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MPU U3OABAHE HA NMPOTOKOJIU 3A JIEYEHUE HA BOJTHU C BONECT HA ATLIXAUMEP

MpoTokonbT ce w3nasa OT Cheuuanu3upaHa KOMUCUA B ne4yebGHM 3aBedeHUss 3a GONHUYHA nomoul,
cknoyunu goroBop ¢ H30K. Crneunanuampannte KOMUCUM MO HEBPOSOrMSA Ce Cb3AaBaT CbC 3anoBes Ha AWpekTopa Ha
NeyebHoTo 3aBepenue (J13) B cnepnute J13: YMBAI “Anekcanaposcka” rp. Codms, MBAJTHI “Ce. Haym” rp. Codusi, BMA rp.
Codpusi, MBATT “HKB” rp. Cocpusi, YMBAI “Cs. leopru” rp. Mnoeaus, YMBAJ “Cs. MapuHa” rp. Bapha, YMBAJ rp. MNneseH.

I PE[] 3A 3ABEPABAHE HA MPOTOKONUTE

1. [lpotokonu 3a 3anoyBaHe Ha neyeHune c AHTUXONMUHECTEPA3HU W [OPYIU AHTUOEMEHTHU
NEKAPCTBEHM MPOAYKTU (MEMANTINE HYDROCHLORIDE)

= [MONbAHEHO U NOANUCAHO MPUMOXeHUe 1 — nucT
3a onpeaensiHe Ha KpuTepuute MO CbOTBETHATa
Touka C BCMYKM HeoOXoauMU  n3creaBaHus
/cbXpaHsiBa ce OT creuuanuavpaHaTa komucusi/

= Enukpu3aletanHa enuKkpusa C MPUNOXKEHN
BCUYKM HEOBX0OAMMM nokasaTenu 1 uscnenBaHns no
cneuuanuampaHa Komucns » npunoxehue 2 3aBepka B P30K
= EkcnepTHO CTaHOBMLUIE C SiCHA MeuLMHCKa
MOTUBALMA (3aABIMKUTENHO Ce oTOenA3Ba nunca Ha
V3KIIOYBALLW KpUTEPUN)

= ‘lpoTokon 3a npeanucBaHe Ha nekapcTea,
3annawann ot H3O0K/P3OK" — obp. M3 —-H30K
(noanucaH OT YNeHoBEeTe Ha KoMUCUsTa)

2. T[potokonu 3a npoAabrkaBaHe Ha nevyeHneto ¢ AHTUXOJIMHECTEPA3HW U OPYIrW AHTUOEMEHTHU
TNIEKAPCTBEHM MPOAYKTU (MEMANTINE HYDROCHLORIDE)

= [lonbnHeHO 1 noanucaHo npurioxeHwe 1 - nuer
3a onpepensiHe Ha KpuTepuute Mo CbOTBETHaTa
TOou4Ka [ BCUYKKN HeO6XO,ElI/lMV| uscnenBaHus
/cbxpaHsiBa ce OT crneuwanuanpaHaTa komueus/

= EKCMepTHO CTaHOBMIWE/eTanHa enukpusa c
cneuvanusvpara kommcus AICHA MeAMLMHCKAa MOTWBauMA (3aAbiKUTENHO ce > 3aeepka B P30K
oT6ens3ea nunca Ha U3KMIYBaLLW KpUTepum)

= ‘llpoToKOn 3a npeanucBaHe Ha nekapcTea,
sannawandn ot H3OK/P30OK" — o6p. M3-H30K
(noanucaH oT YneHoBeTe Ha KoMucusTa)

IIl. OBLLUM MONOXEHUA
1. 330J1 nogaea noaroTBeHuTe AokymeHTn B P30K, Ha Teputopusita Ha KOsiTo e HanpaBuno uséop Ha OMJ1. JokymeHTUTe
BKIIOYBAT:
1.1. “lMpoTtokon 3a mnpeanucBaHe Ha nekapcTBa, 3annawadu ot H3OK/P3O0K" — o6p. M3-H30K, wuspagew ot
creynanusupaHa Komucus.
2. P30OK npuema ookymMeHTUTe no T. 1 crnea crnpaBka OTHOCHO 3ApaBHOOCUrypuTenHus ctatyc Ha 330J1.
3. MbpBUAT U BCekM crneasall NPOTOKON Ce U3AaBart 3a nepuop oT 6 meceua. MNpu 3asepka B P30K ce npepctaes
NpoTOKONa M Konue OT NpeaxoXkAaaly MPOTOKOM, OT KOWTO Aa € BUAHO MPOBEXAAHOTO NeYeHUe W KOMUEe OT EKCMEepTHO
cTaHoBMLLe/eTanHa enuKpusa oT cneymanusupaHa KOMUCHS.
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NUCT 3A ONPEOENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NNEYEHUWE NPWU BOIMHW C BOJNECT HA
ATNLUXAUMEP

Vime: [erh] [ [ T [ [ [ [ [ [ ]

3abenexka: MmeduyuHckama OGoKymeHmauyusi, ydocmosepsiealya 6CeKU Om Kpumepuume e rocodeHa C yugpa e uHdekc u
3adbmKumenHo npudpyxaea HaCMoSU{OMO MPUITOKEHUE.

A. KPUTEPUW 3A 3ANOYBAHE HA JIEYEHUE C AHTUXOJIMHECTEPA3HW NEKAPCTBEHU NMPOAYKTU NPU NEKA
W YMEPEHA CTEMNEH HA BONECT HA ANUXAUMEP (3aAbimKUTEINTHO € HaNM4yMeTo Ha BCUYKU KpUTepum)

Bonect Ha Anuxanmep cnpsimo DSM-IV u kputepum 3a BeposiTHa Bomnect Ha AnuxaiMep cbLo6pasHo
1 NINCDS/ADRDA, HauuoHarneH KOHCEHCYC 3a paHHa AuarHocTuka v neyeHne Ha bonectra Ha Anuxaiimep u apyru
chopmy Ha AemeHums (2007)

2 | JdokymeHTupaH KorHuTMBeH Aeduumt no ckanata MMSE B gnanasoHa 11 - 26 Bkn. 1 Isaac’s Set Test < 28 2

3 | Hespouso6passeare (KT unu MPT), noTebpxaaBallo KNMHUYHO BEpOsiTHaTa AnarHosa “Bonect Ha Anuxaimep” B

4 | Nunca Ha u3knouBalWm kputepum no 7. B 4

T aHamHecTuuHUTE AaHHW, KNUHUYHATa cuMnToMaTuka UM EBONIITUBHUAT XO4 Ce OnucBaT B enukpu3a C AaBHOCT A0 6 wmeceua npean

KaHAWAATCTBAHETO UK B aKTyanHa etanHa enukpusa

2 HeBPONCUXOMNOMUYHOTO M3CNIEABAHE C KPaTKM CKanu 1 NOAPOGEH KOrHUTUBEH NPOCHN Ce NPOBEXAA 33 bMKUTENHO OT HEBPOMOT WU KIMHNYEH
ncuxonor, NpuTexasaly yA0CTOBEPEHNE 3@ NPaBoCcnocoGHOCT no “KnuHuiHa Hesponcuxonorus”

* opurHaneH (ui MAM NOANMCAHO W 3aBEPEHO KOMWE C AaBHOCT A0 2 FOANHYM NPEAV KaHAVAATCTBaHETO. Mpy NauMeHTU C M3paseHu NoBeAeHYecky
HapyLUEHWUs — C AABHOCT A0 5 FOAUHN UMM NOHE BEAHBX NPU ANATHOCTMUMPaHe Ha 3abonssaHeTo

% yaocToBepsBa ce C MOANUC Ha CNELManucTa B NPUNoXeHue 1 Ha HaCTOALLUTE KpUTEpUN

B. KPUTEPUWN 3A NMPOOBIMKABAHE HA JIEYEHUETO C AHTUXONWHECTEPA3HU NEKAPCTBEHM MPOAYKTU
MPU NEKA U YMEPEHA CTEMNEH HA BONECT HA ANTLUXAUMEP (3aaBLrKUTENTHO @ Hanu4MeTo Ha BCUYKU KpuTtepum)

MopobpsBaHe, 3aAbpxKaHe UMK CHKaBaHe He noBeye oT 4 Touku no ckanata MMSE B cpasHeHWe ¢ NPeAXoAHOTO

1 v3cneasake npeav 6 Meceua '

2 | Nunca Ha cTpaHU4HU ePEKTM U U3KIIOYBaLIM KpuTepumn no 7. B 2

npunara ce Konue OT peuenTypHa KHWXKa unu etanHa enukpusa c bapmakonornyeH mapLlipyT OT MpocneAsBallus HeBpornor ¢ oTpaseHa
edeKTVBHOCT MO KNMHWYHN NOoKasaTenu oT NpunaraHoTo nevexHve
% YAOCTOBEpsABa Ce C NOANNC Ha cneyuanncTa B NnpunoxeHue 1 Ha HacToALMTE KpUTEPUU

B. U3KITIOYBALLU KPUTEPUM (npu 3anoyBaHe 1 Npu NpoAbIDKaBaHe Ha Nie4YeHneTo)

1. CprX“IYBCTBVITeJ'IHOCT KbM aKTUBHOTO BELLECTBO UITN HAKOE OT MOMOLLHUTE BellecTBa.
2. Jlunca Ha KapAnonorMyHn NpoTUBONOKa3aHus 3a npoBexiaHe Ha Tepanusa ¢ aHTUXONUHeCTepasHu nekapcTBeHu
nNpoAYyKTU.
3. Texka AeMeHUus Ha Anuxaimep.
4. Texko YepHoApOBHO yBpexaaHe.
5. CucTeMHo Hecna3sBaHe Ha neyebHaTa cxema C npekbCcBaHe noseye oT 3 meceua.
6. bBpemeHHOCT 1 nakraums.
OTroBapsi Ha KpUTepuuTe 3a fieYeHune ¢ B AHeBHa no3a
noANUC HA CNEeLMANTUCTA ...
' )
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[image: image4.jpg]NPUNOXEHUE 1B

NUCT 3A ONPEJENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NNEYEHUE MPWU BONMHU C BONECT HA
ATIUXAUMEP

Vme: [eri] [ [ [ T [ [T [ [ [ ]

3abenexka: MmeduyuHckama OokymeHmauus, ydocmoeepsiealya 8CeKUu Om Kpumepuume e nocodYeHa ¢ uugpa e uHOeKc U
3a0bIIKUMENTHO NPUOPYXKasa HaCMOAWOMO NPUIOXEHUe.

. KPUTEPUMN 3A 3ANOYBAHE HA NEYEHUE C APYTYU AHTUOEMEHTHU NEKAPCTBEHU MPOOYKTU (MEMANTINE
HYDROCHLORIDE)

.1 NPU YMEPEHA U TEXKA CTEMNEH HA BOJNECT HA AINLUXAAMEP (3apgbmkuTenHo e Hanuumeto Ha 1, 2,3 mn 5
KpUTepum)

.2 NPU JIEKA CTEMEH MPU HANMUYUE HA MPOTUBOMOKA3AHUA 3A NNEYEHUE C AHTUXOJIMHECTEPA3HU
TNEKAPCTBEHW NPOAYKTWU (3aABLIMKUTENTHO @ HarMuMeTo Ha BCUYKU KpuTepuu)

Bonect Ha Anuxanmep crnpsimo DSM-IV u kputepum 3a BeposiTHa BonecT Ha AnuxaiiMep cobpasHo
1 NINCDS/ADRDA, HauuoHaneH KOHCEHCYC 3a paHHa AUarHocTuka 1 neveHne Ha bonectra Ha Anuxanmep v apyru
chopmu Ha aemeHums (2007)

[lokyMeHTUpaH KorHUTUBEH AechuumT no ckanata MMSE B ananasona 0 - 18 u Isaac’s Set Test < 28 2

Hespousobpassisare (KT unu MPT), noTBbpxaaBallo KIMHUYHO BeposiTHaTa Auardosa “Bonect Ha Anuxaiimep” 3

6bae B ananasona 0 - 26 no ckanata Ha MMSE 2

2
3
4 rlle Hanuyve Ha NPOTUBOMNOKasaHus 3a NevYeHne C aHTUXoNUHeCTepasHu CpeacTea, KOrHUTUBHUAT Aeq)VlLlVIT MOXe Aa
5

Nunca Ha usknYBawWwm KpuTepmm no T. XK 4

T aHaMHECTUUHWTE AaHHW, KMWHWYHATA CAMMNTOMATMKAa W EBOMIOTUBHUAT XOA CE ONUCBAaT B enuKkpu3a C AABHOCT A0 6 Meceua npeau
KaHAWAATCTBAHETO UNV B aKTyanHa eTanHa enukpusa

2 HeBPONCUXOOMUYHOTO M3CNIEABAHE C KPAaTkW CKanu v NoAPoGeH KOrHUTUBEH NPOUN Ce NPOBEXAA 33 bMKUTENHO OT HEBPOMOT W/WUNK KNUHUYEH
NCUXONOT, NPUTEXaBaLL YA0CTOBEPEHUE 3a NPaBOCMOCOBHOCT no “KnuHuyHa Hesponcuxonorus”

* opurvHaneH Wl UnM MOANMCAHO W 3aBEPEHO KOMUE C A4aBHOCT A0 2 OAMHA NPeAu KaHAWAATCTBAHETO. [Py NauMeHTH C TeXbK AeMEHTeH
CMHAPOM 1 N3PA3EHN NOBEAEHUYECKN HAPYLLEHUS — C AaBHOCT A0 5 rOAMHM UMK NOHE BEAHBX NPYU JuarHocTulmpate Ha sabonssaHeTo

* yAOCTOBEPSIBA Ce C NOANUC Ha CNeLManicTa B NPUAOKEHNe 1 Ha HAaCTOSLLUTE KpUTEPUM

0. KPUTEPUU 3A MPOOBLINKABAHE HA JNEYEHWE C APYIrM AHTUOEMEHTHWU NEKAPCTBEHW MPOAYKTU
(MEMANTINE HYDROCHLORIDE) (3aABbmXUTENHO € HarM4neTo Ha BCUYKM KpuTepum)

1 MopobpsisaHe, 3a4bpXaHe UK CHKaBaHe He noBeyve oT 4 Touku no ckanata MMSE B cpaBHeHue C NpeaXoAHOTOo
u3cneasake npeay 6 veceua '

2 | Nunca Ha cTpaHUYHM edheKTU U U3KITIOYBaLM KpUTepuu no T. XK 2

1 npunara ce konve OT peuenTypHa KHWXKa Wnu eTanHa enukpusa c hapmMaKkonornyeH MapLupyT OT NpoCneAnaBalius HeBponor ¢ oTpaseHa

€EeKTUBHOCT NO KNUHUYHU NOKas3aTenu oT NpunaraHoTo nevyeHve
zygoc‘rosepﬂea Ce C NOANWC Ha CNeunanucTa B NpunoXeHue 1 Ha HaCTOALLUTE KpUTEPUM

XK. NUSKIMKOYBALLW KPUTEPWUU (npu 3anoyusaHe 1 Npu NnpoAbInkaBaHe Ha fie4YeHneTo)

1. CBPbX4yBCTBUTENTHOCT KbM @KTMBHOTO BELLECTBO MIK HAKOE OT NOMOLLHWTE BelecTea.
2.  TexKo 4epHOAPOOHO yBpexaaHe.
3. CucTemHo HecnasBaHe Ha nevebHaTta cxema C npekbcBaHe noseye oT 3 meceua.
4. BpemeHHOCT 1 nakraums.
OTrosapa Ha KpuTEpUUTE 3a fevyeHue c B AHEeBHa Ao3a
DOANNC HE CIPLIMATIMETERL ... ot
L ’z« 4
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1. NEYEBHO-AUATHOCTUYEH ANFTOPUTHBM
1. NIEKAPCTBEHW MPOAOYKTU, Bkmioyenn B MMpunoxenue 1 Ha MINC H3OK 3annawa B CLOTBETCTBUE C
AeNcTBalMTE HOPMATUBHU AOKYMEHTU.

Donepezil - DDD 7,5 mg
Memantine hydrochloride - DDD 20 mg

2. 0O3UPAHE
CbrNacHo KpaTkiuTe XapakTepucTUKI Ha NekapcTBeHUTE NMPOAYKTY.

3. NPOCNEAABAHE:

= TKK ¢ KK, kpeatunuH, ASAT, ALAT, kpbBHa 3axap, cepyMHu enektponutu, EKI™ 1 koHCynTauus ¢ kapauorior npu
3anoysaHe Ha feYeHneTo - ONucCBaT Ce B enukpu3aTta Ha BGonxus (I'Ile HanuuuMe Ha xocnuranusauus ¢ 4aBHOCT A0 6
Meceua npeau KaHanaaTCTBaHeTo).

= KT wnu MPT u3crnefBaHe npu 3anouyBaHe Ha fIeYeHNeTo — NPEeCTaBs Ce OpurMHaneH ull Uim rosn1caHo 1 3asepeHo
Konue ¢ AaBHOCT A0 1 roagnHa npeav KaHaMaaTCTBaHeTo.

= [osTopHo KT unu MPT uscnieasaHe - no npeLeHka Ha crelyuanusupaHara KoMucus.

L] I‘Iepwo,qquoc*rra Ha nocneasawms na6opaTopeH KOHTpONn ce ocbllecTsABa Mo npeueHka Ha cneunanusupaHata
KOMWUCUS B CbOTBETCTBUE C KITMHUYHUTE MHOUKALUN.

1l. OBLLN UBNCKBAHUA

1. B'bSpaCTOEaTa rpaHuua ce u34ucnsea B HaBbPLUEHU FOAWHM - T.€. BKITIOYUTENHO KbM aararta Ha n3gasaHe Ha
NpoTOKOMa OT CreuuanuanpaHaTa KoMUcHs.

2. |-|pVI HasHayaBaHe Ha Tepanus rno NPOTOKOS 3aAbIMKUTENHO ce c1:o6pasﬂaa1' BBb3PaCTOBUTE OrpaHndeHuns,
CbIMacHo kpaTkaTa XxapakTepucTuka Ha CbOTBETHUSA NIEKapCTBEH NPOAYKT, yTBbPAEHA Mo peaa Ha 3NNXM.

3. HS3O0K He 3annalya neyeHne N3BbLH ykazaHaTa Bb3pacToBa rpaHuLa B kKpaTkaTa xapakTepucTuka Ha npoaykra.

4. H3OK He 3annalya neyeHue ¢ 4031 Hag MakCUManHo paspeLleHuTe Nno KpaTka XxapakTepucTuka Ha npoaykra,
KaKTo 1 4031 HaJ ynoMeHaTuTe 3a MOHO- Unu KOM6MHV|paHa Tepanusi B HacTosiLMTe U3NCKBAHUSA.

5. MPWU CMEUMANN3UPAHATA KOMUCUA, cbra. un. 152, B, 1. 1 ot HPQ 2012 r. (o6H. B B 6p. 3 oT
10.01.2012 r.), Ha 3301, Ha KOUTO Ca U3AaBaHU NPOTOKONM MO peAa Ha HacTosIWMUTE U3NCKBaHUS, crieaBa
Aa ce npunaraTt BCUYKU Heoﬁxo,qumu AOKYMEHTHU KaTo: aM6ynaToprTe NnUCTOBE OT U3BBLPLUEHUTE Nperneau,
BTOPUAT €K3eMnnsap oT usgaaeHuTe npoTokonu, KOMusa OT enUKpPU3Kn, eKCNepTHU CTaHoBMLA U APYrU AOKYMEHTH,
KOMTO Ca OCHOBaHWe 3a u3gaBaHe Ha NPOTOKOJS, BCUYKN U3NCKBALLK Ce nscneaBaHus, Konve OT NpUoXeHue 1Ha
HacTosILMTE U3NCKBAHWUSA NMOMNBIIHEHO NO CbOTBETHATA TOYKA, nognucaHo oT crneuuanucTa, usgan npoTokona.

Hacmosiwume u3uckeaHus ca paspabomeru Ha ocHogaHue 4. 55 om HP[ 3a meduyuHckume delHocmu 2012 zoduHa (06H. &
B 6p. 3/10.01.2012 2.). u enuzam e cuna om 1 tonu 2013 2., cbanacHo yn. 10 Ha Hapedba Ne10 om 24 mapm 2009 2. 3a
ycnoeusima u peda 3a 3annawjaHe Ha nekapcmeeHu npodykmu no yi. 262, an. 5, m. 1 om B3akoHa 3a nekapcmeeHume npoodykmu
8 xyMaHHama MeduyuHa, Ha MeOUUUHCKU u30enusi U Ha QUemuUYyHU XpaHu 3a crieyuanHu MeOUYUHCKU yenu (06H. [B, 6p. 31 om
2007 2.).

i
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LEKNAPALIUA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABIMKABAHE HA
NEYEHUETO C NEKAPCTBEHUA MPOAOYKT

criel kato Ce 3ano3Hax C usnata Mu npefjoctaBeHa WHopmauus M UenTa Ha fe4YeHWeTo C feKapCTBeHUs
UDIBEVIKT x50 emmns s 35 4T S T O Y T S T T T e W Ccrieg Kato Monyyux usdeprnaTteniHu OTroBopy Ha
NOCTaBEHWUTE OT MEH BbMPOCK, AeKnapupam ye:

1. Lle cnassam npenopbyaHaTa MU CXeMa Ha fieYeHne U NepUoMYHOCT Ha KOHTPOMHUTE nperneau.

2. PepoBHO e ce siBsiBaM Ha KOHTPOJIHU Mperneay M HaAMa Aa NPOMEHSM CaMOBOSHO UMW NOA APYro BHyLIEHue
HasHa4eHaTa Mu Tepanus.

3. Tpu npeycTaHoBsiBaHE Ha NEYEHUETO MO MPUYUHY, HENpou3TUYaLLM OT pelueHneTo Ha Komucuata 3a ekcneptusn 8 P3OK
wivnn Komucusta no un. 78, 1.2 ot 330, we yBeaoms HesabaBHO nuuHWs cv nekap u P3OK un we BbpHa B P3OK
rocrneaHWs NPOTOKON, MO KOMTO CbM MoslyyaBarn/a nekapCcTBeHUsi NPOAYKT.

4. Tpn HecnaseaHe Ha MOCOYEHUTE YCIOBUSI NMEYEHNETO MU C YNIOMEHaTUs NekapcTBeH NPOAyKT wWwe Gbae npekpaTeHo u

HAMa Aa umam npeTteHumn kbm H30K.

0 N3MCKBAHMA HA H3OK PV NPOBEXIAHE HA NIEYEHVE HA BOJIHU C BONECT HA ANILXANMEP B U3BbHEONHWYHATA MOMOLL




