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MPWU U3ABAHE HA NPOTOKONN 3A NEYEHWUE HA BONTHU C BONECT HA NAPKUHCOH

MpoTokonbT ce M3aaea OT chneuuanucTu ¢ Ko Ha cneuuanHoct 10 — HeBponorus unu OT ChneuunanusMpaHa
KOMMUCUA B nevyebHun 3aBeaeHmns 3a 6onHMYHa nomol, cknovunu gorosop ¢ H30K. Cneunanuaupanure kKoMucumn
ce cbajasaT cbe 3anoses Ha aupektopa Ha Jleue6Hoto 3aseaeqve (N13) B cnegnute J13: MBAJTHM “Ce. Haym” rp. Codus,
YMBAJ “Anekcanaposcka” rp. Cocpusi, YMBAN “Liapuua Moakna - UCYNT" rp. Codus, BMA rp. Cocbusi, MBAN “HKE” rp. Codpus,
YMBAN “Ce. l'eopru” rp. Mnosaus, YMBAJ “Ce. Mapuna” rp. Bapna, YMBAJT rp. Mnesex, YMBA/ rp. Ctapa 3aropa, BMA MBAJT -
MNneseH, Mbpsa MBAJ1 - Cocdma EALL, MBAN ,Kacnena” - rp. Mnoeave, MBAJ — ,Cs.UBan Puncku” — rp. Cocpus.

I.  PEA 3A 3ABEPABAHE HA NMPOTOKOJNTUTE

MpoTokonu 3a 3anousaHe Ha nevexune c LEVODOPA (LEVODOPA/ CARBIDOPA U LEVODOPA/ BENZARAZIDE)

CneunanucT, ckioymn . MonbAHEHO W NOANUCAHO npunoxenuwe 1 — NUCT 3a onpeaensHe Ha
porosop ¢ H30K » KPUTEPUUTE NO CbOTBETHATA TOMKA C BCUYKM HEOBX0ANMM n3cneasaHus
. Am6ynatopeH nUCT/ eTanHa enukpu3a C NPUNOXEHU BCUYKM AOKYMEHTU
nokasaTenu u u3cneaBaHus No Npunoxexue 2
. JMpoTtokon 3a npeanucsaHe Ha nekapcrea, 3annawiain ot H30OK/P3OK" —
06p. M3-H30K
cneumanuaupana i - EKCMepTHO CTaHOBULE C SICHA MeANLMHCKA MOTMBaLMS (3aAbIKUTENHO ce
KOMMCHS oT6ens3ssa nunca Ha U3KNioYBaLLy KpuTepum)
. “MpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawanim ot H3OK/P30K" —

06p. M3 -H30K
/ (noanucaH OT YneHoBeTe Ha KoMUcusITa)

MuUcHs 3a 3aBepka Ha
ommu*lmk il nmum -mx

MpoTokonu 3a NpoALINKaBaHe Ha NeYeHueTo - 6e3 kopekuus 1 npu HeobXoAUMOCT OT yBenuyasaHe Ha aosata

CneuunanucT, cknioyunn . “MpoTokon 3a npeanuceaHe Ha nekapcrea,
noroeop ¢ H30K =7 3annawanm ot H30K/P3OK" — 06p. M3 -H30K
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ot 1 anpun 2014 roguHa




[image: image3.jpg]Mpotokonu 3a 3ano4BaHe Ha nevexne c ENTACAPONE

Mpotokonu 3a 3ano4BaHe Ha nevenne ¢ ENTACAPONE nnioc sonbnHutentn konuiectea LEVODOPA

MpoTokonu 3a npoabkasaHe Ha nevexueto ¢ ENTACAPONE nnioc aonbnHutentu konuuectea LEVODOPA npu
yBenuuaBsaHe Ha aosara

cneumanucT, CKiouun . MonbnHEHO W MOANUCAHO MNpUroXeHue 1 — NUCT 3a onpeaensiHe Ha
poroeop ¢ H30OK »| kpuTepuuTe no cvoTBETHATA TOUKA C BCUYKN HeoBXoAMMN 3cneaBaHUs
. Amb6ynatopeH nuct/ etanHa enuKkpua C NpUroXeHU BCUYKU [OKYMEHTU
rokasaTenu 1 u3cneABaHus no Npunoxexve 2
. “MpoTokon 3a npeanuceaHe Ha nekapcTsa, 3annawann ot H30OK/P30K" —
06p. M3-H30K
cneuywanuanpasa . EKCNepTHO CTaHOBMLWE C AICHA MEANLMHCKA MOTUBAUMA (3aAblKUTENHO ce
Komucus ot6ens3sa nunca Ha uaknioYBaLyn Kputepum)
. “MpoTokon 3a npeanuceaHe Ha nekapcrea, sannawanm ot H3OK/P3OK" —

06p. M3 ~H3OK (noanucaH oT uneHoBeTe Ha KomucusTa)

3aBepka Ha
nportokona B P30OK

MpoTokonu 3a npoAbLMKaBaHe Ha neveHneto ¢ ENTACAPONE
IpoTokonn 3a npoabMKkaBaHe Ha nevennero ¢ ENTACAPONE nnioc aonbnuutenty konuyectsa LEVODOPA 6e3
NPOMsiHA Ha BeYe yTBbpaeHa aosa

. MonbnHEHO U MOANUCaHO npunoxeHue 1 — NUCT 3a onpeaensHe Ha
KpUTEpUUTE MO CbOTBETHATA TOUKA C BCUUKM HEOBX0aUMM n3cneaBanns
cneuManucT, ckniounn . AmBynaTtopeH nucT/ eTanHa enukpusa C NPUIOKEHN BCUYKN AOKYMEHTH
Aorosop ¢ H3OK nokasaTeny 1 U3cneaBaHus no Npunoxexue 2
. “lpoTokon 3a npeanucBaHe Ha nekapcrea, sannawanu ot H3OK/P30K" —
/ 06p. M3-H30K
Komucusn 3a ekcneptusmn 3aBepka Ha
B P30K —»{ npotokona B P30K

Il. OBLLM NONOXEHUA

1. 30/ nopasa nogroteeHuTe aokymeHTH B P30K, Ha TeputopusiTa Ha KOsITo e Hanpasuno us6op Ha OMNJN. [lokymeHTuTe
BKNIOYBAT:

1.1 3asBnenue no [lupekropa Ha P3OK.

1.2 MonbnHeHo 1 noanucaHo npunoxexue 1. Monbnea ce No CbOTBETHATA TOYKA W Ce NMpunara otpaseHara B UMPOB UHAEKC
MeAULMHCKa A0KYMEHTaLMs!, yAOCTOBEpSiBaLLa@ BCEKU eUH OT KpuTepuuTe.

1.3 MbnHusaT Habop nacneaBaHus (hU3NKanNHNW, MHCTPYMEHTaNHU U nabopaTopHu), OTpa3eH B NpUnoxeHue 2.

1.4 “lpotokon 3a npeanucBaHe Ha nekapcTea, 3annawanu ot H3OK/P30OK' — obp. M3-H3OK, uspajen ot nekaps
cneuunanucr. MpoToKONbT 3aAbIKUTENHO Ce NOANUCBA OT BCUUKM UNEHOBE Ha KOMUCUATA B CryqauTe NocodeHn B T. |

1.5 Konue oT npeaxoxaall NPoTOKON, OT KOWUTO Aa € BUAHO NPOBEeXAaHOTO NeveHue.

1.6 [leknapauus 3a nHgopmMmupaHo cbriacue no obpaseu (npunoxexue 3)

2. P30K npuema gokymeHTuTe no T. 1 criea cnpaeka OTHOCHO 3APaBHOOCUIYpUTENHUA cTatyc Ha 30/,
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE NPU BONHN C BONECT HA |
MAPKWHCOH I

Wme: B R . i e O . T P Y

3abenexka: MeduyuHckama OOKyMeHmauusi, ydocmoeepsiealya 6ceKu Om Kpumepuume e rocoYeHa C uugpa 6 UHOeKC u
3a0BAKUMENHO NPuUdpyKaea HACMOAUOMO NPUNOKEHUE.

3aAnLmKUTeNHU CTLIKK B TepanuaTa:

JekapcTBeHn NPOAYKTH C HeBponpoTekTUBHO AeiicTeune (Selegiline, Rasagiline), ocseH B criyyauTe Korato Te ca KOHTpauHAUUMPpaHu unu ¢
Peakuua Ha HenoHOCMMOCT

NEBOAOIA ~ B aHeBHa no3a 200 - 400 mg v ysBenuuyasaHe npu uayepneaxe Ha edekta, Ho He noseve oT 1250 mg/ aHeBHO

Kom6uHupana Tepanus (nesogona, AonamuHosu aroHucty, Rasagiline)

KomBuHUPaHO neveHne C NesoAona/MHXMBUTOPU Ha KaTexon-opTo-MeTun-TpaHcdepasata — B AedunupaHa AxesHa Aosa (DDD) w
nocTeneHHo yBenn4aBaxe Ha aosata npu ua4epnsate Ha ecekta, HO He noseye ot 800 Mr neBofONa/AHEBHO. |

A. KPUTEPUW 3A 3ANOYBAHE HA NNEYEHUE C NNEBO/ONMA (3aAhiKUTENHO € HanM4MeTo Ha BCUYKN KpUTepum)

KnuHUYHO curypHa amarHosa “lMapkuHcoHoBa 6onect” — cbobGpPa3HO KputepuuTe B "Bbrrapcku anroputbm 3a
[AmarHo3a u nevenue Ha Ne" '

2 | Hanuuve Ha gBuratenHa cumnTomaTvka '

3 | ** lunca Ha edekT OT NeYEHUETO C NeKapCTBEHU NPOAYKTU C HEBPONPOTEKTUBHO AENCTBUE "

4 | Nlunca Ha uaknoyBawm Kputepuu no 7. B * |

TaHaMHECTUUYHUTE AaHHM, KNUHUYHATA CUMNTOMATUKA W @BOMIOTUBHUAT XOA Ce onuceaT B amBynaTopHuA NUCT/ eTanHata envkpuaa unu enukpuaa
C AaBHOCT 40 1 Mecey NpeAn KaHAMAATCTBAHETO, NPUnara ce Konue OT PeLienTypHa KHIKKa UK eTanHa enukpuaa ¢ hapMakonornieH MapLupyT ot
npocneasBaLMa Hesponor

**3abenexka: Py HECLOTBETCTBUE NO KPUTEPUiA 3 M3PUYHO B EKCMIEPTHOTO CTAHOBULUE CE BNUCBA MEAULMHCKATA MOTUBALMA

* YAOCTOBEpSABA Ce C NOANUC Ha CNEeLUanicTa B NpunoxeHue 1 Ha HacToOALUTE KpUTEPUH

B. KPUTEPUM 3A NPOOBLINKABAHE HA NEYEHWETO C NEBOAOMA C YBEUYABAHE HA [JO3ATA - Ho He
noseve ot 1250 mg/aHeBHo (B cBOGOAEH TEKCT Ce BNMCBA SICHaTa MeAULIMHCKA MOTUBaLMA)

Iunca Ha CTPaHUYHM echeKTH M U3KNIoYBaLM KpuTepuu no 1. B *

Mpunara ce konve OT peLenTypHa KHWKKA N eTanHa enukpuaa ¢ (hapMakonoruyeH MapLuipyT oT NpocreasBallus Hesposnor u ambynarope
NUCT/ eTanHa envukpu3a ot NPErneAa NpU CNeyuanicT ¢ oTpaseHa eekTMBHOCT NO KNMHUYHN NOKa3aTeny OT NPUNAraHoTo neyeHne
* yAOCTOBEpsABa Ce C NOANUC Ha CELWAnUCTa B NPUNoXeHue 1 Ha HaCTOALMTE KpUTepUM

B. U3KITKOYBALLU KPUTEPUWU (npum 3anouBaHe U Npu NnpoabinkaBaHe Ha fie4eHneTo)

1. BonHu noa 18 roauluHa Bb3pacT

2. bpemeHHOCT U nakrauus

3. TecHobrbnHa rnaykoma

4. Cepro3Hy CTPaHNYHN peakuuy OT NeYeHneTo

5. CuctemHo Hecna3ssaHe Ha neyeGHaTa cxema no BuHa Ha 6ONHUA, € NpekbcaaKe noseve oT 3 Meceua

OtroBaps Ha KpUTEpUUTE 3a neyeHue ¢ B AHeBHa Ao3a

noanuc Ha cneuwnanucra:

% WU3NCKBAHWA HA H30K 3A NPOBEXIAHE HA NEYEHWE NPU BONECT HA NAPKUHCOH B U3BBLHBEONHUYHATA NOMOLL - B cuna
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. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE C ENTACAPONE: (3aAL/mMKUTENHO @ HanuyueTo Ha BCUYKU KpuTepum)

KnuHWuHO curypHa avarHosa “lNapkuHcoHoBa Gonect” — cbobpa3Ho kputepuute B "Bbnrapckin anroputem 3a

1
AvarHo3a u nevenue Ha MNB" — KbcHa 6onecT Ha MapkMHCOH 1 Hanuuue Ha ABuraTenHn crykryauum '

2 Hanuune Ha cheHOMEHM Ha U3uepnBaHe Ha [o3aTa U heHOMEHM ,, BKNIOYBaHe U u3knoysaHe” i

3 Nunca Ha cTpaHMYHK ePeKTU U N3KNIYBaLM KpuTepumn no T. XK *

T aHaMHECTUUHUTE AaHHW, KNUHUYHATA CUMNTOMATMKA 1 €BOMIOTUBHUAT XOA CE ONUCBAT B amBynaTopHUs NUCT/ eTanHaTa enukpuaa unn enukpusa
C AABHOCT A0 1 Mecel NpeAv KaHAWAATCTBAHETO, NpUnara Ce Konue OT PeLenTypHa KHWKKa UM eTanHa enukpuaa ¢ hapMakonoruien MapLpyT ot
npocneAsBaLLus HeBponor

* yaocToBepsBa Ce C NOANNUC Ha CneunaniucTa B NPUNoXeHue 1 Ha HacToOALUTE KpUTepum

0. KPUTEPUU 3A NPOABINKABAHE HA NEYEHUE C ENTACAPONE: (3aab/mKknTeNnHO e HanuyueTo Ha BCUYKW
KpuTepum)

MoBnuWsiBaHe Ha NoHe ABa OT KapAVHANHUTE CUMNTOMK (CTaTyeH Tpemop, BpaankuHesa, pUrnAHOCT U NOCTYpanHn

1 | wapywenus) "2

2 * Jlunca Ha cTpaHU4HN eheKTn 1 U3KNIoYBaLWKM KpuTepum no 7. XK *

KOMME OT PEeUeNTYPHA KHIKKA UK eTanHa envkpuaa ¢ PapMakonorMyeH MapLupyT oT NpocneAsBalLns Hesposnor
amBynaTtopeH NUCT/ eTanHa enukpu3a OT nperneaa MpW CMELManicT ¢ oTpaseHa edeKTMBHOCT NO KNWHWYHW nokasaTenu OT npunaraHoTo
nevenve

* yAOCTOBEpsBa Ce C MOANUC Ha CNELUAnICTa B NPUNOXeHUe 1 Ha HaCTOALUUTE KpUTEPUK

E. KPUTEPUM 3A 3AMNOYBAHE WU NPOABINKABAHE HA NEYEHUME C ENTACAPONE nnioc AONbAHUTENHO
konuyectso LEVODOPA: (3aabmKUTENHO € HaNnMYMeTo Ha BCUYKM KpUTepum)

KnuHWYHO curypHa anarHosa “MapkuHcoHoBa Gonect” — cbobpasHo KpuTepuuTe B "Bbrirapckin anroputem 3a

1 AvarHo3a u nevexue Ha MNB" — kbcHa Gonect Ha MapkUHCOH 1 Hanuuve Ha ABuraTenHu nykTyatum

2 Hanuume Ha heHOMEHM Ha n3uepnBaHe Ha A03aTa Ui (heHOMEHM , BKNIoYBaHe W U3kniouBaHe” i

3 * [lunca Ha CTpaHUYHU eheKTH U U3KNIoUBaLLM KpUTepuu no T. XK*

aHAMHECTUYHUTE AGHHMW, KNTUHUYHATA CUMNTOMATMKA 1 EBONIOTUBHIA XOA Ce ONUCBAT B amBynaTOpHUA NUCT/ eTanHaTa enukpuaa unu envkpusa
€ A@BHOCT A0 1 Mecel| NpeAm KaHAWAATCTBAHETO, NPUAara ce Konue oT PeLenTypHa KHIKKA N eTanHa envukpuaa c hapMakonornien MapLpyT ot
npocreAsBaLus Hesponor
* yaoCTOBEpSABA Ce C MOANUC Ha CeuuanicTa B NPUoXeHne 1 Ha HacToAWUTE KpuTepuu

XK. U3KNIOYBALLM KPUTEPUM (npu 3anouBaHe 1 Npu NpoabIikaBaHe Ha NeyeHneTo)

Bonww nop 18 roanwHa Bu3pacT

BpemeHHOCT 1 nakTaums

3a Rasagiline - CbMLTCTBALLO NEYEHNe C Apyrn MoHoamMuHookeuaasHu (MAO) nHxbuTopn nnu nenTUanH

3a Levodopa/ entacapone — GonHu ¢ cheoxpomouutom, GonHu ¢ YepHoapobHa AucdyHKUMs (npunara ce
opuriHaneH i UnKu 3aBepeHo Konue OT U3cnesBaHusTa Ha TpaHcamnHasm)

Cepuo3Hu CTPaHUYHIN PeakUUK OT NeYeHneTo

CucTeMHo HecnassaHe Ha nedebHaTa cxema no BuHa Ha 6onHus, ¢ NpekbcBaHe noseve oT 3 meceua

i

oo

OTtroBaps Ha KpUTepuuTe 3a neveHue ¢ B AHEeBHa no3a
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I. NEYEBHO-AWATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHM NMPOAYKTHW, ekniovenn B Mpunoxenue 1 Ha MNNC, kouro H30K 3annawa B cLOTBETCTBME C
AENCTBALUUTE HOPMATMBHU AOKYMEHTH.

2. NOKA3AHUA WU HEOBXOAWMMW WU3CNEABAHWUA - cbrnacHo KkpaTkuTe XapakTepuCTUKM Ha nekapcTBeHuTe
NPOAYKTH.

Tabnuua 1
INN DDD T b KOHTPORN**

MKK ¢ KK,

LEVODOPA = 600 mg (Refers to levodopa) ASAT, ALAT,
KpeaTuHuH
MKK ¢ AKK

LEVODOPA, DECARBOXYLASE & \

AND COMT INHIBITOR 450 mg (Refers to levodopa) ,:psegzl,ﬂﬂ_:t

* onuceam ce e ambynamopHusi nucm Ha 6oMHUSI U Ce Mpunazam 3asepeHU KOMus Om opueuHanHume 6nauku (npu Hanuyue Ha
xocnumanusauus ¢ daeHocm 9o 1 mecey npedu kaHOudamcmeaHemo ce rpunaza 3aéepeHo Konue om enuxkpusa c Homep 13)

** nepuoduyHocmma Ha rocnedeawjusi nabopamopeH KOHMPOI Ce 0ChLUecMesea M0 NPeUeHKa Ha SIeKyealwus creyuaucm e cbomeemcmeue ¢
KNUHUYHUME UHOUKauuU

Il. OB U3UCKBAHUA

1. BbapacToBara rpaHuua ce W34ucnsiBa B HaBbPLUEHN rOAVHM - T.€. BKMIOUMTENHO KbM AaTtaTa Ha usjasaHe Ha npoTokona ot
cneuvanuaupaHarta KOMUCHS.

2. MNpu HasHayaBaHe Ha Tepanus no MPOTOKOMN 3aAbIKUTENHO ce cbobpassBaT Bb3PacTOBUTE OrPaHNYEeHus], CbIMacHo kparkara
XapaKTepucTvKa Ha CbOTBETHUS NeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3J1MXM.

3. H30K He 3annalia neyeHue U3sbH ykasaHara Bb3pactoBa rpaHvLa B kpaTkata xapakTepucTtuka Ha npoaykra.

4. H30K He 3annauya neyexue ¢ Ao3n Haj MakCUManHo paspeLleHnTe no kpaTtka xapakTepucTuka Ha npoaykTa.

5. B cnyuail Ha HacTbnUna MoAo3npaHa HeXenawa nekapcTeeHa peakuwsi, nekapst yseaomssa WA no pepa Ha un. 183 ot
3/INXM. Konue oT cbobLIeHNeTo ce npunara KbM MeauumHckaTta gokymeHTaums Ha 30J1 npu kaHanaaTcTeaHe 3a nedeHve.

6. MPU CNEUWAJIUCTA, curn. un. 158 B, 1. 1 ot HP[] 3a MeanuuHckuTe aeiHocTn 2014 r. (06H. AAB 6p. 3 ot 10.01.2014 r.),
Ha 30J1, Ha KOMTO Ca W3AaBaHW MPOTOKONW MO PeAa Ha HAcTOAWMTE M3UCKBaHWS, cCrneaBa Aa ce npunarat BCUYKW
Heo6XoAUMM AOKYMEHTW KaTto: ambynaTtopHuTe NWCTOBE OT M3BLPLUEHUTE MNperneau, BTOPUAT ek3emnnsp OoT ujapexute
NPOTOKOMNM, KONUsi OT ENUKPU3W, EKCMIEPTHU CTAHOBULLA W APYri AOKYMEHTU, KOMTO Ca OCHOBaHWe 3a u3jasaHe Ha npoTokor,
BCUYKW W3NCKBALLW Ce W3CNEABaAHWSA, KOMUE OT MpunoxeHue 1 Ha HacTOAWMTE M3NCKBAHUA NONBLIHEHO NO CbOTBETHaTa
TOYKa, NOANNUCAHO OT CrieunanueTa, uzan npoTokona.

Hacmoswume u3suckeaHusi ca paspabomeHu Ha ocHoeaHue 4i. 56 om Hayuowanex pamkoe 002080p 3a MeOUUUHCKUME
deliHocmu 3a 2014 2oduwHa (06H., [B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 anpun 2014 2., cbenacHo 4n. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycrosusima u peda 3a 3annawaHe Ha nekapcmenu npodykmu no yn. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npoOykmu 6 xymaHHama MeouyuHa, Ha MeOUYUHCKU u30enus u OuemuyHU xpaHu 3a creyuanHu
meduyuHeku yenu (obH., B, 6p. 31 om 2007 2.).
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A3 ponynoanucanust/ata

aX 0 um MU npefocTaBeHa MHGOpMauMs W LEenTa Ha feYEHWETO C NeKapCTBEHUs
TO NOMYYMX W3UEpnaTenHu OTrOBOPU Ha

i b nHUTe nperneau.
2 CaMOBOMHO WNW NOA APYro BHyLeHue
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