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LIAPVILIA NOAHHA-
NCyn

MPOTOKOJT Ne2

3a paborara Ha KOMUCUATA, HasHayeHa OT VI3NbAHUTENHUA AUPEeKTOp Ha ocHoBaHue 4n.103
an.l ot 30l 3a M3BbpLUBAHE HA MOLOOP Ha y4yaCTHULUUTE, pasriexnaHe U OueHKa Ha nofjajeHuTe
ohepT B OTKpWTa Mpouedypa 3a 0OLLecTBeHa nopbyka C npeameT “[ocTaBKa Ha 1eKapCTBEHU
NPOAYKTU 3a OHKONOMMYHY 3a60M15BaHNs 1 Xemoauanusa 3a YMBAJ1 “Liapvua VoaHHa-UCY 17
EAL". lMpouepypata e ob6saseHa ¢ PewieHne Ne P[-03-29/19.05.2017 r. Ha W3nbaHuUTeNnHWA
AnpeKTop, Ny6nKyeaHo B peructbpa Ha AOIT nog Ne 00494-2017-0015.

KomucusTa 3a M3BbpLUBaHE Ha NOAGOP Ha y4YaCTHUUMTE, pasriexaaHe U OueHKa Ha nogageHute
ohepTyn e HasHayeHa cbe 3anoses Ne PA1-02-372/28.06.2017 1. Ha VI3NbAHUTENHNUA OUPEKTOP.

Komucuara pasrnega 4oKymeHTUTe no yn. 39, an. 2 ot MNMr30I1 3a cbOoTBETCTBUE C M3NCKBAHUATA
KbM /INYHOTO CHCTOSAHME M KPUTEpUUTE 3a NOABOP, NOCTaBEHN OT Bb3NOXKUTENS.

Cnep npoBepkara 3a Mnca, HeMb/IHOTa UM HECHLOTBETCTBME Ha MHOPMAaLMATA U LOKYMEHTUTE,
BK/HOUNTENHO HepefoBHOCT MM (hakKTUYeCcKa rpellka, WM HecbOTBETCTBME C M3UCKBAHMATA KbM
NNYHOTO CHLCTOSIHUE UMW KpUTEpMmMTe 3a nogbop, Komucusata naroten Mpotokon Nel/13.07.2017 r. ¢
KOHCTaTauMy OTHOCHO Ha/IMYMETO W PEAOBHOCTTA Ha U3UCKYeMUTE OT Bb3noXuTtens AOKYMEHTU, U
CbOTBETCTBMETO C KpUTEPUUTE 3a NOAOOP, NOCTaBEHM OT Bb3/NOXKUTENS.

B cvotBercTBMe C un. 54, an. 8 ot TM30IT KomucuATa M3nNpaty NPOTOKO/Ma Ha BCUYKU
yyaCTHULUM B AeHA Ha nybnnkyBaHeTo My B npodguna Ha Kynysaya /13.07.2017r./. B cpok po 5
paboTHW LHWU OT MOJly4yaBaHeTO Ha NPOTOKO/A YHaCTHULUTE, MO OTHOLLEHUE HA KOUTO € KOHCTaTupaHo
HeCbOTBETCTBME W/ /IUMNCA Ha UHOpMaLWs, MoraTt fa npefcTaBaT Ha komucusaTa Hos EEOON w/wmm
LPYrV OOKYMEHTM, KOUTO CbAbpXKaT MNPOMeHeHa W/Wan [OoNb/IHeHa WMHGopMauus. [OMbiAHUTENHO
npefocTaBeHaTa MHPOPMaLMA MOXe Aa 06xBalla U (hakT 1 06CTOATENCTBA, KOUTO Ca HACTBLNWUAN Cef
KpaiHMs CPOK 3a noslyyaBaHe Ha ogepTu.

Mpean n3TMyaHe Ha 3aKOHOYCTaHOBEHMWS CPOK OT Mo/lyyYaBaHe Ha MpPOTOKO/a yYaCTHULMTe, Mo
OTHOLLUEHME Ha KOMTO e KOHCTaTMpaHO HecbOTBETCTBME WM /IAMCA HA WHQopmMaLums, npeacTaBumxa
N3NCKyemnTe JOKYMEHTM, KOUTO KOMUCUATA pa3r/efa Ha nocneasallo 3acefaHve Ha 19.07.2017r.

1/ C nncmo Bx. Ne 1303-1/17.07.2017 r. y4acTHUKBLT ,,Pemean Tpenamnur” OO/ npeactasu
HoB EE[OM, B kouto B Yact II: “WMHpopmaums 3a MKOHOMMYECKUS onepatop”, Tabnuua b
“VIHpopmaums 3a MpefcTaBUTENIMTE HA WMKOHOMMYECKMSA Orepatop” ca BMWCaHW BCUYKU L,
npeAcTaBNABaLlLM yyacTHMKA NO 3aKOH, B CbOoTBeTCTBME C yn. 40 an. 1 wm an. 2, ot MNM30r /gBamara
ynpasutenu/. Hosuat EEAOI e nognucaH v oT fsamarta ynpaBuUTen Ha APY>KeCTBOTO.

MpoBepkaTa 3a CLOTBETCTBUE Ha AOKYMEHTUTE, BK/KOYMUTEIHO U AONBJHUTENHO NPEACTaBeHUS,
3a CbOTBETCTBME C U3UCKBAHWUATA KbM JIMYHOTO CLCTOSIHWME M KPUTEpUMUTE 3a Nofgoop, MocTaBeHW OT
Bb3noxutens, ycrtaHoBu, 4ye 3asBneHuneto/odeptata/ Ha ,,Pemean TpengmHr” OO/, cbOTBETCTBA C
KpuTepumTe 3a No460p, NOCTaBEHW OT Bb3NOXKUTENS. MOTUBMPaHa OT TOBa 06CTOATENCTBO, KOMUCKSATA
eanHoaywHo PELLNA:

ponycka ,,Pemeamn TperignHr” OO/, fo cnefalums etan Ha npoLeaypara.
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2/ C nucmo Bx. Ne 1303-2/18.07.2017 r. y4yaCTHUKBT ,,Pows Bbarapma” EOO/, npeactasu
HoB EE/Z1OM, B KOWTO AaHHMTE, m3mckyemmn B YacT II: “VHdopmaumsa 3a MIKOHOMUYECKUS onepaTop”,
Tabnuua b “NHdopmaums 3a NpeAcTaBUTENNTE HA MKOHOMWYECKINS OMepaTop” ca NOCOYEHN 3a BCUYKM
mua, npeacraenaBallin yvyacTHUKa, B CboTBeTcTBMe ¢ un. 40 an. 1w an. 2 ot MM30r1. Hosuat EEAOTT
e nognucaH 1 oT TpumaTa ynpaBUTENN Ha APY>KECTBOTO.

MpoBepkaTa 3a CLOTBETCTBUE Ha AOKYMEHTUTE, BKIOUUTENTHO W AONBAHUTENHO NPEACTaBeHUS,
3a CbOTBETCTBME C U3UCKBAHWUATA KbM JIMYHOTO CLCTOSIHWME M KPUTEpUuUTe 3a Nofgoop, MOCTaBeHU OT
Bb3noxutens, ycrtaHoBu, 4e 3aaeneHueTo/odeprtata/ Ha ,,Pow Bbarapus” EOO[ cboTBETCTBA C
KpuTepumuTe 3a Nofoop, NocTaBeHu OT Bb3NIOXUTeNS. MoTuBMpaHa OT ToBa 0OCTOATENCTBO, KOMUCUHATA
eanHoaywHo PELLIN:

fonycka ,,Pow bvarapua” EOO/ o cnefsalima eTan Ha npouegypara.

3aceflaHMeTO Ha KOMMCMsiTa MPOAL/KM C pasrnexzjaHe Ha TeXHUYecKuTe NpPeanoXKeHUs Ha
YUYaCTHULMTE U CbAbPXKALLMTE Ce B TAX [JOKYMEHTW, CBbp3aHM C W3Mb/HEHMETO Ha MopbyKaTa.
TexXHWUUYeCKOTO NpeaoXeHVe CNeaBa fa ChabpXKa:

1JIoOKyMeHT 3a Yynb/HOMOLLaBaHe, KOrato JMLETO, KOeTO nofaBa odeprara, He e 3aKOHHUAT
NnpeaCcTaBUTEN Ha Y4aCTHUKa;

2. MNpeanoXeHne 3a U3NbHEHME Ha MOPbYKATa B CbOTBETCTBME C TEXHMYeCKaTa cneunprKaums,
n3rotseHo no MNpuno>keHne Ne 4, BKNKOYUBALLO0 W CPOK 3a JOCTaBKa.

3. [deknapauuns 3a cbrnacue c Knaysute Ha forosopa - Npuno>kexune Ne 5;

4. [exknapaums 3a CpOKa Ha BafIMAHOCTTa Ha oepTaTa - Mpuno>keHne Ne 6;

5. [leknapauus, ye KONMYeCTBaTa 3a IEKaPCTBEHNA NPOAYKT ca Ha/IMYHK, B CydauTe Mo yn. 55 an. 6 ot
3/IMXM - cBOGOAEH TEKCT;

6. [Jeknapauus 3a ocurypsisaHe Ha HEOOXOAMMUTE KOMMYeCTBa Ha oepupaHuTe MPOAYKTU 3a Lems
CPOK Ha joroBopa - CBOOOJEH TEKCT;

7. Oeknapauus, Ye egrHMYHaTA LieHa 3a onakoska ¢ A/1C He npeBuLLaBa yTBbpAeHaTa pedpepeHTHa
CTOWHOCT B KOMloHa M Ha MpunoxeHne Ne 2 Ha MO3UTUBHUSA NIEKAPCTBEH CMUCHK, aKTyasleH KbM
CpOKa 3a MnoslyyaBaHe Ha oepTuTe.

8. 3aBepeHn OT y4acTHMKa Konusa Ha Pa3spelueHue 3a ynotpeba 1 KpaTka xapakTepucTuka Ha npogykTa
- CAMO 3a 6M0N0rMYHUTE NEKAPCTBEHU NPOAYKTU OT 060c06eHa no3uTTis Nol.

9. 3aBepeHu OT yyaCTHMKa Konua Ha PaspeLleHuie 3a ynoTpeba n Kpatka XxapakTepucTuka Ha npoayKra
- CAMO 3a nekapcteeHus npogykT ,,IMATINIB 100 mg” /o60oco6eHa no3uuma Nel, HOMeHKNaTypHU
eavHuum Ne Ne 554-60/.

OdepupaHnTe nekapcTBEHUTE NPOAYKTW CfiefBa [a NpuUTeXasaT BaIUAHO paspeLleHve 3a
ynotpeba B CTpaHaTta, n3gagaeHo no pega Ha 3/TMXM unu Ha PernameHT (EO) Ne726/2004 r. n ga
ObaaT BKIOYeHN B IMpunoxkeHne No 2 Ha MO3UTUBHUS NEKapPCTBEH CMUCHK, akTyasleH KbM KpaniHUs
CPOK 3a NnojaeaHe Ha odepTuTe.

KoraTto yyacTHVMK nojasa ogepTta 1 3a [BeTe 060C06eHM Mo3nuuMK, 3a BCAKA OT NO3vuUuUTe ce
NpPeAcTaBAT MOOTAENHO KOMM/IEKTYBAHU AOKYMeHTU no yn. 39, an. 3, 1. 1 ot MM30I1. TexHuyeckuTe
NnpeasIoKeHNs Ha y4acTHULUMTE ca KakTo CriefBa:

1. ,,Pemegn Tpengnur” OO/L:
OdepTata Ha yyacTHMKa e 3a 060co6eHa no3numst Ne 1, HoMeHKNaTypHu eanmHnum Ne Ne 2, 65, 66, 67,
70, 71, 72, 73, 74, 75, 79, 80, 81 1 82 1 cbabpKa e/HO TEXHUYECKO MpPes/ioXKeHMe.

TexXHMYECKOTO NpeanoxeHve 3a 060cobeHa No3numsa Ne 1 cbabpyKa BCUYKM U3UCKYEMU [LOKYMEHTU U
e B CbOTBETCTBUE C AOKYMeHTaumsATa. NpefnoXeHMeTo 3a U3Mb/HEHNe Ha MopbyKaTa e U3roTBEHO Mo
MpunoxeHne Ne 4. CpokbT Ha focTaBKa e 24 4aca. [NpeffokeHVeTO 3a M3NbHEHME Ha NopbykaTta
0TroBaps Ha M3nckKBaHuATa Ha Bbv3noxutend. OdepupaHnTe nekapcTBeHUTe NPOAYKTU Ca BK/HOYEHWN B



MpunoxkeHne Ne 2 Ha MO3UTUBHMS NEKAPCTBEH CMUCHK, aKTyaneH KbM KpaliHMSi CPOK 3a MojaBaHe Ha
oepTuTe. MOTMBMPaHA OT FOPHOTO OBCTOATENCTBO, KOMUCUATA eanHOAYLWIHO PELLIN:

ponycka ,,Pemean TpeignHr” OO/, 1o 0TBapsiHe Ha LIEHOBUTE NPEeA/IOXKEHMS.

2. ,,Tuproecka Jlura - HAIJ” AL:
OdepTaTta Ha y4acTHMKa e 3a o6ocobeHa nosnumsa Ne 1, HOMeHKnatypHu eamHuum Ne Ne 40 n 54 un
CbAbpXKa eiHO TEXHNYECKO NPeL/IoXKEHNE.

TexXHMYECKOTO NpenoxeHve 3a 060cobeHa No3vumsa Ne 1 cbabpyKa BCUUKN U3UCKYEMU AOKYMEHTU U
€ B CbOTBETCTBME C JOKYMeHTauuaTa. MNpeanoxeHneTo 3a U3Nb/HEHVE Ha MOpPbUKAaTa e U3roTBeHo No
MpunoxeHne Ne 4. CpoKbT Ha focTaBKa € 22 4aca. [MpeanoKeHMeTo 3a U3Nb/IHEHWe Ha nopbykara
0TroBaps Ha U3NcKBaHMATa Ha Bb3noxuTens. OdepurpaHnUTe NeKapcTBeHUTe NPOLYKTU ca BKIHOYEHN B
MpunoxeHne Ne 2 Ha MO3NTUBHUA IEKAPCTBEH CMNCHK, aKTyaseH KbM KpaiHUA CPOK 3a nojaBaHe Ha
othepTmTe. MOTMBMPaHa OT FOPHOTO 06CTOATENCTBO, KOMUCKATA eAnHOAYLWHO PELLIN:

gonycka ,, Tbproscka Jlura - HALL” A/l 0 0TBapsAHe Ha LEHOBUTE NPeasIoKeHUs.

3. ,,EVi eHp An ®Papma Buarapms” EAS:
OdepTaTa Ha yyacTHMKaA e 3a 060c0o6eHa no3numsa Ne 1, HomeHKNaTypHu eguHuum Ne Ne 49 1 69 1
CbAbpXKa e[iHO TEXHNYECKO NPeLoXKeHNe.

TexXHMYECKOTO NpeanoxeHve 3a 060cobeHa No3vums Ne 1 cbabpKa BCUYKM U3UCKYEMU LOKYMEHTU U
e B CbOTBETCTBME C JOKYMeHTauuaTa. MNpeanoxXeHeTo 3a U3MbHEHME Ha MOpbYKaTa e U3roTBeHo Mo
MpunoxkeHne Ne 4. CpoKbT Ha AocTaBKa e 24 vaca. Nped/ioXXeHNeTo 3a U3MNb/HEHME Ha MopbykaTa
0TroBaps Ha U3NCKBaHWATa Ha Bb3noxutens. OeprpaHuTe NIeKapCTBEHUTE NMPOLAYKTY Ca BK/IHOYEHU B
MpunoxxeHue Ne 2 Ha MO3NTUBHUA NEKAPCTBEH CMUCHK, aKTyasleH KbM KpaliHWA CPOK 3a nofaBaHe Ha
otheptuTe. MOTMBMpPaHa OT FOPHOTO O6CTOATENICTBO, KOMUCUATA eAnHOAYLWHO PELLIN:

ponycka ,,Ev eHg An ®apma Bbvnrapus™ EA/L 0 0TBapsiHe Ha LEHOBUTE NMPeA/IOKEHNS.

4. ,,®apkon” AJI:
OdhepTaTa Ha y4yaCTHMKa e 3a 060cobeHa no3mumsa Ne 1, HOMeHKNaTypHU egnmHuum Ne Ne 8, 23, 32, 33,
38, 84, 85 1 103 1 cbabpXKa e4HO TEXHNYECKO MpefoXeHue.

TexXHNYecKoTO MpefoKeHWe 3a 060cobeHa nNo3numa Ne 1 cbabp)Ka BCUYKM U3UCKYEMWN SOKYMEHTU Y
€ B CbOTBETCTBME C JOKYMeHTauuaTa. [NpeanoXKeHMeTo 3a U3NbIHEHME Ha NopbykaTta Nno OTHOLUeHue
Ha o(bepupaHnTe NeKapCTBEHNTE NPOAYKTU € U3roTBeHO No obpaseua Ha MpunoxeHre Ne 4, HO B HEro
He e MOCOYeH CPOK Ha fJocTaBka. KomucuaTa cumta, Ye TexXHUYecKOoTo NpeasioXkeHne Ha yvyaCcTHUKA He
OTroBapsl Ha npeaBapuUTeNnHO 06SBEHWUTE YCNOBMS Ha MopbyKaTa U M3NCKBaHWUATA Ha Bb3noxutens, v
eanHoaywHo PELLIN:

He gonycka ®apkon” A/l Ao OTBapsHe Ha LleHOBUTE NpPeanoXKeHs.

Ha ocHoBaHue un. 107, T. 2, 6.”a” oT 30l komucusiTa npegnara Ha Bwanoxutena dapkon” AL aa
Oblle OTCTPaHeH OT y4yacTue B npoLesypara.

MoTusu:

TexHNYecKOTO MpeasioKeHne Ha yvyacTHUKA He OTroBaps Ha npenBapuTesiHO 0651BEHNTE YCNoBuA Ha
nopbyKarta U U3NCKBaHUATa Ha Bb3noxkuTens.

5. ,,Co®apma TpengnHr” AL:

OdepTaTa Ha y4acTHMKa e 3a 060cobeHa no3numsa Ne 1, HOMeHKNaTypHU eguHuum Ne Ne 1, 2, 6, 7, 10,
23, 30, 32, 48, 55, 56, 57, 58, 59, 60, 61, 62, 63, 64, 65, 66, 67, 68, 70, 71, 72, 73, 74, 75, 79, 80, 82,
83, 86, 90, 91, 92, 97, 98, 101, 102, 103, 105, 106, 108, 110 n 111 n obocobeHa no3mumsa No 2,
HOMEHKNaTypHW eamHmum Ne Ne 2, 3, 5 1 8 1 cbbpiKa [IBe TEXHNYECKM NPeSoXeHus.



TexHNYeCKOTO Npe/ioXkeHne 3a 060cobeHa no3mumsa Ne 1 cbabp)ka BCUYKM U3UCKYEMU JOKYMEHTU Y
e B CbOTBETCTBME C JOKYMeHTauuaTa. NpeanoxxeHeTo 3a U3Mb/IHEHWE Ha MOPBbYKATa € U3roTBeHO Mo
MpunoxeHne Ne 4. CpokbT Ha focTaBKa e 24 yaca. [NpennoXkeHneTo 3a M3Nb/IHEHWe Ha nopbykata
0TroBaps Ha U3NCcKBaHWATa Ha Bb3noxutens. OheprpaHuTe eKapCTBEHUTE NMPOLYKTU Ca BK/IHOYEHN B
MpunoxeHne Ne 2 Ha MO3NTUBHUA NEKAPCTBEH CMNCHK, aKTyaleH KbM KpalHWA CPOK 3a NnofaBaHe Ha
o(hepTuTe, C M3K/IOYEHVE HA IEKAPCTBEHWS MPOAYKT OT HOMeHKnaTypHa eamHuua Ne 103 "Calcium
folinate 100 mg". 3a Tas¥ HOMEHKNaTypHa eAuHMLA YYaCTHUKLT oepupa /IEKapCTBEH MPOAYKT
“Kanuues donvHat 10 mr/mn o x 107, KaTo 3a npuTexaren Ha paspeLleHVeTo 3a ynoTpeba /MPY/ e
nocoyeH Ebewe Pharma GmbH. N.

B MpunoxeHne No 2 Ha lNMO3NTUBHUA NEKAPCTBEH CMUCHK, akTyasleH KbM CPOKa 3a MnogaBaHe Ha
ohepTUTE Ha TO3M MpUTEXaTeN Ha paspelleHMeTo 3a ynoTpeba MMa perucTpupaHy camo [ge
pa3dacoBkn Ha ,,Calcium folinate “Ebewe - oT 10 mg/ ml -5 ml 1 10 mg/ ml - 3 ml.

KomucusaTa cunta, ye MNpeasiokeHWETO 3a U3Nb/HEHVEe Ha nopbykarta 3a 060cobeHa nosvums Ne 1 Ha
yyaCTHMKa B 4acTTa My 3a HOMeHKnatypHa eauHuya Ne 103 "Calcium folinate 100 mg” e
HenoaxoAALLo, He OTroBaps Ha NpeaBapuTesIHO 06SBEHUTE YCNOBUA Ha MopbykaTa U U3NCKBaHUATA Ha
Bb3noxutensa, n eauHoaywHo PELLIA:

He gonycka ,,Codapma TpeiguHr” AL, 10 OTBapsiHe Ha LIEHOBOTO NPEA/IOKEHNE 3a HOMEHKATypHa
eanHmua Ne 103 "Calciumfolinate 100 mg”™,

Ha ocHoBaHue un. 107, T. 2, 6.”a” ot 30l Komucuata npegnara Ha Bwanoxutens ,,Cochapma
Tpenanur” ALl na 6bae OTCTpaHeH OT yyacTue B npoleayparta 3a HOMeHKnaTypHa eavHmua Ne 103
"Calcium folinate 100 mg”” oT 060co6eHa no3mums Ne 1.

MoTuBu:

MpeaoXKeHMeTOo 3a M3Nb/IHEHME Ha NopbYKaTa 3a 060cobeHa no3uuma Ne 1 Ha yYacTHMKa B YacTTa My
3a HOMeHKnaTtypHa egmHunua Ne 103 "Calcium folinate 100 mg” e HenoAxoAdwWlo, He OTroBaps Ha
npeABapuTeIHO 06SBEHUTE YCNOBMA Ha MOPbYKaTa 1 M3MCKBaHMATA HA Bb3noxutens.

B MpefnoxxeHWeTo 3a M3NbAHEHWE Ha MopbykaTa Ha y4yacTHUKa ,,Codapma TpenguHr” AL, 3a
o6ocobeHa no3uumsa No 1, HoMeHKnaTypHu eamMHuum NeNe 55, 56, 58 1 59 KomucusaTa KOHCTaTupa
HEeCbOTBETCTBME C MpefBapuUTesIHO 0065iBeHUTE YCMOBUA Ha MopbykaTta W M3NCKBAHUATA Ha
Bb3noxuTens, B 4acTta My 3a CbOTBETCTBME CbC Cnucbka/Paitfia KbM HOMEHKIATypuUTe Ha
O0NHWYHMTE CO(hTyepW, CbAbPXKALL NeKapCTBEHW NPOAYKTW, MpefHa3HaYeHn 3a JledyeHue Ha
OHKO/IOrMYHM 3a60N15BaHNA Mo ambynaTtopHu npoueaypu 6, 7 n KI, akTyaneH KbM AataTa Ha nofasaHe
Ha oeptata. OdepupaHnTe nekapcTBeHUTe npoayktn ca ¢ LH kogose no H3OK, pasnuuHu ot
npesBapuTesIHO 068BeHUTE OT Bb3NOXKUTENA HOMEHKNATypHU eauHuun. MoTuBupaHa OT ToBa
06CTOATENCTBO, KOMUCKATA eanHOAYLWIHO PELLIA:

He gonycka ,,Cothapma TpenanHr” AL, Ao OTBapsHe Ha LIEHOBUTE NPEAIOKEHNS 32 HOMEHKIATYPHU
eavHuum NeNe 55, 56, 58 1 59 oT 060co6eHa no3nums Ne 1

Ha ocHoBaHme un. 107, T. 2, 6.”a” oT 30l KomucusaTa npegnara Ha Bwvanoxutens ,,Cothapma

Tpenanur” AL aa 6bae OTCTPaHEH OT y4yacTue B Npoueaypata 3a HOMEeHKNaTypHU eamHnum NeNe 55,
56, 58 1 59 ot 060cobeHa nosunumsa Ne 1

MoTnsu:

MpeanoXeHMETO 3a U3Mb/IHEHNE Ha NOopbYKaTa 3a 060co6eHa no3nums Ne 1 Ha yyacTHMKa B YacTTa My
3a HOMeHKnaTypHu eamHnum NeNe 55, 56, 58 n 59 e HemoaxoAALLo, He OTroBaps Ha npeasapuTesiHo
005BEHNTE YCNOBMA Ha MopbyKaTa U U3NCKBaHWATA Ha Bb3noxutens.



3a BCMUKM OCTaHa/IM HOMEHK/ATYPHU eAuHMLM 0T 060cobeHa no3uumus Ne 1 KomucusiTa eAMHOAYLLIHO
PELLIN:

ponycka ,,Cothapma TpengnHr” AL oo oTBapsiHe Ha LIEHOBUTE NPEASIOXKEHMS.

TexXHNYECKOTO MpPe/IoKeHNe Ha yyacTHUKa ,,Cohapma TpenanHr” ALl 3a 060cobeHa no3mums Ne 2
Cbbp>Ka BCUUKMN M3UCKYEMWN [OKYMEHTU U € B CbOTBETCTBME C AOKYMeHTaumaATa. NpeanoxeHneTo 3a
N3Mb/HEHWe Ha nopbykata e M3roteeHo no [MpunoxeHne Ne 4. CpokbT Ha goctaBka e 24 yaca.
[MpennoKeHMETO 3a W3MbJIHEHME HA MNOpbykata OTroBaps Ha W3MCKBaHMATa Ha Bb3noxurens.
OdpepunpaHnTe fleKapcTBEHUTE MNPOAYKTM ca BKAO4YeHW B [MpunoxeHne Ne 2 Ha [103UTMBHMS
NEKapCTBEH CMUCHK, aKTyasleH KbM KpaiHWs CPOK 3a nofasaHe Ha odepTute. MoTMBMpPaHa OT FrOpHOTO
06CTOATENCTBO, KOMUCKATA eanHOAYLWHO PELLIN:

ponycka ,,Cochapma TpeidgnHr” ALl 10 OTBapsiHe Ha LIEHOBUTE NPeAsIoXKeHNs 0T 060co6eHa No3mums
Ne2.

6. ,,Megekc” OO/L:

OdpepTaTa Ha yyaCTHMKaA € 3a 060co6eHa no3mumsa Ne 1, HOMeHKNaTypHu eamHuum Ne Ne 5, 6, 7, 8, 9,
11, 12, 13, 14, 17, 18, 19, 23, 25, 27, 28, 30, 31, 32, 33, 34, 35, 37, 38, 40, 57, 58, 59, 60, 65, 66, 67,
68, 73, 79, 80, 81, 85, 86, 88, 89, 91, 93, 98, 97, 100, 103, 106 n 107 n ob6ocobeHa no3unumsa Ne 2,
HOMeHKNaTypHU eanHuLm Ne Ne 1,256 1 7 1 CbAbpXKa [iBE TEXHNYECKM NPeasIoXeHNs.

TexHMYeCKOTO npeaoxeHne 3a 06ocobeHa no3numsa Ne 1 cbabpXKa BCUYKU U3UCKYEMU AOKYMEHTU U
e B CbOTBETCTBME C AOKYMeHTauusATa. MpeanoXeHeTo 3a U3MbJHEHWE HA NOpbYKaTa e U3roTBeHO Mo
MpunoxeHne Ne 4. CpokbT Ha focTaBka e 24 4aca. [Mpea/ioXKeHNeTo 3a U3Mb/IHEHME Ha MopbykaTa
0TroBaps Ha U3ncKBaHMATa Ha Bb3noxuTens. OdepupaHnTe neKapcTBeHUTe NPOAYKTU Ca BKIHOYEHN B
MpunoxxeHre Ne 2 Ha MO3NTUBHKS NEKAPCTBEH CMUCHK, aKkTyasleH KbM KpaliHWA CPOK 3a NnojaBaHe Ha
obepTMTe, C W3KNHOYEHME HA JIeKApCTBEHWUA TMPOAYKT OT HOMeHKnatypHa efauHuua Ne 11
"CYTARABINE 50 mg/ml 20ml *; ¢ PethepeHTHa cToiiHOCT 3a DDD 0,03764, nocoyeHa B KO/IOHa 7 Ha
TexHuyecka creyungukauma /pasgen X1l oT gokymeHTaumsaTta/. 3a TasuM HOMEHKaTypHa eauHuua
YYaCTHUKBT oepupa nekapcteeH npogykt “Cytarabine Accord 100 mg/ ml - 10 T, ¢ PethepeHTHa
cTorHocT 3a DDD 0,03192.

Kakto e BugHO oT [MpunoxeHve Ne 2 Ha MO3UTUBHUA NIEKAPCTBEH CMUCHK, aKTyasleH KbM KpaniHWs
CpOK 3a nofasaHe Ha odeptute, ¢ ATC LO1BCOl B pagBa oTAenHO 060C06eHM pasgena uma
perucTpvpaHn [Ba NeKapCTBeHW MNPOAYKTa, C ABe pasnnyHu PedepeHTHM cToiHOCTM 3a DDD, Ha
[ilBama pas/fIMyHU MpuTeXxartenn Ha paspelleHneto 3a ynotpeba - Accord Healthcare Limited,
O6eanHeHo KpancTeo 1 Ebewe Pharma GmbH. N.fg. KG,. AscTpus.

Komucusta cunta, Ye MNpeanioXkeHMeTo 3a U3MbJIHEHME Ha nopbykaTa 3a 06ocobeHa nosvuma Ne 1 Ha
yyaCTHMKA B 4acTTa My 3a HOMeHKnatypHa eauHuua Ne 11 'CYTARABINE 50 mg/ml 20ml” e
HenoaxoAALLo, He OTroBaps Ha npeaBapuTesIHO 06SBEHUTE YC/IOBMA Ha NOpbYkaTa v U3NCKBaHUATA Ha
Bb3noxutens, n eguHogyiHo PELLIA:

He gonycka ,,Megekc” OO/l 1o oTBapsiHe Ha LIeHOBOTO MNPeAnoXKeHVe 3a HOMEHKaTypHa eanHmnua Ne
11 "CYTARABINE 50 mg/ml 20ml

Ha ocHoBaHue un. 107, T. 2, 6.”a” ot 30l KomucusiTa npeanara Ha Bvanoxutens ,,Meaekc” OO/
fa 6bfie OTCTpaHeH OT yyacTue B npoueaypaTa 3a HoMeHKnaTypHa eguHuua Ne 11 "CYTARABINE 50
mg/ml 20T ot 060co6eHa no3uums Ne 1.

MoTuBu:

Mpea/IoXKeHWETOo 3a M3Nb/IHEHME HA NOpbYKaTa 3a 060cobeHa nNo3nyms Ne 1 Ha yyaCcTHMKA B YacTTa My
3a HoMeHKnatypHa eguHuua Ne 11 CYTARABINE 50 mg/ml 20mI”” e HenoaxoaALLo, He 0TroBaps Ha
npeLBapuTenHO 06SBEHNTE YCNIOBUS Ha NOPbYKaTa 1 U3UCKBaHMATa Ha Bb3noxurtens.



B MpennoXeHWeTo 3a U3Mb/HEHME Ha MOpbYKaTa Ha yyacTHuMKa ,,Mepekc” OO/ 3a o6ocobeHa
nosnumsa Ne 1, HoMeHKNatypHu eguHuum NeNe 57 m 59 KommcmsaTa KOHCTatMpa HeCbOTBETCTBME C
npeLBapuTenHO 005IBEHWUTE YCNOBUA Ha NMOpbYKaTa U M3UCKBaHWUATA Ha Bb3noxuTens, B YyacTTa My 3a
CbOTBETCTBME CbC Cnucbka/Paiina KbM HOMEHKNATypuUTe Ha OO0/HUYHUTE COQTYepW, CbAbpXKall
NeKapcTBeHW MPOAYKTU, NpeAHasHayeHW 3a fiedeHre Ha OHKOMIOMMYHK 3a601sBaHMs Mo aMbynaTopHU
npoueaypun 6, 7 n KI, aktyasieH KbM fataTa Ha nojasaHe Ha ogeptara. OgepupaHuTe fieKapcTBEHUTE
npogyktn ca ¢ LH kogose no H3OK, pasnnyHu OT npeaBapuTesiHO 06fBeHUTE OT Bb3noxuTens 3a
CbOTBETHUTE HOMEHKNATYpPHU eAuHuMuW. MoTuBupaHa OT ToBa 0OCTOATE/NCTBO, KOMMCUATA
eanHogywHo PELUN:

He gonycka ,,Mefekc” OO/ no oTeapsHe Ha LeHOBUTe Mpe/ioKeHNs 3a HOMEHKNATypPHU eauHULM
NeNe 57 n 59 ot 060cobeHa no3nums Ne 1

Ha ocHoBaHue un. 107, T. 2, 6.”a” oT 30/ KomucuaTa npefdnara Ha Bwvanoxutens ,,Megekc” OO/
fa O6bAe OTCTpaHeH OT y4yacTve B npouefypara 3a HOMeHKnatypHu egvHuum NeNe 57 un 59 ot
060co6eHa no3mumsa Ne 1,

MoTmnsu:

MpennoXKeHMeTo 3a U3NbJIHEHME Ha NopbYkaTa 3a 060c06eHa no3mumsa Ne 1 Ha yyacTHMKa B YacTTa My
3a HOMeHKNaTypHN eamHnum NeNe 57 1 59 e HenoaxoAALLo, He OTroBapsi Ha NpeABapuUTENHO 0BSBEHNUTE
YC/NOBMSA Ha NopbykaTa U U3NCKBaHUATa Ha Bb3anoxuTtens.

3a BCMUKM OCTaHa/IM HOMEHKNATYPHN euHMLM 0T 060co6eHa no3vums Ne 1 KoMucusTa eaMHOAYLLIHO
PELUW:

fonycka ,,Megekc” OO/, 1o oTBapsAHe Ha LIeHOBUTE MPeLNoXeHUs.

TexHN4YecKoTO npeasioXKeHWe Ha yyactHuka ,,Megekc” OO/, 3a obocobeHa nos3vuma Ne 2 cbabpxa
BCWMYKM W3UCKYeMU [OOKYMEHTW M € B CBLOTBETCTBME C [OKyMeHTauuaTa. [1pennokeHueTo 3a
N3NbIHEHWE Ha nopbukaTa e M3rotseHo no [NpunoxkeHne Ne 4. CpoKbT Ha AOCTaBKa € 24 Yaca.
[MpennoXKeHMETO 3a W3MbJIHEHME HA MOpbykaTa OTroBaps Ha W3WCKBaHMATA Ha Bb3noxurens.
OdhepupaHute nexkapcTBeHUTE MNPOAYKTM ca BKAHOYeHU B [lpunoxeHne Ne 2 Ha [103UTUBHUA
NEKapCTBEH CMUCHK, aKTyasleH KbM KpaiHWs CPOK 3a nofasaHe Ha ogepTuTe. MoTMBMpPaHa OT ropHOTO
06CTOATENCTBO, KOMUCKATA eanHOoaYLWHO PELLIA:

ponycka ,,Megekc” OO/ no oTBapsiHe Ha LIEHOBUTE NPeAoXeHnss 0T 060co6eHa no3mums Ne 2.

7. ,PCP” EOOA:
OdhepTaTta Ha y4acTHMKa e 3a 060co6eHa no3numsa Ne 1 HoOMeHKNaTypHu eauHuum Ne Ne 8, 23, 32, 33,
38, 84, 85, 103 n cbabpxKa e4HO TEXHUYECKO MpeoXeHue.

TexHMYeCKOTO npeaoxeHne 3a 060cobeHa no3numsa Ne 1 cbabpyka BCUYKU U3UCKYEMU JOKYMEHTW Y
e B CbOTBETCTBME C JOKYMeHTaumaTa. NpefnoXeHNETO 3a U3NbAHEHWE Ha Nopbykata e U3roTBeHO Mo
MpunoxeHne Ne 4. CpokbT Ha focTaBka e 24 4aca. [Mpea/ioXKeHNeTo 3a M3Nb/IHEHME Ha MopbykaTa
0TroBaps Ha M3ncKBaHMATa Ha Bbu3noxuTens. OdepupaHnUTe NIeKapcTBeHUTe NPOLYKTU ca BKIHOYEHN B
MpunoxxeHve Ne 2 Ha MO3UTUBHUSA NEKAPCTBEH CMNCHK, aKTyaseH KbM KpaliHUA CPOK 3a NnofaBaHe Ha
otheptute. MoTMBMPaHa OT FOPHOTO 06CTOATENCTBO, KOMUCUATA eAnHOAYLWHO PELLW:

ponycka ,,PCP” EOO/, fo oTBapsAHE Ha LIeHOBUTE MPeasioXKeHS.

8.,,Eko®Papm” EOO/L:

OdepTara Ha y4acTHMKa e 3a 060cobeHa no3numsa Ne 1 HoMeHKIaTypHW eguHMum Ne Ne 3, 4.
TexXHNYecKoTO Mpef/ioKeHne 3a 060cobeHa nNo3nums Ne 1 cbabpyka BCUYKMA U3UCKYEMWN JOKYMEHTU Y

e B CbOTBETCTBME C fOKYMeHTauusaTa. [MpeasoXeHNeTo 3a U3Mb/IHEHWE Ha MopbykaTa € M3roTBEHO Mo
MpunoxeHne Ne 4. CpokbT Ha fgocTaBka e 24 4aca. [pea/ioXKeHNeTo 3a M3MNb/IHEHME Ha MopbykaTa



0TroBaps Ha U3nckeBaHuMATa Ha Bu3noxuTend. OdepurpaHnTe NeKapcTBEHUTE NPOLYKTU Ca BKIHOYEHUN B
MpunoxxeHve Ne 2 Ha MO3UTUBHUA NEKAPCTBEH CMUCHK, aKTyasleH KbM KpaiHUA CPOK 3a NnojaBaHe Ha
oepTnTE. MOTUBMPAHA OT FOPHOTO OBCTOATE/NCTBO, KOMUCUATA eANHOAYLWIHO PELLIN:

ponycka ,,Ekogpapm” EOQO/, [0 0TBapsiHe Ha LleHOBUTE MPeoXeHMs.

9. ,,Pow Bvnrapua” EOOA:

OdepTata Ha yyaCTHMKaA € 3a 060cobeHa no3vums Ne 1, HOMeHKnaTypHu eauHuum Ne Ne 41, 42, 43,
44, 46, 47, 50, 51, 52, 64, 78, 87, 94, 96 1 060cobeHa No3uumst Ne 2 HoMeHKNaTypHu eauHULM Ne No 2
N 4 1 cbbpKa ABe TEXHUYECKM MPeL/IoKeHNS.

TexXHNYECKOTO NPEASIOKEHNE Ha yYacTHUKaA ,,Powl Bbnarapua” EOO/ 3a o6ocobeHa nosvumst Ne 1
Cbbp>Ka BCUYKN N3UCKYeMWU [OKYMEHTU U € B CbOTBETCTBME C AOKYMeHTauuaATa. [MpeanoXkeHneTo 3a
N3Mb/HEHWe Ha nopbykata e m3roteeHo no [MpunoxeHne Ne 4. CpokbT Ha AocTaBka e 24 yaca.
[MpennoXKeHWEeTo 3a W3Mb/HEHME HAa MNOopbykaTa OTroBapA Ha W3NCKBaHMATA Ha Bb3noxurtens.
OdepripaHuTe fieKapCcTBeHWUTe MPOAYKTM ca BKIOYeHW B [MpunoxeHne Ne 2 Ha [M03UTMBHKA
NEeKapCTBEH CMUCHK, aKTyasleH KbM KpailHUA CPOK 3a nofasaHe Ha odeptute. MoTuBMpaHa OT rOPHOTO
06CTOATENCTBO, KOMUCUATA efuHOAYLWIHO PELLIA:

ponycka ,,Pown bbnrapma” EOO/ no oTBapsiHE Ha LEeHOBUTE NPeasioKeHns 0T 060co6eHa No3unLms
No 1.

TexXHNYeCKOTO NPEeASIOKEHNE Ha yyacTHUKaA ,,Powl Bbnrapua” EOO/ 3a 06ocobeHa no3vumsa Ne 2
Cbbp>Ka BCUYKN U3UCKYEeMWU [JOKYMEHTU U € B CbOTBETCTBME C AOKYMeHTauumaTa. [pefnoXxeHneTo 3a
M3NbIHEHME Ha nopbykaTa e M3roteeHo no lpunoxkeHne Ne 4. CpokbT Ha [oCTaBka e 24 u4aca.
[MpegnoXKeHMeTo 3a W3MbJHEHME Ha Mopbykata OTroBaps Ha W3MCKBaHMATa Ha Bwb3noxurens.
OdpepupaHnTe NeKapcTBeHUTe MNPOAYKTU ca BKA4YeHW B [punoxeHve Ne 2 Ha [103UTMBHUMSA
NEeKapCTBEH CMUCHK, aKTyasleH KbM KpaiHMs CPOK 3a nofasBaHe Ha ogepTute. MoTMBMpaHa OT ropHOTO
06CTOATENCTBO, KOMUCKATA eanHOAYLWHO PELLIN:

ponycka ,,Pow bbwnrapmna” EOO/ o oTBapsiHe Ha LIEHOBUTE MPeAnoXeHusi 0T 060co6eHa No3nLms
No2.

10. ,,Anta ®apmacioTukbiac” EOOA:
OdpepTaTa Ha yyacTHMKaA € 3a 060co6eHa no3numst Ne 1, HOMeHKNaTypHu eanHmMum Ne Ne 2, 8, 23, 31,
32,33, 38,54, 70, 71, 72, 74, 75, 82, 84, 85, 89 1 93 1 cbabpxKa eqHO TEXHNYECKO NPeaoXeHue.

TexHMYeCKOTO npeaoXeHne 3a 060cobeHa No3numsa Ne 1 cbabpxka BCUYKU U3UCKYEMU AOKYMEHTU U
e B CbOTBETCTBME C AOKYMeHTaumsATa. MpeanoXeHWeTo 3a U3Mb/IHEHWE HAa MOpbYKaTa e U3roTBEHO Mo
MpunoxeHne Ne 4. CpokbT Ha focTaBKa e 24 4aca. [NpeanoKeHMEeTO 3a U3NbIHEHME Ha Nopbykata
0TroBaps Ha n3nckBaHuATa Ha Bw3noxutend. OdepupaHnTe nekapcTseHUTe NPOLAYKTU Ca BK/IKOYEHUN B
MpunoxxeHne Ne 2 Ha MO3UTUBHUA NEKAPCTBEH CMUCHK, aKTyasleH KbM KpaiHWsi CPOK 3a NnojasaHe Ha
othepTunTe, C MU3K/IKOYEHME HA /IEKAPCTBEHUA MPOAYKT OT HOMeHKnaTypHa efuHuua Ne 33 "Epirubicin
100 mg". 3a Tasn HOMeHKnaTypHa eaMHuLA YYaCTHUKBLT Ogeprpa flekapcTBeH MpogykT “Episindan,
Powder for solution for injection, 50 mg ”, Kato 3a NpuTexaren Ha paspeLLeHneTo 3a yrnotpeba /MPY/ e
nocoyeH AkTasuc EAl, Bvarapua. KonnyectBo Ha aKTMBHOTO /IeKApPCTBEHO BELLECTBO B OhepupaHus
OT YYaCTHUKA NIeKapCTBEeH MPOAYKT € Pa3/InyHO OT M3UCKBAHOTO OT Bu3noxutend. Komucusara cunra,
ye MNpeanoXeHNETO 3a U3Mb/HEHNE HA NopbYyKaTa 3a 060co6eHa no3uuma Ne 1 Ha yyacTHMKa B YacTTa
My 3a HOMeHKnaTypHa efamHuuya Ne 33 “Epirubicin 100 mg" e Henogxogsallo, He OTroeapsi Ha

npeaBapuUTEIHO 0651BEHNTE YC/MOBWA Ha NopbyKata U U3MCKBaHMATA Ha Bb3noxutens, n equHOAYLLHO
PELLIN:

He pgonycka ,Anta ®apmactotukbnc” EOO[, o oTBapsAHe Ha LEHOBOTO Mpef/oXkeHue 3a
HOMeHKnaTypHa eamHumua Ne 33 "Epirubicin 100 mg™.



Ha ocHoBaHue un. 107, T. 2, 6.”a” or 30l kKomucuaTa npegnara Ha Bwbanoxkutens ,,Anta
dapmactoTuKbic” EOO/M pa 6be OTCTpaHEH OT ydyaCTue B npoleaypata 3a HOMEHK/IATypHa
eavHuua Ne 33 "Epirubicin 100 mg "ot 060cobeHa no3uums Ne 1

MoTnsu:

MpeaoXKeHMeTOo 3a M3Nb/IHEHME Ha NOpbYKaTa 3a 060co6eHa no3uuma Ne 1 Ha y4acTHMKa B YacTTa My
3a HomeHKnatypHa eanHumua Ne 33"Epirubicin 100 mg™ e Henogxopawlo, He OTroBaps Ha
npeaBapuTenIHO 06sSBEHNTE YCI0BUA Ha NOPbYKaTa U M3UCKBaHUATA Ha Bbanoxurtens.

3a BCMUKM OCTaHa/IM HOMEHKNATYpPHW eanHMLM 0T 060cobeHa no3uums Ne 1 komMucusTa eHOAYLLIHO
PELLIA:

»AnTa ®apmactoTnkbic” EOO/ fo oTBapsHe Ha LIeHOBUTE MpeasioXKeHUS.

11. ,,Mapumnekc - 7”7 EOO/:

OdpepTaTa Ha yyacTHMKa e 3a 060co6eHa no3numsa Ne 1 HoMeHKNaTypHu eauHunum Ne Ne 9, 30, 68, 76,
77, 88, 95 n o6ocobeHa no3numa Ne 2 HOMeHKNaTypHa eanHmua Ne 6 1 CbabpXKa B TEXHUYECKM
npes/I0XKeHus.

TexXHMYeCKOTO NpefnoxeHne 3a 060cobeHa no3vuma Ne 1 cbabpyKa BCUYKM U3UCKYEMU AOKYMEHTU U
e B CbOTBETCTBME C JOKYMeHTauuaTa. MNpeanoxxeHeTo 3a U3Mb/HEHME Ha MOPbUKATa € U3roTBeHo No
MpunoxxeHne Ne 4. CpokbT Ha focTaBka e 24 4aca. [pea/ioXKeHNeTo 3a U3Mb/AHEHME Ha nopbykaTa
0TroBaps Ha M3ncKBaHuATa Ha Bu3noxuTend. OdepupaHnTe nekapcTBeHUTe NPOLYKTN Ca BKIHOYEHUN B
MpunoxxeHne Ne 2 Ha MO3NTUBHUA NEKAPCTBEH CMUCHK, aKTyasleH KbM KpaiHUA CPOK 3a NofaBaHe Ha
othepTuTe. MOTMBMPAHA OT FOPHOTO O6CTOATENCTBO, KOMUCUATA efuHOAYLIHO PELLIN:

ponycka ,,Mapumnekc - 7 EOO/] 1o oTBapsiHe Ha LEHOBUTE NpeanoXeHns oT 060cobeHa No3uums
Ne 1.

TexXHMYECKOTO NpeIoXeHne 3a 060cobeHa no3numsa Ne 2 cbabpXKa BCUYKM U3UCKYEMU LOKYMEHTU U
e B CbOTBETCTBME C JOKYMeHTauuaTa. MNpeanoxKeHUeTo 3a U3Nb/IHeHWe Ha Nopbykarta € U3roTBEHO Mo
MpunoxeHne Ne 4. CpoKbT Ha focTaBKa e 24 4aca. [MpeanoKeHMEeTO 3a U3Nb/IHEHWE Ha Nnopbykara
0TroBaps Ha M3ncKBaHUATa Ha Bbu3noxutensa. OdepupaHnTe nekapcTBeHUTe NPOLYKTN Ca BKIHOYEHWN B
MpunoxeHne Ne 2 Ha MO3NTUBHUSA TEKAPCTBEH CMUCHK, aKTyaseH KbM KpaiHMA CPOK 3a NofaBaHe Ha
opepTuTe. MOTMBUPAHA OT FOPHOTO O6CTOATENCTBO, KOMUCUATA efuHoAyLIHO PELLIN:

ponycka ,,Mapumnekc - 77 EOO/] 1o oTBapsiHe Ha LIEHOBUTE MPEeASIoXKeHNs 0T 060co6eHa No3unLms
Ne2.

12. ,,dboHUKC Papma” EOO/L:

OdpepTaTa Ha yyacTHMKa e 3a 060cobeHa no3nums Ne 1, HoMeHKNaTypHU eauHuum Ne Ne 2, 6, 9, 10,
11, 13, 23, 24, 25, 30, 32, 33, 34, 35, 36, 38, 41, 42, 45, 51, 52, 53, 54, 61, 62, 65, 66, 67, 68, 70, 71,
72, 73, 74, 75, 76, 77, 78, 79, 80, 81, 82, 84, 85, 88, 93, 95, 96, 99, 103, 105, 106, 110 n ob6ocobeHa
nosmvuusa Ne 2 HoMeHKnatypHu eanHium Ne Ne 1, 2, 4, 6 1 CbAbprKa iBe TEXHUYECKN MPeaoXKeHS.

TexHNYecKoTOo npes/ioxkeHne 3a 060cobeHa no3numa Ne 1 cbabpyka BCUYKM NU3UCKYEMU JOKYMEHTU Y
e B CbOTBETCTBME C JOKYMeHTauuaTa. NpefnoXxeHNeTo 3a U3NbAHEHWE Ha NopbyKaTa € U3roTBEHO Mo
MpunoxeHne Ne 4. CpokbT Ha focCTaBKa e 24 4aca. [NpefoKeHMEeTO 3a U3Nb/IHEHME Ha Nopbykata
0TroBaps Ha M3ncKBaHUATa Ha Bbu3noxuTensa. OdepupaHnTe nekapcTBeHUTe NPOLYKTU Ca BKIHOYEHN B
MpunoxeHne Ne 2 Ha MO3UTUBHUA NEKAPCTBEH CMUCHK, aKTyasleH KbM KpaiHusi CPOK 3a nojasaHe Ha
ohepTuTe, C MU3K/KOYEHWE Ha /NeKapCTBEHUTE TMPOAYKTM OT HOMEHKMNATYpHU eauHuum No 23
"Vinorelbine 50 mg ', Ne73 “Temsirolimus 30 mg”, Ne 76 “Vandetanib 100 mg u Ne 77”’Vandetanib
300 mg™.



1/3a HoMeHKnatypHa eamHuuya Ne 23 “Vinorelbine 50 mg" y4acTHUKBLT ohepupa NeKapcTBeH NPOAYKT
“BuHopenouH amn. 10 mr/mn 5mnx 1AK\ kato 3a nputexaren Ha paspeLLeHneTo 3a yrnotpeba /MPY/
e nocoyeH Actavis Group PTC ehf.

KakTo e BuAHO oT lMpunoxeHne Ne 2 Ha O3UTUBHNA NEKapCTBEH CMUCHLK, akTyaseH KbM CpoKa 3a
nogasaHe Ha oeptute, ¢ ATC LO1CAO04 Vinorelbine 50 mg ca BnvcaHW Apyrn npuTexarenn Ha
paspeLleHve 3a ynoTpeba - Ebewe Pharma GmbH. N.fg. KG, AscTpus n AkTasuc EAL. Bbuarapus.

2/3a HomeHKnatypHa egmHnyaNe73 “Temsirolimus 30 mg™ y4aCTHUKBLT Oepupa TeKapcTBeH NPOAYKT
"Topucen con. 30 /25mr/mn/xI"\ KaTo 3a npuTexaren Ha paspeLLeHneTo 3a ynoTtpeba /MPY/ e nocoueH
Wyeyth Lederie S.p-A.UT.

Kakto e BugHO oT lNMpunoxeHne Ne 2 Ha lMO3NMTUBHMA NEeKapCTBEH CMUCHK, aKTyasleH KbM CpoKa 3a
nogasaHe Ha odeptute, ¢ ATC LOLXEQ09 Temsirolimus 30 mg e BnucaH Apyr Karo nputexaren Ha
paspeLueHune 3a ynotpeoba - Pfizer Limited, O6eanHeHo KpancTso.

3Li3a HomeHKnaTypHu eaguHmum Ne 76 "Vandetanib 100 mg n Ne 77°”Vandetanib 300 mg" y4aCTHUKBLT
otbepupa nekapcteeH npoaykTt “Kanpenca Tabn. 100 mr x 30" n “Kanpenca Tabn. 300 mr x 307 karo
3a npuTeXaTen Ha paspeLleHneTo 3a ynotpeba /MPY/ e nocoyeH Astra Zeneca AB.

Kakto e BuaHoO oT MpunoxeHne Ne 2 Ha [MO3UTUBHUSA NEKapCTBEH CMMUCHK, aKTyaslleH KbM CpOKa 3a
nogasaHe Ha ogeptuTe, ¢ ATC LO1XE12 Vandetanib e BnncaH apyr Kato nputexaTen Ha paspeLleHue
3aynotpeba - Genzyme Europe B.V., HugepnaHgus.

Komucusara cumnta, yve MNpeasioXkeHVETO 3a U3Nb/HEHME Ha NopbykaTa 3a 060cobeHa nosmuma Ne 1 Ha
y4aCTHMKA B YacTTa My 3a JIEKAPCTBEHWUTE MPOAYKTU OT HOMEeHKNaTypHu eamHuum Ne 23 “Vinorelbine
50 mg", Ne73 “Temsirolimus 30 mg” Ne 76 “Vandetanib 100 mg u Ne 77°"Vandetanib 300 mg" e
HeNnoaxoaALo, He OTroBapsi Ha NpeLBapuUTeIHO 06SABEHUTE YCOBUA Ha MopbykaTa U U3MCKBaHUATA Ha
Bb3noxutens, n eamHogywHo PELLN:

He gonycka ®boHMKC dapma” EOO/, Ao oTBapsHe Ha LeHOBOTO MPeANoXKeHME 32 HOMEHK/IATYPHN
eamHuuUm Ne 23 “Vinorelbine 50 mg”, Ne73 “Temsirolimus 30 mg”, Ne 76 ““Vandetanib 100 mg uNe
77Vandetanib 300 mg”’

Ha ocHoBaHve un. 107, T. 2, 6.”7a” oT 30I komucusTa npednara Ha Bbanoxutens ,,PbOHMKC
dapma” EOO/ pa 6bAe OoTCTpaHeH OT yyacTue B npouefypata 3a HOMeHKIaTypHU eamHuum Ne 23
"Vinorelbine 50 mg". Ne73 “Temsirolimus 30 mg”, Ne 76 “Vandetanib 100 mg u Ne 77’’Vandetanib
300 mg ” oT 060cob6eHa nosuums Ne 1

MoTunsu:

MpesnoXeHWETO 3a U3Mb/IHEHNE Ha MopbyKaTta 3a 060cobeHa no3uymsa Ne 1 Ha yyacTHMKa B YacTTa My
3a HOMeHKnaTypHu eauHuum Ne 23 ““Vinorelbine 50 mg”; Ne73 “Temsirolimus 30 mg”, Ne 76
“Vandetanib 100 mg u Ne 77"Vandetanib 300 mg" e HeNOAXOAALLO, He OTroBaps Ha npeaBapuUTENHO
065BEHNTE YCNOBUA HAa NMOpbYKaTa 1 U3MCKBaHMATA Ha Bb3noxurens.

3a BCWUUYKM OCTaHa/IM HOMEHK/ATYPHN eauHMLM 0T 060co6eHa nosvums Ne 1 komucusTa efuHoayLLIHO
PELLWN:

fonycka ®boHUKC Papma” EOO/] fo 0TBapsHe Ha LIEHOBUTE NPEASIOKEHUS.

TexXHMYECKOTO MpeasioXkeHne Ha ydyacTHuka PboHnKe dapma” EOO/, 3a o6ocobeHa nosuums Ne 2
Cbbp>Ka BCUUKN U3UCKYEMU [OKYMEHTU U € B CbOTBETCTBME C AOKYMeHTaumaTa. NpesnoxeHeTo 3a
N3Mb/HEHNEe Ha nopbykata e mM3roteeHo no [MpunoxkeHne Ne 4. CpokbT Ha AocTaBka e 24 yaca.
MpeonoXeHWeTo 3a M3Mb/IHEHWE Ha Mopbykata OTroBaps Ha W3NCKBaHWATA Ha Bwb3noxurens.
OdhepupaHuTe nekapcTBeHUTE NPOAYKTY ca BKIOUeHW B IMpunoxeHre Ne 2 Ha Mo3UTUBHUA



NEeKapCTBEH CMUCHK, akTyasleH KbM KpailHUA CPOK 3a rnojasaHe Ha odeptute. MoTuBMpaHa 0T rOPHOTO
06CTOSATENCTBO, KOMUCKSATA eauHOayLLHO PELLIN:

ponycka dboHMKe Papma” EOO/, Ao oTBapsiHe Ha LEHOBUTE NPEeASoXKeHNss 0T 060c06eHa No3unLKms
No2.

MpoTokon Ne 2 oTpassiBa paboTaTa Ha KOMUCUSTA [0 OTBAapsHE Ha LIEHOBUTE MPEAsIoKEHMs Ha

JonycHaTuTe y4acTHUUKW. [1pOTOKONBLT € nofnucaH OT MpeAcefaTens U useHoBeTe Ha KOMUCUATA Ha
4 /.07.2017r.

3anuueHa uHpoOpMaIHs
Komucus:

MNpeacenaten:

UneHose:
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