3ACEJAHME HA HAJI3OPHUSA CBBET HA H30K

24 HOEMBPU 2016 T'.

HOMEP PEHIEHUE

PEIIEHUE

Ne P/I-HC-04-137/24.11.16 1.

Bwb3nara na ynpasutens Ha H30K na npepabotu npoekra Ha
[IpaBunnuk 3a yctpoiictBoro u neiiHoctta Ha H30K, cbriacuo
HaMpaBeHHTE MPEJIJIOKEHNUS B X0/a Ha 3aCEaHHETO.

Ne P/I-HC-04-138/24.11.16 1.

1. IlpomecyanHno mpeacTaBUTENCTBO M 3ammTa Ha Hanzopuus
ceBeT Ha H30K BBB Bph3Ka ¢ xanba Bx. Ne 15274/2016 r. BbB
BbpxoBeH aJIMHUHHCTpAaTUBEH ChJA OT capyxeHue ,,Denepanus
boearapcku nanuentcku popym* cpemy Pemenue Ne PJ[-HC-04-
24-1 01 29.03.2016 1. o wi. 54, ain. 9 u wi. 59a, an. 6 or 3akoHa
3a 3paBHOTO ocurypsBane Ha Hamzopuus chBer Ha H30K na
ObIaT BB3IOKEHH HA aJBOKAaTCKO Jpy>KecTBO ,,I'bab0OOBa,
Muxaiinos u cpapyxHuiu‘ - rp. Codus, EMK 176357637, cnen
o0Opa3yBaHe Ha JeJ0TO.

2. Bob3nara Ha ynpasutens Ha H30K npa ckiroun norosop c
aJIBOKATCKOTO JPY>KECTBO CHIVIACHO T. 1.

Ne P/I-HC-04-139/24.11.16 1.

Bwanara na ynpasurens Ha H30K 3a cienpaio 3acenanue aa
MpEeACTaBM TMPOEKT Ha PEIICHHE, CBIVIACHO HAMPABEHUTE
MPEIVIOKEHUST 32 MEPKH 3a OrpaHMYaBaHE W KOHTPOJIHMPAHE
pbCTa HA pa3xoJUTE€ Ha JIEKAPCTBEHH TNPOJAYKTH 34
3710Ka4YECTBEHN M XEMATOJOTMYHH 3200 IIBaHu.

Ne P/I-HC-04-140/24.11.16 1.

1.Ha ocHoBanme wun. 7, an. 1 ot IlpaBwiara omoOpsiBa
HaIpaBeHOTO MPEJIOKEHNE 3a OTCTBIKM Mo wi. 21, am.2 or
Hapenbara, cpriiacHo mapaMeTpure, ChAbpIKAIU C€ B IPOTOKOJ
or 31.10.2016r., nmoamucaHn oOT mnpeAcTaBUTENM Ha M3,
HCIPJIIT, H3OK u IIPY, noknaxn 3a OF0KETHOTO BB3/ICUCTBHE
U 3a TepalleBTUYHATa I0J13a 33 MAlMEHTUTE U IPEICTaBEHOTO
MIACMO 3a aHTaKHUMEeHTH mno 4i. 5 or IlpaBunmata Ha Amgen
Europe B.V., Xonannusa ¢ YII n-p Kpacumupa Yemmuinancka,
ynpasuten Ha AmmpkeH bwiarapus EOOQOJ] 3a nexkapcTBeH
npoaykt Repatha (INN Evolocumab).

2. Bo3nara na ynpasutens Ha H30K na moamwume moroBop 3a
OTCTBIIKM 110 peda Ha wi. 21, an. 2 ot Hapenbara, B koiiTo 1a ce
BKJIIOYUBAT BCHUYKHM aHTQXUMEHTH 3a 3 TOAMILEH MEpHUOJ, MOETU
or IIPY/VII, ceappxamu ce B MPeICTaBEHOTO IHUCMO 3a
aHT&KUMEHTH, 0OBbP3BAHETO Ha OTCTBIKATa Mo 4i. 21, an.2 ot
Hapenbata ¢ JOOBIHUTENHM OTCTBIOKM 32 JICKAPCTBEHH
MPOAYKTH, 3a KOUTO C€ TMpeABWXKAa NPEJOCTaBsHE Ha
3abJDKUTENIHU OTCTBIKM 1o ui. 21, an.1 ot HapenOata, kakTo
W 3a JIeKapCTBeHM NpoAykKTH mo ui. 23B ot Hapenbara,
BkiroueHH B I1JIC mmo uim. 262, an. 6, 1. 1 u 2 3JIIIXM, 3a kouto
yn. 45, an. 10 u 19 330 He npeaBwKIaT 3aAbJIKUTEIIHO
LEHTPAJIU3UPAHO JOTOBAPSIHE HA OTCTHIIKH.

Ne P/I-HC-04-141/24.11.16T.

1.Ha ocnoBanume un. 7, am. 1 or IlpaBumara omoOpsiBa




HaIlpaBEHUTE MPENJIOKEHUS 3a OTCTBIKM o wi. 21, am.2 or
Hapenbara, cpriiacHo mapaMeTpure, ChAbpIKAIlU C€ B IPOTOKOI
or 21.10.2016r., mnoamucan OT HpeacCTaBUTENM Ha M3,
HCILPJIII, H30K u IIPY, noknan 3a Or0KETHOTO BB3ICHCTBUE
Y 3a TepaneBTUYHATA I0J3a 32 MAIUEHTUTE U MPEACTaBEHOTO
MUCMO 32 aHTaKUMEHTH 1o wi. 5 ot [IpaBunara na bropunrep
Wurenxaiim PIIB I'm0X m Ko KI' ¢ VII SIxun XaBaudek 3a
JIeKapCTBeHH MPOoAYKTH Spiolto u Synjardy.

2. Bo3nara na ynpasutens na H30K na moanwuie mgoroBop 3a
OTCTBIIKH 10 peaa Ha wi. 21, ain. 2 ot Hapenbara, B koiTO aa ce
BKJIIOYBAT BCUYKM AHTAXUMEHTHU 32 3 TOJMUILIEH MEePUO, TOETH
or IIPY/VII, chappkaiu ce B MNPEACTAaBEHOTO IHCMO 3a
aHra)XMMEHTH, OOBBP3BAHETO HA OTCTHIKATa 1mo wi. 21, am.2 ot
Hapenbara ¢ AONBIHUTETHHM OTCTBIKH 3a JICKAPCTBEHH
MPOAYKTH, 3a KOUTO C€ TMpeABMXKAa TMPEJOoCTaBsiHE Ha
3aIBJDKUTEIHA OTCThIIKA 1o wi. 21, an.1 or Hapenbara, xakTo
W 3a JIeKapcTBEHM npoAykTh mno ui. 23B ot Hapenbara,
BkiroueHu B I1JIC mmo ui. 262, an. 6, 1. 1 u 2 3JIIIXM, 3a kouto
wi. 45, an. 10 u 19 330 He npenBwxiaaT 3aabJDKUTEITHO
LEHTPAIM3UPAHO JIOTOBAPSHE HA OTCTHIIKH.

Ne P/I-HC-04-142/24.11.16 1.

1.Ha ocuoBanme wi. 7, an. 1 or IlpaBumara He omoOpsiBa
HaIpaBEHOTO TMPEIJIOKEHHE 3a OTCTBIKH 1o wi. 21, am2 or
Hapenbara, cberiacHo mapameTpure, ChIbpKallld Ce B POTOKOI
or 24.10.2016r., mnoamucan OT TMpeacTaBuTeaIn Ha M3,
HCILPJIIT, H30OK u ITPY, noknaxn 3a OF0KETHOTO BB3ICUCTBHC
M 3a TepaneBTUYHATA I10J13a 3a IMAIMCHTUTE U IMPEACTABEHOTO
MHCMO 32 aHraXUMEHTH 1o wi. 5 or IlpaBwiara Ha Janssen-
Cilag International N.V., benrus ¢ VII ,,JlonceH & J[KOHCHH
boarapus“ EOOJl 3a nekapctBen mpoaykT Imbruvica (INN
Ibrutinib).

2. Bo3mara na ympaButens Ha H30K nma  yBemomwm
YIIBJITHOMOIIIEHHS IIPEACTABUTEN 3a PEIICHUETO Ha HaA30pHUS
ChBETNOT. I.

Ne P/I-HC-04-143/24.11.16T.

1.Ha ocnoBanume un. 7, an. 1 ot IlpaBmiata ono00psiBa
HalpaBeHUTE MPEIJIOKEHUS 3a OTCTBIKU 1o wi. 21, am. 2 or
Hapen0OaTta, cerimacHo mapamMeTpuTe, ChIAbpKallly c€ B MPOTOKOJ
or 03.11.2016 r., moamucaH oOT MNpEeACTaBUTENd Ha M3,
HCIPJIIT, H30K u ITPY, noknan 3a OFOKETHOTO Bb3ICHCTBUE
U 3a TepaleBTUYHATa I0J13a 33 MAllMEHTUTE U IPEICTaBEHOTO
MIUCMO 3a aHraxkuMeHTH 1o ui. 5 or IlpaBunara na Novartis
Pharma GmbH ¢ VII 3a nexapcrenu npoaykru Entresto (INN
Sacobitril/Valsartan) u Cosentyx (INN Secukinumab).

2. Bp3nara na ynpasutens Ha H30K na moamwmmie mporoBop 3a
OTCTBIIKM 110 peda Ha wi. 21, an. 2 ot Hapenbara, B koiiTo 1a ce
BKJIFOUBAT BCUUYKHM QHTQXUMEHTH 3a 3 TOAMILEH MEpPHUOJ, MOETH
or [IPY/VII, ceappxamu ce B MPeICTABEHOTO IHUCMO 3a
aHT&KUMEHTH, OOBBP3BAHETO HAa OTCTHIKATa Mo wi. 21, an. 2 ot
HapenbOata ¢ JOOBIHUTENHM OTCTBIOKM 32 JICKAPCTBEHH
MPOAYKTH, 3a KOUTO C€ TMpeABHKIa TNPEeJoCTaBsIHE Ha
3aJbJDKUTENHU OTCTBIKM 1o wi. 21, an. 1 or Hapenbara, kakto




U 3a JIeKapcTBEHU NpoaAykTH mo wi. 23B or Hapenbara,
pxirodeHu B I1JIC mmo um. 262, an. 6, . 1 u 2 3JIIIXM, 3a xouto
wi. 45, an. 10 u 19 330 He npeaBwxiaaT 3aqbJLKUTEITHO
LEHTPAJIU3UPAHO JOTOBAPSHE HA OTCTHIIKHU.

Ne P/I-HC-04-144/24.11.16 1.

1.Ha ocuoBanme uwn. 7, am. 1 or IlpaBumara omgoOpsiBa
HalpaBeHUTE MPEAJOKEHUsI 3a OTCThIKHM Mo wi. 21, amn.2 ot
Hapenbara, cbriacHo nmapameTpure, ChIbpKallld Ce B MPOTOKOI
or 09.11.2016r., noanucan oOT mpeacTaBuTeIn Ha M3,
HCLIPJIIT, H30K u ITPY, nokiaz 3a OI0KETHOTO BB3JICHCTBHE
U 3a TepaleBTUYHATa I0J13a 33 MAllMEHTUTE U MPEICTAaBEHOTO
MHUCMO 32 aHTAXUMEHTHU 1o wi. 5 ot [IpaBuiiara Ha AstraZeneca
AB, IBenus 3a nexkapcrBenu npoayktu DUAKLIR GENUAIR
(INN  Aclidinium/Formoterol =~ fumarate  dihydrate) u
LYNPARZA (INN Olaparib).

2. Bo3nara na ynpasutens Ha H30K na moamwume moroBop 3a
OTCTBIIKH IO peaa Ha wi. 21, ann. 2 ot Hapenbara, B kolTO 1a ce
BKJIFOYBAT BCHUYKH AHTAXUMEHTHU 32 3 TOJMUILIEH MEePUOJ, TTOCTH
or IIPY/VII, chappkamu ce B MNPEACTAaBEHOTO IHCMO 3a
aHTAKUMEHTH, 0OBbP3BAHETO HA OTCTBIKATA MO 4i. 21, ain.2 oT
Hapenbara ¢ AONBIHUTENHHM OTCTBIKH 3a JICKAPCTBEHH
MPOAYKTH, 3a KOUTO C€ TMpeABMXKIAa TNPEIOCTaBIHE Ha
3aIBJDKUTEIHA OTCThIIKA 1o wi. 21, an.1 or Hapenbara, xakTo
W 3a JIeKapCcTBEHM HpoAykTh mno ui. 23B ot Hapenbara,
BkiroueHu B I1JIC mo ui. 262, an. 6, 1. 1 u 2 3JIIIXM, 3a kouto
wi. 45, an. 10 u 19 330 He npenBwxiaaT 3aabJDKUTEITHO
LEHTPAIM3UPAHO JIOTOBAPSHE HA OTCTHIIKH.

Ne P/I-HC-04-145/24.11.16 1.

1. He mpuema noctermnure B H30K npemnoxenus ot [TPY/VII
3a IOTOBapsiHE Ha OTCTHIKY 1Mo 4i. 21, an. 1, T. 4 ot Hapenba Ne
10 ot 2009 r., m3pazsBamu ce B caeaHoro: H30K u TIPY nma
CKJIFOYaT JIOTOBOP 3a OTCTHIIKA B noji3a Ha 30J1, 3a Ta3u 4act oT
CTOMHOCTTA Ha JICKAPCTBEHHUS MPOAYKT, KOSTO IO MPUHIIUI Ce
3aruiamia oT mnamueHTa. BcenencrtBue Ha MpoMsiHA B aNTEYHUSA
copryep, H30K na 3amnama Ha amnrekara penuMOypcHaTa
cToHOCT, mocoueHa B I1JIC, kaTo u cToiiHOCTTa 3a alMEeHTa, 3a
KosTo € nmoroBopeHa orcrTenka. [IPY/VII na Bb3cTaHoBsiBa Ha
H30OK mnpeaBaputenHo wuiau cliel HU3TUYaHE Ha OIpPEIENICH
OTUETEH TMEepPHUOJ| Ta3HM YacT OT CTOMHOCTTa Ha MPOAYKTa, 3a
KOSITO € JOTOBOPEHA OTCTHIIKA.

2. Bwanara na ynpasutens Ha H30K ga yBegoMu cbOTBETHHTE
ITPY/VII 3a pemienuero o T. 1.
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Ne P/I-HC-04-146/24.11.16T.

1.Ha ocHoBanue wi. 15, am. 1, 7. 5 or 3akoHa 3a 3ApaBHOTO
OCUTYpsIBaHE M BBbB Bpb3Ka C HAIPaBEHO MpeIoKeHHe BX. Ne
30-01-209/30.08.2016r. or A6Bun EOO/I, xaTo yITBIHOMOIICH
npencrasuten Ha Abbvie LTD., UK ¢ mapamerpu:

-yBenuuenue ¢ 10 % pa3mepa Ha oTcThIKaTa 1mo wi. 21, am. 1
ot Hapenbara o norosop Ne P/1-14-158/19.11.2015 1.

-yBeJIM4YEHUE Ha MPOTHO3HUs Opoil manuenTtu 3a 2016 roauxa,
kouto na obaat nexkyBanu ¢ EXVIERA u VIEKIRAX ot 350 Ha
450 31paBHOOCUTYPEHH JIMIIA.




He naBa cwriacuero cu ynpasurensat Ha H30K na noamnumie
nombJIHUTETHO crnopasymenune c IIPY/VII, ¢ koero na ce
MIPOMEHU JIOTOBOPA C TOCOYCHUTE YCIOBUSI.

2. Bw3nmara na ympaButens Ha H3OK na yBemomu
YI'BJIHOMOIICHUST TIPEICTABUTEN 32 PEIICHUETO Ha HaJA30pHHUS
ChBETIOT. 1.

11.

Ne P/I-HC-04-147/24.11.16 1.

1. PaspemaBa OTKpuBaHEe Ha MpoOIEAypa 3a Bb3jJaraHe Ha
o0IIecTBeHa MOpPBUKA € HpeAMeT: ,,JlocTaBka Ha KaHLEIApCKU
MaTepHalii ¥ KOHCYMAaTHBH 3a OpHC TeXHUKA 3a HyXauTe Ha LY
"Ha H30K u 28 P30OK ¢ 14 000co0eHH mo3umun‘.

2. Bo3mara nHa ynpasutrens Ha H3OK na opranusupa
MIPOBEX/IAHETO Ha MpoLeaypara 1o T. 1 U 1a CKII0YU JOTOBOPH
C KJIAaCHpaHWTE Ha IBbPBO MACTO YYAaCTHHUIM MO 000COOEHUTE
TIO3HITH.

12.

Ne P/I-HC-04-148/24.11.16 1.

1. Ipomenss pemenue Ne PJ[-HC-04-102/08.09.2016 r. Ha
Hanzopuus csBer Ha H30K B uwactra otHOCHO § 2 oT HapenOa
3a U3MEHCHHE U JOIbIHEeHUE Ha Hapeoba Ne 10 om 2009 2. 3a
YCr08UAmMa U peoa 3a 3anjiaujane Ha 1eKapcmeen npooyKmu no
yn. 262, an. 6, m. 1 u m. 2 om 3akona 3a nexapcmeenume
NPOOYKMU 8 XYMAHHAMA MeOUYUHA, HA MeOUYUHCKU U30enus u
Ha OuemuyHu Xpamu 3a CNeYuarHu MeOUYUHCKU yeau, KaKkmo u
Ha JleKkapcmeeHu npooyKmu 3a 30pasHu 0etHocmu no 4i. 82, ai.
2, m. 3 om 3akona 3a 30pasemo (06n., /IB, 6p. 24 om 2009
2.,(Hapeobama),

CBHIJIACHO KOCTO wWieHOBe 4a, ail.7 u 6a, an.2 1Mo OTHOIICHHUE
Ha JIEKapCTBEHUTE MPOAYKTH 1o wi.4a, an.7 ot Hapenbara ce
npuiarar ot 01.04.2017r.,

karo gymure ,,01.04.2017 r.“ ce npomenst Ha ,,01.01.2017 r.*

2. Bwanara Ha ynpasurtens Ha H30K na npencraBu npoekra o
T. | Ha MUHHUCTBpA HA 37PaBEONA3BaHETO 3a€JHO C MOTUBU KbM
HEro ¢ ompenereHoro B wi. 28, aim. 2 oT 3akoHa 3a
HOPMATHBHUTE aKTOBE ChAbPKaHHE.

13.

Ne P/I-HC-04-149/24.11.16 1.

He mpuema ma ce mpoBexaar cpemm Mexay Hamzopuwust
CHBET U BHHIIIHHU JIUIIA.




