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MpoToKONBT Ce M3gaBa OT CneuuanucT ¢ Koa Ha cneyuanHocT 10 — Hesponorusi unu OT crneuuanusupaHa
KOMMCHs B neveGHU 3aBeaeHns 3a 6onHnYHa nomow, cknounnm gorosop ¢ H30K. Cneunanuaupanute komucun
ce cbaaaeaT cbc 3anosea Ha AupekTopa Ha JleuebHoto 3aseaenue (113) B cnegnute J13: MBAJHI “Ce. Haym™ rp. Codus,
YMBAJ “Anekcanaposcka’ rp. Cocousi, YMBAJ “Liapuua VoaHna - UCYST” rp. Cocbmusi, BMA rp. Codpusi, MBAN “HKB" rp. Codpusi,
YMBAT “Cs. lgopru” rp. Mnoeaue, YMBAJ “Ce. Mapuha” rp. Bapra, YMBAI rp. Mnesen, YMBAI rp. Crapa 3aropa, BMA MBAT -
MnegeH, Mbpea MBAJT — Cocous EALL, MBAT ,Kacnena” - rp. Mnosaue.

I PE[ 3A 3ABEPAIBAHE HA MPOTOKOJIUTE

MpoTokony 3a 3anouysaHe Ha nevenneto ¢ LEVODOPA AND DECARBOXYLASE INHIBITORS U COMB.
ILEVODOPA,BENZARAZIDE/
MpoTokonu 3a yBenuuaBaHe Ha A03aTa — BCAKO CNeABALLO yBenvyaBaHe Ha aosata

cneuyanucT, ckno4un w MonbnHeHo n noanUcaHo npunoxexHue 1 - nucr 3a onpeaensHe Ha
Aorosop ¢ H30K KpUTEpUUTE NO CbOTBETHATA TOYKA C BCUUKM HEOBX0ANMM M3cneasaHus
. AmBynatopeH nuCT/ eTanHa enukpu3a C NpUIoKeHN BCUYKN AOKYMEHTH
1 nokasartenu u u3cneaBaHns No NpUNoxeHne 2
wm | . MpoTokon 3a npeanuceaxe Ha nekapcTea, 3annatanu ot H3OK/P30K™ —
06p. M3-H30K
i kg L) EKCnepTHO CTaHOBMLE C sicHA MeAULMHCKA Komucus 3a
KoMueus
MoTUBaLMS (3aAbIDKUTENHO ce oThensasa nunca Ha | ekcneptuan B P30K
W3KNIOYBALLY KpUTEPUM)
. “MpoTokon 3a npeAnucBaHe Ha nekapcTea, ‘

3annawau ot H30K/P30K" — 06p. M3 -H30K

3aBepka Ha
(NoanucaH oT YneHoBeTe Ha KomucusTa)

npotokona 8 P30K

Mpotokony 3a npoAbMKaBaHe Ha nevenneto c LEVODOPA AND DECARBOXYLASE INHIBITORS U COMB.

ILEVODOPA,BENZARAZIDE/
CcneuyanucT, CKioyun L “MpoTokon 3a npeanuceaHe Ha nekapcTea, 3aBepka Ha
Aorogop ¢ H30K 3annawaxu ot H30K/P30K" — 06p. M3 -H30K npotokona 8 P30K
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MpoTokonu 3a 3ano4BaHe Ha nevenue cbec STALEVO nnioc AonbnHuTentm konudectsa LEVODOPA

MpoTokonu 38 NpoALMkaBaHe Ha neuyeHueTo cbe STALEVO nnioc AonmbhHuTenHu konuyectsa LEVODOPA npu
yBenuyasaHe Ha aosara

. MonbAHEHO 1 NOANMCaHO MpuIoXeHue 1 — NUCT 3a onpeaenstHe
Ha KpUTEPUUTE NO CLOTBETHATA TOHKA C BCUYKY HEOBXOANUMM U3CTIEABaHMS
CneumanucT, ckniouun . AmbynaTopeH nucT/ eTanHa enukpu3a ¢ NPUIOKEHN BCUYKN
norosop ¢ H3OK [IOKYMEHTM NoKa3saTeny v U3cneasaHus o NpUnoxeHue 2

. “lMpoTokon 3a NpeAnucBaHe Ha nekapcTsa, 3annalanm ot

/ H30K/P30K” — 06p. M3-H30K

. EKCNepTHO CTaHOBMLWE C sicHa Komucus 3a
MeaMuMHCKa MOTUBaLMSt (3aAbIDKUTENHO Ce | ekcneptuan B P30K
cneumanuavpana oTbens3ea nunca Ha U3KMYBaLLM KpUTepum)

Komucua | . “lMpoTokon 3a npeanuceaHe Ha
nexapcrea, 3annauwanu ot H30K/P3OK” — o6p. M3
-H30K

3aBepka Ha
npotokona 8 P30K

MpoTokony 3a NpoALMKaBaHe Ha neyexneTo cbe STALEVO
MpoTokonu 3a NPOABLIKaBaHe Ha neveHue cbe STALEVO nnioc AOMbnHUTENHW Konuyectsa LEVODOPA 6Ge3
NpoMsiHa Ha Beye yTBbpAeHa Ao3a

|

|

| - MonbnHeHo 1 NoanNUcaHo npunoxexne 1 Komucus 3a
| — NUCT 3a onpeaensHe Ha KpuTepuuTe no excriepTisu 8 P30K
CHELIVIEHMCT’ cKnoyun | CbOTBETHATA TOYKA C BCUYKN HEOSXDAVIMM
norosop ¢ HBOK nacneasaHus
. AmbGynaTopeH nNUcT/ eTanHa enukpusa c

NPUNOXEHN BCUYKI JOKYMEHTH MokasaTenu u
3aBepka Ha

npotokona 8 P30K

- “MpoTokon 3a npeanuceaHe Ha
nekapcTsa, 3annauaiu ot H30K/P3OK” - o6p. M3-
H30K

|
‘ u3cnesBaHns Mo Npunoxexne 2

1l. OBLLY MOJIOXEHUA

1. 330N nonaba noaroTeeHuTe AokymeHTH B P30K, Ha TeputopusTa Ha KOSITO € Hanpasuno u3Gop Ha OrMJ. [lokymeHnTute

BKNoYBaT:
1.1 3apBnenue o [vpektopa Ha P3OK.

1.2 MNanbnHeHo 1 noanucaxo npunoxenue 1. Monbrsa ce no cboTBETHATa TOYKA U Ce npunara oTpaseHara B LMGpoB

MHAEKE MeAULMHCKA AOKYMEHTALWS, YAOCTOBEpsBALLA BCEKV 8ANH OT KpuTepuuTe.
1.3 MunHuaT Habop uacneaBaHus (PUINKaNHU, MHCTPYMEHTANHM U NabopaTopHM), OTPa3eH B NPUNOXeHue 2.

1.4 “lpoTokon 3a npeAnucBaHe Ha fekapcTea, 3annawanm ot H30K/P30K" — o6p. M3-H30K, nsnaaen ot nekaps

cneuwanucr. nDOTOKOﬂbT 3aAbMKUTENHO CE NOANWUCBA OT BCUYKU YNEHOBE Ha KOMUCUATA B CryYauTe NOCOYEHU B T. |
1.5 Konwue oT npeaxoxaaly NPOTOKON, OT KOWTO 4a € BUAHO NPOBEXAAHOTO feveHue.
1.6 leknapauus 3a uHcOpMUPaHO cbriacue no obpasey (npunoxetue 3)

2. P30K npuema AOKyMeHTUTe 1o T. 1 cnej cnpaska OTHOCHO 3APaBHOOCUIYpUTENHUA cTaTyc Ha 33071,

MBVCKBAHUS HA H3OK NPY NPOBEXIAHE HA IEYEHWE HA BONHU C BONIECT HA MAPKUHCOH B U3BBHBONHUUYHATA NOMOLL
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JIUCT 3A ONPENENSHE HA KPUTEPUMUTE 3A NMPOBEXAAHE HA NNEYEHME MPU BOJTHU C BOMNECT HA
MNAPKUHCOH

Wwe: [e [ T T T T[]

Jabenexka:  MeOULUACKama OOKyMeHMaUus, yOoCmosepaealla GCeKU Om KpUMEpUUMe € rocoYeHa C uudpa 6 UHOEKC
3a0BAKUMENHO NPUOPYXaBa HACMOSU|OMO NPUNOKEHUE.

3aALIKATENHN CTLAKN B TEpanusTa:

TlexapcTBEHN MPOAYKTH C HesponpoTekTWsHo AeiicTeue (Selegiline, Rasagiline) unu Amantadine, ocsew B cnyvauTe Korato Te ca
KOHTPaWHAWLMPAKY WM C PEAKUWS Ha HENOHOCUMOCT

NEBOLIOMIA — B AHeBHa A03a 200- 400 Mg  ysenu4aBaHe Np u34epnaaKe Ha echexta Ho He noseve ot 1250 mg/ Aw

KoMGWHMBaHA Tepanys (NeBoAona, AONamUHOBM arowcT, Rasagiline)

KoMGUHMPAHO NeveHue C NeBoAoNa/MHXMBUTOPI Ha KaTexon-opTo-MeTUn-Tpanchepasata (Stalevo) — B AecuHMpana AHesHa A03a (DDD)
1 NOCTENeHHO YBeNMIaBaHe Ha 403aTa NPU U3HEpNBaHe Ha edheKTa, HO He noBeye ot 800 Mr NeBOAONA/AHEBHO.

A KPMTﬁPMM 3A 3AMNOYBAHE HA NEYEHME C NIEBO/IONA (3aAb/MKUTENTHO @ HanM4ymueTo Ha BCUYKM KpUTepum)

Knmm-c CUrypHa avarHosa “MapkuHcoHoBa 6onect” — cbobpa3Ho KpUTepuMTe B "Bbnrapcku anropuTbm 3a
Avarxosalu nevewve Ha M6" '

2 | Hannuue Ha ABUraTenHa cuMnTomaTuka o

3 | * lunca r)a €T OT NEUYEHUETO C IEKAPCTBEHN NPOAYKTU C HEBPONPOTEKTUBHO ABNCTBIE J

4 | Nunca n{ M3KMoYBalM Kputepun no 7. B *

anaunecmwm A@HHW, KNMHWIHATa CAMNTOMATHKa ¥ EBOMIOTUBHUAT XOA Ce ONUCBaT B aMByNaToOPHUA NUCT/ €TanHaTa enukpu3a unn enukpusa
c pasHocT a0 1 . NPEAY KaHAWAATCTBAHETO, NPUNAra Ce KOMMe OT PELenTypHa KHIKKA UMK eTanHa enukpusa ¢ hapmakonoruieH MapupyT ot
npocneAsBauus Hesponor
**3abenexka: NPM HECLOTBETCTBUE NO KPUTEPUIA 3 N3PUUHO B EKCMIEPTHOTO CTAHOBULE Ce BNUCBA MeAULMHCKATa MOTMBALNS
* YAOCTOBEPABA G€ C NOANKC HA CMELUAnCTa B NPUNOXEHUE 1 HA HACTOSLMTE KPUTEPUM

B. KPUTEPUM 3A NMPOABLIMKABAHE HA NEYEHMETO C NEBOAOMNA C YBENWYABAHE HA [IO3ATA - Ho He
noseye ot 1250 mg/aH. (B cBoGoAEH TEKCT Ce BNUCBA siCHaTa MEAMLMHCKAa MOTMBaLWA)

* Nunca Ha CTPaHNYHK eheKTH 1 M3KNIOUBALM KpUTEpUM Nno 7. B *

nMCT/ eTanHa enykpu3a OT NPErNEAa NpU CEUManVCT ¢ OTPa3eHa echeKTUBHOCT N0 KNMHUIHM NOKA3aTeny OT NPUNAraHoTo neveHue

Mpunara ce KONUE OT PELIENTYPHA KHWKKA N ETANHA ENVIKPM3a C (hapMaKONOrMyeH MapLupyT OT NPOCMIEAABALLNA HEBPONOr N ambynaTopeH
C NOANKC HA CNEUMANVCTa B NPUNOXeHie 1 Ha HAaCTOALMTE KpUTephA

* yAocTosepsisa

B. U3KIMOYBALLN KPUTEPUU (npu 3anoysaHe 1 Npu NpoabikasaHe Ha ne4yeHneTo)
1. bonku noa 18 rognwHa Bb3pact.
2. BPEMEHHOCT U naKTaums.
3. TeCHObINHA rayKoMa.
4. Cepuo3Hil CTPaHU4H# peakuuy OT NeYeHNeTo.
5. CHCTEMHO HECNa3BaHe Ha neyebHaTa CXeMa N0 BUHA Ha GONHKS, C NPeKLCBaHe NoBeve oT 3 Meceua.

|
OTroBaps Ha KpUTepuuTe 3a feveHue ¢ B AHEBHa Ao3a

MoANMC Ha cneunanucra: .

| 4
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. KPUTEPUU 3A 3ANOYBAHE HA JIEYEHUE CbC STALEVO: (3aAb/IKNUTENHO @ Han4mMeTo Ha BCUYKM KpuTepum)

1

KnunuliHo curypHa auarHo3a “MapkuHcoHoBa 6onect” — cbobpasHo kputepumte B "Bbrapcku anroputsm 3a
AvarHo3a u nevexne Ha 6" — kbcHa 6onect Ha MapkUHCOH U Hanuuue Ha ABuraTenHy nykTyauum

2

Hanuune Ha heHOMEHM Ha U3YepnBaHe Ha A03aTa UNu (heHOMEHM ,,BKIIOYBaHe U U3koyBaHe” .

3

* Ilunca Ha cTpaHUYHK eheKTH 1 U3KMNIoYBALLM KpUTepum no T. XK *

TaHAMHECTU|HUTE AGHHW, KNMHWIHATA CUMNTOMATUKA U EBONIOTMBHWST X0 CE ONWCBAT B aMGYNATOPHWS NWCT/ eTanHaTa enukpuaa unk enukpusa
C A3BHOCT 40 1 MEC. NIPEAY KAHAWAATCTBAHETO, NPUNara Ce KONUe OT PELeNTYPHa KHIKKA WM €TaNHa enukpu3a C hapMaKonoriieH MapLpyT ot
npocneAsiBauus Hesponor

* yaocTosepsiBa G € NOANNMC Ha CNEUMAnicTa B NPUNOXEHNe 1 Ha HaCTOAWUTE KpUuTepun

KpuTepuu)

A. KPUTEPUU 3A MPOABLIMKABAHE HA NEYEHUE CbHbC STALEVO: (3apbnkuTenHo e Hanu4uveto Ha BCUYKM

1

MoenusiBaHe Ha NoHe ABa OT KAPAVHAINHWUTE CUMMTOMM (CTaTU4EH TPEMop, BpaankvHesa, purnaHoCT U NoCTypanin
HapyLeHus)

2

1 nuncF Ha CTPaHWU4HM eheKTH 1 N3KNIoYBALLM KpuTepum no T. XK *

T konie oT peLientypHa KHDKKa WNW eTanHa enukpU3a ¢ ApMAKONIOTAYEH MAPLIPYT OT NPOCNEARBALLNS HEBPONOT
ambynaTopeH NICT/ eTanHa enukpu3a oT Nperneaa NPy CNEUMAnUCT ¢ 0TpaseHa edeKTUBHOCT MO KNUHWYHN NoKa3aTeny oT npunaraHoTo

nevene

* YAOCTOBEPSIBA G€ C NOANVC Ha CMELManuCTa B NPUNOXeHHe 1 Ha HACTORLUTE KpUTEPHM

E. KPUTEPUU 3A 3AMOYBAHE U NPOABLIMKABAHE HA NEYEHUE CbC STALEVO nnioc AONBIHUTENHO

konuyecTBo LEVODOPA: (3abIKUTErNHO € HanM4MeTo Ha BCUKN KPUTEPUM)

1

KnunmnliHo curypHa auarHosa “MapkuHcoHoBa Gonect” — cbo6pa3Ho kputepuuTe B "Bbrapckv anroputsm 3a
AnarHosa u nevenme Ha MB" — kbcHa Gonect Ha MapkUHCOH W Hanuuue Ha ABUraTenHn nykTyauun ;i

2

Hanuaye Ha cheHOMeHM Ha u3yepnBaHe Ha fo3aTa Uni (heHOMEHM ,,BKIIOYBaHe W N3KNioYBaHe” i

3

k| nuncﬁ Ha CTPaHUYHN eIeKTH 1 U3KNI0YBALLM KpuTepum no T. XK*

aHAMHECTUYHUTE AaHHM, KNMHWYHATA CUMATOMATVKA U €BOMIOTUBHUSA XOA CE ONUCBAT B aMGyNaTopHWA NUCT/ eTanHaTa enukpu3a N enukpusa
© AaBHOCT A0 1 MEC. NPeAN KaHAWAATCTBAHETO, MPUNAra Ce KonMe OT PELENTYPHa KHIKKA UK eTanHa enukpusa ¢ (hapMakonornien MapLpyt ot

npocneasiBalwua Hesponor
* YROCTOBEPABA GE C NOANKMC HA CNEUMANICTA B NPUMOXEHHE 1 Ha HACTORLYMTE KpUTEPHNA

XK. U3KIMIOYBALLN KPUTEPUMW (npw 3anouBaHe U Npyu NPoALIIKAaBaHe Ha NeYeHUeTo)

1., Bonku noa 18 roauluHa Bb3pact.

2. BpemeHHOCT 1 nakTauus.

3| 3aRASAGILINE - cbnbTCTBALLO NieYeHue C Apyrn MoHoamMMHookeuaasHy (MAO) UHXWGHTOPY Ui NeNnTUauH

4. 3a Stalevo — GonHu ¢ heoxpoMoLNTOM, GONHI ¢ HepHOAPOBHa AVCHYHKLINA (punara ce OpuruHaneH duw unm

| 3aBepeHo Konvie OT MICNEABAHNATA Ha TPaHCaMMHash).

5. CepuosHu CTpaHU4H1 PeaKLuK OT NIEYEHNETO.

6./ CuctemHo Hecnassake Ha nevyebHaTa cxema o BUHa Ha 6onHus, C NpekbcBaHe noseuye oT 3 Meceua.
Ovroeapn Ha m"T&pMVKTS 3a neveHue ¢ B AHeBHa Aao3sa

MoANMC Ha cneuynanucTa:

@ W3NCKBAHMSI HA H3OK MPW NPOBEXAAHE HA IEYEHWE HA BONHM C BONECT HA MAPKUHCOH B M3BBHBONHUYHATA NOMOLL
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I. NEYEBHO-ANArHOCTUYEH ANFOPUTBM
1. ﬂE’(APCTBEHVI NPOAYKTH, Bkniouenn B Mpunoxenue 1 Ha MNC H3OK 3annawa B cLOTBETCTBME C
AeficTBaWMTe HOPMATUBHY AOKYMEHT.

||
Levodopa and decarboxylase inhibitors - DDD 600mg
LevodopalBenterazide -DDD 600mg
Levodopa/ car‘ idopal entacapone - DDD 450 mg levodopa

Me C KIIMHUYHUTE MHANKALWK.

II. OBLUW USUCKBAHUA

i BEJDSCTOBaTa rpaHuua ce U34UCrsNBa B HABBPLUEHN rOAVNHU - T.€. BKNIOYNTENHO KbM AaTaTa Ha usnasaHe Ha
NpOTOKOMNA OT CrieLMaNMaNpPaHaTa KOMUCHS.

2.| Tpu HasHauaBaHe Ha Tepanysi NO NPOTOKOS 3a[AbIKATENHO Ce CbOGPa3siBaT Bb3PACTOBUTE OrpaHMEHUs,
CbrNACHO KpaTkaTa xapakTepucTika Ha CbOTBETHWUS NiekapCTBeH NPOAYKT, yTBbpaeHa no peaa Ha 3/MXM,

3./ H3OK He 3annalua neyeHne W3BbH ykasaHata Bb3pacToBa rpaH1La B Kpatkata xapakTepucTika Ha npoaykTa.

4.| H30K He 3annalia neyenvie C 4031 Ha/l MaKCUMAsHO pa3pelLieHnTe Mo KpaTka xapakTepucTuka Ha npoaykTa,
KaKTO W 4031 Haj ynomeHaTuTe 3a MOHO- unu KOMGMHMDEHE Tepanus B HaCTOALIUTE U3NCKBAHUA.

5. MPWU CMEUMANUCTA, curn. un. 152, B, 7. 1 ot HP[] 2012 1. (06H. B [AB 6p. 3 o1 10.01.2012 r.), Ha 33011, Ha
KOWTO Ca U3naBaHM NPOTOKONM NO peaa Ha HacTosiWMTe M3UCKBaHMA, crneaBa Aa ce npunarat BCUYKK
HEeoBXOANMM AOKYMEHTY KaTo: amMBynaTopHUTe NUCTOBE OT U3BBPLIEHUTE MPErNEAM, BTOPUAT eksemnnsp ot
“3aaaeHuTe NPoTOKONM, KOMUsA OT €NUKPU3N, EKCNePTHN CTaHOBULLA U APYrM AOKYMEHTH, KOUTO ca OCHOBaHue 3a
u3naBaHe Ha NPOTOKOM, BCUYKN M3NCKBALLW CE W3CNEABaHWs, Konue OT NnpunoxeHue 1 Ha HactosiwuTe
U3NCKBAHWA NONBLAHEHO NO CbOTBETHATA TOYKA, NOANUCAHO OT cneuuanucTa, usaan npoTokona.

Hacmoswume u3uckeaHus ca paspabomeHu Ha ocHosaHue yni. 55 om HPL 3a meduuuHckume deiHocmu 2012 zoduHa (06H. &
/1B 6p. 3/10.01,2012 2.). u enuzam e cuna om 1 okmomepu 2012 2., cbenacHo 4n. 10 Ha Hapedba Ne10 om 24 mapm 2009 2. 3a
ycnosusma u peda 3a 3annawaHe Ha niekapcmeeHu npodykmu o ys. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume MPoJykmu
6 XyMaHHama MedUYUHa, Ha MeOUUUHCKU U3denus U Ha OUemUYHU XpaHu 3a creyuantu MeouyuHeku uenu (o6H. B, 6p. 31 om
2007 2.).

MSMCK%AHVW HA H30K NPV NPOBEXKAAHE HA NIEYEHME HA BOJIHN C BONECT HA NAPKUHCOH B U3BBHBONIHUYHATA MOMOLY
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NEKNAPALMS 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHWATA 3A 3ANOYBAHE/ MPOAB/IKABAHE HA
NEYEHMETO C NNEKAPCTBEHWA NPOAYKT

3anosHax C uAnata MM NpeaocTaBeHa WH(OPMauMs W LeNTa Ha TeYeHueTo C  nexapcTeeHus
| KATO NOMYYMX U3JepnaTenHu OTrOBOPU Ha

OnHUTE nperneau.

Ce fiBsIBAM Ha KOHTPONHW Mpernean v Hama A CamOBOSHO WNM NOA APYro BHylWeHue
MM Tepanus. i i :
3. Ha NEYEHNETO NO NPUYMHI, HENPOU3TUYALLY OT peleHneTo Ha KomucusTa 3a ekcneptusu B P3OK
HesabaeHo nuuHus cn nekap v P3OK u we sbpHa B P3OK
4. c a3gaHe Ha MOCOYEHUTE YCroB! H 'Sl NEKapCTBEH NPOAYKT We Gbae npekpaTeHo u

vmam npeteHummn kbm H30K.

(ume, npesume n wauunu;j

Moanuc:.....

@ HSMCKTHMﬂ HA H30K NPU NPOBEXIAHE HA NEYEHUE HA BONIHU C BONIECT HA NMAPKUHCOH B M3BBbHBONHUYHATA NOMOLY





