY - B
/ATC/A HaumeHosaHue /INN/ P a ynotpe6a FOANHN
1 2 3 4 5 6 7 8 9
Orl 1 - Qumocmamuyu
. Jevtana Conc.and Sanofi-Aventis
LotcDo4 | C napentepant | -, 2160 X 3
6 abazitaxel a Gpopma 9 solv.for sol.for inf. 60 mr_| Groupe, dpaHuws
COLONY STIM. NIVESTIM Solution for | Hospira UK Ltd.,
12* | L03AA | FACTORS Filgrastim ”agz';;(:m“” MIU 16 000 | injection/infusion 30 O6eanHeHo 2,5
L.enograstim MIU/0,5 mn KpancTtso
= Imakrebin Film-coated Alvogen IPCo
* | Lo1xx2s nepopania 2160 000 2
30 Imatinib gopwa | M9 tablet 100 mr x 120 S.r., fliokcemBypr
Pemetrexed Alvogen Alvogen IPCo
47 | Lo1BAO4 | Pemetrexed NBPEHTEPAMH | mg 420 000 | Powder for concentrate g 3
a opma . S.ar.l, Jliokcembypr
for sol.for inf.500mrx1
- ; nepopanka Blastomat Capsule, hard | Alvogen IPCo
53 | Lo1AX03 | Temozolomide dopa mg 200000 | 4 36500rx5 S.ar.), NiokcemGypr 2

[#3]




5.

(onBa)

[lpennara sasaBKUTE Oa ce nomaBaT no dbaxc 052/726 821.
NpennmoxeHueTo e BajmupHo no 31.01.2017 r.

KomucusiTra cuwura,
BeanoxmTeist

HOMeHKnaTypu JII:

,®APMHET” AQl - odpepra BX.N 05/17.09.2016 »., 09:10 waca;
YUaCcTHUKBT Npemjiala CPOKOBe 3a MBI'BJIHEHME Ha [NOpbBUKaTa,
- OpU NEePUOOUYHM OOCTaBku 3 (Tpu)

KaKTO CcJelBa

paBoTHM OHM OT NOoIaBaHe Ha 3asaBKaTa,
OpY Bb3HMKHAJA HeOoOXOOMMOCT MS3BBH CPOKa Ha HNepUMOIMYHUTE HNOCTaBKU
paboTHM IOHU.

2

ye odepraTa Ha yYyYaCTHMKA OTI'OBapsi Ha WMSMCKBAHUATA Ha
U ponycka CHEIATa OO OLEHsSBaHe M KilacupaHe Ino obepupanure

Cpok Ha
nn 'reg:r?;ngmogeH Migﬁg::ﬁ:}f;o lNekapcTeeHa Msipka MporHoaHu Tbproecko Mputexaren Ha FOAHOCT OT
koa IATC/ Havmeroranue /INN/ opma konuvecTea HauMmeHoBaHue paspetueHueto 3a ynotpeba| [PY -8
roanHn
i 2 3 4 5 6 7 8 9
Ori1 1 - umocmamuuu
11| Lo1XA01 [Cisplatin epeNTEPaNtal mg | 110000(Cisplatin Accord  [Norort TEBTIES oo (2 0B
15| LO1XE23 |Dabrafenib "e;‘;z;’;“a mg | 432 000[Tafinlar m’f;f Elzmpha"“ 2 roanHY
24| LOTXE10 |Everolimus "egzg;’;“a mg 32 400|Afinitor ]'j‘r;"lfergs E;mpharm 3 roavH
25| L01BCO2 [Fluorouracil ”apg';'gsg"“a mg | 6250 000|Fluorouracil Accord ‘Ei(;fict’gé Hgggﬂcﬁ,fn . 2 rofuHu
26| LO1XE02 |Gefitinib nepoPen® | mg | 270 000IRESSA f1oore Zeneca AS, 4 roauHn
34| LOTXEO7 |Lapatinib "eg)%‘;fn‘;“a mg | 1260 000TYVERB ﬂ‘r’n"::f Eﬁmpharm 2 roanHm
39 | HO1CBO2 |Octreotide P e | mg a500/Sandostatin LAR ~ [Fovars "MemMa SMER g rop
45| LOIXE11 |Pazopanib “e(;‘(’)m‘;“a mg | 2880 000)VOTRIENT Efn":ergs Sﬁmpharm 2 roAuHu
3 napexTepanHa Accord Healthcare
47 | LO1BAO4 |Pemetrexed dopma mg 420 000|Pemetrexed Accord Limited, UK 3roamnHn
Merck Sharp&Dohme
68| LO1XC18 |Pembrolizumab "apz;gen’;zn”a mg 3 600Keytruda Ltd., OBeAuHeHo 2 ropuHu
P Kpancteo
6. ,CO$APMA TPEUIMHT” ANl - odepra Bx.N 06/17.09.2016 r., 09:13 uaca;
YU4acCTHMKBT [peljara CpOKOBe Sa M3NbJIHeHue Ha IIopbYKaTa 3a BCHUYKK
odpepupanum JIII, KakTO cCJljeOBa:
- npu nepuomuuHM gocraBku go 10 (mecer) paCoTHM IHM OT IOHaeaHe Ha
3agBKxaTa,
- IOpyM BB3HMKHAJIA HeoBXOOMMOCT USBBH CPOKa Ha NEePUOJMYHUTE JOOCTaBKM — IO 5
(meT) pa®oTHM IOHU.

[Ipennara

Komucusra cuuTa,

sagBKUTE @Oa ce nomaeaT no odaxc 02/81 33 785 wmmm Ha e-mail:
helpdeskhs@sopharmatrading.bg.
llpenjoxenreTo e BaxauuHo nmo 31.01.2017 r.

ye odpeprara Ha yYYacCTHMKA OTI'OBapsT Ha

NSUCKBAHUSATA Ha

BEBIOMMTENST M HOOINycKa CElaTa MO OLEHsBaHe M Kjacupane no opepupaHure
HOMeHKJIaTypu JII:

AHaTomo- Cpok Ha
TepanesTH MexnyHanpand Jlekapctee MporHoaxu Twproscko [pyrexaren.ua rogHocCT
i 4eH KOA ¢ H:":;:HTHC;INN/ Ha ¢opma Mrpka Konuyecrtea HaumeHoBaHue paSpi‘LgiH'e"g;o 32 ot MPY -
/ATC/ HanMpHOBAHIE Al B roAUHN
1 2 3 4 5 6 % 8 9
0o 1 - Qumocmamuyu
. nepopanHa Janssen-Cilag
1 | L02BX03 | Abiraterone acetate bopwa mg 5400 000 | 3UTWTA International NV 2
T nepopasnHa Boehringer Ingelheim
2 | Lo1XE13 | Afatinib ooua | M 60 480 | DKNOTPU® Intern.GmbH 2
- napeHTepa Sanofi-Aventis
3 | LO1XX44 | Aflibercept nHa hopma mg 36 000 | 3ANNITPAN Groupe 3
4 | LOIXE17 | Axitinib "eggg;”a“a mg 13 440 | IHNANTA Pfizer Limited 3




; napeHTepa Sanofi-Aventis
6 | LO1CDO4 | Cabazitaxel nia dopma | M9 2160 | IKEBTAHA Groupe
13 | LO1XE16 | Crizotinib ”eg)‘;‘;;’;“a mg 360 000 | KCAJIKOPU Pfizer Limited
; nepopanHa Novartis Europharm
15 | LO1XE23 | Dabrafenib bopua mg 432 000 | TAGUHNAP Limited
* napeHTepa
17* | M05BX04 | Denosumab nHa dopma mg 58 000 | EKCAXKNBA Amgen Europe BV
- nepopanHa Novartis Europharm
24 | LO1XE10 | Everolimus SomMe mg 32 400 | ADUHNTOP Limited
26 | LOIXE02 | Gefitinib “egngn’;“a mg 270 000 | UIPECA AstraZeneca AB
- nepopanHa - Novartis Europharm
34 | LOTXEO7 |Lapatinib bopma mg | 1260000 TAVIBLPB Limited
powder for
. suspension CAHAOCTATUH Novartis Pharma
39 | H01CBO2 | Octreotide for injection | ™ 45001 L p GmbH
+ solv
OTHER ANTIANEMIC
40*| BO3XA Eﬁ?hfﬁpﬁﬁﬁ'f"s o | ooD 3500 | APAHECT] Amgen Europe B.V
Darbepoetin
. napeHTepa
44 | LO1XC08 | Panitumumab na dhopma | ™ 54 000 | BEKTUBUKC Amgen Europe B.V
) : nepopanHa Novartis Europharm
45 | LOTXE11 | Pazopanib bopma mg | 2880000 |BOTPMEHT Limited
46 | LO3AA13 | Pegfilgrastim Esgf;;gfnz mg 576 | HEY/IACTA Amgen Europe B.V
50 | LO1XEO5 | Sorafenib ”eg‘c’)g";‘n’;”a mg 4 838 400 | HEKCABAP Bayer Pharma AG
51 | LO1XEO4 | Sunitinib "eg‘;z;‘;”a mg 300 000 | CYTEHT Pfizer Ltd
. nepopanHa Merck Sharp &
53 | LO1AX03 | Temozolomide bopuia mg 200 000 | TEMOJAN Dohme Ltd
54 | LOIXEO9 |Temsirolimus g:g‘fggzm mg 7 200 | TOPUCEN Pfizer Limited
nepopanHa Novartis Europharm
56 | LO1XX17 | Topotecan bopma mg 240 | XIKAMTUH Limited
60 | LOIXE12 | Vandetanib “eg)zz;’;“a mg 108 000 | KAMPENCA AstraZeneca AB
- napeHTepa .
67 | L01XX41 | Eribulin nHa dhopma mg 320 | XANABEH Eisai Europe Ltd
. napeHTepa - Merck Sharp &
68 | LO1XC18 | Pembrolizumab nHa doopma | ™9 3600 | KENTPYAA Dohme Ltd
Orl 2 - Onuamu
. napeHTepa
5 | NO2AAO1 | Morphine KA thopma mg 300 000 | MOPO®UH Cochapma Al
) modified- Mundipharma
8 | N02AAO05 | Oxycodone release tabl | M9 1500 000 | OKCUKOHTUH Ges.m.b.H
Oxycodone hydrochlo-
10 | NO2AAS55 | ride / Naloxone ne;c;panﬂa ta%:‘?gm 8900 | TAPIMH PETAP/ Mundipharma GmbH
hydrochloride pma | ¢
Oxycodone hydrochlo-
11 | NO2AAS5 | ride / Naloxone e | ‘ghomg | 38000 | TAPFAH PETAPZ, | Mundipharma GmbH
hydrochloride opma g
Oxycodone hydrochlo-
12 | NO2AASS | ride / Naloxone e | ‘izomg 17 000 | TAPTVIH PETAP/} | Mundipharma GmbH
hydrochloride pm g
13 | N02AX02 | Tramadol ”egm‘;“a mg 1500 000 | TPAMAJITH YHucbapm Al
7. ,MC $APMA” Al - odepra Bx.N 07/17.09.2016 r., 09:16 uaca;

YUYaCTHUMKBT IOpeljara CPOK Ba U3NBJIHEHME Ha NOopbhuKaTa:
- IpM OepuonMuHM nmocTaBkm 10

(reT)

(mecem)

pa@O’I‘HM IOHM OT NOoIJaBaHe Ha 3asdaBkaTa,

[lpemiara BasBKUTEe Oa Ce nomapaT Mo dakc 02/818 99 36.
lpenmoxeHueTo e BamunoHo mo 31.01.2017 .

NpM BB3HUKHAENA HeOOXOIOMMOCT MBBBH CpOKa Ha [IepPUOIUYHUTE HOCTaBKU
PaBoOTHU IOHU.

5




Komucusira

cuura,

ye obepraTa Ha YyUaCTHMUKA OTITOBApPST HA
BESIOKUTENS M OONyCKa CEIUATA OO OLEeHsSBaHe M KIacupaHe I1o

MBUCKBAHUSTA HAa
obpepupanus JI:

AHaTomo- MexayHapoaHo NpPOrHO3HO Cpok Ha
fn | Tepanestu HenaTeHTHO INekapcTBeHa Mspka Konu4yecTeo (B Tbproscko 2;)”;32:;2”1-;‘ ga rOLHOCT OT
YeH koA HaumeHoBaHwe dopma pKa nocovyeHaTa ' HaumeHoBaHue P pnOT e NPY B
IATC/ /INN/ mApKa) ynotp FoRUHN
1 2 3 4 5 6 7 8 9
gé LO1CA02 | Vincristine Z'paop;:';epa””a mg 80 | CYTOCRISTIN Cipla (UK) Ltd,UK 1.5
8. ,MEIEKC” OO& - odepra BX.W 08/17.09.2016 1., 09:20 uaca;
YUaCTHUKBT Openjara CpPOKOBe 3a UBIBJIHEHME Ha [IopbhUYKaTa 3a BCUYKU
opepupanm JII, kakTO cCJlenBa:
- nOpu nepuomuuHM nocrasku po 10 (mecer) paGoTHM HHM OT I[OJaBaHe Ha
3aaBKaTa,
~ OpM BB3HUKHAJIAa HEOBXOOMMOCT MBBBH CPpoka Ha NEPMOOMYHUTE NOCTaBKM — OO D
(meT) pa®oTHM IHU.

llpemiara BadgBKUTE Oa ce momasaT no gakc 02/917 55 38.
[IpemnoxeHueTo e BanuoHo no 31.01.2017 r.
Komucusitra cumra, ue odeprara Ha ydacTHMKA OTIOBAps Ha MSMCKBAHUSTA Ha

BeBJoxMTeNsI ¥ LONycKa CEHIATa OO OlLeHsIBaHe K KjlacupaHe Do odepupaunnure
HOMEHKIaTypu JII:
AHaTOMO- MporHoaH Cpok Ha
TepanesT M EATVHER0R HO JlekapcTeeHa i ( Tbproecko Hparexaren+a TOAHOCT
i W4eH Ko HEHATERTHO ctopma Mapka Konu4ecT HaumeHoBaHune PESPELLEHIETOA ot NPY -
IATC/ HanmeHoBsaHue /INN/ B ynotpe6a B rOAMHY
1 2 3 4 D 6 % 8 9
Orl 1 - Qumocmamuuu
LO1XX44 g napeHTepanHa 0 Zaltrap _conq.for Sanofi-Aventis
3 Aflibercept cbopma mo %8 9% 1 sol. for infusion Groupe, ®paxuus ’
- Inlyta Pfizer Limited
4 | LO1XE17 | Axitini nepopanna 13 440
i dopva mo film-coated tablets | O6eanHeHo kp-so s
: 5 fi Aventis
6 | Lo1cDo4 napeHTepanHa 25 Jevtana conc apd Sano
Cabazitaxel bopma M 2191 solv. for sol.for inf. | Groupe, ®pauws °
0 560 Capecitabine Accord Healthcare
8 | Lo1BCOS | Capecitabine oo mg 000 | Accord, film- Limited OBeauHe- 3
coated tablet Ho Kpancrso
. napeHTepanHa Erbitux, solution Merck KGaA,
10 | Lo1XCos | Cetuximab dbopma mg 250 000 for infusion FepMaHms 4
. s napeHTepanHa Cisplatin Accord, Accord Healthcare
11 | L01XA01 | Cisplatin digpmE mg 110 000 cone.for sol for inf | Limited, O6ea. Kp. 3
COLONY STIM. Zarzio Sol. for inj.
12 Lospaa | FACTORS napeHTepanta MIU 16 000 finf.in pre-filled sy- | Sandoz GmbH, 3
2 Filgrastim topma ringes with needle | Austria
Lenograstim safety guard
RIS nepopanta Xalkori capsule, Pfizer Limited
13 | Lo1XE18 | Crizotinib dopma mg 360000 | g OBeanHeHo Kp-80 :
Tolnexa, concen- | KRKA, d.d.
Lo1CcD02 | D I nEpSHTCRana 80 000 ' ! oL 2
18 ocetaxe opma m trate for sol.for inf, | Cnoserys
powder, Myocet, Powd.,
Doxorubicin disp.and disp.and solv.for Teva Pharma B.V.,
19yl LO1DBO1 hydrochloride concentrate for ma 20000 conc.for disp.for Xonanaus 19
disp.for inf. inf
. nepopanHa Xtandi capsule Astellas Pharma
20 | Lo2BB04 | Enzalutamide dopMa mg 537 600 soft Europe B.V.,Hug-s 3
Fluorouracil Accord Healthcare
25 | L01BC02 | Fluorouracil ”ap‘f;g:,a:””a mg | 6250000 | Accord, sol.for Limited, 2
injection/infusion | OBea.kpancTeo
Gemcitabine Accord Healthcare
27 | LO1BCO5 | Gemcitabine "api‘gxgn”a mg | 1300000 | Accord conc.for Limited OGeauHe- 2
sol.for infusion Ho Kpancteo
30 - nepopanHa Meaxin, film- KRKA, d.d.,
. | Lo1Xx28 | Imatinib bopwa mg | 2160000 | -8 blet CrioBenus: 2
Lonquex sol.for UAB "Sicor
35 | L03AA14 | Lipegfilgrastim napt;:gsh;::nna mg 576 | inj. pre-filled syr. Biotech", V. A. 2
with safety device | flutea




q : napeHTepanHa Mitomycin-C Nordic Pharma
36 | L01DCO3 | Mitomycin dopma mg 15 000 Kyowa sol. for inj. | s.r.0. Yexus ®
OTHER Bi it Solf
ANTIANE-MIC inocrit Sol.tor )
0| Bosxa | PREPARATI-ONS | "Pgoshe™@ | ppp 3500 | inj. pre-filled e 2
E;Vrrégz:zgn syringes (glass)
OXALIPLATIN Accord Healthcare
41 | L01XA03 | Oxaliplatin MEpSHTeRea mg 130 000 | ACCORD conc. Limited OBeante- 2
thopma .
for sol.for inf. Ho Kpancteo
napeHTepanHa Armisarte, conc. Actavis Group PTC
47 | L01BAC4 | Pemetrexed dopva mg 420 000 for sol for infusion | ehf., Vicnangus: 1.5
: nepoparnHa NEXAVAR Bayer Pharma
20ll| LOtAEOS:y [iSorafenib dopma ma | 4838400 | g coated tablet | AG, Germany ;
— nepopanHa SUTENT ,capsule, | Pfizer Limited
51 | LO1XEO4 | Sunitinib dopma mg 300 000 hard United Kingdom 3
DDD-1
Tegafur/gimeracil/ nepopanta tabl.(15 Teysuno, capsule | Nordic Group BV,
52 | LO1BC53 oteracil dopma 14,351 3024 hard Xonangaua 4
1,8mg)
Temozolomide Accord Healthcare
53 | LotAX03 | Temozolomide "e(;gzm“a mg 200000 | Accord, capsule, | Limited O6eaute- 2
hard(in botles) Ho KpasicTeo
. T napeHTepanHa TORISEL conc.& | Pfizer Limited,
54 | LOt1XE09 | Temsirolimus dopma mg 7200 | 4t for sol for inf. BenukoGpuTaHus 3
. nepopanHa Caprelsa, film-co- | Sanofi-Aventis
60 | LO1XE12 | Vandetanib dopma mg 108 000 ated tablet Groupe, BpaHLMs 4
Zoledronic acid Accord Healthcare
66 | MosBAOS | Zoledronic acid "apgggggn“a mg 5300 | Accord, conc.for | Limited OGesuHe- 2.5
sol.for infusion Ho Kpancreo
- napeHTepanta Halaven, solution | Eisai Europe
67 | LO1XX41 | Eribulin dopma mg 320 for injection Limited O6.Kp-80 4
Of1 2 - Onuamu
. . nepopanHa DHC Continus, Mundipharma
2 | No2aA08 | Dihydrocodeine hopma mg 1000 000 modif.release tabl | GmbH, Asctpus 3
; AHILXENNHN
4 | N02AB03 | Fentany! Sublingual tablet m;:::gr 160 000 Veltl)(l)_fent, ltablet | $2PMa Bbarapus 3
Sublingual table EOQOJ, brnrapus
modified-release Oxycontin modi- Mundipharma
8 | No2AA0S | Oxycodone tablets mg | 1500000 | £od.release tablet | GmbH, Ascrpws ’
10 | No2AASS Sﬁ%ﬁi?ﬂi?lr\}:lgig;t MEROPEE 13?1:):;'/5 sooo | 12rgin, prolonged | Mundipharma 3
hydrochloride opma mg release tablet GmbH, AscTpus
11 | N02AASS5 Srﬁzfi%im;gigg nepoparnta 2t§r?1‘§/ ss.000 | 12rgin, prolonged | Mundipharma 3
hydrochloride Popma 10mg release tablet GmbH, Asctpus
12 | No2AAss Sﬁ%ﬁ%i?rﬂggigrrg riERRpaia 4tgrlr)1|'g/ 17000 | Y2, prolonged | Mundipharma 3
|— hydrochloride thopma 20mg release tabiet GmbH, AscTpus
9. ,TOI XOCIMUTAJl CBPBUC” ANl - odepra BX.N 09/17.09.2016 1., 09:24 uyaca;
YuacTHUKBT Npemjara nocTaBKa Ha o
AHaToMmO- MNporHosH Cpok Ha
nn | Tepanest VT el n Mg ] Tbproscko I;:?M;E»;:Tingia rOAHOCT
W4eH Koa RENATSHTHY ckapcraera thopma P Konu4ecT . HAUMEeHOBaHue pasp pero:sa) ot MPY -
IATC/ HaumeHoBsaHwe /INN/ a A i ynotpe6a 5 FORMHM
1 2 3 4 5 3] 7 8 9
Orl 1 - Qumoemamuyu
Mma 2 gopmm B ;
. . . . endafolin Lyomark Pharma 2.5
7 | VosAFo3 | Calcium folinate s?ll?etg?oior mg | 1000000 | Omg/ml 100 ml GrmbH, Fepmatus ROmAHL
Doxorub P e noentrale Myocet Teva BV 15
oxorubicin and concentrate yoce evaB.V,, .
fig7] Lo1DBDT hydrochloride for dispersion for mg 20 000 50mgx 2 HuaepnaHaua roLVHN
infusion
Xtandi Astellas Pharma 3
20 | Lo2BBO04 | Enzalutamide capsule soft mg 537 600 40 112 Europe B.V., RO
mg X HugepnaHaus




Nma 2 dopmu B BIUETD Novartis Euro- 2
34 | Lo1XE07 | Lapatinib nnc film-coated | mg | 1260000 2g0 77 pharm Limited o
tablet HgixX O6eauH.KpancTso A
N . solution for Lonquex UAB "Sicor Bio- 2
35 | LosAA14 | Lipegfilgrastim injection mg 576 6 mg / 0.6ml tech”, VA., Nutea rofuHA
Wma 2 dopmun B Votrient Novartis Euro- 2
45 | LO1XE11 | Pazopanib nnc film-coated | mg | 2880000 400 60 pharm Limited, R
tablet g O6eguH.Kpancreo A
. film-coated Nexavar Bayer Pharma AG 3
LO1XE05 '
50 Sorafenib tablet mg | 4838400 200 mg x 112 Fepmanys FOAMHY
[lpenyara CpOXOBe Ba MBMIBLJIHEHMEe Ha [NopBYKaTa 34 BCUHEKK obepupaum JIII, KakTO

cenea:

- OpU NepUOnUYHU
- NOpu BB3HUKHAIA
padoTHuU

(ueTUPHU)

OHV .

nocraBku H0o 8 (ocem)
HEeOBXOMMMOCT M3BBH CPOKa Ha MNEPUOOUYHMTE OOCTAaBKM — HO 4

pa@OTHM IOIHM OT IIojaBaHe Ha 3aABKaTa,

Mpenjara SasgBKUTe ITa ce nomasaT no daxc 02/408 40 13.
MpemnoxeuneTo e BaguoHo mo 31.01.2017 r.
Kommcusara yCTaHOBU:
1. YYAaCTHMKBT € NPeIJIOXMJI Oa MU3I'BJIHK AocTaBkaTa Ha JI NeNe 1.7; 1.34; 1.45
TOYHO OIpenejHa OT Hero TIoTOBa Ho3upaHa JekapcTBeHa ¢dopma,

Cc no enHa,
BBIPEKM Ye

B HJIC,

aKTyaJleH KBbM JaTaTa Ha oOTBapAHe Ha odpepTUTE,

3a

or nocoueHmTe JIII MMa MMHMMYM IO Olle €IOHa I'OTOBa JieKapCTBEHAa dopwma.

2.

3. B

Ba ocradaauTe JII B IUIC,
colecTBYBaAT camMo dopmmTe,
OOKYyMEeHTauMusaTa

I10

BB3JIOXKMTEJIAT

3anucaJjl:

BCEKUN

aKTyalJieH KBM JaTaTa Ha OoOTBapdAHe Ha odpepTHTE,
NnpenjJoxXeHM OT ydaCTHHKA.
opouenypaTa

,Bcerkn

YYaCTHMK [NOCOYBaA B opepraTra Cu TBPIOBCKOTO HaVMMeHOBaHMUe Ha odbepupaHusda JIIT,

bes
HPOOYKT) .
KoMmucusra
4.1.

W

YTO4YHABAHE

Ha

cuuTa, de:
NpegnoXeHMeTO Ha ydacTHuka Sa JiI NN 1.7;

1.34;

IpeRBAaPUTENHO OGSIBEHUTE YCHOBMS M MBUCKBAHMATA Ha BeljIoiMTENs.
KomucusiTa npeniara odepraTa Ha ywacTHmuxa Ba Tesu JII na 6BO4e OTCTPaHeHa OT
yuacTtMe B mpouemypaTa Ha OcHopaHme wn.107, 7.2, 6.“a“ or 30I.

KOHKpeTHa TI'OTOBa goSupaHa JieKapCTEeHa d)opma (KpaeH

1.45 He oTrOoBaps Ha

4.2. mDpemiIoxkeHMsITAa Ha YYAaCTHMKA Ba OCTaHAJIUTE JII, xoMmcusiTa IpMeMa B3a
OTTOBAPSIM HAa MSUMCKBAHMSITA Ha BBEBIOKUTENS.
KomMmcusira gmomnycka obeprara gmo oLeHsIBAHEe M KJacumpaHe B3a ClIegHure
HoMeHkJnaTypn JII:
AHaToMmO- MexayHaposHo MporHosH n Cpok Ha
putexarten Ha i
TepanesT HenaTeHTHO Mspk 4 Twproscko rOAHOCT
nn WYEH KO HauMmeHoBaHue ﬂeKapCTBeHa qDopMa a Konu4yect HauMeHoBaHne paapeﬂ"g:”:g;o 38 ot MNPY -
IATC/ /INN/ Ba ynaTe B roAHY
1 2 3 4 5 6 7 8 9
Orl 1 - Qumocmamuyu
- powder, dispersion
19 | L01DBO1 Eod)(&rgrﬁfr'%e and concentrate mg 20 000 g’lg ocet 2 L%;Bﬁ\;;.qm ro:lfHM
Y for dispers.for inf. mg X P
. Xtandi Astellas Pharma 3
20 | L02BB04 | Enzalutamide capsule soft mg 537 600 40 mg x 112 Europe B.V. Hig-s FOAMHY
N - solution for Longuex UAB "Sicor Bio- 2
35,]| Losaat4.) Lipegfilgrastim injection mg 576 6 mg 10.6ml tech", V.A., Jlutea roguHun
i : Nexavar Bayer Pharma AG, 3
50 | LO1XEO05 | Sorafenib film-coated tablet mg 4 838 400 200 mg x 112 FepmaHus FOMHM
10. ,EKO®APM” EOOH - odepra Bx.N 10/17.09.2016 1., 09:28 uaca;
YYacCTHUKBT NOpemjiara CpoOKOBe Sa WM3NBJIHEHME Ha [NOopBYKaTa 3a BCHMUYKMY
odpepupaum JIII, xakTO ClenBa:
- Opu NepUOOMYHM JOCTaBku 2 (OBa) padoTHM OHM OT MOIABaHe Ha BaABKara,
- IIPpM BB3HMKHAJA HEOOXOOMMOCT WM3BBH CpPpOKa Ha TNEepUOIMYHUTE mocraBxku - 1

(enuH)

pad®oTeH OeH.

[lpennara 3aABKUTEe Ia ce NoJaeaT no daxc 02/963 15 61.




llpenjoxeuneTo e BamumHo no 31.01.2017 r.

Komucuszra

cunra,

e ocbep'ra-ra Ha YydYacTHMKA OTI'OBaApss Ha UBUCKBAHMSITA Ha

BERJIOKMTENSI M [HOOIYyCKa CEIara nO OlLeHABaHe M KlacupaHe Io obepupanure
HoMeHKIaTypu JII:

AHaTOMO- NPOTHO3HO Cooxa
MexayHapoaHo KONU4ECTBO Mputexaren Ha P
nn Li’;nf:; HENaTeHTHO Nekapcreena copma | Mspka (8 Ha-;;re)z?;acggwe paspelleHneTo 3a gg’i‘.:‘gff_
IATCY HaumeHosaHue /INN/ nocoveHara ynotpeba B rOAMHY
MAPKa)
1 2 3 4 5 6 7 8 9
14 |Lo1AA01 | Cyclophosphamide | napentepansa dopma [ mg 700 000 | Endoxan powd.inj. g;’gﬁr Oncology 3
29 |Lo1AACe | Ifosfamide napeHTepanHa coopma | mg 1000 000 | Holoxan powd.inj. 21’&? Oncology 5

11. ,ANTA $APMACKOTHKEBIC” EOOH - odpepTa BX.N 11/17.09.2016 r., 09:33 uaca;

YUaCTHUKBT

obepupanu

penjuara

T,

CpOKOBe 3

KakKTO cJenBa.

a UBI'BJIHEHNE

Ha

II0pPBUKATAa

3a

BCUUKHA

- npu nepuomuuuyu mocrTabkm 10 (mecer) patoTHM OHM OT MONaBaHe Ha 3aABKaTa,

- OpM BB3HMKHAJA HEOOXOOMMOCT W3BBH CPOKa Ha I[IEepUOANHYHMTE IOCTaBKM
paBoTHM IOHH.

(neT)

[lpenyara zasBKUTE Oa Ce [IoIJaeaT Mo dbaxc 02/953 26 22,
IpedJoXeHNeTO € BaJUOHO 1O 31.01.2017 r.

KomuucusiTa

cunura,

- 5

e o(1>ep'1'a-ra Ha YydacTHHMKA OTI'OBaps Ha UBUCKBAHUSATA Ha

BBBIOKMTENS M NOIOycka cEmaTa mO OLeHsBaHe M KilacupaHe no obdepupanure
HoMeHknaTypu JII:

AHaTomo- MexayHapoaHo Cpok Ha
T JfFIeRaneRmy HEAdICHTIS NekapcTBeHa dopmMa | Mspka Tgr?;:gz:: TbProBcko HanMeHoBaHNne pgf;gi"émﬂ; 2a [OAgOCT-OT
YeH Koa HaWMEHOBaHne & s NMPY -8
IATC/ /INN/ ynore FOAVHY
1 2 3 4 5 6 ¥ 8 9
i powder, dispersion
19 |Lotpgor | Doxorubicin and concentrate for | mg 20 000 | Myocet Ieva B4, 151,
hydrochloride dispersion for infusion Huaepnanavs
. Capsule, soft, 40 mr, x X Astellas Pharma
20 | L02BB04 | Enzalutamide 112 mg 537 600 | Xtandi Europe B.V., Hug-s 3.
Solution for injection, UAB "Sicor Bi i
. ) . 6 mg/0,6 ml, 1 pre- "Sicor Biotech",
35 | L03AA14 | Lipegfilgrastim filled syringe with mg 576 | Lonquex NvTea 2r.
safety device
: Concentrate for Eli Lilly Nederland
49 | Lo1xc21 | Ramucirumab solution for infusion m9 48'000( Cyramza B.V. Huaepnanana gn
12. , POl EBITAPUA” EOOH - odepra BX.N 12/17.09.2016 r., 09:35 uaca;
YUYaCTHUKDBT npenijiara CPOKOBE 3a NSII'BJIHEHNE Ha nopewYKaTa 3a BCUUKM
obepupanu JIII, KakKTO CJenBa:

- Op¥Y IIepUOIUYHY OOCTaBKU 10 (meceT) paGoTHM OHM OT IIOIaBaHe Ha 3aABKaTa,

- OpM BBRHMKHAJA HEOOXOOMMOCT M3BBH CpOKa Ha [EepMOLVYUHMTE JOCTaBKA
paboTHM IOHU.

(rer)

Ipensnara BasBKUTe Ha Ce NojaBaT 10 dakc 02/859 11 99.
Npennoxenyero e pammuHo no 31.01.2017 r.

Komucussra cuura,

- 5

e od;epcna'ra Ha ydacCTHMKA OTI'OBapsi Ha MSUCKBAHUATA Ha

BBSJIONMTEIST M HONycKa CchlaTa OO OLEHSBaHe K KiacupaHe Io obepupaunTe
HoMeHKIaTypn JII:

AHaTOMO- MexayHapoaHo Cpok Ha
MporHosKn Mputexaren Ha
TepanesTn HENATEeHTHO .ﬂeKapCTBeHa £ i FOAHOCT OT
JI MFlpKa Konuyecre T'bprOBCKO HawMeHoBaHne paspelesneTo 3a
YeH Koj, HaumeHoBaHwe dopma NPy -8
IATC! /INN/ 8 ioTRe0s roAHY
1 2 3 4 5 6 7 8 9
: napeHTepan-a Avastin Roche Registration
15 | Lo1xco7 | Bevacizumab ¢opma ma 55 600 concentrate for sol.for inf. Limited UK i
L nepopanHa Tarceva Roche Registration
1.22 | Lo1XE03 | Erlotinib bopma mg | 580000 | G coated tablet Limited UK 4 ropuHm
LO3ABO4 a a RofercA
131 | (oaanos | Interferon alfa '&Jf;:;ep e miy 3 240 | solution for injection pre- | Pow Bbarapus EOOA | 2 roaunkn
filled syringe + needle
napenTeparHa Perjeta Roche Registration
1.48 | LOIXC13 | Pertuzumab ¢popma ma 50,000 concentrate for sol.for inf. Limited UK 2 roAuHu
Trastuzumab napeHTepanHa Herceptin powder for Roche Registration
figm] L01XCO3 150 mg ¢opma mg €p 000 conc.for solution for inf. Limited UK 4 roAUHM




Trastuzumab napexTepanHa Herceptin solution for Roche Registration 1,75
1.58 | LO1XCO03 Y Y !
600 mg ¢opma mg 924 000 injection Limited UK roAvHN
Trastuzumab napeHTepanka KADCYLA powder for Roche Registration
10| Lotxeu emtansine ®opma mg 12000 concentrate for sol.for inf. Limited UK SIramHE
1.61 [ LOIXE15 | Vemurafenib g)eg):::nua mg | 4900000 éill'eE:ORAF imEcaater E?:i?: dlﬁglstratlon 3 rouHu
: : nepopanta Erivedge,capsule, Roche Registration
1.66 | LO1XX43 | Vismodegib tbopma mg 150 000 hard Limited UK 3 roavHm
13. , $BOHUKC SAPMA” EOOH - odepra Bx.M 13/17.09.2016 r., 11:20 uyaca.
YUacTHMKDBT Npenjara OOCTaBKa Ha |
AHaToMmo- MexayHapogHo Cpok Ha
: MpuTexaTten Ha
TepaneeTu HEeNaTeHTHO NekapcTBeHa MporHo3aHu rogHoCT
. yeH koA HavnmeHoBaHmue ¢opma MApsa KkonmdecTea T L IOBCKOINAUMEHORBHYE pas%iﬁfggggo s ot MPY -
IATC/ /INN/ Brog.
Of1 1 - Qumocmamuyu
: napexTepanta Zaltrap fl. 25mg/ml—4 ml | Sanofi-Aventis
8 |Lo1xx44 | Aflibercept dopma m9 36000 | 7altrap fl. 25mg/ml—8 ml Groupe, PpaHuya 3
4 |LOWXE17 | Axitinib ?;é):Mp: e mg 18440 :glgltas mg x 56 gftlizeiml;l?»:;egp-so 3
-~ ; napeHTepanta Jevtana Sanofi-Aventis
6 |LO1CDO4 | Cabazitaxel dopma mg 2160 fl, 60 mg Groupe, dpaHLms 3
, ; Ebewe Pharma
N . napeHTepanHa Calcium folinate
7 | VO3AF03 | Calcium folinate opma mg 1.000 000 amp, 10 mg/ml 5 ml x 5 S;nc?-ghl;l.fg.KG, 2
10 |L01XC08 | Cetuximab ;foppeh;‘;epa”“a mg 250 000 Er?,“,‘,‘]’; ) 5. '[‘_’lee;;';ﬁf:ﬁ" 4
g nepopanHa Xalkori Pfizer Limited
13 | LO1XE16 | Crizotinib dopua mg 360 000 caps. 250 mg x 60 OBeaNHEHO Kp-BO 3
| —— Tafinlar Novartis Europharm
15 | LO1XE23 | Dabrafenib opna mg 432000 75 ma x 120 Limited, O6eAuHeHo 2
P €aps. 9 KpancTso
powder,
i dispersion and
19 | Lo1DBOA :3°X°rUb'°'.” concentrate for mg 20 oo | Myocet TevaBV., 1.5
hydrochloride dispersion for fl. 50 mg HuaepnaHaua
infusion
Il L T e |
- nepoparnHa Afinitor Novartis Europharm
24 | LOWXE10 | Everolimus dopma m3 82490 | 12b1, 10 mg x 30 Limited, O6ea.Kp-80 3
25 |L01BCO2 | Fluorouracil PRRCHEARANHA m p2stioge | SaRNOrUIREl glrf;v: marlr(né 2
topma 9 amp. 50 mg/ml 20/ml x 10 ABCTpI;Iﬂ. g-RS,
26 |LO1XE02 | Gefitinib e mg 270 000 :;ebslsg 50 ma x 30 ﬁusat;auﬁﬂeneca AB, 4
28 | MosBAOS | Ibandronic acid | NaPeHTepanta mg g0 | Ibandronic acid 2angGeTU. 5
¢opma amp. 6 mg/6ml CnoseHus
- nepopanHa Tyverb Novartis Europharm
34 | LOTXEO7 | Lapatinib dhopma mg 12001000 tabl. 250 mg x:140 Limited, O6ea.Kp-so 2
. Ebewe Pharma
37 |Lo1DBO7 | Mitoxantrone epeiepants mg 480 f“l"'t2°’r:$"/tr;°|“1 omi GMbH.N.g.KG, 2
' g ABcTpus
Mycobacterium
: , napeHTepanHa Calgevax Byn Buo — HU3IMB
| e e | opva mg 8000 | amp. 11.25 mg EOOf Bwnrapus 2
. povderiar Sandostatin LAR f1.20 mgx1 | Novartis Pharma
39 | HO1CBOZ | Octreotide f;}:@gg;‘i"sg‘,’\jem mg 4540 Sandostatin LAR f.30 mgx1 | GmbH, lepmanus 3
Ebewe Pharma
42 |L01CDO1 | Paclitaxel &ag’:h;‘;epa”“a mg 330 000 | Paclitaxe! fi. 100 mg GmbH.N.fg.KG, 3
AscTpus
45 |LO1XE11 | Pazopanib &e(m’:”“a mg 2 880 000 :;‘t’)tl"i’(‘)to ma x 60 [‘i‘r";’i?:és gg;"sg_’g 2
47 | Lo1BAO4 | Pemetrexed napeHTepanHa mg 420 000 Pemetrexed Sandoz Sandoz GmbH - 2
topma fl. 500 mg ABcTpus
. nepopanta Nexavar Bayer Pharma AG,
50 | LO1XE05 | Sorafenib cbopma mg 4 838 400 tabl, 200 mg x 112 FepmaHus: 3
Sutent caps. 12.5mg x 30 ) L
51 |LO1XEO4 | Sunitinib repopana mg 300 000 | Sutent caps. 25 mg x 30 | -hzer Limited 3
topma Sutent caps. 50 mg x 30 PCSARHENT HPiED
54 |Lo1XE0S | Temsirolimus napeHTepanHa mg 7200 Torisel Pfizer Limited 3
opma fl. 30 mg O6eanHeHo Kp-BO
‘ nepopasnHa Hycamtin Novartis Europharm
56 | LO1XX17 | Topotecan oy mg 240 caps. 1mg x 10 Limited, O6e4.kp-80 3
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. nepopanHa Caprelsa caps. 100 mgx30 | AstraZeneca AB,
60 | LO1XE12 [ Vandetanib chopwa mg 108 000 Caprelsa caps. 300 mgx30 | LUsewws 4
- . . napeHTepanHa Zoledronic acid amp. Sandoz d.d.,
66 | MOSBAOS | Zoledronic acid | g ooun mg 5300 | 4mg/5ml CnoBeHus :
- napeHTepanHa Halaven Eisai Manufactoring
Ga|fj) Lo1xx41 jj Edbulin chopma m9 320 | amp. 0.44 mg/ml 2m Limited O6.Kp-80 4
5 . napeHTepanHa MerckSharp&Dohme
68 | L01XC18 | Pembrolizumab dopma mg 3600 | Keytruda fl. 50 mg Ltd., O6ea.KpancTso 2
Orl 2 - Onuamu
Oxylan tabl. 10 mg x 50
prolonged release Oxylan tabl. 20 mg x 50 G.L. Pharma GmbH,
9 N02AAQ6 | Oxycodone tablets mg 300 000 Oxylan tabl. 40 mg x 50 AscTpUs 5
Oxylan tabl. 80 mg x 50
- nepopanHa Stada Arzneimittel
13 | N02aX02 | Tramadol topua mg 1500 000 | Tramadol caps. 50 mg x 30 AG, Fepmanns 3
[lpenjara CpPOKOBE 3a MBNBJIHEHME Ha IOPBYKATa Ba BCUUKM OdepupaHu JIIT, xaxTo
ciensa:
- npu nepuolnuHu nocTaBxu 10 (meceT) paboTHM OHM OT NOJABaHE Ha 3adABKaTa,
~ 0pKU BDB3HMKHAJA HeOoOXOIOVMMOCT M3BBH CpoKa Ha NepUOOMYHNTE HOCTABKU — 5
(meT) paboTHM IOHWU.

Mpemyara 3aaBKUTe na ce nogaear no daxc 056/857 839.

llpennoxeHneTo e BanmmpHo no 31.01.2017 r.

Komucusara yCTaHOBM:

1. YYaCTHUKBT € NPeIJIOXKMI [a W3NBJIHM [ocTaBkaTa Ha JIIT MW 1.7; 1.21; 1.24;

1.25; 1.34; 1.42 ¢ mno emHa, TOYHO OllpenejlHa OT HEeT'0 TOoTOBa HJOo3MpaHa
JlekapcTBeHa ¢opMa, BeHpeky dYe B IUIC, akTyaseH KBM IaTaTa Ha OTBapsaHe Ha
opeprMTe, =& BCEeKM OT mnocodeHuTe JII ¥MMa MMHMMYM @O Olle enOHa TOTOBAa

JexKapcTeeHa ¢Qopma.

2. Ba JII I 1.10 y4acTHMKBET € TpemJoxuJl M3nbjlHeHue C JIII,
JekapcTBeHa ¢dopMa, KOATO He ce cpobppxa B IIJIC.

3. Ba ocrahaguTe JIII B I[IJIC, akTyajJleH KBM OaTaTa Ha OTBapsHe Ha odeprure,
CBIIECTBYBAT CaMO QopMMTe, OPEeNJIOXeHM OT ydacCTHUKA.

4. B ImokymMeHTauMsaTa OO HOpoleldypaTa BBE3JIOXMTENAT €  3alMcaln: ,BCeku
YUACTHUK I[OCO4YBa B obepraTa CM TBPTOBCKOTO HaMMeHOBaHue Ha oQepupanusa JIII,
Bes yTOuUHNBaHe Ha KOHKPeTHa TOTOBa xNoSMpaHa JekapcTBeHa ¢opma (kpaceH
nponyxkt) . %

KomucusiTra cumMTa, de:

4.1. npemroxeHMeTO Ha ydacTHMKAa Sa JIII NN 1.7; 1.10.; 1.21; 1.24; 1.25;
1.34; 1.42 He oTroBapsi Ha NPEeABapUTENHO OOSBOHUTE YCJIOBUS M MBUCKBAHUATA
Ha BBBIOKUTENS.

KommcusiTa npemnara odpeprara Ha yvacTHmuxa 2a Tesnu JII gxa 6pOe OoTCcTpaHeHa OT
yuacTMe B mpouemypaTa Ha ocHoBamme un.107, w.2, 6.%“a“ or 30I.

C TOTOBa HNOO3UPpaHa

4.2, npemnoxeHMsITa Ha YYaCTHMKA Ba oOcCTaHanuTre JII, xoMmcusiTa HpMueMa 3a
OTTOBRApSIIM Ha MBMCKBAHMSITA Ha BESJIOKUTENS.
Komucusara nonycka obepTara no OlLIeHsIBaHe 1M KjlacupaHe Ba caepHUuTe
HOMeHKIaTypu JII:
AHaTOMO- MexayHapofHO Mpuexaren Ha Cpok Ha
TepaneBTH HEeNnaTeHTHO HEKapCTBeHa npOI'H03HI/| roAHOCT
N[l YeH Koa HaumeHoBaHwe dopma Mrpxa konudecTea MLRrOBCKQ HEAMMEHORAHUS paapiu(.)lTeHgﬁego a2 ot MNPY -
IATC/ /INN/ ynorp B rog.
011 - Qumocmamuuyu
. napeHTepanHa P Zaltrap fl. 25mg/mi—4ml | Sanofi-Aventis
3 |LotXX44 | Aflibercept copma mg 36000 | 7 jtrap fl. 25mg/ml—8 ml | Groupe, Ppatuus 3
P nepopanHa ; Inlyta Pfizer Limited
4. jo1xei7_ Auitinib ¢opma mg 13440 tabl. 5 mg x 56 OGeanHeHO Kp-BO 3
. napeHTeparHa Jevtana Sanofi-Aventis
6 |LO1CD04 | Cabazitaxel cbopma mg 2160 1. 60 mg Groupe, dpanLus 3
i nepopanta 5 Xalkori Pfizer Limited
13 | LO1XE16 | Crizotinib chopwma mg 360 000 caps. 250 mg x 60 O6eaUHEHO Kp-BO 3
nepopana Tafinlar Novartis Europharm
15 LO1XE23 | Dabrafenib dbopma mg 432 000 caps. 75 mg x 120 kgﬁiié?%,qm«eno 2
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powder,
i i dispersion and
19 | LO1DBO1 P°é‘°r”r:’l'°'.'; concentrate for mg 20 000 pl"y5°°et I'e"a BV, 1.5
iydrochloride dispersion for .50 mg uaepnaHaus
infusion
26 i nepopanHa Iressa Astra Zeneca AB,
Lo1XE02 | Gefitinib bopma mg 270 000 tabl, 250 mg x 30 Lisewws 4
. : napeHTepanHa Ibandronic acid Sandoz d.d.,
28 | MO5BAD6 | Ibandronic acid dopma mg 900 amp. 6 mg/6m Crosehus 5
Mitoxantron Ebewe Pharma
37 | L01DBO7 | Mitoxantrone naperTepanta mg 480 GmbH.N.fg.KG, 2
dbopma fl. 2 mg/ml 10 mi AscTpus
Mycobacterium
hovis BCG napeHTepanHa Calgevax Byn Buo — HL3MB
38 | LO3AX0S | o coilus Calmette - | dhopwa ™ 8999 | amp. 11.25 mg EOOA Brnrapus ?
Guerin)
powder for Sandostatin LAR .20 m i
. ) ! gx1 | Novartis Pharma
39 [Ho ;
FR1CER: {| OEEsline ?nﬁzgﬁgslfnsgﬁcem ma 4509 Sandostatin LAR fl.30 mgx1 | GmbH, l'epmanus 3
5 . nepopanHa Votrient Novartis Europharm
45 | LO1XE11 | Pazopanib dopMma mg 2880 000 tabl. 400 mg x 60 Limited, O6ea.Kp-80 2
47 | L01BAO4 | Pemetrexed sk mg 420 000 595”(‘)%";26" Sandoz i:zg:;ﬂGmbH - 2
50 |LO1XE0S | Sorafenib sl mg 4838 400 gi’l(a;’gg mg x 112 ?:g;;i::rma AG, 3
Sutent caps. 12.5mg x 30 . L
51 |LO1XEO4 | Sunitinib b mg 300 000 | Sutent caps. 25 mg x 30 gfézeermlanzut:g o, 3
Sutent caps. 50 mg x 30 A P
. .Y napeHTepanHa 4 Torisel Pfizer Limited
54 | LO1XEO09 Temsirolimus dopma mg 7 200 fl. 30 mg OBEAMHEHO Kp-BO 3
6 | Lo1xx - nepoparta Hycamtin Novartis Europharm
5 XX17 | Topotecan dopma mg 240 caps. 1mg x 10 Limited, OBea.kp-Bo ®
0 o \ " nepopariHa Caprelsa caps. 100 mgx30 | AstraZeneca AB,
6 LO1XE12 | Vandetanib cbopma mg 108 000 Caprelsa caps. 300 mgx30 | Liseuys 4
7 R napexTepanHa ] Zoledronic acid amp. Sandoz d.d.,
66 | MO5BAO8 | Zoledronic acid choputa mg 5300 4mg/5ml CroBeHms 3
A napeHTepanHa Halaven Eisai Manufactoring
Raagf| L01Xx41 | Enibulin dopma Mg 320 | amp. 0.44 mg/ml 2ml Limited 06.Kp-Bo 4
5 : napeHTepanHa . MerckSharp&Dohme
68 | L01XC18 | Pembrolizumab opma mg 3600 | Keytruda fl. 50 mg Ltd., OBea.Kpancrso 2
Ofl 2 - Onuamu
Oxylan tabl. 10 mg x 50
o | Nooanos | Owycodone | DRSS | mg | sooooo| AR BTN | Recronn | S
Oxylan tabl. 80 mg x 50
. nepopanHa Stada Arzneimittel
13 | N02AX02 | Tramadol dopma mg 1500 000 | Tramadol caps. 50 mg x 30 AG, FepMaHus 3

KomucusaTa HacpouBa CHIefBalloTO CHU

Komucusa:
NpencenmaTedi:

UrneHoOBE:

3acemaHue -
npenyioXxeHusa Ha yuvacTHuumuTre 2a 05.10.2016 r.

SAJTMIEHA WHOOPMAIMS
110 PEJA HA 33 JI]1

or 09,00 uaca.

/0.CrossHOBaA/

/U.TonopoBa/
/I .MerpoBa/
/M.KoesB/

/P .KoMmmurToBa/

3a OTBaApAHE Ha LEHOBUTE
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[TPOTOKOJI N 3

IOHec, 05.10.2016 rommHa, B 09:00 waca, B ~KOII-Byprac” EOQIL, Ha azInpec
rp.Byprac, Oyxn.”Credan CramBosmor” N 73, B XupypruueH KOpnyc Ha MBAJI-Byprac
Al, eT.7, KOMMUCHA B CBCTAB:

llpencemaren: Hapuna CrogHOBa — IVIAaBHa MeOUUMHCKA cecTpa, ,KOI-Byprac”EQOIL;
UjiedoBe:

1. Mpmua TomopoBa - MaruUCTEp-bapMalleBT, yOpaBuTes OOJHMYUHA alTeka, KO-
Byprac”EQ0QL;

2. JleaHa IleTpoBa - upaBocnocoBeH wpucT, 0o un.20, am.4, 7.3 or 30I;

3. Mmuko KoeB - cr.ekcnepr, Jupekums “3BICIT3C” - OBmmuHa Byprac mo wui.20,

ain.4, 7.3 orT 30I;

4. Pymsana KommToBa - cuerosomures, ,KOIl-Byprac” EOQOI,

B MBNBJIHEHMEe Ha 3anoBen N 224 or 19.09.2016 romuHa Ha YopaBuressa Ha “KOI-
Byprac” EOOL, ce cwbpa Ia NpoObJIAXM CBOsSTa pafora [0 [peABapuTelieH noadop,
pasrjexnaHe, OLleHABaHe M KlacHpaHe Ha NoCcThOMAMTEe OobepTM Ba ydyacTue B
OTKpMUTa Ipolenypa Ba Bb3jlalPaHe Ha obmecTBeHa NOPDBYUKA, C HpemMeT: “JlocTaBKa
Ha JIEKapCTBEHU NPONYKTM 3a JieUeHMEe Ha OHKOJOIMYHM 3abOoJIABaHUS, paslpelelIeHU
B OBe o0ocofeHM NOBUUMM, CBINIACHO NPUIIOXEeHa chneumburaums” .

lIpouenypaTa e oTkpura Cc: Pemenme N 25/08.08.2016 r., permucrpuHaHa B AOI mon
N 00232-2016-0008, nyBamuxyBano ofO4aBjenue B POI N 743955/08.08.2016 7. M B
OB Ha EC W 206/S 154-278395 or 11.08.2016 T.

[lpencenaTenarT Ha KOMUCHMATA MPOBEpPM CbCTaBa Ha NPUCBCTBALMTE U OTKPU
3acenaHMeTo. Ha 3BacefaHMeTO Ha KOMMCHUATA HE [IPUCHCTBAT NPEICTABUTENM Ha
YYaCTHUUUTE WMIM OPYyIM OpaBOMMAIM JIMlA.

Kommcuara oTBapsi, ONOBECTSBA U HNOANMCEA MOONYyCHaATUMTE MO OLEHSBaHe U
KkracupaHe ULeHoBu obdepTr, no pema Ha [OCTHIBAHE Ha OPeNIOKeHMSTA Ha
yYacTHUIIUTE .

1. ,E/ EHI IM $APMA EBITAPUI” EAJL - odepTa Bx. N01/14.09.2016, 09:30 u.
Kommcusra e ponycHala NPeOJIOKeHMETO Ha ydaCTHMKA IO OLeHABAHE U KJacupaHe
[0 cJlelHaTa HOMeHKJarTypa JII M 1IIeHOBOTO NpPenJOXEHME 3a Hesd e:

' MesxayHapoaHo MPOrHO3HO ~ CpokHa LleHa sabDD

m |1 eA :Te(ﬁcm’qe HenaTeHTHO NekapcTBeHa Mapka | KOnmuecTso HZ:S':HB:::H 25”;5”;:;22;; rofHOCT OT /TDD, mg,

i ?(0 IATC/ HaumeHoBaHue dopma P (B nocove- e pasp s MNPY B microgram/h, MIU, €

A /INN/ HaTa mapka) ynotp roguHn onc
1 3 4 : 5 6 7 8 EE 10 1M
BRISTOL-

! ILotxc11 | Ipilimumab napeHtepanta | g 18000 | YERVOY |MYERS SQUIBB, | 3rof. 149,04
32 cdopma EEIG

2. ,TBPTOBCKA JIMI'A HAIL" A - obdepra Bx.N 02/16.09.2016 m., 09:30 uaca;
Kommcuara e nonycHaja NPeJIOXeHMETO Ha yYacCTHMKA IO OLEHSBAaHE M KJacupaHe
0o cuenHnTe odeprpaHM HOMEHKIATypHM JIII U LIEHOBOTO MNpPemJIOKEeHME 3a TAX e

AHaTtomo- MexayHapoaHo NporHo3Ho Npurexaren Ha CpokHa | LieHa 3aDDD

An | Tepanestu HenaTeHTHO JlekapcteeHa | Map | konuuectso Tbproecko s e roaHocT {TDD, mg,
yeH ko HauMeHOBaHWNE dopma Ka (8 nocoye- HaumeHosaHwe pasp noTpesa oT MPY | microgram/h, MIU,

IATC/ {INN/ HaTa mapka) ynorp B o4 KN cpac

1 3 4 5 6 7 8 . 8 10 ; 11
JHaitkacapma
310'* LO1XX28 | Imatinib "eggp;’;“a mg | 2160000 HRO"‘I'LEﬁCEM BucokokayecteeHn | 2 0,04408
P Capsules, har Te Nekapcraa"All
1. . napeHTepa Cyramza sol for | Eli Lilly Nederland

49 L01XC21 | Ramucirumab nHa dhopma mg 48 000 infusion BV." 3 14,06000

3. ,®APKOJ” AR - odepra Bx.M 03/17.09.2016 1., 08:55 uaca;
Kommcusara e pomnycHajla MHNPeOJIOXEHMETO Ha y4YacTHMKA OO OLeHSABaHe U KjacupaHe
0 CJyegHUTe OQepupaHM HOMEHKJATYpy JII ¥ LEeHOBOTO MNPEIJIOKEHME Ba TAX e

AHatomo- | MexayHapogHo | CpoK Ha Uena sa
MporHosHn Mputexarten Ha
TepanesTy HenaTreHTHO JNekapcteera roAHocT | DDD /TDD, mg,
| ey xon Hem oo = dopMa Mspka KOnVI;eCTB THProBCKO HaMMEHOBaHUE paapeu;TeH:gaTo 3 | TPy - | microgramih.
IATC/ /INN/ yiere srogvan | miv, ¢ AAC
1 2 3 4 5 6 7 8 9 11




Of1 1 - Qumocmamuuu
: - napenTepanH CALCIUM FOLINATE | Actavis Group
7 | voaaros | Calcium folinate | ;' ooyg mg | 1000000 | ACTAVIS solforinj. | PTC enf, Iceland | 3 01112
; napeHTepanH CARBOPLATIN Actavis Group
9 | LO1XA02 | Carboplatin a hopma mg 500 000 ACTAVIS sol.for inj. PTC ehf, Vicn-s 1.5 0,1489
e napeHTeparnH EPISINDAN SOL.FOR | Actavis Group
21 | L01DBO3 | Epirubicin . mg 110 000 INF. PTC ehf, Vor-s 1,5 0,7890
i napenTepant IRINOTECAN CONC. | Akrasuc EAL,
33 | LO1XX19 | Irinotecan a dopva mg 120 000 FOR INF.SOL. Bnraps 1.5 0,5248
: : napeHTepanH VINORELBIN CONC. Aktasuc EAL,
64 | LO1CA04 | Vinorelbine a dhopma mg 16 000 FOR INF.SOL. Bunrapus 3 1,2278
Ol 2 - Onuamu
‘ ; microg BUPRENORPHIN Actavis Group
1 NO2AEO1 | Buprenorphine | nnactup ram/h 98 000 ACTAVIS transd.plast. | PTC ehf.. Vion-s 1.5 0,236
3 VICTANYL .
3 | N02ABO3 | Fentanyl nnactup merd | 110000 | TRANSDERMAL ';‘%%";F{E;’;nd 3 0,107
PATCHES '
capsules, OXYCODON HARD Actavis Group
7 | N02AADS | Oxycodone hard mg 300 000 CAPSULE PTC, Iceland 1.5 0,01915
prelanged OXYCODONE Actavis Group
9 | N02AAO6 | Oxycodone release mg 300 000 2 0,01915
ablsts ACTAVIS RPTABL. | PTC, Iceland
4. ,COJNIOMEL” EOOH - odepra Bx.M 04/17.09.2016 1., 09:00 uaca;
Kommucuara e monycHajla OPENJIOKEHMETO Ha YYaCTHMKA 0O OLIeHSBaHE U KJlacCupaHe
Mo cJlegHUTe odepupaHmM HOMeHKJIaTypu JIII M LEHOBOTO MNpelJoXeHMe Ba TAX e
AHatomo- | MexgyHapoaHo n : bl AR CpoK Ha LleHa sa
pOrHO3HW | MNpuTexaren Ha E
.nn Ti‘;i“f:;" ¥ :ﬁ;g;i:;:‘; ; ne':gg;:::"a Mspka | konnsecTs: | THPIOBCKO HaKMEHOBaNNE paapeLgeHggTo 33 ;?’JI‘.TF?SF_ Dnegrg?fﬁmh?'
IATC/ /INN/ 2 ' VieTpeoa Brogurn | My, ¢ AAC
1 2 3 4 5 6 7 8 9 11
Ol 1 - Qumocmamuyu
Jevtana Conc.and Sanofi-Aventis
6 | LoicDo4 | Cabazitaxel | "HETREM | mg 2160 | solv.for sol.for inf. 60 | Groupe, 3 144,74
M ®paHuma
COLONY
STIM. NIVESTIM Solution | Hospira UK Ltd.,
12* | L03AA | FACTORS e dopwa | MIU 16 000 | for injection/infusion | OBeauHeHo 25 2,01
Filgrastim 30 MIU/0,5 mn Kpanctso
Lenograstim
Imakrebin Alvogen IPCo
30" | Lo1xx28 | Imatinib boowa | me | 2160000 | Film-coated tablet | S.arl, 2 0,04
100 mrx 120 NiokcemGypr
metrex Ilvoge
napeHTepanH Eﬁwgérefoerd e Alvogen IPCo
47 | L01BAO4 | Pemetrexed perTep mg 420 000 S.arl, 3 1,69
a opma concentrate for TNiokcemGypr
sol.for inf.500mrx1
. . Alvogen IPCo
53 | Lo1AX03 Temozolomid | nepopanta - 200 000 Blastomat Capsule, Sarl 2 028
e Gopma hard 100mrx5 TiokcemGypr
5. ,®APMHET” AL - obdepra BxX.N 05/17.09.2016 r., 09:10 uwaca;

Kommcusara e nonycHalsa

NIpeJIOCKEeHNEeTO Ha Yy4YaCTHMKAa OO OllIeHABaHEe M KJlacupaHe

No cyenpHUTe odepMpaHyM HOMEHKJIATYpM JIII M 1IeHOBOTO MNpeljioXeHMe Ba THAxX e
_ MexayHapogHo : - CpokHa |LleHa saDDD
AHATOMY HENATEHTHO Nekapcteena |MsApk MporHoaHu T'bprOBCKO MNputexaren Ha FOAHOCT /TDD, mg,
UL Tepan?z}lgen HaVMeHOBaHMe dopMa a |romwvectea| HaumeHOBaHMe | :paapeLueHvxseTo it ot MPY — | microgram/h,
koA [INN/ : ' ynorpeoa B rogudn | My, ¢ AAC
1 2 3 4 5 [ 7 8 9 14
Ofl 1 = umocmamuyu
B —— Accord Healthcare
11| Lo1xao1 |Cisplatin "apq;g:;a” mg 110 000{Cisplatin Accord  |Limited, 2 roanHn | 0,21360
O6ep.kpancTeo
: nepopanHa Novartis Europharm
15| L01XE23 |Dabrafenib opma mg 432 000[Tafinlar Limited, UK 2 ropvHn |  1,52323
: nepopanHa ‘ Novartis Europharm 3
24| LO1XE10 |Everolimus o mg 32 400/Afinitor Limited, UK FOnMHI 21,079266
: napeHTepanHa Fluorouracil Accord Healthcare 2
25| Lo1BCO2 |Fluorouracil dopma mg 6250 000 Accord Limited, SR 0,00500




O06eg.kpancreo
26| Lotxeo2  (Gefitinib nepopama | mg | 270 000IRESSA e Zeneca AR | 4 | 0.56930
34| Lotxeor |Lapatinib nepopania | mg | 1260 000[TYVERB o Ok ™ | | 0,111197
39| Hotceoz |Octreotide | Powdforsuse. | g 4500/Sandostatin LAR |gooiSPhamme | S | 63,65700
45| Lo1XE1 |Pazopanib "epoPaE | mg | 2880 000VOTRIENT o UK T |rop|  0:20388
«7| wionor [Pemetrexed | Pemerma | g | goocoqpemetreed jAccord Heattcsre [aroau| g gq0g
68| Loxcis || SMProlizum | napewrspanma | o 3600[Keytruda ﬂi.’?é?é‘i‘;‘;iﬁé’“me 2 | §0,86000
ab dopma Kpancrao rofguHn

6.

,COSAPMA TPEMIMHI'” AL - odepra BX.N 06/17.09.2016 ., 09:13 uaca;

KoMucusTa € »OoIyCHajla I[IPelJIOXKEHMEeTO Ha ydYaCTHMKA IO OlEeHABaHe U KJacupaHe
o cJjenHure obepupaHM HOMEHKJATYpM JIII' M LEeHOBOTO MNpemJIOXeHME 3a TAX e:
AHaTOMO- i - Cpok Ha LleHa sa
nn | Tepanestuy Mi)é(#g::f_ﬁ"qo“o NekapcteeHa Mspka Qgﬁmgg?: TBProBCKO pgf:;ﬁti;iﬁg' :a rqAHOCT DDD /TDD, mg,
€H Koa HaumeHoBanue [INN/ dopma 5 HauMmeHosaHne ynotpetia or MPY - | microgram/h,
IATC/ B rogunm | MU, ¢ AOC
1 2 3 4 5 6 7 8 9 11
Of1 1 - Qumocmamuuyu
. nepopanHa Janssen-Cilag
1 L02BX03 | Abiraterone acetate el mg | 5400000 [ 3UTUTA International NV 2 0,23267
Boehringer
2 | LOIXE13 | Afatinib ooowa | M 60480 | IKUOTPU® | Ingelheim 3 3,42700
P Intern.GmbH
: napeHTtepana Sanofi-Aventis
3 Lo1XX44 | Aflibercept opma mg 36 000 | 3A/ITPAIN Groupe 3 6,39900
4 | LoixE17 | Axitinib "egzg‘;”a“a mg 13 440 | MHNIANTA Pfizer Limited 3 26,55857
6 | LoicDos | Cabazitaxel napexTepanE | g 2160 | [KEBTAHA | Qoo "o 3 |137,50000
13 | Lo1XE18 | Crizotinib "egzz‘:n’;”a mg 360 000 | KCANTKOPU Pfizer Limited 3 0,71834
Novartis
15 | L01XE23 | Dabrafenib ”eg;gfn’;”a mg 432000 | TAOUHJIAP Europharm 2 1,54794
Limited
+ napeHTeparnHa Amgen Europe .
17* | M05BX04 | Denosumab p(bop“’;a mg 58 000 | EKC/KVMBA ng 3 5,26667
Novartis
24 | L01XE10 | Everolimus “eg)g‘;fn’;“a mg 32 400 | AGMIHUTOP Europharm 3 21,06667
Limited
26 | Lo1xE02 | Gefitinib "eg,‘;g;“a“a mg 270000 | IPECA AstraZeneca AB 4 0,56907
. Novartis
34 | Lo1XE07 | Lapatinib "ej;ggam”a“a mg | 1260000 | TAMBLPE Europharm 2 0,11304
Limited
powder for ;
39 Ho1cBo2 | Octreotide suspension for | mg 4 500 ﬁﬁ:mOCTATMH gmlgﬁls e 3 63,30000
inj. + solv
OTHER ANTIANEMIC
i PREPARATIONS napeHTeparHa Amgen Europe
40 BO3XA Erythropoetin cbopma DDD 3500 | APAHECH BV 3 12,90000
Darbepoetin
44 | Lo1xcos | Panitumumab " o | ma 54000 | BEKTUBMKC | oy oe" EUoPe 3 8,02000
Novartis
45 | LOIXE11 | Pazopanib "eggpaMg“a mg | 2880000 | BOTPUEHT Europharm 2 0,20367
P Limited
46 | L03AA13 | Pegfilgrastim T o | mg 576 | HEYJIACTA 'g‘"\"/ge" Elgpe 3 |273,33333
50 | LO1XEO5 | Sorafenib nepopem'™ | ma | 4838400 | HEKCABAP nger -l 3 0,29400
51 | LO1XE04 | Sunitinib bopwa | M3 | 300000 | CYTEHT Pfizer Ltd 3 6,18530
: nepopanHa Merck Sharp &
53 L01AX03 | Temozolomide e mg 200 000 | TEMOAAN Dohme Ltd 3 0,27922




54 | LO1XE09 | Temsirolimus "ap;f‘gshﬁ:““a mg 7200 | TOPUCEN Pfizer Limited 3 53,33333
Novartis
56 | L01XX17 | Topotecan neggg;:;ua mg 240 | XUKAMTUWH Europharm 3 56,33700
Limited
80 | LOIXE12 |Vandetanib "e;gz;?a mg 108 000 | KAMPESICA AstraZeneca AB 4 1,05260
67 | Lo1Xx41 | Eribulin e opra | M9 320 | XAJIABEH Eisai Europe Ltd 4 |839,77273
: napeHTepanHa - Merck Sharp &
68 | LO1XC18 | Pembrolizumab cbopma mg 3600 | KENTPYAA Dohme Ltd 2 80,68000
Or1 2 - Onuamu ]
5 | No2aa01 | Morphine "apg*gssg””a mg 300 000 | MOPOYIH Codbapma Al 3 0,07200
8 | No2aAss | Oxycodone odifed: | mg | 1500000 | OKCUKOHTUH | andiPharma 3 0,04400
10 | No2aAss gégioh?;giohnyg "0%N1o" | nepopanwa t?r%/lso g 900 | |APTVIH Mundiphamma 3 0,12772
hydrochloride thopwa mg PETAP/ GmbH '
(®) d hyd - i
11 | No2aASS5 rio)l(zc/:ON:Igior?e FOeNIo | nepopanma t:%/‘f 8 36 000 | TAPTURH Mundipharma 3 0,12772
hydrochloride 2R mg PETAPA GHfibH] '
Oxycodone hydrochlo- tabl.40 i
12 | No2aAs5 | ride / Naloxone "eg‘;zaM’;“a mg/20 17 000 -IEQ'I?E:AH g;:nldépharma 3 0,12772
hydrochloride mg
13 | No2axo2 | Tramadol “eg(’)m’;”a mg | 1500000 | TPAMAJITVH | YHudapm Al 3 0,00226
7. ,MC ¢APMA” Al - obepra Bx.N 07/17.09.2016 r., 09:16 uaca;

KommcuaTa e ponycHaJdia

IpelJIOXEeHMEeTO Ha YydaCTHMKa 0O OlLeHABaHe M KiacHMpaHe

no cjgenpHure obepupaHu HoMeHkJaTypu JIII ¥ LEHOBOTO NPEIJIOXSHME 32a TAX €1

AHaTomo- MexayHapogHo NPOrHo3HO MpuTexaren Ha Cpok Ha LieHa za
nn | Tepanestu HenaTeHTHoO NekapcteeHa | 0o - | KONMYECTBO B Teproscko ;' S GHiaTO 44 TOAHOCT OT | DDD /TDD, mg,
: YeH Kof HaUMeHoBaHue dopma P nocoyeHara HaumeHosaHue pa i HOTOBEA MPY's microgram/h,

IATC/ /INN/ Mmsipka | ynorp TOAUHU My, ¢ 44C
1 2 3 4 5 8 7 g g 11
o5 | Lorcac2 | Vincristine bopna | ma 80 [ CYTOCRISTIN | Cipla (UK) Ltd,UK 1.5 9,96
8. ,MEIEKC” 00O - odepra Bx.M 08/17.09.2016 r., 09:20 uaca;

KommcuaTa e ponycHajJa

npenjioXeHNeTO Ha ydaCTHMKAa OO OlleHABaHE M KiIacupaHe

o ciuepgHuTe odepupaHM HOMeHKJATypu JIII ¥ LEHOBOTO MNPeIJIOXEeHME 3a TAX e:
e Cpok
AHaTOMO- SR Ha LieHa saDDD
nn TepanesT Mﬁ:ﬁ;’::fﬁfg'o NekapctBeH | Msapk NporHosHu Teproscko 25“;%2;2: ;‘ :a rofJHOC /TDD, mg,
M4EeH Kog ! a gopma a Konuyectea HaumeHoBaHwe. bR TOor microgram/h,
IATC/ HanmmenosaHve /INN/ ; ynotpe6a NPy s MU, ¢ AIC
ToAUHN
1 2 3 4 5 6 i 8 9 11
Of1 1 - Qumocmamuuu
. i -Aventis
3 Lo1XX44 napexTepan 36 000 Zaltrap conc, for | Sanofi
sfilberesp! wacopma | M9 sol. for infusion | Groupe, ®panuus 3 6,65550
E . nepopanHa Inlyta film- Pfizer Limited
4 LO1XE17 | Axitinib dopma mg 13 440 coated tablets OBEANHEHO Kp-80 3 26,70350
napeHTepan Jevtana onc.and Sanofi Aventis
6 L01CD04 | Cabazitaxel Ha hopma mg 2160 is,nc;lv, for sol.for Groupe, GpaHLus 3 143,33330
Capecitabine Accord ealthcare
8 | Lo1BCOs | Capecitabine "e;z';;”a“a mg | 40000000 | Accord, film- LimitedOGeauHeH 3 0,00144
coated tablet 0 Kpancreo
LO1XCO6 . napeHTepan 50 000 Erb_ltux, .solutlon Merck KGaA, 4
10 Cetuximab Hatdiophia mg 2 for infusion Fepmaris 3,85
Cisplatin
oAt napeHTeparn Accord Healthcare
11 | LO1XA01 | Cisplatin Ha hopma mg 110 000 ,:c():lcg)r:ji,n?onc_for Limited, O6ea. Kp. 3 0,21440
COLONY STIM. Zarzio sol.for inj.
12 FACTORS napeHTepan finf.in prefilled Sandoz GmbH,
% LO3AA Filgrastim B oria MIU 16 000 syring.with needle | Austria 3 1,78650
Lenograstim safety guard
R nepopannxa Xalkori capsule, | Pfizer Limited
13 | LO1XE16 | Crizotinib ooy mg 260,000 § Lo OBeAMHEHO Kp-BO 3 0,72185




napexTepan Tolnexa, KRKA, d.d
18 | L01CD02 | Docetaxel Ha dopha mg 80000 | concen-trate for | crosenusi 2 0,41550
sol for inf.
gpwderc,l Myocet, Powd.,
Doxorubicin ISp.an disp.and solv.for | Teva Pharma
19 | LO1DBO1 hydrochloride ?2?3?2;?;? mg 20 000 conc.for disp.for | B.V., Xonaraus 1.5 20,61990
inf. inf.
. Astellas Pharma
20 | L02BB04 | Enzalutamide nepopania | g 537 600 | 2tandi capsule Europe B.V.,Hua- 3 1,30890
¢opma soft -
Fluorouracil Accord Healthcare
25 | L01BCO2 | Fluorouracil ”:g%‘;:z:” mg 6250 000 | Accord, sol.for Limited, 2 0,00502
injection/infusion | OGea.kpancrso
Gemcitabine Accord Healthcare
27 | L01BCOS | Gemcitabine "jg%;';;ﬂi" mg 1300000 | Accord conc.for | Limited OBeaume- 2 0,03910
sol.for infusion Ho KpancTteo
30 - nepopanHa Meaxin, film- KRKA, d.d., 2
p L01XX28 | Imatinib e mg 21860 000 coated tablet CroBeHus 0,04373
Lonquex sol.for UAB "Sicor
35 | L03AA14 | Lipegfilgrastim "f‘gfggm” mg 576 | inj. pre-filled syr. Biotech”, V. A. 2 279,72000
with safety device | JluTBa
: : napextepan Mitomycin-C Nordic Pharma P
36 | Lo1DCO3 | Mitomycin HaTdFapHR mg 15 000 Kyowa sol.forinj. | 5.r.0. Yexa 3 2,66900
OTHER ANTIA- Bimezrin Bol 7
NEMIC PREPA- inocrit Sol.for i
40 | Boaxa | RATIONS "ﬁg%’;ﬁfﬂ:\" DDD 3500 | inj. pre-filled iggggjﬂGmbH 2 6,78880
Eg’i‘;‘;‘;‘;ﬁﬂ“ syringes (glass)
OXALIPLATIN Accord Healthcare
41 | LO1XA03 | Oxaliplatin ”jgf;‘;gnpni” mg 130 000 | ACCORD conc. | Limited O6eanne- 2 0,36640
for sol.for inf. Ho Kpancteo
napeHTepan Armisarte, conc. | Actavis Group
47 | LO1BAD4 | Pernetrexed Ha (bopMa mg 420 000 for sol for infus. PTC ehf.. Vicn-s 1.5 1,47599
: nepopanHa NEXAVAR film- | Bayer Pharma
50 | LO1XE05 | Sorafenib bopua mg 4 838 400 coated tablet AG, Germany 3 0,29593
i nepopanHa SUTENT, Pfizer Limited
51 | LO1XE04 | Sunitinib bopwa mg 300 000 capsule,hard United Kingdom 3 6,36999
DDD-
Tegafur/gimeracil/ | nepopanna | 10l Teysuno, Nordic Group BV,
52 | LOIBCS3 | = il ifoma 5/141385 3024 EHpsuls e g 4 6,00253
mg)
Temozolomide Accord Healthcare
53 | LO1AX03 | Ternozolomide negzg;:;ua mg 200000 | Accord, capsule, | Limited OBeamHe- 2 0,14379
hard(in botles) Ho Kpanctso
- napeHTepan TORISEL conc. | Pfizer Limited,
54 | LO1XE09 | Temsirolimus Ha dhopma mg 7 200 &dil.for sol for inf | BenukoBpuratus 3 53,59990
. nepopanHa Caprelsa, film- Sanofi-Aventis
60 | LO1XE12 | Vandetanib dopMa mg 108 000 co-ated tablet Groupe, dpaHLAR 4 1,05155
Zoledronic acid Accord Healthcare
66 | M05BAOS | Zoledronic acid ”sgz‘gzm" mg 5300 | Accord, conc.for | Limited O6eguHe- 2.5 2,39988
sol.for infusion Ho Kpancrso
_— napeHtepan Halaven, Eisai Europe
67 | LO1XX41 | Eribulin Ha cpopma mg 320 solution for inj. Limited O6.Kp-8o 4 841,36363
Of1 2 - Onuamu
. . nepopanHa DHC Continus, Mundipharma
2 N02AA08 | Dihydrocodeine dopma mg 1 000 000 modif-rel tabl GmbH, Ascrpus 3 0,00742
Sublingual | micro Vellofent, AHAXENUHY Dap-
4 | N02ABO03 | Fentanyl tablet gram 160 000 Sublingual tablet | ma B- EOOf, B-5 3 0,09689
modified- Oxycontin modi- .
8 | N02AA05 | Oxycodone release mg 1500000 | fied-release g;‘%dlflpr;fsrzz" a 3 0,01999
tablets tablet !
Oxycodone bl
hydrochloride/ nepopanHa . Targin,prolonged | Mundipharma
QS| NO2AASE Naloxone Popma }SOrng 8900 release tablet GmbH, AscTpus 3 0.124159
hydrochloride
Oxycodone tabl.
hydrochloride/ nepopanHa | 20mg Targin,prolonged | Mundipharma
11| NO2AASS | \aloxone dopma / SS000 release tablet GmbH, Asctpua 3 0,1240895
hydrochloride 10mg




Oxycodone tabl.
hydrochloride/ nepopanHa | 40mg Targin,prolonged | Mundipharma
B N02AASS Naloxone ¢opma ! 17000 release tablet GmbH, AscTpusi 3 0.12614975
hydrochloride 20mg
9. ,TOIN XOCOUTAJI CBPBUC” AN - obepra Bx.M 09/17.09.2016 1., 09:24 uyaca;
KomucuaTra e nomnycHajla OPeIIOXeHMETO Ha y4YacTHMKA IO OlleHABAHe U KJjacupaHe
p P
IO CJeOHUTEe odepupaHM HOMEHKIaTypyu JIII M LEeHOBOTO MNPEONOXEHME 3a TAX €
L : Cpok
AHaTOMO- MexgyHapogHo MpOorHosH Ha LleHa saDDD
nn TepaneeT HeNnaTeHTHO IlekapcTtaeHa M: 7] Twproecke gf“;zga;i:;ga rogHoc /TDD, mg,
WYEeH Kog, HaumeHoBaHue topma pa Kkonnyecrt HavmeHoBaHue P pno'r ef;a TOT microgram/h,
IATC/ /INN/ Ba Jnote npy-gs | MU cAac
TOAUHN
1 2 3 4 5 6 7 8 9 11
Of1 1 - Qumocmamuuyu
powder,
. dispersion
Doxorubicin Myocet TevaB.V., 1.5
19 Lo1DBo1 hydrochloride agig;:rr;ﬁ;g:r mg 2000 50mgx2 Huaepnanaus FOANHN 19,78250
inf.
: Xtandi Astellas Pharma 3
20 | L02BB04 | Enzalutamide capsule soft | mg 537 600 40 mg x 112 Europe B.V. Hut+ P 1,39286
R ; solution for Lonquex UAB "Sicor Bio- 2
35 | LosAat4 | Lipedfilgrastim injection e 576 6 mg/ 0.6ml tech", V.A,, Nutea TOAKHN 279,28000
. film-coated Nexavar Bayer Pharma AG, 3
50 | LO1XEO05 | Sorafenib tablet mg | 4838400 200 mg x 112 Fepmatis BT 0,29980
10. ,EKO$APM” EOOL - odepra BXx.N 10/17.09.2016 1., 09:28 uyaca;
p
KomMucusara e OOIIyCHalJla IIPeqJIOXEHNEeTO Ha YydaCTHMKa OO OlLeHABaHe U KilacupaHe
I10 CJIeJHUTE oc_bepMpaHM HOMEHKJIIATYPH JIII ¥ LIeHORBROTO npeljoXxeHne 3a TAX €.
AHaTOMO- NpOTHOANG Cpokta | LleHa saDDD
nn | Tepanest Mz:(ﬁg::ﬁ:&uo Nekapcreena Mspka Kon:q(zcm Teproecko 25 ”;E”;i;eeﬂ; :a TOAHOCT /TDD, mg,
; VISHIKOR HaumeHobaHue /INN/ opma i noco4eHaTt HanmaHpRalie i pn0'r 6 gRilCsmiceota I,
IATC/ a Mapka) ynoTpeda B FOAMHM canc
1 2 3 4 5 6 7 8 9 11
: napeHTepanHa Endoxan Baxter Oncology :
14 | L01AAD1 | Cyclophosphamide pr mg 700 000 powd.inj. & 3 0,02587
_ . . napeHTepanHa Holoxan Baxter Oncology
29 | L01AAO6 | Ifosfamide thopuia mg 1000 000 powd.ini GmbH 5 0,04721
11. ,ANTA $APMACOTUKBIC” EOOL - odepra Bx.N 11/17.09.2016 r., 09:33 uaca;
KommcusaTa e pmonycHalJsa IpemJIOXeHNEeTO Ha YdYaCTHMKa 0O OlLEeHABAaHe UM KiacHupaHe
Yy p

0o crunepHuTe odpepupaHM HOMeHKJaTypu JIII UM LEeHOBOTO NPEIJIOXKSHME 3a TAX €

AHaTOMO- MexayHapoaHo n CpokHa | LleHa aa DDD

POTHO3HM i Mpurexaten Ha :

np | TepaneaTh HenaTeHTHO NekapcTeeHa Msipia. | Konudecte TBproecko paapelUereTo 3a roaHocr | /TDD, mg,

YeH Koa HanmeHoBaHve thopma . HauMeHOBaHne noTpeGa ot [PY - | microgram/h, MIU,

IATC/ /INN/ ARG B oMK c oac
1 2 3 4 5 6 7 8 9 11
b b powder, dispersion T BY
oxorubicin and concentrate for evaBV,,
19 | LO1DBO1 hydrochloride dispersion for mg 20 000 | Myocet Hugepnanans 15T 19,6786
infusion
: : Capsule, soft, 40 mr, . Astellas Pharma
20 |L02BB04 | Enzalutamide ©112 mg 537 600 | Xtandi Europe B.V...Hug- 3r. 1,30944
Solution for
injection, 6 mg/0,6 Qi ; "
35 |L03AA14 | Lipegfilgrastim ml, 1 pre-filled mg 576 | Lonquex }IJAB Sicor Biotech”, i 5o 273,43656
syringe with safety uTea
device
: Concentrate for Eli Lilly Nederland

49 | Lo1xC2t | Ramucirumab solution for infusion | M9 48000 | Cyramza B.V. Huapepnanaus ar. 14,0603
12, ,POUl BHITAPUA” EOOHN - odepra Bx.M 12/17.09.2016 r., 09:35 uaca;

KommcusaTa e IoNycHasa

INIpenJIOKEeHNMETO Ha YydYaCTHMKa 0O OlLeHABaHe M KJIaCHupaHe

1o clenHuTe odepupaHu HOMeHkIaATypu JIII u LLEHOBOTO NpenJjIOXeHMEe B3a TAX e

Anatomo- | MexayHapoaHo : CpokHa | LleHa »a
it TepanebBTyu HenaTeHTHO J'IekapCTBeHa Msipka Eg]?mr:gz:: T'pr'OBCKO 25”;&’::;2’;;‘:a rogHocr DDD /TDD, mg,
YeH Koa HauMeHoBaHue dopma P = HaumeHoBaHwe pasp noTpe6a or MPY - | microgram/h,

IATC/ AINN/ : ynotp B rogunu | MU, ¢ J4C

1 2 3 4 5 6 7 8 3 11
. Avastin Roche Registration
15 |L01XC07 | Bevaciz prahoHTSpanta 756 000 o 2 roaMHM

evacizumab Boona mg concentrate for Limited UK L 5,36143

6



sol.for inf.
1,22 | LO1XE0S | Erlotinib nepopariia 580 000 | 1@rceva Roche Registration
Popwma i film-coated tablet | Limited UK 4ropwn | 0,87064
Roferon-A
LO3AB04 napexTepanHa solution for Pow Bwnrapus
1.31 Interferon alfa MIU 3240 | . .
LO3ABOS thopma injection pre-filled | EOOR 2roauh f  7,92687
syringe + needle
napeHTepanHa Perjeta Roche Registration
1.48 | LO1XC13
Pertuzumab bopma mg 50 000 | concentrate for | Limited UK 2roguin | 14,43586
sol.for inf.
= Herceptin powder I
Trastuzumab napeHTepanHa Roche Registration
1.5
7 |LOIXCO3 | (g0 = chophia mg 60 000 | for cgnc.for_ Limited UK 4 ropuHu 7,46347
solution for inf.
) Herceptin S
Trastuzumab | napentepanna 3 Roche Registration [ 1,75
158 | LOIXCO3 | 660 mg Popua mg | 524000 solution for Limited UK roanan | O:46028
injection
KADCYLA
: Trastuzumab | napenTepanna powder for Roche Registration
1.69 | LO1X X
€14 | emtansine dopwma i 1209 concentrate for | Limited UK S iomn | 86,8200
sol.for inf.
1.61 | Lo1xe1s . nepopansa ZELBORAF film- | Roche Registration
Vemurafenib bopma mg 4900 000 coated tablet Limited UK 3 roAWHU 0,25968
1.65 | Lo1xx43 g g nepopariia Erivedge, Roche Registration
Vismodegib thopwa mg 150 000 capsule,hard Limited UK 3 roAvHN 2,31570
13. ,$bOHMKC ®APMA” EOOH - odepTa Bx.N 13/17.09.2016 1., 11:20 uaca.
Kommcusra e AOIIyCHAaJla NnpeJIoXeHNeTO Ha 'ydaCTHMKA OO OlLEeHABAaHe U KJlacupaHe
[1o CcCJenHUuTe onbepmpa}m HOMEHKJIIaTYypPuU JIII 1 LeHOBOTO IIpelJIOKEHNE 3a THAX €1
AHaTOMO- MexgayHapogHo Cpok Ha eHa
TepanesTn HENaTeHTHO neKapCTBeHa Mﬂp npOI'HOSHM I'Ipwrema'ren Ha rogHocT D[I)-L!) ITDD,arig.
nn ueH kon LA bopma va | Konnuecrs Tuproecko HauMeHoBaHue pa3peLleHneTo 3a orMPY - | microgramih,
IATCI /INN/ 2 YIOTPECE Brog. | M, cAcC
Orl1 1 - Qumocmamuuu
3 0 : napeHTepanHa Zaltrap fl. 25mg/mi-4 ml | Sanofi-Aventis
LO1XX44 | Aflibercept dopma mg 36000 | 7 ltrap . 25mg/mi— 8 ml | Groupe, bpaHLys 3 6,4515
el nepopanHa Inlyta Pfizer Limited
4 |LO1IXE17 | Axitinib thopvia mg 13440 | Ps ma x 56 OBeguHEHO Kp-8O 3 26,6186
5 s : napexTeparnia Jevtana Sanofi-Aventis
LO1CD04 | Cabazitaxel ddsona mg 2160 fl, 60 mg Groupe, dpanuns 3 137,2
13 ~rizotini nepopanHa Xalkori Pfizer Limited
LO1XE16 | Crizotinib dotua mg 360 000 caps. 250 mg x 60 OBeAUHEHO Kp-50 3 0,7204
Novartis
15 | Lo1XE23 : nepopanta Tafinlar Europharm Limited,
Dabrafenib topma o 432000 caps. 75 mg x 120 Ob6eauHeHo 2 15164
Kpancteo
powder,
o dispersion and
Doxorubicin Myocet TevaB.V.,
19 | LO1DBO1 hydrochloride g&r;(;(-:rrs\;(;tg?r mg 20000 | 475 mg Hiaepnangus 1.5 20,412
infusion
i nepopanHa Iressa Astra Zeneca AB,
26 |LO1XEO2 | Gefitinib bopma mg 270 000 tabl, 250 mg x 30 Wisewns 4 0,5686
. . . | napeHTepanHa Ibandronic acid Sandoz d.d.,
28 | M05BA06 | Ibandronic acid bopma mg 900 amp. 6 mg/6ml CrHoBenvs 5 29,6
. Ebewe Pharma
37 |L01DBO7 | Mitoxantrone | M@PeHTepanHa | ., 4go | Mitoxantron GmbH.N.fg.KG, 2 3,03
¢dopma fl. 2 mg/ml 10 ml ABCTPUS
Mycobacterium
bovis BCG
8 . napeHTepanHa Calgevax Byn Bvo — HLU3MB
3E5i]|LosAX03 f?;;":t'i':_ dopma mg 8000 omp. 11.25 mg EOOQ Bunrapus ¢ 18272
Guerin)
powder for Sandostatin LAR f1.20
: suspension for mgx1 Novartis Pharma
39 [HO1CBO2 | Octreotide injection + mg 4500 | sandostatin LAR f1.30 GmbH, Mepmatus 2 63,2796
solvent mgx1
: , Novartis
45 |LO1XE11 | Pazopanib gg’;ﬁ:”“a mg | 2880000 :g(tjatlnir(;to mo x 60 Europharm Limited, 2 0,2037
) 9 0O6ep.Kp-Bo
5 napeuTepanHa Pemetrexed Sandoz Sandoz GmbH -
47 L01BA04 | Pemetrexed dopma mg 420 000 fl, 500 mg AscTpus 2 1,344




a ; repoparHa Nexavar Bayer Pharma AG,
87| 01XE0S ) Sorafenib chopwa mg | 4838400 | o) 200 mg x 112 FepManis 02939
Sutent caps. 12.5mg x 30 o
51 |LOTXEO4 | Sunitinib Ropala mg | 300000 | Sutent caps. 25 mg x 30 ggze’v":g:?ﬂ o 6,1864
Sutent caps. 50 mg x 30 A P
T napeHTepanHa Torisel Pfizer Limited g
g LO1XE08 | Temsirolimus topma mg 72001430 mg O6eAnHEHO Kp-BO 53,32
. Novartis
56 | LO1XX17 | Topotecan ;fompa“”a mg 240 | Hycamtin Europharm Limited, 56,52
pma caps. 1 mg x 10 0664.kp-B80
Caprelsa caps. 100
: nepopanta mgx30 AstraZeneca AB,
60 | LOIXE12 | Vandetanib Hotua mg 108 000 Caprelsa caps. 300 Wiseuus 1,044
mgx30
- s . | napeHTepantHa Zoledronic acid amp. Sandoz d.d.,
66 | M05BA08 | Zoledronic acid dibpia mg 5300 4mg/5ml CroBeHus 2,331
- napeHTepanHa Halaven Eisal Manufactoring n
67 | Lo1XX41 | Eribulin ot mg 520 | amp. 0.44 mg/mi2ml | Limited O6.Kp-g0 8371636
MerckSharp&Dohm
68 | LO1XC18 %mmmmb”wﬁmfﬁ mg 3600 | Keytruda fl. 50 mg e Ltd., 80,64
O6ea.Kpancreo
Orl 2 - Onuamu
Oxylan tabl. 10 mg x 50
prolonged Oxylan tabl. 20 mg x 50 G.L. Phatma
9 | N02AAOS | Oxycodone release tablets | M9 500 000 Oxylan tabl. 40 mg x50 | GmbH, Asctpna 0,0251
Oxylan tabl. 80 mg x 50
nepopanta Tramadol caps. 50 mg x | Stada Arzneimittel
13 | NO2AX02 | Tramadol e mg | 1500000 | 4, AG, Fepmanus 0,0023

KoMucusitra nOpMCTEINM KBM PpaSTyexhaHe LEHOBUTE MNPeNiIoXeHMsT Ha YyYacCTHULUTE Ba
CBOTBETCTBMETO MM C MSMCKBaHETO Ha Brpajoxmurens,
(parnen
odbepupaHUTe JIEKAPCTBEHM NPOIAYKTM La He HAIBMIIABAT CBHOTBETHATA CTOMHOCT Ha
aKTyaJleH KBM JaTaTa Ha OTBapsHe Ha odbepTure u

ceumTe B IIIC,
Oa He HaOBMIlaBaT KBM ChllaTa HJaTa OOTOBOpeHUTe ¢ H30K 1ieHu,

»HJONBJIHNTEIHA

cecrarsa Tammuuoa 1,

YYaCTHULIUTE LEHU.

NPpUJIOXEeHUe 2,

IIPMJIOXEeHa KBM IIPOTOKOIA,
KoMncusira koHcTaTHMpa CIEeOHOTO:

uHdopmanms’)

- npenjaraHmuTe

IIOCOYEHO B
SIOVMHNYHU

KaTmo

OBABJIEHMETO
1LeHu

Ha

3a LeJira
CeIOBpXalla BCUYKM NpennaraHm OT

1. 3a yuacTHuka ,$APMHETY“ All - npelnjaraHaTa eOMHMUYHA lleHa Ha II0COYEeHMA B
ciegngpatiara Tabauia JeKapCTBEeH NPOIOYyKT :
AHatomo- | MexpyHapoaHo : Cpok Ha LeHa 3a
MporHoaHu Mputexaten Ha .
TepanesTn HENAaTEeHTHO HEKapCTBeHa : FO4HOCT OT DDD /TDD, mg,
nn JeH koAl P dopma Msapka | kornu4ecTs | TbproBcko HauMeHoBaHue | paapemengTo NPy - 8 microgramih,
IATC/ /INN/ g RALIRTPEDA FOAMHI My, ¢ N0C
1 napeHTepanHa hecend
. | L01BA04 | Pemetrexed perirep mg 420 000 | Pemetrexed Accord | Healthcare 3roaunHn 3,38000
47 opwa Limited, UK

He OTIOBapA Ha MBUCKBAHETO Ha BB3JIOXUTENA,
odpepTaTa Ha YydacTHMKa =3a JIII N

KjJacupaHe, Ha OCHOBaHMe uj.107,

T.2,

6.%a"“ or 30II,

IIpedBapUTeJIHO 00ABEeHUTE YCIIOBMA Ha IIopbYKaTa.

2.

3a ocTaHaauTe
CBOTBETCTRAT Ha M3UCKBAHETO Ha BBRIIOXUTENA.

YdaCTHMIM

BCUUKM IpelJjlal'aHM eIOMHMUUHU LeHU

nopamu KOeTO KOMMUCHUATA Ipemajara
1.47 pa ©ObBOe oTCTPpaHeHa OT OlieHABaHEe U
KaTO HEeOTI'OBapsllo Ha

Ha JiII

Kommcusra OIPUCTEBIIBA KBM paBlSIvlieXOaHe M CEIOCTABsHE HA LIeHOBUTE IIPenyIOoXeHUSsT

Ha YyYJacTHUUIUTE,

OOIIYCHATH po OLeHsIBaHe M Kilacupasxe,

rTabmma Nt 2, HepasSzesHa YACT OT HACTOSUMSI IPOTOKOJN.

KomMmcusaTa KOHCTATHMpPA CJSTHOTO:
LeHa ¢ nowpeue otT 20%
IIpenJIOXEeHU ST
dopma,

YYaCTHUKBT
no OuaronpMsaATHa OT CcpelHaTa CTOMHOCT Ha OCTaHaJuTe
B ocTaHauure odpepTH =Ba JO N
nmopanM KOeTO Ha OCHOBaHue uj.72,

/MEIEKC"

1.53 -

oon

npemiara

Temozolomide,
an.l or 30II KOMMCMATA HUSUCKBA OT

KaTo Ba penra odopms

SIVMHMYHa

nepopanHa

YY9aCTHUKA HO,.'IIpO@Ha nMcMeHa OBOOCHOBKA Ba HauMHa Ha o6pa3yBaHe Ha Ta3M ueHa.



OBocHOBKaTa cienBa HOa ObOe IpelncTaBeHa B CpPOK OT 5(meT) OHM OT mojJydaBaHe
Ha MCKAaHeTo. '

Komucusira mseprpmea KJIACHUPAHE 3A OCTAHAIIMTE MNOBMINMM, xoero odopmst B Tabmuma
3, HepaspgeNHa |YacT OT HaCTOSUMS [IPOTOKOJ.

KommcuaTa HacpouBa CHIEO3BalloTO CU BacemaHue =a 11.10.2016 . ot 09.00 uaca.

Komucusa:
[IpencenmaTed:

/0.CrosHoBa/

YUjieHOBE:

/V.Tomoposa/
/0 .lleTpoBa/
/M.Koes/

/P.KomuTosa/

IO PEJA HA 33JI 1

N
3AJIMYEHA THOOPMAIINA
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[TPOTOKQOJI W 4

lmec, 11.10.2016 rommua, B 09.00 uaca, B ,KOI-Byprac” EOOH, Ha ampec Ip.
Byprac, Oyxu.”Crepan CrambosioB” N 73, B XmpypIMYeH KOPIyC Ha MBAJI-Byprac
All, eT.7, KOMMCUS B CLCTAaB;

[Ipencenared: Hapuua CTodHOBA — TJlaBHAa MeIOIUMLIMHCKAa cecrTpa, » KO~
Byprac”EQQI;

UjileHOBE :

1. Upmrea TonmopoBa - MaruCThP-bapMaleBT, yopaeuTes OOJHMYHaA anrexa, ,KOII-
Byprac”EOQOH;

2. [lleana IlleTpoBa — OpaBOCHOCOBeH opucT, no uia.20, an.4, 7.3 orT 3OI;

3. Muuko KoeB - cr.excnepT, Hupekuus “3ICIOT3C” - OBmuHa Byprac oo .20,
an.4, 7.3 or 30IM;

4. Pywmana KommTOoBa - cueToBOmMTes, ,KOI-Byprac” EOOI,

B MSBHOBJIHEHUE Ha 3aloBe] W 224 or 19.09.2016 rmomvMHa Ha YHOpaBUTeNsd Ha
“KOI-Byprac” EOOH, ce cwvbpa na OPOOBIXKM CBOATa pabora Ba pasTiexmaHe Ha
ojJyJyeHaTa IMCMeHa OOOCHOBKa OT YUYACTHMK, [IOMCKaHa OT KOMMCHMATa Ha
ocHoBaume ujn.72, an.2, 7.2 or 300 M Ha M3BLPUM KJIacHUpaHe Ha IONyCHATUTE
opepTM 3a ydacTue B OOmeCTBeHa [IOpPBYKA — OTKPUTA [NPOLEAypa, C OpeIMeT:
“IlocTaBKa Ha JEKaAapCTBEHM [NPONyKTM 3a JeueHMEe Ha OHKOJIOTMYHM BabosIgBaHMng,
pasznpeneyeHu B AgBe o000COOeHM MHOBMUMM, CBIVIACHO NPUIIOXEHAa cheundpuraums’”’ .
llpencenarendaT Ha KOMMCHATA I[POBEPM CBCTABA Ha NPUCHLCTBAIIMTE M CJIEI KAaTo
YCTaHOBM, UWe NPUCBCTBAT BCUYUKM UJICHOBE Ha KOMMUCHUATA, OTKPU BacelaHMeTo.

KomucusaTa yCcTaHOBU CJHEIOHOTO:

1. VyuacrTHuxsr ,MEIEKC” OOH, c mmcMo Bx.N 266/10.10.2016 1. IIOTEBPKOABA
obepupanaTa ueHa Ha JITI e 1.53, nopanou HaJUYUETO Ha 00EeKTUBHA
obcroAaTescTBa MO Wi.72, an.2, T.2 or 30l - u3CBpaHUTE TEexXHUUYECKM pEeNeHUS U
HaJIM4YMEeTO Ha UBKIOUMTENIHO OJIaTONPUATHM YCJOBMSA Ba ydyaCTHUKA.

lipennoxeHara uUeHa e ¢opmmpaHa Ha Basza perucTpUpaHaTa lieHa Ha NpOM3BOIOUTEN
IKC  OONyCTMMaTa HaOleHKa 3a ThpIoBell Ha empo ¥ e cnhoBpaseHa  C
M3UCKBAHUATA 3a ¢opMMpaHe Ha LeHaTa [0 IpolenypaTa Ha Bb3JOXMUTENd.
YUYaCTHUKDBT € UBKJIOUMTEJEeH OpelcTaBuTes Ha IIPY M yYacTBa B npouenypure 3a
BBb3JIaTaHe Ha OOmMeCTBeHM NOPBUKM 3a INOCTABKA HA OHKOJOIUUYHM OPOAYKTH KaTo
eKCKJIy3MBEH U OTOpPM3MpPAaH MNpeINcTaBuTesl. B TOBa CuM kauecTBO, ,Memexc“ 00]
nojgydaBa OT IpomspoauTend M IIPY M3KIOUMTENHO OJaT'ONPUSTHU TBPIOBCKU
YCJIOBUSA ¥ OOI'BJIHUTEJIHM, OpedepeHLUaANTHM OTCTBIKM, KOUTO MYy IIOBBOJABAT Ia
opepupa Tasy uUeHa 3a JIII B 1.53.

30pannTe TEeXHMUECKM pelleHus Ce CBCTOAT B HANIUMUMETO Ha T[oJAMa IO IO,
JIMLEHB3UPAaHa 3a TBPIOBMSA Ha eIp0o CcklamoBa 6aszsa M OOCTATBYHM CcOBCTBeHUM MIIC
3a WUSBI'BJIHEHMEe Ha SBafdBKM 3a [OOCTaBKM Ha TOoJNeMu KojguuecTBa JII, KOUTO
[IO3BOJIABAT ONTUMMS3alMA Ha HJOCTABKMTe, UYpes HaMaJjigiBaHe pasxomurTe 3a
CKJIaoupaHe ¥ TPpaHCHoopT, a OT TaM M OO HaMajigdBaHe Ha eIUMHMYHUTE LIeHM Ha
nopemiaraHuTe JII.

Kommcmara mnpuema mnOpencraBeHaTa OOOCHOBKaTa Ha yuyaCTHMKA KaTo II'BJHA,
oBekTuBHa M yOeIuTeJyiHa, Ha OCHOBaHME uWi.72, an.2, T.2 oT ROI.

Ha ocHoOBaHMe ToOpHOTO, KOMUCHATA M3BBPWBA KIacupane 3a JII N 1,53:

MepBO MsACTO Bropo macto TpeTo MACTO
. - nepoparHa CODAPMA
1.53 | Temozolomide chopma MEOEKC 007 TPEMAVHF AQ COJIOMEJ EOO[

KoMmmcusara CBCTaBA Tadnmuara c OKOHYATEJHOTO KIacupaHe 1o BCUUKU
HoMeHKIIaTypu JII, a MMEeHHO:
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INN

IekapcTBeHa dopma

|-eo mscTO

Il-po mAcTO

{Il-To MACcTO U cnepBawm

on 1 - UutoctaTuum
1 | Abiraterone acetate nepopanta dopma | COGAPMA TPEVNANHI
2 | Afatinib nepopanta opma | COGAPMA TPEAANHI
3 | Aflibercept napeHTepanta | copAPMA TPEMAVHT | GbOHUKC GAPMA MELOEKC
P ¢dopma
4 | Axitinib nepopanta dopma | COGAPMA TPEVWAUHT |  ®bOHUKC GAPMA MELEKC
. napeHTepanHa
5 | Bevacizumab pites POLL BEBJIFAPUSA
. napeHTepanHa - MEOEKC
6 | Cabazitaxel bopma ®ObOHUKC ®PAPMA | CODAPMA TPEUANHI CONOMER
. . napeHTepanHa
7 | Calcium folinate bopma DAPKON
8 | Capecitabine nepoparnHa dopma MEJEKC
: napeHTepanHa
9 | Carboplatin oD ®APKON
. napeHTepanHa
10 | Cetuximab dopma MEJEKC
11 | Cisplatin ”apz‘ggzg”“a ®APMHET MEJEKC
» | COLONY STIM.FACT. napeHTepanHa
12 Filgrastim Lenograstim thopma MEAEKC COnoMER
13 | Crizotinib nepopanta copma | COGAPMA TPEMAMHI |  ®bOHWKC ®APMA MEJEKC
. napeHTepanHa
14 | Cyclophosphamide dopwa EKO®APM
15 | Dabrafenib nepopanHa dopma |  PbOHUKC GPAPMA GAPMHET CODAPMA TPENOWNHI
: napeHTepanHa
16 | Dacarbazine i
17* | Denosumab NapeHTepanta | copAPMA TPEMOUHI
dopma
napeHTepanHa
18 | Docetaxe! bopma MEOEKC
19 | Doxorubicin F;g‘;]"gef’;rdéslge;fsafgf ANITA TOM XOCMUTAR ®bOHMNKC GAPMA
hydrochloride it pers. SAPMACKOTUKBNC CbPBUC MEJEKC
. ANTA TOM XOCMUTAN
20 | Enzalutamide nepopanHa gopma MELEKC DAPMACIOTUIBIIC CbPBUC
. .. napeHTepanHa
21 | Epirubicin chopua ®APKOJI
22 | Erlotinib nepopanHa gopma POLW BBLAFAPUSA
. napeHvepanHa
23 | Etoposide bopma
24 | Everolimus nepopanta hopma | CO®APMA TPEWMAVHI GAPMHET
. napeHTepanHa
25 | Fluorouracil donte OAPMHET MEJEKC
26 | Gefitinib nepopantHa dopma |  PbOHUKC ®PAPMA | CODAPMA TPEAOWNHI GAPMHET
' . napeHTepanHa
27 | Gemcitabine dopma MEOEKC
* . . napeHTepanHa
28* | Ibandronic acid o ®bOHUKC dAPMA
. napeHTepanHa
29 | Ifosfamide dopua EKO®APM
30* | Imatinib nepopanta copma COJIOMELy MEZEKC TbPFOEXEA A
~ napeHTepanHa
31 | Interferon alfa topma POLLU EBLJITAPUA
o napeHTepanHa )
32 | Ipilimumab diGpHE EW EHO oM APMA
. napeHTepanHa
33 | Irinotecan opma ®APKON
34 | Lapatinib nepopanHa opma OAPMHET CO®APMA TPENOVHI
. ! : napeHTepanHa ANTA TOM XOCTMUTAIN
35 | Lipegfilgrastim copma SAPMACIOTUKBIC CBPBUC MEJIEKC




36 | Mitomycin ”ap‘;')g:“':z””a MEOEKC
37 | Mitoxantrone ”ap;fg:“’::””a ®bOHUKC GAPMA
Mycobacterium bovis BCG napexTepanHa
38 (Baccilus Calmette-Guerin) dopma ®bOHUKC ®APMA
39 | Octreotide ™" | ®bOHMKC GAPMA | COGAPMA TPEVIVIHT GAPMHET
OTHER ANTIANEMIC
40* | PREPARATIONS ”apft;gss:””a MEEKC CO®APMA TPEMAVHI
Erythropoetin Darbepoetin
41 | Oxaliplatin ”ap‘;gss:”“a MELEKC
f napeHTepanHa
42 | Paclitaxel dopma
: : : napeHTepanHa
43 | Pamidronic acid thopma
44 | Panitumumab nangsgznua CO®APMA TPEMOVHI
45 | Pazopanib nepopanta dopma | COGAPMA TPEVOVHI | ®bOHUKC GAPMA GAPMHET
46 | Pegfilgrastim "apf;gsn'::””a COGAPMA TPENANHT
47 | Pemetrexed ”ap‘;'gsh'::””a PbOHUKC GAPMA MELEKC COJIOME[,
48* | Pertuzumab ”ap‘f;ggh‘ﬁ““a POLL BLATAPUSA
: napeHTepanHa TbPIrOBCKA NIUTA ANTA
49 | Ramucirumab dopma HAL SAPMACIOTUKBIC
MELEKC
50 | Sorafenib nepopanHa gopma |  ObOHUKC ®PAPMA | CO®APMA TPEVOVHI TOM XOCMUTAN
ChbPBUC
51 | Sunitinib nepopanta opma | COGAPMA TPEVONHI |  ®bOHUKC ®APMA MEJEKC
52 | Tegafur / gimeracil / oteracil | nepopanHa gopma MEJEKC
53 | Temozolomide nepopanta copma MELEKC CO®APMA TPEMAVHI CONOMEL
54 | Temsirolimus napeHTepanta ®bOHUKC GAPMA | COGAPMA TPEMINHI MEJEKC
copma
napeHrepanHa
55 | Topotecan RN
56 | Topotecan nepopanta dopma | COGAPMA TPEVAVHI | ®bOHUKC GAPMA
57 | Trastuzumab 150 MG ”angssg”“a POLL BBLATAPYA
58 | Trastuzumab 600 MG ”apf‘;'g:sz””a POLU BLATAPUSA
59 Trastuzymab napeHTepanta POLL EB/FAPUS
emtansine copma
60 | Vandetanib nepopanHa opma |  PLOHUKC GAPMA MELEKC CO®APMA TPEVOVIHI
61 | Vemurafenib nepopanHa dopma POLL BLIITAPUS
: . napeHTepanHa
62 | Vinblastine chopns
63 | Vincristine ”ap;fg:s:”“a MC GAPMA
64 | Vinorelbine nang:szma SAPKON
65 | Vismodegib nepopanta gopma POLW BBJITAPUA
66 | Zoledronic acid ”ap;f'gssz”“a ®bOHUKC GAPMA MELEKC
67 | Eribulin nap?;c;m:ma ®bOHUKC GAPMA | COGAPMA TPEVAVHI MEEKC
68 | Pembrolizumab ”ap‘;gssg”“a ®bOHUKC ®APMA | COGAPMA TPEVNAUHI GAPMHET
on 2 - Onunatu
1 | Buprenorphine nnactup ®APKON
2 | Dihydrocodeine nepopanHa dopma MEJEKC
3 | Fentanyl nnacrup dAPKON
4 | Fentanyl Sublingual tablet MEJEKC
5 | Morphine napenTepanta | -opAPMA TPEMAMHI

dopma




6 | Morphine nepopanHa gopma

7 | Oxycodone capsules, hard ®APKOJI

8 | Oxycodone m°diﬁfadl;lre'ease MEAEKC CO®APMA TPEVANHI

9 | Oxycodone rofenged relgas SAPKON ®LOHUKC GAPMA
Oxycodone

10 [ hydrochloride /Naloxone | nepopanta dhopma MEJEKC CO®APMA TPEANOQWHI
hydrochloride
Oxycodone ]

11 | hydrochloride /Naloxone | nepopanna dopma MEJEKC CO®APMA TPEUAWHI
hydrochloride
Oxycodone )

12 | hydrochloride /Naloxone | nepopanta dopma MEOEKC CO®APMA TPENAWHI
hydrochloride

13 | Tramadol nepopanta gopma | COGAPMA TPEMAVHT |  ®bOHUKC GAPMA

Komucuara npennara Ha Bb3iI0XUTENS,

INOBUINN .

C M3BBPUEHOTO
IOoKJan,

KJacupane
KOMTO mnpenaBa BEeOHO C NPOTOKOJMUTE OT BacemaHMATa CM M [OJIyYeHUTE
OOKYMEHTH OT YUYAaCTHULMTE Ha BbBJIOKMTES -

KomMmmcusa:

[Ipencenaren:

UjieHOBE §

KoMrmcusaTa

b=t

4

IPUKJITIOYUBA

I'I'SE VHVIIAd OIL

BEUNIVINdO®HHU VHALRMI'VE

KJIaCHUpPaHNTe Ha INIBPBO MACTO YUYaACTHMIM 3a
BCAKa HOMEHKJIATypa JIeKApPCTBEeH NPpOOYyKT OT npeoMeTa Ha oBmecTBEHATA IIOPTBYKA,
oa oBImaT OlipeneJIeHM 3a UI3NBJIHUTEJIM IO Tesu HOoMeHKJIaTypu JII oT ofocobeHuTeE

CBROATa

3a B3eMaHe Ha pPelleHUe.

/0.CroaHoBa/

Y. TonopoBa/
/Il lleTpora/
'M.Koen/

/P.KommToBa/

pabora



