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

HPOTOKOIJI

Huec 17.05.2017r. B rp.Crapa 3aropa ce chOpa KOMHCHSATA 3a TNPOBEXKAAHE HA OTKpHTA
mpoueaypa ¢ mnpeaMmer ,JloctaBka Ha JeKapcTBeHH MNPOAYKTH 3a JiedeHHe HA COJUIHHU
3JI0OKaYecTBeHN 3afoasiBaHusi” ompenencHa cbe 3amoBen Ne 84/12.04.2017r. na YmpaButens Ha
,»KOLI — Crapa 3aropa” EOO/I, rp.Ctapa 3aropa B CbCTaB:

IIpencenaren: Hukonaii Kupes — npaBocnocoOeH 1opucT

Unenose: mar.dapm.l[Berana Kupesa — ynpasuren bonandna anreka
n-p Tatsina TomopoBa - AHjpeeBa — HauamHUK OMO
Bans beueBa — nkoHOMUCT, OOIIIECTBEHH MMOPHUKH
SIna MopmanoBa — CYETOBOAUTEN

[Tporenypara 3a Bw3narane Ha OIl e otkputa ¢ Pemenne Ne 52/06.03.2017r. Ha BB3IOKUATEIIS.
OO6sBneHneTo 3a Hest € MyO0nMKyBaHo B ,,O¢unmanes BecTHUK Ha EBponelickus cpro3 mog Ne 085921 B
opoit S 047 ot 08.03.2017r. usmeneno c oosBnenue Ne 107776 B 6poit S 058 ot 23.03.2017r., a B
Perucrbppa Ha oOmectBenute nopbukd KbM AOII - moxg Ne 775059 na 06.03.2017r., u3meHeHo ¢
obsiBienue Ne 777598 ot 23.03.2017r.

Komucusra 3anouna cBosra padota B 09.00 yaca.

Ha 3aceganuero i1 He MpUCHCTBAT MPEICTABUTENIN HAa YYACTHHUIIUTE U HA CPEJCTBaTa 3a MacoBO
OCBEJIOMSIBAHE.

C pemenue Ha komucusta or 03.05.2017r. va ocHoBanme wi.61 1.5 ot IIII30I1 e mouckano
npencrasgero Ha HoB EEJIOIl w/mnmm apyrm JOKYMEHTH, KOMTO ChIbp)KaT HpPOMEHEHA W/WIN
MOMBIHATENHA HHGOPMALHS OTHOCHO MOCTABEHH BBIIPOCH B PELICHHETO OT yuacTHuuuTe ,,.EM EHJI
JI1 ®APMA BBJIITAPUS” EAJl — rp. Codus, ,PEMEIN TPEUJUHI™ OOJ] — rp. [Inesewn, ,,POILII
BBJITAPUA” EOOJ — rp. Codus, ,,APMHET” A/l — rp. Bapna u ,,MEJIEKC” OO/ — rp. Codus.
B onpenenenuss cpok ca MOCTBIMIM NUCMa OT TSIX C BXOASIIM HOMepa CbOTBETHO No
1447/10.05.2017r., Ne 1453/10.05.2017r., Ne 1514/15.05.2017r., Ne 1467/11.05.2017r. u Ne
1436/09.05.2017r.

Cnen 3ano3HaBaHe CbC ChABPKAHUETO UM KOMHUCHSTA EAMHOYLITHO

PELIN:

1. OrcTpaHeHH ca YCTAaHOBEHHTE HEIOCTATHIM B odepTuTe Ha LEN EHJI 1A DAPMA
BBJITAPHS” EAJT - rp. Codus, ,,PEMEJIN TPEUJIUHI™ OOJ] — rp. ITnesen, ,,POIL BbJITAPHS”
EOO/ - rp. Codus, ,,JAPMHET” A/l — rp. Bapna u ,,MEJAEKC” OO/ — rp. Codusi, mopaau KoeTo
JOKYMEHTUTE, CBBP3aHU C JMYHOTO MM CBHCTOSIHUE U CHOTBETCTBHE C KPUTEPUHTE 3a MOJ00p ca
PEIOBHU U YIOCTOBEPSIBAT 'OIHOCTTA UM 3a u3nbiaHeHue Ha OI1.

[Ipu moBTOpHMS mperiex Ha odepTHTEe HAa MOCOYCHHUTE IO-HANpEl yYaCTHHULM, KOMHCHATA
ycraHoBH ue B odeprara ma ,,PEMEJM TPEMIUHI” OOJ — rp. IlneBen numcBa OmiC Ha
IIPEICTaBEHUTE KHMXKA. TO3M HEOCTATHK HE € OTPa3eH B PELICHUETO HAa KOMHMCHSTA 10 MPOTOKOJIA i OT
03.05.2017r. OTHOCHO y4YacCTHHMKA. YCTaHOBEHOTO Hajara HEroBoTo jJombjBaHe. C orjen ToBa
KOMHCHATA

PELIHA:

1. JlombnBa pemieHueTo cu, obekTuBHpaHo B T.3 cTp.2 oT mportokona cu or 03.05.2017r.
OTHOCHO YCTAHOBEHHTE HEPEIOBHOCTU B JIOKyMeHTHTe oT odeprara Ha ,,PEMEJIW TPEMIWHI”
OO/l — rp. IlieBeH cbe ciieiHaTa HEPEIOBHOCT — JIMTICBA OMKC HA KHIDKATa OT odepTara.

MotuBu: C Pemenne Ne52/06.03.2017r. e orkpura nHactosmara OIl u ca omobpeHu
o0siBJIEHHETO M JoKyMeHTauusTa 3a Hes. C T.2.7 or ,,YKa3aHHMs 3a HOATOTOBKAa Ha OQepTHTE Ha
y4acTHUIUTE” € U3UCKaHO ¢ odepTara J1a ce MPEeACTaBU OMKC Ha ChIbPXKAIINUTE CE B HESl TOKYMEHTH.



Cwmoro paznopexna u wi.47 an.3 or [III30I1. YuacTHukbT 06ade He mpeacTaBst To3u onuc. Jlumcara
My € W3HauajHa, HO HE € YCTaHOBEHa IpHU IbpBOHAuYalIHHs mperien Ha odeprara. Ilo-kbcHOTO U
YCTaHOBSIBAHE HE OCBOOOKaBa YYaCTHHUKA OT 3abJKCHUETO J1a TIOTPABH JIUIICATA .
[IpenBun Ha TOBa KOMUCHSTA
PELIN:
1. Ha ocHoBanue un.61 1.5 ITM30I1 ykassa na ,, PEMEJAW TPEVMJIUHI” OO/ — rp. Il;1eBen B
CPOK OT 5 paOOTHH JHH OT IMOJIy9aBaHE HA MCKAHETO 3a TOBA Ja MPEJCTaBU HA KOMHUCHUATA OMHC Ha
MpeACTaBEHUTE JOKYMEHTH B odeprara 3a ydactue B OIl.
2. VckaHeTo 1o mpexoaHaTa Touka Aa 0b/ie U3BBPIICHO OT WieHa Ha koMucusta Bans bemuesa.
Cwobpazno mpaBoMormusara cu o wi.67 an.5 u wi.104 an.5 ot 3011, npeasua 0OCTOSITENCTBOTO,
ge ,PEMEJM TPEUIMHI™” OO/I — rp. [lnesen yuactBa 3a mbpBu mbT B OI1 IpH TO3H BB3IOKHTET 1
ChOOpa3siBaliki BaXXHOCTTA HA JOCTABSHUTE MEIMKAMEHTH 32 KOMIUICKCHOTO JICYCHHUE Ha MAIUEHTUTE
Ha ,,KOI[ — Crapa 3aropa” EOO/] xomucusta
PEILIN:
1. Ha ocroBanue wi.67 an.5 u wi.104 an.5 or 3011 B cpok OT 5 KaNeHAapHU THU OT MOJTydaBaHE
Ha MCKAHETO 3a TOBa y4acTHUKBT ,,PEME/IN TPEP'II[I/IHF” OO/ - rp. IlieBen na npeacraBu Ha
KOMUCHSTA CIIEAHUTE JOKYMEHTH U J1a OTTOBOPH Ha CJIETHUTE BBHIIPOCH:

1.1. da npencraBute paspemieHue 3a Thprosus Ha eapo Ne IV — P — T — EU - 099 - 2
(m3maneno ot MAJI u mocoueno B pasznen A yact IV ot Bamms EEJIOII) ¢ Bcuuku npuiaoKeHUust KbM
HET0, B IBJIHUS My 00eM U 0e3 chKpalliaBaHe Ha HHpOpMalus.

1.2. Jla mocouuTe TOYHHUS agpec Ha MECTOHAXOXJECHHWE M pa3rbHATaTa 3acTpoeHa IUION] Ha
CKJIaJia 32 THPrOBHS Ha €IpO, OT KONTO Ie M3BBPIIBATE IOCTABKATa HA JIEKAPCTBEHH MPOIYKTH 3a
HY)XJIUTE Ha Bb3JIOKUTEIS.

1.3. Jla mocounTe AaHHU 3a PETMCTpPAIlMOHHUTE HOMepa Ha Tpure Opos MIIC omucanu B
EEJIOII u manuu 3a COOCTBEHHKA WM.

1.4. Tlocouere mnpuYMHATA, TOPAAM KOSATO HE CTE OMHCATM HAayMHA HA W3MBIHEHUE Ha
nmopbukara 1mo odocodenu nosunmu Ne 38, 39, 41, 42, 44, 45, 49 u 68 cpoOpa3HO M3UCKBAHOTO OT
BB3JI0KHUTENS ¢ T.1 OT oOpaszena Ha ,, TexHnuecKo NpeIo’KeHNE 3a U3ITbJIHEHHE Ha MTOpbhUKaTa’?

1.5. TTocouere nuIIeTO, OT KOETO M€ CE€ CHAOASBATE C JIGKAPCTBEHHU MPOAYKTH MO 000COOCHH
mo3unuu Ne 38, 39, 41, 42, 44, 45, 49 u 68 ¢ 1en mocraBKaTa UM Ha BB3JIOXKUTCISA- HAUMCHOBAHUE,
celaiuile, aJpec Ha YIpaBleHHE W KayecTBO Ha Bamms A0CTaBYMK — MPOU3BOAUTEN, BHOCHUTEIL,
Thprosel Ha eapo? Konko ckioyeHn 1oroBopu umMa Mexxay Bac u qocraBumka/ miute 3a onucaHure 8
JIEKapCTBEHU MPOJIYKTa U C KaKbB CPOK Ca JOTOBOPUTE?

2. Ha ocnoBanue wi1.104 an.5 ot 30I1 B cpok OT 5 KaJeHIapHU JHHU OT MOJIy4aBaHE HAa UCKAHETO
3a ToBa y4acTHUKGT ,, POl BBJT'APUA” EOO/ — rp. Codusi 1a OTTOBOpH Ha CICIHUTE BBIIPOCHU:

2.1. ,,POLI BBJITAPUA” EOOA — rp. Codust mu € eNMHCTBEHUAT THPIrOBEIl Ha €Ip0, KOUTO
pasmpocTpaHsBa Ha TepuTopuaTa Ha bbiarapus nekapcTBeHUTE MPOAYKTH MO 000co0eHu mo3uiuu Ne
38, 39,41, 42, 44, 45, 49 u 68 ot OII 3a Bpemeto 110 23.06.2018r.?

2.2. Hamupa mu ce ,,POLL BBJITAPUSA” EOO/] — rp. Codust B THProBCKH B3aUMOOTHOIICHUS C
JIpyTH THPTOBIM HA €pO, TI0 CHJIaTa Ha KOUTO T€ MpoJaBaT Ha TEPUTOPHATA Ha brarapus JekapcTBeHU
npoayktu mo obocobenu moszumuu Ne 38, 39, 41, 42, 44, 45, 49 u 68 ot OII 3a Bpemero 10
23.06.2018r.?

2.3. Ilpurexara au ,,POII BBJITAPUA” EOOJ] — rp. Codust mpaBaTa Ha €IUHCTBEH W/ WU
M3KIIFOUUTEJICH TMpeacraButen Ha ,,Roche Registration Ltd, UK 3a teputopusta Ha bbarapus 3a
JIEKApCTBEHHUTE MPOIYKTU 10 00ocoOenu mosuruu Ne 38, 39, 41, 42, 44, 45, 49 u 68 ot OII ¢ npaBoTo
Jla TY TIpojiaBa’?

3. Ha ocnoBanue 4i1.104 an.5 ot 30I1 B cpok OT 5 kKajneHaapHU JHU OT MOJIydaBaHE HAa NCKAaHETO
3a ToBa ,,CBAJIO XackoBo” EOO/I — rp. XackoBo Ja OTTOBOpPY Ha CIEAHUTE BHIPOCH:

3.1. Hamupare 71 ce B ThProBcKH B3ammooTHomenus ¢ ,,PEMEJIM TPEMIUHI” OO/ — rp.
[TneBeH 3a mocTaBKa Ha CIIEAHUTE JICKAPCTBEHH MPOAyKTH - Trastuzumab 150 mg, Trastuzumab 600



mg /5 ml, Bevacizumab 100 mg, Bevacizumab 400 mg, Pertuzumab, Trastuzumab emtansine,
Erlotinib, Vismodegib ¢ nmpurexaren Ha paspemiearero 3a ynorpeda ,,Roche Registration” Ltd, UK?

3.2. lpu monoxurenen orrosop Ha T1.3.1, ,PEMEJU TPEUIUHI” OOJI — rp. Ilnesen
M3BBpIIBA JIM PeaTHO JOCTaBKa Ha MOCOYEHUTE JIEKAPCTBEHH NPOAYKTH M B KaKbB CPOK, TOUHO U
KOPEKTHO JIM U3ITBITHSABA JOTOBOPHHUTE CH 3abIIKCHHUS?

4. Ha ocnoBanue wi.104 an.5 ot 3011 B cpok OT 5 KaJIeHIapHU JHU OT MOJTydaBaHE HA UCKAHETO
3a ToBa OBIIIUHA Ilnesen IUPEKIIUS , IIpuxoam oT MeCTHH JAHBIM M TAKCH " 1a OTTOBOPH Ha
CJIETHUS BBIPOC:

4.1. ,PEMEIU TPEUJIMHI™ OO/ - rp. [lneBen ¢ EMK: 202318167 u cbe cenanuiie u aapec
Ha ynpasienue 1p. [Inesen, yi. ,,CesepHa™ Ne 1 uma nu pexnapupanu cooctsenn MIIC — Onen Kom6o
— 20p. u Peno Mactsp — 16p.?

5. HckaHeTo 1o npeaxoaHUTe TOUKH Ja ObJie M3BBPIICHO OT WieHa Ha KomucusaTa Bans benyesa.

Komucusra pasrieqa mucmo ¢ Bx.Ne 1435/09.05.2017r. or ,,AJITA ®APMACIOTUKDBJIC”
EOO/] — rp. Co¢us. C Hero 3asBsiBa, 4e HE KeJlae Aa y4acTBa B KJIACHPAHETO M0 000CO0EHH MO3ULIUU
No 50, 53, 59 u 60, mopaau mpoMsiHa B THPTOBCKUTE YCJIOBHS Ha MPOW3BOJUTENS HA JICKAPCTBEHUTE
npoayktu. C oriies; Ha ToBa KOMHUCHSTA

PELIN:

1. Tlpennara 3a orctpansaBane ot npoueaypara ,,AJITA ®PAPMACIOTUKBJIC” EOO/ - rp.
Codmus u opeprata my o o6ocoderu nozuiuu Ne 50, 53, 59 u 60 Ha ocHoBanue 4i1.107, 1.2 OykBa ,,a“
ot 30Il, nmopaan kKoeTo HiAMa Aa ObJE KJIACUPAHO LIEHOBOTO MY MPEMJIOKEHHE MO Te3u 000COOeHH
MO3UIUH.

Motuu: C Pemenne No 52/06.03.2017t. ¢ oTkpuTa HacrosiaTa Mmpoleaypa u ca 0J00peHHU
o0siBIeHNETO U JoKymeHTarusaTa 3a Hes. C T.2.4 or ,,Yka3zaHusl 3a TOJATOTOBKAa Ha OQepTHTE Ha
YYaCTHMLIUTE” € H3UCKaHO C odepTara Ja ce MPEeACTaBH IEHOBO MpPEUIOKEHHE Mo o0pasen oT
nokymeHtausara Ha OIl oTHOocHO 1ieHaTa 3a mpugoOmBaHe. KbM Hero ce mpuiara MOMbIHEH
CHOTBETHHUSI PEll C BCHUYKU KOJOHU OT ,CrelupuKanus Ha JEKApCTBEHH MPOAYKTH™, HAAJIEKHO
MOAMNKCAaH, HaJnucaH u noaneyatad. OOpazenbT Ha IIEHOBO MPEAJIOKEHNE € YacT OT JOKyMEHTAalUATa
Ha OIl. Cevriacuo T.2.7 ot cnomenarute ykazanus u wi.47 an.9 ot III30I1 ToBa cnenBa ga Obae
M3BBPIICHO 3a BCsAKa 00oco0eHa mo3unus oT odepraTa Ha yyacTHHKA. Che CBOE MUCMO 0€3 HOMEDP OT
05.05.2017r.(Bx.Ne  1435/09.05.2017r. mpu BB3IOKUTENSI) YYaCTHHKBT 3asBsBa 4e HE >Kejae na
y4acTBa B KJIacupaHeTo 3a 00ocoOeHu moszuruu Ne 50, 53, 59 u 60, mopaau nmpoMeHEHU THPTOBCKH
B3aMMOOTHOIIICHHUS C TEXHUS MPOU3BOJAUTEN Ha JIEKApCTBEHH NpoAykTH. Komwmcusita mpupaBHSBa
CTOPEHOTO Ha JIMICa Ha IIEHOBO MPEMIOKEHUE TI0 Te3u 000co0eHu nmo3unuu. [1o To3u HaunmH odepTara
My HE OTTOBaps Ha MPEIBAPUTEITHO OOSIBEHUTE YCIOBUSI.

2. VI3aMeHs peleHrneTo Cu 3a KilacupaHe Ha y9acTHUIUTE 1o o6ocobenu nmozuiuu Ne 50, 53, 59 u
60 u cpcTaBU HOBa TabMMIIA 32 TOBA - MpUIoKeHue Ne 3.

Komucusita npukiroun padoTaTa cu 1mo To3u rmporokoia Ha 17.05.2017r.

Komucus:
[Ipencenaren: Hukomait KupeB — ........oovvvviieninnnns /m/
Unenose: mar.papm.LIB. KupeBa — .........ccovvvvnenn.. //
1-p TaTsiHa TOAOPOBA - AHIIPEEBA — ...vveveeniecneeanen e, /m/
Bama bemueBa— ....oooiiiiviiiiieinna, /1
HHaﬁopnaHOBa— Y & s /4



TAB/ZIULUA

MpunoxkeHne Ne 3

KbMm lNpoTtokon ot 17.05.2017r.

MNpeanoxeHne Ha y4acTHUKaA
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KONOHa 6 40 NeTV 3HaK | KoNOHa 6 A0 NeTH 3HaK. KonoHa 6 Ao neTv 3Hak | konoHa 6 Ao net 3uak | konoHa 6 Ao neTn 3Hak | KonoHa 6 Ao NeTh 3Hak | konoHa 6 A0 NeT 3HaK | KonoHa 6 A0 NeTM 3Hak KonoHa 6 A0 neTn KonoHa 6 A0 neTn K0n0Ha 6 A0 NeTv 3Hak | KonoHa 6 A0 NeTk 3Hak | KonoHa 6 40 NeT 3HaK | konoHa 6 A0 NeTM 3Hak
crea pecerminara crea pecerminara cnep aeceninara creapecerniara | creanecerwimaa | ceapecemminara | cnenpecenmaa | cnen aecemmunara swaw crea swaw crea cnea pecernuara creapecemanara | creeceraiwara | cren aecerwunara
saneran saneran saneran saneran saneran saneran saneran saneran pecerminara saneran | pecerwnara saneran saneran saneran saneran saneran
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20
1 oaxaon |ETYthropoietin/10 napeTepansa U 4 000 000 3-T0 MACTO | 4-TO MACTO | 2-pO MACTO | 5-TO MACTO 1-80 MACTO
000 1U/ 1 ml dopma 0.00635 0.00704 0.00631 0.00776 0.00472
Darbepoetin alfa/300 |napetrepanta 1-80 mAacTo
2 BO3XA02 pexTep: mct 36000
meg/ bopwa 9 283067
. 2-po MACTO 1-80 macTo 4-1o macto 5-To macto 3-T0 mAcTO
3 H01CBO2 |Octreotide naperTepanial 3600
topma 9 63.00000 62.75000 63.17628 63.57900 63.00000
. 1-80 macTo
4 Lo1AR01 |Cyclophosfamide naperTepanial 1600 000
yelop cbopma 9 0.02587
. 1-80 macTo
5 L01AA06 |Ifosfamide naperTepanial 2000 000
cbopma 9 0.04721
. 4-10 mMAcTO | 2-po mAcTo | 3-To MACTO 1-BO MACTO
6 L01AX03 | Temosolomide nepopana m 400 000
¢opma 9 0.28768 0.25164 0.25540 0.22888
7 LO1AX04 |Dacarbasine napz;g;::nua mg 240 000
3 L01BA04 Pemetrexed napeHTepanta mg 300 000 5-To mAcTo 4-10 mAcTo 2-po mAcTo 3-T0 mAcTO 1-Bo mAcTo
500 mg dopma 2.08600 0.89640 0.75344 0.76800 0.74888
Pemetrexed napeHTepanka 1-80 macto
9 LO1BAO4 perTep m 300 000
1000 mg copwa 9 0.89888
Fluorouracil napeHTepanta
10 L01BCO2 500 mg popma mg 6 000 000
Fluorouracil napeHTepana 1-80 macTo 2-po macTo 3-T0 mAcTo
11 L01BCO2 m 10 000 000
1000 mg dopma 9 0.00477 0.00483 0.00502
12| L01BCOS |Gemcitabine 200mg |"PETRA™E  mg 72000
Gemcitabine napeHTepanka 1-80 mAcTO 2-po mAcTo
13 | Lo1BCO5 pexTep: m 3000000
1000 mg copwa 9 0.03720 0.03868
Gemcitabine napeHTepanta
14 LO1BCO5 2000 mg dopma mg 2000000
Capecitabine nepopanta 1-80 macTo
15 LO1BCO6 m 72 000 000
500 mg opma 9 0.0018
Tegafur uracil 1-80 mAacTo
16 | LoiBCS3 |/20mg/5,8 mg/15,8 nepopanta | ap, 2016
[¢] *] copma 7.73500

ma/




17 | Loicaol |Vinblastine ”a"::g:s:”“a mg 2000
18 | Loicac2 |Vincristine " o | Mg 150
. . 2-po macTo 3-To mAcTo 4-10 MACTO 1-80 macTo
1 LO1CAO4 napeHTepanHa
o Vinorelbine topma m9 60000 1.15240 1.20000 1.20280 1.13720
20 | LoicBoL |Etoposide " o | Mg 400 000
21 | Loicpo1 |Paclitaxel 30 mg o | Mg 60 000
1-80 macTo
. napeHTepanHa
22 Loicpol |Paclitaxel 100 mg opia mg 180 000 0.20760
. 1-80 mAcTO 2-po mAcTo 3-T0 mAcTo
2 L01CDO1 napeHTepanta
3 Paclitaxel 300 mg opia mg 144 000 0.19040 0.20920 0.21960
24 | Loicpo2 |Docetaxel 20 mg " o | Mg 10000
25 | Lo1cpo2 |Docetaxel 80 mg o | Mg 80000
1-80 macTo
26 L01CD02 |D | 1 napeHTepanHa
ocetaxel 160 mg opia mg 80000 0.40000
. 2-po mAcTo 1-80 mAcTo
27 | Loicoo4 | naperepana 72
Cabazitaxel copua m9 00 138.84633 | 138.70000
napeHTepanta
L. opmapowder
28 | Lotpgor |POXorubicin / dispersion m 10000 2-po mAcTo 3-Tomsacto | 1-80 mAcTO 4-10 MACTO
hydrochloride and 9 17.96580 18.21440 17.85600 18.49000
concentrate for
dispersion for
infusion /.
29 | Lo1DBO3 |Epirubicinl0 mg o | Mg 10000
. . 2-po macTo 3-To mAcTo 4-10 MACTO 5-To macTo 1-80 macTo
30 L01DB03 |E| m napeHTepanHa m
pirubicin 50 mg Gopma 9 800000 0.79580 0.82000 0.83360 0.83760 0.75760
. . 2-po macTo 3-To mAcTo 4-10 MACTO 5-To mAcTo 1-80 macTo
31 | Lo1DBO3 |Epirubicin 100 m naperTepanKal 2
pirubic 00mg Gopma 9 00000 0.79590 0.83000 0.83360 0.84240 0.75760
1-80 macTo
. napeHTepanHa
32 L01DBO7 |Mitoxantrone bopma mg 6 000 3.12000
1-80 macTo
. . napeHTepanHa
33 L01DCO03 |Mitomycin opvia mg 54 000 2.80900
1-80 macTo
. . napeHTepanHa
34 | Lo1xAo1 |Cisplatin 50 mg bopwa mg 175000 0.21320
. 3-To mAcTo 2-po macTo 4-10 MACTO 5-To mAcTo 1-80 macTo
35 | LO1XAO2 | naperepana
Carboplatin bopua mg | 3860000 0.13907 0.13880 0.14347 0.14560 0.13680
36 | Lo1xA03 |Oxaliplatin 50 mg " o | Mg 150 000
. . 1-80 macTo 2-po macTo 3-To mAcTo
7 LO1XAO3 napeHTepanHa 1
3 Oxaliplatin 100 mg opvia mg 80 000 0.43000 0.44200 0.44500
Trastuzumab napenTepanta 1-80 mAcTo 2-po mAcTO
LO1XC03
38 150 mg opma mg 180000 7.22000 7.46347
Trastuzumab napenTepanta 1-80 mAcTo 2-po mAcTo
LO1XC03
3 600 mg /5 ml opua mg | 360000 5.28000 5.37087
. 1-80 mAcTO 2-po mAcTo
4 LO1XCO6 napeHTepanHa 1
0 Cetuximab opia mg 80 000 3.83000 3.92280
Bevacizumab napenTepanta 1-80 mAcTo 2-po MACTO
41 LO1XCO7 1
100 mg Gopma m9 68000 5.15000 5.36600
Bevacizumab napenTepanta 1-80 mAcTo 2-po MACTO
42 LO1XCO07 72
400 mg Popwma mg 0000 5.15000 5.36143




1-80 macTo

43 | Loixcos |Panitumumab " o | Mg 72000 8.07600
44 | L01xC13 |Pertuzumab " o | Mg 113400 13‘_)2,\(;‘3330 23?2“7,\(;)‘;0
i |t [ e g | oo R i T
46 | Loixcis |Pembrolizumab " o | Mg 36000 1;)(.30“1\;;)0 Zég;goﬂ;?
47 | Loixc21 |Ramucirumab o | Mg 115200 3;(_)3“23;)0 1;?5?;;0 23?7?2330
48 | Loixeo2 |Gefitinib "o | Mg 900 000 2'(';_ :g;\:;)c(;o 3;:2,\;;() 1;:6?62 ’
49 | Lo1XEO03 |Erlotinib ”e;f)zf;;"a mg 900 000 1_05_:3’\/;;(;0 2_(;)_ ::&Zo
50 | Lo1XE04 |Sunitinib "o | Mg 180 000 2':_ ;;’;CJO 1_:_ ‘;“2,"5? 32.03:;:(;0
51 L01XE05 |Sorafenib ”egzg;f;“a mg 2688 000 3;2;“;;0 6-01_:3/‘7“;: 4-01_‘;:;36;0 1;39“,\1;;;; ° 2-0?;9,:”3?0 5;29“?:;(;0
52 LO1XEO7 |Lapatinib ”egzz;f;“a mg 4 200 000 1-(;3_23;;0 Ggiffgcgo 4-01_‘;(,;;‘;;0 3-()T_°1(';Agﬂocsm S-OT.OIIAORSC;O 23‘;(;‘;"70;0
53 | LoixE09 |Temsirolimus " o | Mg 3600 ZQTZZ;‘;;;O 1:3?6,\5/‘331)0 45-:1(.)6“2321)0 35-:1?3“3321)0
sa | Lowxeio |EVverolimus nepopanta mg 36 000 2-po mAcTo 4-To mAacTo 5-TO MACTO | 1-80 MACTO 6-TomAcTo | 3-To mAcTo
/5 mg, 10 mg/ topma 21.04000 21.05000 21.07000 21.02796 21.11053 21.04800
55 | L01XE12 |Vandetanib T opa mg 324 000 Lf_ ;8’\2)";;0 2-53;5‘320
56 | LoixE1l3 |Afatinib o | Mg 72800 2-; igﬁgg ° 1:?16?920
57 | Lo1XE15 |Vemurafenib T opa mg 5160960 3_01;2/;‘(:;0 2-(;);52?;0 1-03.35":;(;0
58 | L01XE23 |Dabrafenib T opa mg 864 000 1_13_ :n;;)cgo 5_11_ :?ggo 3;()53;810 4;:2";'76170 Z-Ip.gll\?lﬂscom
59 LO1XE16 |Crizotinib ”e;f)zf;;“a mg 900000 3307;”;:510 1-05_‘;2’\:;;;0 2-()?;3,2;:130 4-()T.O7Z2)H7C6m
60 | LOIXE17 |Axitinib "o | Mg 26 880 1;2?5“;;;)0 32_2_)8’:3;;0 2;2?7,\1/‘;;20 42-;?0“3331)0
61 Lo1xE11 |Pazopanib ne;(o)z;r;ua mg 4320 000 3-01'-02311;?:2(')[0 2-5;(;1;:;0 1-05-;(1)\/‘;;;0 6:)2(;”3“55910 5:)2(;”3“55710 4;()2(;:\3;1;;0
62 | Lo1xx17 |Topotecan ”e;f)zf;;"a mg 600 1;2‘_’;:;;:)0
63 | Loixx17 |Topotecan " o | Mg 1200 1;‘_32’;2330 3;;?6“3;;)0 2;3‘_)3,\1/‘0“;;0
64 L01xx19 |Irinotecan napt;g:s:nua mg 300 000 2-(?-2;2;1;(;0 3-0T39M7;10c;o 4;()5(;1\6;1;;0 5;()5;1\3;1;610 1-03_28"\;55(;0
65 | Lo1xx23 |Mitotane "e;f)zf;;"a mg 2500 000
o5 | Lovoer |Erioutin eoarmanal g | a0 Lo ncro 34365 225.50000
67 | toveo |imatinib eomene | mg | 2160000 oou00 | ooses | oosisn 505560 Yy
68 | Lo1xx4a3 |Vismodegib "o | Mg 151200 1_;_ ZS?,“JJO 2-;:1?730
69 | Loixx4s4 |Aflibercept o | Mg 80000 1::3'?730 2_5?_ Zég%cgo
70 | Lo02BBO4 |Enzalutamide ”e;f)zf;;"a mg 806400 1-13_ i;&cgo




1-80 macTo

71 | L028x03 |Abiraterone acetate | "hore*® | mg | 5400000 0.22573
72 | Losaacz |Filgrastim naperTepantal oy 1000 2-po MACTO | 4-To mAcTO 1-80 mACTO 3-70 MACTO
(30 MIU/0.5 ml) Gopma ) 38.13000 44.24000 38.04400 38.24000
X . 1-80 macTo
73 LO3AAL3 napeHTepanHa
Pegfilgrastim opvia mg 900 264.12000
. . . 3-To mAcTo 4-10 MACTO 1-80 macTo 2-po macTo
74 L03AAL4 napeHTepanta
Lipegfilgrastim cbopua mg 900 270.49260 271.32000 | 269.80000 270.45000
75 L03ABO4 |Interferon Alfa-2 a "ap::g:;:""a MIU 7 200 1-::2,\/‘652;0
Mycobacterium 1-80 MACTO
76 | L03Ax03 |bovis BCG (Baccilus |"PSTPa™Mal  mg 22 500
: copma 3.32000
Calmette - Guerin)
. . 1-80 macTo
77 | mosBAOS || naperTepana
bandronic acid bopvia mg 3600 4.20000
. . 1-80 macTo
78 | mosBAOS |Zol naperepana 12
oledronic acid opia mg 000 5.47500
1-80 macTo
| napentepanta
79 M05BX04 | Denosumab/120 mg/ | opia mg 115 200 473700
80 | No2AA01 [Morphine/30 mg/ “hopa | Mg | 3600000
. 1-80 macTo
81 NO2AAOL | M h napeHTepanHa
orphine bopia mg 600 000 0.07200
nepopanHa 3 4 2 1
82 | N02aA05 [Oxycodone chopua- m 2 400 000 T MACTO TO MACTO PO MACTo “80 MACTO
g relense taiets o 001862 0.01900 0.01694 0.01678
nepopanHa
2-po mACTo 4-10 MACTO 3-T0 mAcTO 1-BO MACTO
83 | N02AA05 [Oxycodone thopwa m 600 000
y Iezpsules, 9 0.01862 0.01900 0.01872 0.01678
84 | No2AA08 |Dehydrocodeine iy mg 5 400 000 lgg(;vzsc; ° Zig g::scg °
Oxycodone
hydrochloride/ 1-80 mACTO
85 | N02AAS5 [Naloxone nepopana mg 480000
i ¢opma 0.13864
hydrochloride
10 ma/5 mg
Oxycodone
hydrochloride/ 1-80 MACTO
86 | N02AAS5 |Naloxone ”e;‘;pa""a mg 400000
i pvia 0.13854
hydrochloride
20 mg/10 mg
1-BO MACTO 2-po mAcTo
87 NO2AX02 nepoparnHa
Tramadol opvia mg 4800 000 0.00236 0.00239
- 1-80 macto
88 | No2aBo2 |Pethidine naperTepanial 1200000
chopwa 9 0.01680
89 | N02aB03 |Fentanyl 50 mcg/h macwp | megh | 150 000 2’53 so0n 3;‘;3";;;" 3;‘;3";;;" ljggmsg °
90 | N02aB03 |Fentanyl 75 mcg/h macwp | mcgh | 150 000 1’;3:‘9’;;;0 3;‘;3";‘;;" 4;“;3"5";; 275 ooty
2-po mAcTo 3-T0 mAcTo 4-10 MACTO 1-BO MACTO
91 N02ABO3 |Fentanyl 100 mcg/h mcg/h 200 000
Y 9 et 9 0.09908 0.10200 0.10272 0.09754
Buprenorphine 35 2-po macTo 3-T0 mAcTo 4-T0 mAcTO 1-BO mACTO
92 NO2AEO1 h 42000
meg/h i 021726 0.22440 0.23246 0.21640
Buprenorphine 52,5 2-po mAcTo 3-T0 mAcTo 4-T0 MACTO 1-B0 MACTO
93 NO2AEO1 h 63000
mcg/h i 021726 0.22440 0.22766 0.21600
Buprenorphine 70 2-po macTo 3-10 mAcTo 4-T0 mAcTO 1-BO mACTO
94 NO2AEO1 h 84000
meg/h i 021726 0.22440 0.23246 0.21540




Calcium folinate

napeHTepanta
95 VO3AF03 10 mg/mi 3 mi bopma mg 360 000
Calcium folinate napenTepanta 1-80 mAacTo 2-po mAcTo
96 VO03AFO03 m
10 mg/ ml 5 ml topma 9 500000 0.11600 0.11808
97 N Calcium folinate 10 |napentepanta mg 500 000 3-T0 mAcTO 4-T0 MACTO 5-To mAcTo 2-po mAcTo 1-B0 mAcTO
mg/ml 10 ml topma 0.11230 0.11600 0.11860 0.11160 0.10590
Calcium folinate 10 |napentepanta
98 VO3AF03 mg/ml 50 ml bopma mg 500 000
Calcium folinate 10 |napetrepanta 1-80 mAcTO
99 VO3AF03 m 1
mg/ml 100m! opwa 9 000 000 012320
3-To mAcTo 1-80 macTo 2-po macTo
100 | A04AAOL napewTepantal 1
Ondansetron bopua 9 60000 0.24500 0.23850 0.24250
101 | A04AA03 |Tropisetron " o | Mg 24000
0,25 mg/ 1-80 mAcTo 2-po MACTO
102 AO4AAO5 |P. I n ron napeHTepanHa il 300
alonosetro dopva | 1 amp. 37.80000 39.00000
nepopanHa 1
-BO MACTO
103 | No2AB03 |Fentanyl ey | mcg | 383040 0.09500
tablets/ )
. 1-Bo mMAcTO 3-To mAcTO 4-10 MACTO 2-po mAcTo
104 | LO1XX46 nepopana m 1075200
Olaparib topua 9 0.50135 0.50558 051184 0.50137
1-80 macto
105 | Lo1XC 11 |Ipili napewtepantal 2400
Ipilimumab bopva 9 149.40000
1-80 macto
napeHTepanHa
106 | L01BAO1 [Methotrexat popma mg 4000 0.03684




	Protokol 17.05.17g - 00731-2017-0001
	П Р О Т О К О Л

	Приложение 3 към прот.17.05.17
	Лист1


