3ACEJAHME HA HAJI3OPHUSA CBBET HA H30K

19 AEKEMBPH 2016 I'.
No HOMEP PEHIEHUE PEHIEHHUE
[Ipuema npemnoxenus ot ynpaBurenss Ha H30K mpoekt 3a
n3MeHenue u gonbiaHenue Ha Pemenue Ne PJ[-HC-04-24-1 ot
1. | Ne PJI-HC-04-157/19.12.16 T 29.03.2016 r. mo un. 54, an. 9 m wr. 59a, an. 6 or 3akoHa 3a
3ApaBHOTO ocurypsiane Ha Hanzopuus cpBer Ha Hanmonannara
3IpaBHOOCUTYPHUTEIIHA Kaca Ja Obje MyOJIMKyBaH Ha caiiTa Ha
H3O0K 3a o0miecTBeHO 00CHKIAHE.
1. Ilpuema pasnpeneeHUeTo Ha KPEIUTUTE MEXKITY EIEMEHTUTE
Ha EnrnHata OromkeTHa kiiacuukamnus B Oropxera Ha H30K 3a
npuaoOrBaHe Ha HeUHAHCOBU akTHBH 3a 2016 r. KakTO cieBa:
B JIE€Ba
HUII 3a
2016r., YBeauue- Kopnrupa-
Ne IMaparpadmu, npuera ¢ Hue/ wa UII
no noamnaparpadu, pelieHue HaMale- | a1
pen | obextu u no3unuu | Ne PJI-HC- HHE 2016 r '
04-3 or +/- ’
21.01. 16 .
O01a cTOMHOCT HA
KAIMTAJ0OBH 7000000 | -3295346 3704 654
pa3xoan
§ 51-00 "OcHoBeHn
PEMOHT Ha
. | mparorpaiinm 2078970 | -1948 704 130 266
MaTepuajJIHu
aKTUBH"
§ 52-00
"IIpuno6uBaHe HA
2. | Ne PJI-HC-04-158/19.12.16 . Il. | xparorpaiinu 1821430 -585725| 1235705
MaTepuajJIHu
aKkTuBH"
§§ 52-01
Hpuzobusare a 300000| -192736| 107 264
KOMIIIOTPU U
xapayep"
§§ 52-03
"[IpumobuBane Ha
Ipyro odopyaBaHe, 641 430 -378 657 262 773
MAaIllMHU U
CHOpPBKEHUs"
§§ 52-04
lpunodusane na 880 000 -14332| 865 668
TPaHCIIOPTHU
cpeacTna‘’
§53-00
IpunoduBane Ha
I1l. | HeMaTepuaTHH 3099 600 -760 917 2 338 683
IbJATOTPaiHu
AKTHBH*
§§ 53-01
"[IpunobuBane Ha 3099 600 -760 917 2 338 683
IIPOTPaMHHU IPOTYKTH




1 JTULEH3H 32
MIPOTPaMHA
MPOAYKTH

2. M3aumrbkbsT Ha cpenctBa no maparpad ,,lIpumoOuBane Ha
He(UHAHCOBH aKTHBU™, B pasmep Ha 3 295 346 inB., na Obue
HacouyeH KbM naparpada 3a 60JHUYHA MEAUIIMHCKA TOMOIII.

Ne PJI-HC-04-159/19.12.16 .

1. Ilpuema npusioxeHUTE KbM TOBa peuieHue ,llpaBuna 3a
ycioBudaTa u pena 3a yrebpkaaBane or H30K 3a Beaka P3OK
U 3a BCSIKO TPUMECEeYHe KbM JIOTOBOPUTE C U3M'BIHUTEIUTE HA
W3BBHOONIHUYHA  THPBUYHA U  HA  HM3BHHOOIHUYHA
crnenuagu3upaHa MeAMIMHCKa Tmomol Ha Opos Ha
Ha3HAYaBaHUTE CHEHUAIU3UPAHU MEAUIUHCKUA JEUHOCTH U
CTOMHOCTTa Ha  Ha3HAYaBaHUTE  MEJUKO-IMArHOCTUYHU
nerinoctu B cuna ot 01 suyapu 2017 r.;

2. VYTBBpXKAaBa, B MPUIOKEHHE KbM HacToAlmoTO Pemienue,
Opos Ha Ha3HaYaBaHWTE CHCIHATM3UPAHU  MEIUIIUHCKH
neitnoctu (CMJI) u croifHOCTTa Ha MEIUKO-IWAarHOCTUYHUTE
nerinoctn  (MJIJ) mo TumoBe HampaBieHUS 1O TOBOJ
nocemenue Ha 30JI, cbroacHo NTBPBUYHM  MEIUIIMHCKU
nokyMmenTu no Pemenue Ha Hanzopuus csBer Ha H30K mo ui.
54, ann. 9 ot 330 3a mbppBO Tpumeceune Ha 2017 r. mo P30OK.

Ne PJI-HC-04-160/19.12.16 T.

1. Ilpuema Ilnan na mnamanuara Ha H30K mnpe3 2017 r. no
pena Ha MpaBmiIaTa 3a KOOPIUHALMS Ha CUCTEMHTE 33 COLMalIHA
CUT'YPHOCT, B IPUJIOKEHHUE KbM HACTOSIIOTO PEUICHHUE.

2. Ilpuerusr no 1. 1 miad ciensa aa ¢opMupa MO3ULUATA HA
npencrasutenure Ha H3OK npu  aBycrpanHu cpemu ©
NpPEJCTaBUTENIM  HAa  JPyr'd  JIbpXKaBM IO  OTHOIICHUE
pasIuIallaHuATa 0 UCKOBE 3a BB3CTAHOBSBAHE HAa Pa3XOAU II0
pena Ha paBuiIaTa 3a KOOPAMHALUS HA CUCTEMUTE 32 CUCTEMUTE
3a COLMaJIHA CUTYPHOCT.

3. Ompenensa B AOroBopeHara, cbriaacHo npotokon Ne PJI-HC-
05-6/16.02.2016 r., TByCTpaHHA Cpellla 3a JIOTOBapsiHE HA IUIaH
Ha mnanjanusata Ha H30K npe3 2017 1. no repMaHCcKuTe UCKOBE,
Jla yyacTBar ciaeaHuTe uieHoe Ha Hamgzopuus ceBeT Ha H30K:

3.1. [Tnamen TaymiaHos;
3.2. Toma TomoB

4. Bopsnara Ha ympaButens Ha H3OK na cermacyBa c
repMaHckara Jejeranusi, OpraHu3MpaHeTo Ha JIByCTpaHHaTa
cpema 1o T. 3 Ha 03 despyapu 2017 1., B Codusi, bearapus.

Ne PJI-HC-04-161/19.12.16 T.

1. Paspemasa OTKpHBaHe Ha IpOLEAypa 3a Bb3JaraHe Ha
o0IIecTBeHa OpbYKa ¢ IpeaAMeET: ,,M3paboTBaHe M JOCTaBKa Ha
EBpomneicku 3ApaBHOOCUTYPUTEIHHN KapTH .

2. Bwo3mara nHa ynpasutrens Ha H3OK na opranusupa
IIPOBEXKJAHETO Ha MpoLeypara Mo T. 1 U 1a CKIYH JIOTOBOP C
KJIACUPAHHUS HAa 'bPBO MSCTO YYACTHHK 3a CPOK OT TP FOJIMHHU.

Ne PJI-HC-04-162/19.12.16 1.

I. Ono6psiBa 1 naBa chriacue 3a 3aMsHa Ha HEABHKUMHU UMOTH —
CaMOCTOSITETHU OOCKTH B aJIMUHHCTPATHBHA Crpaja ¢ aJpec Vil




»lap Ocobomuren Ne 102 B rp. Illymen, obmuua Illymen,
KaKTO CIIe/IBa:

1. H30OK npexBwpis Ha banka JICK cobcTBeHOCTTa BBPXY:

- 33,33 % wuaeadHH 4YacTH OT CAMOCTOATEIEH OOEKT C
uneatudukarop 83510.666.47.1.16, Ha 1 eTax, ¢ ol
ot 500,94 kB.M.

- CamocrosiTeneH 00eKT c UACHTUPHUKATOD
83510.666.47.1.18, na 2 etax, ¢ momr ot 321,40 xB.M.

JlanbuHaTa OLIEHKAa Ha UMOTUTE ONucaHu B T. 1 e obmo 377
133,52 nB.

2. B 3amsHa Ha ommcaHuTe B T. | HEIBMKUMU UMOTH baHka
JCK mpexpbpist Ha H30K cobcTBeHOCTTa BBPXY:

- CamocrosiTeneH 00eKT c UICHTH(PHUKATOD
83510.666.47.1.19, na 3 erax, ¢ momr ot 969,18 xB.M.

- CamocrosiTeneH 00eKT c UJACHTHPHUKATOD
83510.666.47.1.20, na 4 etax, ¢ miaom ot 1021,21

KB.M.

- 66,67 % wugeadTHH YaCTH OT CAMOCTOSTEIEH OOEKT C
uaeHtuduxarop 83510.666.47.1.15 Ha 1 etax, ¢ mioly
284,10 KB.M., KAKTO U CHOTBETHHUTE HJAEATIHU YaCTH OT
o0LIMTE YacTH Ha Crpajara.

JlaHbuHaTa OIICHKA HA UMOTHTE, OIIMCAHH B T. 2 € 00mmo 1 718
224,60 ns.

II. Bp3nara na ynpasurens Ha H30K na ckiroun okoHUareneH
JIOTOBOD 3a 3amsiHa 1moJi ¢popMara Ha HOTapUaJeH aKT 3a 3aMsHa
Ha HOCOYEHUTE B T. 1 ¥ T. 2 UMOTH.

Ne P/I-HC-04-163/19.12.16 .

1. PaspemaBa wusrpaxkgaHero Ha  HMHTepdelc  MEeXIy
Peructpanmonnara cuctema 3a 3paBHOOCUTYPUTETHH CHOUTHUS
pu U3ITBTHATEITUTE Ha MEIUIMHCKA TTOMOLI]
(Peructpanmonnara cucrema) Ha H3OK wu mnpororuma Ha
Cucrema 3a eJEKTPOHEH amOynaTOpeH JHCT, €JIEeKTPOHHA
perienTa W eNeKTPOHHO HampaBieHHe Ha MMHHCTEPCTBO Ha
3/lpaBeoIa3BaHeTo.

2. PaspemaBa NHJIOTHOTO TeCTBaHE Ha PerucrpannoHHara
cuctema B [IMMII c¢Bc 3HaHWMETO W CHIVIACHMETO HAa
3apaBHoocurypenute auna u OIUI, yuacTtBamu B mpoleca Ha
MUJIOTHOTO TECTBaHE.

3. Bwe3nmara Ha ympaButens Ha H3OK npa opranumsupa u
koopauHupa oT crpaHa Ha H3OK wn3nbiHeHMeTo Ha TOBa
pelIeHue.

Ne PJI-HC-04-164/19.12.16 .

1. Tlpmema gokimagHa 3ammcka ¢ BX. Ne HC-01-00-
232/14.12.2016 r. ot ynpasurens Ha H30K 3a undpopmanusi.

2. [TorBwprkaaBa cBoe pemenne Ne PJ[-HC-04-130/21.11.2016 .

3. Bwznara Ha ympasutens Ha H3OK na ysenomum baiiep
boearapust EOO/I 3a cranoBumiero Ha Hag3opHus ChBeT.




Ne PJI-HC-04-165/19.12.16 .

I. JomrbnBa IIpoekra Ha Hapenba 3a u3MeHeHHE U JOMBIHCHUE
Ha Hapeooa Ne 10 om 2009 e. 3a ycrosusma u peda 3a
3aniawjane Ha ieKxapcmeenu npooykmu no yi. 262, an. 6, m. 1 u
m. 2 om 3axkona 3a nexkapcmeeHume NpOOYKmMU 6 XYMAHHAmMA
MeOUYuHa, Ha MeOUYUHCKU U30enus U HA OUeMmUYHU XPaHu 3d
cneyuanrHu MeOUYUHCKU Yenu, KAKmo U HA JeKapCmeeHU
npooykmu 3a 30paenu oetinocmu no 4i. 82, an. 2, m. 3 om
3axona 3a 30pasemo (06m., /IB, 6p. 24 om 2009 2, onoOpeH ¢
pemenne Ne P/I-HC-102/08.09.2016 r. na Hag3zopHust chBeT Ha
H30K, kxakTo ciensa:

B §2, ¢ xoiito ce cwm3maBa § 60 ot II3P, cmex marara
,,01.04.2017r.° ce mocraBst 3amerast M ce [00aBg TEKCTa .,C
M3KJIIOYEHHE Ha JIEKAPCTBEHUTE MPOJYKTH, ChIBPKALIU €THO
aKTUBHO BEUIECTBO, 3a JIEYCHHE Ha 3a00JIIBAHETO ,,eCCHIIHAIHA
xuneptoHus ot kiac 110 mo MexaynapoaHarta KiacupUKaIHs
Ha Oonecture (MKB 10), 3a kouto ce mpwiaraT oOT
01.01.2017r.%.

II. JombiHEeHHMST MpPOEKT Mo T. | mpuaoOuMBa CIETHOTO
ChAbpKaHUE:
Hapenba
3a

n3MeHeHue u nombiHeHue Ha Hapenba Ne 10 3a ycnoBusara u
pena 3a 3arulallane Ha JIKapCTBEHHU IMPOIYKTH 1o uil. 262, ai. 6,
T. 1 or 3akoHa 3a JEKapCTBEHUTE NPOAYKTH B XyMaHHaTa
MEIUIIMHA, HA MEIUIMHCKU W3S U Ha JUETUYHU XpaHU 3a
CIICIMAJIHM MEIUIIMHCKUA 1eJId, KAKTO M Ha JIEKapCTBEHHU
MPOJIYKTH 3a 3/IpaBHHU AEHHOCTH 1o wi. 82, ain. 2, T. 3 oT 3akoHa
3a 3apaseto (3arn. usm. - IIB, Op. 67 ot 2011 r., u3Mm. u gom., 6p.
48 ot 2014 1., 06H., JIB, 6p. 24 ot 31.03.2009 1., u3m., Op. 34 ot
8.05.2009 r., mom., 6p. 38 ot 22.05.2009 r., U3M. U jgor., Op.
40 ot -29.05.2009 1., 6p. 9 ot 2.02.2010 1., B cma ot 2.02.2010
r., 0p. 67 ot 30.08.2011 1., 6p. 49 ot 29.06.2012 1., O6p. 48 OT
10.06.2014 1., 6p. 30 oT 24.04.2015 1., Op. 62 ot 14.08.2015 ., B
cuna ot 14.08.2015 r., 6p. 44 or 10.06.2016 r., B cuna ot
10.06.2016 1.)

§ 1. B un. 23r ce npaBAT cieHUTE U3MEHEHHS U JIOMIbIHEHUS:
l.Ban. 1:

a) JIyMUTE ,,B TIOHE TET AbpPXKABU — WICHKU Ha EBporenickus
ChI03, YpPE3 CHOTBETHUTE UM CE€ 3aMEHST C ,,Ype3 ChOTBETHUTE
Y B Kpasl C€ MOCTaBs IBOCTOYNE;

0) ce3maBar ce T. | m 2:

»1. B TIOHE TpU OT CIEJHUTE [bpPKABU — UWICHKH Ha
EBpormeiickust  cpro3:  JlrokcemOypr, OOennHeHO KpaJCTBO
BenukobOpurtanus, Xomannus, benrus, Ounnanaus, dpanmms,
Asctpus, ['epmanus u Upnanaus, kakto u

2. B IIOHE I€T OT CIEIHWATE JObpXKaBU — UWICHKH Ha
EBponenckus cpro3: PymbHus, JlarBus, XbpBarcka, YHrapus,
Ecronust, Ilomma, CnoBakusi, Jlutea, UYexusa, ['sprms,
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Cnosenus, [lopryranus, Ucnanus, anus, Utanus u [lsenus.*

3. B ann. 2 nymure ,,M0e Jia ce MoJi3Ba OT MAI[MEHTUTE B IOHE
IeT JbpKaBU — WICHKM Ha EBpONEHCKUs CbIO3, Ype3
CHOTBETHUTE MM CHCTEMH 3a 3aIllaliaHe ¢ MyOJudHu cpeacTna’
CE 3aMEHST C ,,0TTOBaps Ha U3UCKBaHMATA Ha a. 1%

§ 2. B [Ipexoauu 1 3aKIIOYUTETHU pa3nopeaon ce ch3aaBa §
60:

,8 60. UnenoBe 4a, am. 7 u 6a, an. 2 mo OTHOIICHHE Ha
JIEKapCTBEHUTE MPOJIYKTH o wi. 4a, aj. 7 ce mpuiarar ot
01.04.2017 r., ¢ M3KJIIOYEHHWE HA JIEKAPCTBEHHUTE MPOAYKTH,
ChABpPXAIIM €IHO AaKTHUBHO BEIIECTBO, 3a JIEUEHUWE Ha
3a00JI5IBaHETO ,,CCCHIIMAIIHA XHUIEpToHUs“ oT kimac I10 mo
Mexaynaponnata knacudukanus Ha 6onectute (MKbB 10), 3a
kouTto ce npwiarar ot 01.01.2017 r.*

3aksIrouuTeNHa pa3nopenda

§ 3. [aparpad 1 Bam3a B cuna OT AeHs Ha OOHAPOABAHETO Ha
Hapenbara B ,,/IbpxaBen BectHUK™, a § 2 - oT 10.06.2016 r.*

II1. lorbJiBa MOTHBUTE KbM MPOEKTA MO T. I, KOUTO MpUA0OMBAT
CJIEIHOTO ChIIbPKAHUE:

»>MOTHBU

KbM
npoekT Ha Hapen6a 3a usmenenue u gonbianenue Ha Hapenba N
10 3a ycnoBusiTa 1 pelia 3a 3aIJallaie Ha JIEKApCTBEHU MPOAYKTY
1o ui. 262, an. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B
XyMaHHAaTa MEIUIIMHA, HA MEAUIIMHCKU U3CIUs U Ha TUCTHIHU
XpaHu 3a CHelHalIHU MEIUIIUHCKH LIEH, KaKTO U Ha JIEKapCTBEH]
MPOJIYKTH 3a 37paBHU AEUWHOCTH 110 Wi. 82, ait. 2, T. 3 oT 3aKoHa 3
3JIpaBETO

C §1 or npoekra Ha Hapenba 3a u3amMeHeHHE U TONBIHEHHE §
Hapen6a Ne 10 ot 2009 r. 3a ycioBusiTa M pesa 3a 3aIulaliaHe X
JIEKapCTBEHH MPOAYKTH IO uil. 262, ain. 6, T. 1 u T. 2 oT 3akoHa
JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEJUIIMHA, HA MEAULIUHCK
W3/ M HAa JUETHYHU XPaHU 3a CHEIHaHU MEIUIIMHCKHU el
KaKTO U Ha JIGKAPCTBEHU IMPOJYKTHU 3a 3JPaBHU JEHHOCTH MO Y
82, an. 2, T. 3 ot 3aKkoHa 3a 3[IpaBETO Ce€ Mpesiara BbBEXK/IaHE I
yCIIOBHUE, Y€ Mpeau (pUHAIM3MpaHe Ha Ipoleca MO JI0TOBapsHe 1
orctbnikn Mexay H3OK u mpurexarenure Ha paszperieHHs
ynoTpe0a/TexHu YITBIHOMOIIICHH MIPEICTaBUTENN
JEKapCTBEHUTE  TMPOJYKTH,  MNpUHAUIekKAIM  KbM  HOJ
MEXIYHApOAHOTO HEMATEHTHO HaMEHOBaHHE, WK KOMOMHALINS]
(mpum xomOuHupanu nekapcrBeHu mnpoayktu) H30K mposepsiy
Jald  ChOTBETHOTO MEXAYHApOJHO HENaTeHTHO HaNMEHOBaHI
MOJKE J]a CE IOJI3BA OT MALMEHTUTE YpE3 ChOTBETHUTE CUCTEMH
3arialiane ¢ MyOJIUYHU CpeCTBa:

I. B moHe TpU OT CIEIHUTE HObpXKaBU — UJEHKH Ha
EBponeiickust cwto3:  JlrokcemOypr, OOeIWHEHO KpaJICTBO
BenukoOpurtanusi, Xonanausi, benrus, @unnanaus, Opannus,
Ascrpus, ['epmanus u Upnanaus, n




2. B TIOHE IME€T OT CIEIHUTE [AbpXKaBU — UIEHKH Ha
EBpomneiickust cbto3: PymbHus, JlatBus, XbpBarcka, YHrapus,
Ecronusi, Ilomma, CroBakusi, Jlutea, UYexusa, ['spuus,
Cnosenus, [lopryranus, Ucnanus, lanusa, Utanus u [Benus.

C mpueMaHeTo Ha Ta3u MPOMsHA OM Ce TrapaHTUpal JOCTHIIBT
Ha OBJIrapcKuTe rpakJaHu J10 JIEKapCTBEHH MPOJIYKTH, KOUTO Ce
mpujiarar 3a JICYEHHE KakTo B AbpkaBuTe — wieHKH Ha EC ¢
BUCOK OpyT€H BBTpEIIEH NPOAYKT Ha IjaBa OT HACEIEHUETO
(xaTo mppkaBUTE MO T. 1), Taka U B AbPIKABUTE, KOUTO €a C MO
cpeanus OpyTeH BpTpenieH npoaykr 3a EC (kato xbpxaBuTe 10
T. 2). Pa3nensnero Ha nBeTe rpynu IbpXKaBH € C 1€ jJa Obaar
00XBaHATH Abp>KaBU C Pa3IMyus B NOKyNaTeIHaTa CTOMHOCT Ha
HaceneHueTo. 11o To3u HauMH ce rapaHTHpa JOCTBII HE CaMo J10
e(pEeKTUBHH, HO U JO CTOMHOCTHO — €(QHUKACHU JIEKapCTBEHU
npoayktu. Hanmnumero Ha MeXIyHapOAHOTO HENATEHTHO
HaUMEHOBaHME B ABP)KAaBU C OpyTE€H BBTPELIEH MPOJIYKT IOA
cpeanus 3a EC o3HayaBa pasimupsiBaHe Ha I1a3apa U rapaHTupa
10 — JOCTBIIHY LIEHH, TaKa Y€ MPHU HABIM3aHETO Ha OBITapCKUs
nasap Ja MOXe Jja C€ OCUT'YPHU II'bJIEH JIOCTBII HAa HYXKJACLIUTE CE
OBArapcky rpakJJaHu J10 JIEKAPCTBEHU MPOYKTH.

[Ipemnoxenunero cporBeTcTBa Ha 1enra Ha 3JIIIXM, a
MMEHHO J1a Cbh3/1aJIe YCIOBHUS 3a OCHUTYpsIBaHE Ha JICKAPCTBEHU
MPOAYKTH, KOUTO OTrOBapsT Ha H3MCKBaHMUATA 3a KadyecTBO,
6e3omacHocT u epukacHocT (wi. 2 ot 3JIIIXM). To e B cuHXpoH
U C NPUHUUINTE 32 JOCTHIHOCT U KA4€CTBO HA MEIUIMHCKATa
MOMOIIl, perjaMeHTUpaHu B wi. 79 or 3akoHa 3a 3apaBeTo,
CBIVIACHO KOMTO MEAHMIMHCKAaTa oMol B Pemybnuka bearapus
CE OCBILECTBABA UPE3 KyMYJaTHUBHO INpWJIaraHe Ha YTBBPICHU
KaKTO OT MEAMIIMHCKAaTa HayKa, Taka U OT MPAaKTHUKaTa METOIU U
TEXHOJIOTHH.

B pesynrar oT mpumemaHeTo My IIe€ C€ TOCTUTHE IThJIHA
OOCKTUBHOCT M YBEPEHOCT, Y€ JIEYEHUETO C JIEeKapCTBEHU
MPOAYKTH Ha HAIMOHATHO HUBO OM C€ M3BBPINBAIO CHOOPA3HO
100pu MPAaKTUKH, YCTAHOBEHU M NpUJIaraHu Beye B AbP)KaBU —
yreHkn Ha EC ¢ pasnuyHa TOKymHareiaHa CIIOCOOHOCT Ha
HaceneHnero. ToBa TpeIOKeHHE HE € NPSKO OOBBP3aHO C
¢unaHcoBu cpexactBa. llpuemanero My HsAMa Ja OKaxe
BB3/ICHCTBHE, KOETO Ja TOBJIHAC BB (PMHAHCOBOTO M3pakKeHUE
Ha TMPOLECHUTE, CBBP3aHM C JICYEHHUETO Ha NAalUEHTHTE C
JIEKapCTBEHH MTPOTYKTH.

C § 2 m § 3, mpeas. BTOPO OT MPOEKTa Ce INpeajara ja ce
OTJIOKH TIPHUJIAraHETO Ha pa3nopenouTe Ha 4i.da, an.7 u 6a, an.2
ot Hapenba NelO, pernmamentupamu 3armamiane or H30K na
JIEKapCTBEHW NPOAYKTH C MOBUIIEHO HMBO Ha 3aruiallaHe, I10
MOBUIIIEHOTO MM HHMBO, U3BBH CPOKOBeTe Ha wil. 4a, an.l or
Hapen6a NelO, w 3a KOWUTO € TMOJAACHO 3asBICHUE OT
IpUTEXATeNl Ha pa3pelleHHeTo 3a yrnoTpeda WM Heros
YOBJIHOMOUIEH  NpPEACTaBUTEN, 4Ye JKellaeé  ChOTBETHHUST
JIEKapCTBEH MPOJYKT J1a CE 3aIulalia 110 IOBUILIEHOTO HUBO.

CepriiacHo yctaHoBeHOTO B wi. 4a, an. 1 or Hapenba Ne 10,




H3OK 3amnama cToiiHOCTTa Ha JEKapCTBEHUTE NMPOIYKTH CIIE]
00001IaBaHe Ha JaHHUTE HaA JBAaHAJIECETMECEYHU IEPUOJIH,
€HOKPATHO Ipe3 KaJeHaapHa rojnHa. Taka onpeaeeHUusT CpoK
JlaBa Bb3MOXKHOCT 3a MPEABAPUTETHO OMpPEIENIsIHE Ha MPOTHO3EH
TOJIMILIEH Pa3xoJl U CHOTBETHO MO-TOYHO paslpeiesieHHe Ha
OropxeTHUTE cpencrtBa. Hopmara Ha 4. 119, an. 1 Ha 3akoHa 3a
nyoinyHUTe (PUHAHCH HE JOIMYCKAa M3BHPIIBAHETO HA PA3XOIU
WM TI0OEMaHe Ha 3aJbJDKEHUS, KOUTO BIIOIIABAT CaJJ0TO IO
KOHCONIMMpaHaTa (UCKaTHA MporpamMa, OCBEH B CIyYaWTe,
KOraro 1o mpejuioxkenne Ha Munuctepckus cbBeT Haponnoto
chOpaHue € MPHUeNo ChOTBETHU W3MEHCHUS W JOMBIHCHHS B
3aKOHA 3a JIbp’KaBHUS OIOJKET W/UIIU B 3aKOHA 3a OIO/KeTa Ha
TBPXKABHOTO OOIIECTBEHO OCUTYpsIBAHE, W/WIM B 3aKOHA 3a
oroxera Ha H30K 3a choTBeTHATA IIporpama.

[Toemane Ha AOMBIHUTETHH (PUHAHCOBU AHTAKUMEHTH B
nepuoj; Ha (UKCHpPAHU U BIE3JH B cuja OIOJUKETHH pPaMKHU 3a
3JIPaBHOOCUTYPHUTEITHY TUIAIAHUS OM Ch3JAJI0 MPEIIOCTaBKa 3a
nucbanaHc B pECypCHUTE pa3yeTH.

[Ipunaranero Ha paznopendoure Ha wi. 4a, an. 7 u wi. 6a, ai. 2
or Hapen6a Ne 10 mpe3 BropoTo monyroaue Ha 2016 1. 6m
JI0BEJO A0 AOMBIHUTEICH U HENPEIBUACH Pa3Xxo] B pa3Mep Ha
OKOJIO 8 MIIH. JIB. 32 MOKPUBAHE Ha Pa3XxoIH IO 3aruialiaHe Ha
noBuiieHo HuBo - 100%, 3a JjexkapcTBEHUTE NPOAYKTH,
Mpe/IHa3HAuYeHU 3a JIeYeHHE Ha 3a00JsIBaHUATA MO0 KPUTEPHUHTE,
MOCOYEHH B 4. 4a, ai. 7 ot Hapenba Ne 10.

IlenTa Ha NpPEemIOKEHHETO 3a OTJaraHe MNPUJIAraHeTO Ha
TOPETNIOCOYCHUTE PA3MOpPe0n € Ja ce TapaHTHpa I0-BHCOKA
CTETeH Ha JOCTBITHOCT, 110 OTHOIIIEHHE Ha (PHAHCOBA TEKECT Ha
OBJITApCKUTE  TPaXJaHW  JO  JICKAPCTBEHHW  MPOIYKTH,
MpeIHa3HAuYeH! 3a JICYCHHE Ha COLMATHO3HAYUMU 3200 IsIBaHUS
OT €Ha CTpaHa U OT Jpyra C€ OCUTYpsiBa TE€XHOJIOTMYHA W
BpeMeBa BB3MOXKHOCT 3a HM3TOTBSHE Ha Mpelu3Ha OropKeTHa
paMKa, KakTo 0 BpeM€ Ha TMOJIrOTOBKA 3a HOB MPOEKT Ha 3aKOH
3a 6romker Ha H30K 3a choTBeTHA KaneHAapHa roJMHa, Taka U
Ha I'bBKaBa pecypcHa (pMHAHCOBA MOJIMTHKA B PAMKHUTE Ha Beue
npueT OIOHKET, OTYUTAIlAa BCHUYKKM OYAKBAHM Pa3Xogud OT
MIPUJIATaHETO Ha ChOTBETHUTE Pa3Mopeaou.

[IpenBun yBenmuyeHUTE CpPEACTBA 3a 3APABHOOCUTYPUTEITHU
MJIAIIaHus 3a JIKQpCTBEHW MPOJYKTH, 3aJleTHAIM B 3aKOHa 3a
Oroxeta Ha HammonamHara 31paBHOOCHUTYPHUTENIHA Kaca 3a
2017 r. (o6n.[AB, 6p.98 ot 9.12.2016r1.), KaKTO W COIMAIHATA
3HAYMMOCT Ha 3a00JIsIBAHETO ,,eceHnnanna xuneptorus ¢ MKb
110, e uenecr0Opa3HO JIEKAPCTBEHUTE MPOJYKTH OT MPHUIIOKEHUE
No 1 na IIJIC, chappxaniy eqHO aKTUBHO BEIIECTBO 3a JICUCHUE
Ha TOoBa 3a001sBaHE, KOMTO Ca C IMMOBHUIIICHO HUBO Ha 3aIljallaHe
npe3 2016 r., na ce 3amnamar or H30K no moBumeHoTo HUBO,
cuutano ot 01.01.2017 r. 3akoHOmaTrenHO pelIeHHWE B TO3HU
CMHUCHJ, upe3 CchOoTBeTHa mpoMsHa Ha Hapemnba Ne 10, me e
M3pa3 Ha BOJACIIUTE MPUOPUTETH 3a MPOBEXKAAHE HA YCTOMYMBA
JIEKapCTBEHAa  TOJINTHKA, KOSTO BOAM 10  HaMalsiBaHe
JOTUIAIAHETO OT 3/IPAaBHOOCUTYPEHMTE JIMIA, KOUTO CTPajaT OT




BOACHIU IO CMBPTHOCT ChbpACYHO-CHA0BHU 3a00/I1BaHHUSL.

OneHkaTa Ha BB3JICUCTBHETO OT INIpeajiaraHara IpPOMsHA
BBpxy Oromkera Ha H30K 3a 12 meceuen mepuoxa (2017r.) e
yBenuueH pa3xoj 3a H30K B pazmep Ha 0k0y1i0 6 MUIJIMOHA JIEBa
3a 2017r., cupsamo pasxoga Ha H3OK 3a 2016r. IIpornosara e
6asupana Ha 214 000 3aAbHKUTEIHO 3IPAaBHOOCHTYPECHH JIHIIA
(330JI), oObpHamu ce KbM U3MBIHUTENM HA MEIUIIMHCKA
MOMOII Mpe3 MbpBUTE JieBeT Mecena Ha 2016r. B npornoznure
pa3yeTH € 3aJI0KeHO M ovakBaHO 3aBuiaBane Opos 30JI - c
okoJ10 2,5%, Ha KOUTO € OKa3aHa MEIUIIMHCKA ITOMOII 110 TTOBOJT
3a00JIBaHETO ,,eceHnmanta xumnepronus™ ¢ MKb 110, npmkanio
Ce€ Ha OCUTypeHaTa OT IMpeijiaraHaTa HOpPMaTHBHA IPOMSHA
JOCTBITHOCT J0 HEOOXOAMMOTO JIEKAPCTBEHO JICUCHHUE.

OrneHkaTa Ha BB3JICWCTBHETO OT MpeajaraHara MpoMsHa 3a
330J1 e nmamansBane mpe3 2017r. ¢ 6muzo 5 500 000 neBa
pasxoauTe Ha OBITapCcKUTE TNAIMEHTH CbhC 3a00JIIBAHETO
»ecennuanna xunepronusa ¢ MKb 110, nmpencrasisiBaiia BojeIl
pUCKOB (DaKTOp 3a pa3BUTHE Ha COIMATHO 3HAYUMHUTE ChPJICUYHO
- cpaoBu 3abosaBanus. Ilpe3s 2016r. MoHOMpoOAyKTUTE
(chappKalll  €IHO AaKTUBHO BEIECTBO) 3a JICUYCHUE Ha
eCeHI[MaJHa XUIIEPTOHUS ca ¢ HUBO Ha 3aramiade 25%, 50% u
75% un 330J1 e noemaso pas3nukata MeEXAY CTOMHOCTTA,
samamana ot H30K u uenara B anrtekara. Ilo mpornosnu
JaHHW 110 Kpas Ha 2016r., manuMeHTUTe Ie 3ariaTsaT 3a CBOS
cmeTka 78% otT ofmara CTOMHOCT Ha pa3Xxoja 3a OTIYCHATHUTE
MOHOIIPOTYKTH.

[Ipu npomsiHa Ha HMBOTO Ha 3aruiamiase ot 1 suyapu 2017r.,
3/[paBHOOCUTYPEHHUTE JHMIa CbhC 3a0o0JyiiBaHE ,,eCEHIMalIHA
xunepronusti ¢ MKB 110 me wmmar nmoctsn 10 JieKapcTBeHa
Tepanud ¢ HUBO Ha 3amwnamadHe 100% BBB BCIAKO €IHO
MEXIYHapOJAHO HEMAaTEeHTHO HauMMEHOBaHue. ToBa Iie OCUTypHU
JIOCTBII /10 TIOHE €IUH HAIbJIHO IJIaTEH JISKapCTBEH MPOAYKT OT
rpyna (INN) u me Hamanu (QUHAHCOBHMSI HATHCK BBpXY
MAIEeHTUTE.

OneHkara Ha BB3JCHCTBUETO OT MpeJiaraHara IpoMsiHa 3a
THPrOBIUTE Ha JpeOHO C JIEKAPCTBEHU MPOAYKTH B aIlTeka,
ckmoumn goroopu ¢ H30K, e cnennata: IIpeanoxenuero 3a
100 % 3arutamaHe Ha MOHOIPOJIYKTUTE 3a 3a00JISIBAaHETO
»eceHnunanHa xunepronusa” ¢ MKb 110 e cepp3aHo ¢ mpoMsHa B
croiiHocTTa, KodATo H3OK mie 3amnama 3a JekapcTBEHUTE
NPOAYKTH, KaTo pedepeHTHaTa CTOMHOCT 3a OIaKOBKa €
M3YMCIeHa Ha IleHa ThproBer, Ha eapo. I[lpm HHUBO Ha
peumbypcupane ot 100%, H30K mie 3armmama Ha THPTrOBIUTE
Ha JpeOHO C JIEKapCTBEHW MPOAYKTH B amTeKa, CKIIOYIIN
norosopu ¢ H30K, no nBa neBa 3a Bcsika OTYETEHA pELENITypHA
OyaHka, KoeTro 1me KommeHcupa 75% OT CTOWHOCTTa Ha
HQ/LEHKUTE 3a aNTeKUTe IMpH JOCETallHOTO HHUBO Ha
peumOypcupane. Ta3u mporsosa 1o rojsiMa CTENeH 3aBUCH OT
npo¢uia Ha MaMeHTCKaTa J1CTa Ha BCAKA anTeKa.

HanpaBennte nporHo3um 3a OIEHKAa Ha BB3JCUCTBUETO H




¢uHaHCOBa TEXECT BBPXY ywyacTHuite B mpoueca — H3O0K,
330JI u TeproBuM Ha JApeOHO C JIGKAPCTBEHU MPOIYKTH
(amreku), ca Ha 0a3a peaJlHM JAHHH 3a MOTPEOJIICHUETO TPe3
neserMmeceuneTo Ha 2016r. u npu HUBA Ha peuMOypcupane 25%,
50% u 75%. Te He oTpazsBaT BCUUKH BB3MOXKHH PHUCKOBE OT
BBBEXJAaHATa MIPOMSHA, OTHOCHO OOpPBIIAEMOCT KbM CHCTEMaTa
U IPOMSsIHA B CTPYKTypaTa Ha JIEKapCTBO MOTPEOIEHHUETO.

[IpemioxeHusaT MpoekT Ha Hapenda He € CBbP3aH C MPaBOTO
Ha EBponeickus chr03, IOpajau KOETO HE C€ Hajlara aHaiu3 3a
CHOTBETCTBHE C HETO.

IV. Bwo3mara na ynpaBurens Ha H3OK na npeminoxu
JOI'BJIHEHUS IIPOEKT 110 T. | Ha MUHMCTBPA Ha 3/IPABEONA3BAHETO
B€AHO C JOOI'BJIHCHUTC MOTHBM KBM HECIO MW Jda 3allO3Hac
Ham3opHus cpBeT ¢  KpuUTepuuTe 3a M3MNMCBaHE Ha
JICKAPCTBCHUTC MPOAYKTU ChbABbPKAIK €IHO aKTUBHO BCHICCTBO
3a JledeHue Ha 3a00JIIBaHETO ,,eCEeHIMAIHAa XUIEPTOHUA™ OT
kiac 110 mo MKB 10.

V. Ormens cBoe Pemenne Ne PJI-HC-04-155/01.12.2016 T.

10.

Ne PJ/I-HC-04-166/19.12.16 .

1.ITorBbpknaBa cBoe pemenune Ne PJI-HC-04-143/24.11.16 1., ¢
KOETO ca OJoOpeHM HampaBeHUTE OT TNpUTekarea Ha
paspenienueTo 3a ynorpeba (ITPY) Novartis Europharm Ltd.
UK mpemmoskeHus 3a oOTCTBIKH 1Mo wi. 21, ain. 2 ot Hapenba Ne
10 3a  nekapcrBenutre  npoxyktu  Entresto  (INN
Sacobitril/Valsartan) u Cosentyx (INN Secukinumab) u ¢
BB3JI0’keHO Ha ympaButens Ha H30K ga cxiaroun morosop 3a
OTCTBIIKH 110 peaa Ha 4. 21, ai. 2 ot Hapen6a Ne 10, B ko#TO 112
Ce BKJIFOYBAT BCHYKHA AHTAKUMEHTH 3a 3 TOJHMIICH IEPHUO/I,
noetu oT [IPY, ¢ u3kimroyeHHe HAa aHTAXXUMEHTUTE, MOETH OT
[TPY 3a nekapcTBEeHUTE NMPOAYKTH, MPEIHA3HAYEHH 3a JICUCHUE
Ha OHKOJIOTMYHU 3a00IIsIBaHUA, MPEABHUJA OTTETISHETO UM OT
ITPY ¢ mucmo ¢ kBx.Ne 30-01-24/16.12.2016 1.,

2. Ono6psiBa HanpaBEHUTE HOBH MpeaokeHus ¢ nucmo ot [IPY
¢ kBx.Ne 30-01-24/16.12.2016 r. 3a TOTBIHUTEIHN OTCTBHIIKHU 32
nekapctBeHute npoayktu Afinitor 10 mg x 30 Ta6n., Tasigna
150 mg HGC x 28 u Tyverb FCT 250 mg x 140, u Bp3nara Ha
ynpasurenst Ha H30K na ckimroun 1oroBop 3a OTCTBIKHU O penia
Ha wi. 21, an. 2 ot Hapenba Ne 10 ¢ [IPY npu napamerpure ot
HOBOTO TMpeNoXKeHne 3a M30poeHUTe TpH JIEKAPCTBEHU
MPOAYKTA.

11.

Ne PJI-HC-04-167/19.12.16 T.

1. Ha ocHoBanue pasnopendara Ha ui. 23a, an. 11 or Hapenba
No 10 ynpasutenar na H30OK He mo-kbcHO oT 31 nexeMBpH Ha
tekymara roguHa (31.12.2016 T1.) ckiouBa JIOTOBOP ChC
CHOTBETHHUSI TPHUTEKATEN Ha pa3pelieHue 3a YInoTpeOa/HeTroB
YIIBJTHOMOIIIEH NIPEACTABUTEN 3a JJOTOBOPEHUTE OTCTHIIKH IO YII.
21, am. 1, 7. 1, 3 mw 4 or Hapenb6a Ne 10 u BBB BpB3Ka C
Heo0X0oMMOCTTa OT (pUHANM3MpaHe Ha JOTOBOPHUS TPOIIEC,
cileaBa Ja €€ IpeycTaHoBH, cuutaHo ot 19.12.2016 r.
[IOIaBAHETO U PA3IJIekKNAHETO HAa HOBU NPEUIOKEHMS 32
OTCTBIIKM 3a JIEKaPCTBEHU MPOAYKTH, 32 KOUTO CHIVIACHO 4Jl. 45,
an. 10 m 19 or 330 ce mnpoBexjga UEHTPAIU3UPAHO




3aABJOKUTCIIHO [JOTrOBAapsAHC, KAaKTO W Ha JOIIBJIHCHUSA KbM
OpCaAIOXKCHUATA.

2. 3a B3eroro pemieHne mo T. 1 nga ce uHpOpMHpAT
IpPUTEXKATEIIUTE Ha  paspellieHus 3a  ynoTpeda/TeXHUTe
YITBIIHOMOIIEH! NPEJCTaBUTENIM Ha oO(duIuaniHaTa HHTEPHET
crpanuia Ha H30K.




