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NPV U3NABAHE HA NMPOTOKOJN 3A NIEYEHUE HA BOJTHU C BOJECT HA ATILIXAUMEP

MpoTokonbT ce u3jaBa OT CMeUWanu3MpaHa Komucus B neye6HM 3aBefseHus 3a GONHUYHA nNomoLl,
cknoununu porosop ¢ H30K. Cneunanusmupanute KOMUCHUN NO HEBPONOrUs Ce Cb3aaBar CbC 3anoBe/ Ha AMPEKTOpa Ha
NleyebHoTo 3aseaerue (N13) B cneanute J13: YMBAI “Anekcanaposcka” rp. Cogms, MBAJTHI “Ce. Haym” rp. Codpusa, BMA rp.
Codusi, MBAN “HKE” rp. Codpusi, YMBAI “Ca. [eopru” rp. Mnosavs, YMBAI “Ce. Mapura” rp. Bapha, YMBAI rp. MNneBeH.

l. PE[] 3A 3ABEPAIBAHE HA MPOTOKONUTE

1. Mpotokonu 3a 3anouysaHe Ha nevenue C AHTUXONIMHECTEPA3HU W APYIM AHTUOAEMEHTHM
NEKAPCTBEHW NPOAYKTU (MEMANTINE HYDROCHLORIDE)

= [MONbAHEHO U MOANUCAHO Npunoxenue 1 — nuct
3a onpeaensiHe Ha KpuTepuaTe Mo CbOTBETHaTa
TOYKA C BCUYKA  HeobXoAuMM  W3creasaHus
/cbxpaHsiBa ce OT crieuyuanuaupanara kommens/

= EnuKpu3a C MPUIOXEHN BCUYKM Heobxoanmn
nokasaTesnu u U3crneaBaHusi No Npunoxexue 2
cneyunanusvpaHa komucus = EKCNepTHO cTaHOBMWE C siCHA MeauuuHcka
MOTUBaLMA (3aABIXUTENHO ce oTbensssa nunca Ha
M3KIIOYBALLM KpUTEPUM)

= ‘lpoTtokon 3a npeanuceBaHe Ha rnekapcTea,
3annawann ot H3OK/P30K" — o6p. M3 -H30K
(NOANUCaAH OT YNeHoBETE Ha KoMUcHsATa)

3aBepka B P30K

2. MpoTokonu 3a npoabikaBaHe Ha nevenneto ¢ AHTUXONMHECTEPA3HW U APYIM AHTULEMEHTHUW
JNIEKAPCTBEHW NMPOAYKTU (MEMANTINE HYDROCHLORIDE)

= [loNbAHEHO W NOANUCAHO Npunoxexue 1 — nuct
3a onpeaensiHe Ha KpuTepuute no ChLoTBETHaTa
ToyKa C BCHMYKM  Heobxoaumu  macrneasaHus
/cbxpaHsiBa ce OT creuuanuaupanarta komueus/

= EKcnepTHO cTaHOBMWe/eTanHa enukpusa c
fiCHa MeAuLMHCKAa MOTUBaUMS (3aAbIKUTENHO ce
oT6enn3sa nunca Ha U3KNIYBaLLN KpUTepum)

= ‘lpoTokon 3a npeanucBaHe Ha rnekapcrea,
sannawain ot H3OK/P3OK" — o06p. M3-H30K
(noanucaH OT YNeHoBeTe Ha KoMUCHsITa)

;.

3asepka B P30K

cneuunanuampaHa komucus

Il. OBLUU NMONOXEHUA
1. 3301 nopasa nogroTeeHuTe AokymeHTH B P30K, Ha TepuTOopusiTa Ha KOATO € HanpaBuno u36op Ha OMNJI. lokymeHTuTe
BKMIOYBAT:
1.1. ‘Mpotokon 3a npeaAnucBaHe Ha rnekapcTsa, 3annawanu ot H3OK/P3OK™ - 06p. M3-H3OK, wuspapeH ot
cneuvanuanpaHa KoMmcus.
2. P30K npuema fokyMeHTUTE o T. 1 crnej cnpaska OTHOCHO 3APaBHOOCUIYPUTESTHUA CTaTyC Ha 330/0.
3. MbLPBUAT M BCEKM CrepBaly NPOTOKON Ce M3pjasat 3a nepuoa ot 6 meceua. Mpw 3asepka B P30K ce npeacrass
npoTOKONa M KOMWe OT NpeaxoXaaul NPOTOKOM, OT KOWTO fa € BUAHO NPOBEXAAHOTO fleYeHne U Konue OT eKcnepTHo
cTaHoBMLe/eTanHa enukpu3a oT cneymanu3npaHa KOMMCUs.

% W3UCKBAHUS HA H30K NPU NPOBEXXIAHE HA NEYEHUE HA BONIHU C BONIECT HA ANILUXAVIMEP B U3BBHBONHUYHATA NOMOLL
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TIUCT 3A ONPEAENSIHE HA KPUTEPUUTE 3A NPOBEX/AHE HA NIEYEHUE MPU BOJTHN C BONECT HA
ANUXAWMEP
Wwe: LR S TR IR

3abenexka:  MeduyuHckama OOKyMeHmauus, yoocmosepseauia 6CeKu Om Kpumepuume € focoyeHa C yugppa & UHOeKc u
3a0BKUMENIHO NPUOpPyKasa HaACMOAULOMO NMPUNOXKEeHUe.

A. KPUTEPUM 3A 3AMOYBAHE HA NIEYEHUE C AHTUXONIMHECTEPA3HU NEKAPCTBEHW NPOAYKTU NPU NEKA
W YMEPEHA CTEMNEH HA BOMNECT HA ANTUXAUMEP (3aabrmKUTENHO € HarM4meTo Ha BCUYKN KpuTepuu)

Bonect Ha Anuxaimep cnpsmo DSM-IV u kputepum 3a BeposiTHa Bonect Ha Anuxaimep cbobpasHo
1 | NINCDS/ADRDA, HauvoHaneH KOHCEHCYC 3a paHHa AMarHocTUKa U nevexve Ha bonectta Ha Anuxaimep u Apyrv
hopmu Ha aemeHums (2007) '

2 | [NokymeHTupaH KorHuTMBeH Aeduumt no ckanata MMSE B ananasora 11 - 26 Bkn. u Isaac’s Set Test < 28 2

3 Hespousobpasssare (KT unu MPT), noTebpxAaBaLLo KNMHUYHO BEposiTHaTa AvarHosa “BonecT Ha Anuxaimep” 2

4 | Nunca na uskniousawm kputepun no 1. B *

k) aHAMHECTUMHUTE [aHHW, KNUHWYHATa cUMnTomMaTuka U EeBONITUBHUAT X0/ Ce onuceaTt B enukpusa C AABHOCT A0 6 meceua npeaun
KaHAuAaTCTBaHeTo

g HEBPONCUXONOrMYHOTO n3cnejpBaHe C KpaTku ckanu u nOApOﬁeN KOrHUTUBEH I'IPOQJVIH ce npoeexpaa 3aAb/MKUTeNHo OT Hesponor Wunu KNUHUYEeH
ncuxonor, NpUTexaealy yAoCToBEPeHe 3a NpaBocnocoBbHocT no “Knuhnuxa Hesponcuxonorus”

3 opuriHaneH duw unn NOANKUCAHO U 3aBEPEHO KOnWe C AGBHOCT A0 1 roAMHa NPeAN KaHAMAATCTBAHETO

4 YAoCTOBEpABa ce C NoANWUC Ha cneyuwanucra B NpunoxexHue 1 Ha HaCTOAWMUTE KpUTEPUN

5. KPUTEPUM 3A NPOOBLIMKABAHE HA JIEYEHUETO C AHTUXONIMHECTEPA3HUW NIEKAPCTBEHW NPOAYKTU
MPU NEKA U YMEPEHA CTEMNEH HA BONECT HA AJNIUXAUMEP (3a4brXuTerNHO @ Hann4umeTo Ha BCUYKU KpuTepun)

Mopo6psiBaHe, 3aabpkaHe UNu CHWKaBaHe He noBeye OT 4 TOUKM Mo ckanarta MMSE B cpaBHeHWE C NpeaXxoaHOTO
wacneasare npeau 6 meceua '

2 | Nunca Ha cTpaHnyHK eheKTH 1 U3KNIoYBaLLM KpuTepuu no 1. B &
T npunara ce Konue OT peuenTypHa KHWKKa Wnu eTanHa enukpusa c hapmMakonoruyeH MaplipyT OT NpocneasBalluA HeBponor ¢ oTpaseHa
erbenuanoa NO KMWHUYHK NOKasaTenu oT NpunaraHoTo neyexHve

yAoCTOBEpABa Ce C NoANUC Ha cneyuanucTa B npunoxeHune 1 Ha HaCTOAWUTE KpUTEPUN

1

B. U3KMIOYBALLM KPUTEPUW (npu 3anoyBaHe 1 Npu npoabIikaBaHe Ha neveHneTo)

1. CBpbX4yBCTBUTENHOCT KbM 8KTMBHOTO BELLECTBO NN HSAKOE OT NOMOLLHUTE BelyecTsa.
2. Jlunca Ha KapAavONOrMYHN NPOTUBOMNOKA3aHUA 3a NPOBEXAaHe Ha Tepanus C aHTUXONIMHECTEPa3HN NekapcTBeHN
npoaykTy.
3. Texka aemMeHuus Ha Anuxaimep.
4. Texko 4YepHoApoOHO yBpexaaHe.
5. CucTeMHo HecnassaHe Ha neuebHaTa cxema C npekbcBaHe noseve ot 3 mecevia.
6. bBpemeHHOCT 1 nakTauus.
OTrosaps Ha KpUTEpUMUTE 3a neveHue c B AiHeBHa Ao3a

% W3UCKBAHUS HA H30K NPU NPOBEXXAAHE HA NEYEHUE HA BOSIHW C BONECT HA ANIUXAUMEP B U3BbHBONHUYHATA NOMOLL
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TNUCT 3A OMPEAENAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA NEYEHWUE NPU BOJTHU C BOJECT HA
ATNUXAUMEP

Wwe: T 5 O L

3abenexka:  MeduyuHckama OOKymeHmauusi, ydocmoeepsiéawja 6CeKu Om Kpumepuume e focodeHa C yugpa & UHOeKC U
3a0bAKUMENHO NPudpyKasa HaCMOAULOMO NPUNOXKEeHUe.

. KPUTEPUM 3A 3ANOYBAHE HA NNEYEHUE C IPYTY AHTUAEMEHTHWU NEKAPCTBEHU NMPOAYKTU (MEMANTINE
HYDROCHLORIDE)

.1 NPU YMEPEHA U TEXKA CTEMNEH HA BONECT HA ANUXAAMEP (3aabimkuTenHo e Hanuuueto Ha 1,2, 3 mn 5
Kputepum)

.2 NPU NEKA CTEMEH NPU HANWYUE HA NPOTUBOMOKA3AHUSA 3A NEYEHUE C AHTUXOJNIMHECTEPA3HU
NEKAPCTBEHM MPOAYKTHU (3aAL/MKMTEINHO € HalMYnMeTo Ha BCUYKN KpUTepum)

Bonect Ha Anuxaimep cnpsimo DSM-IV u kputepun 3a BeposiTHa BonecTt Ha Anuxaiimep cbobpa3Ho
1 | NINCDS/ADRDA, HauvoHaneH KOHCEHCYyC 3a paHHa AMarHocTuka u neyexne Ha bonectra Ha Anuxanimep u Apyru
chopmu Ha aemeHums (2007) '

[lokyMeHTUpaH KorHuTuBeH Aecnuut no ckanata MMSE B ananasoxa 0 - 18 u Isaac’s Set Test < 28 2

2
3 | HeepousoGpassieare (KT unu MPT), noTBbPXAABALLIO KNWMHWYHO BeposiTHaTa AvarHosa “Bonect Ha Anuxaimep” e
4

Mpu Hanuy1e Ha NPOTMBONOKA3aHNA 3a neverne c AHTUXONWHECTEPA3HN CPEACTBA KOTHUTUBHUAT AeULMT MOXe Aa
6bae B agvanasona 0 - 26 no ckanata Ha MMSE

5 Iunca Ha u3knoYBawm kputepum no . X 4

T aHAMHECTUUHUTE AaHHW, KNWHWYHATa CUMNTOMaTMka M EBOMIOTUBHUAT XOA Ce OnuceaT B enukpusa C AaBHOCT A0 1 mec. npeau
KaHAWAATCTBAHETO

Z 4eBPONCUXOMNOTMYHOTO U3CNEABAHE C KPaTKM CKan i NOAPOGEH KOTHUTUBEH NPOUN Ce NPOBEXAA 3aABIMKMTENHO OT HEBPONOT W/MNN KNUHUYEH
NCMXONOF, NPUTEXaBaLL YA0CTOBEPEHMe 3@ NPaBOCNOCOGHOCT No “KnuHuiHa Hesponcuxonorus”

3 opuruHaneH huw unu NOANMCAHO M 3aBEPEHO KONWe C AABHOCT A0 1 roAWHa NPeAn KaHANAATCTBaHeTO

* yaocToBepsiBa Ce C NOANUC Ha CieunanicTa B NpunoxeHxue 1 Ha HacToAWuTe Kputepun

0. KPUTEPUU 3A MPOABINKABAHE HA NEYEHWE C APYMM AHTUAEMEHTHWU NEKAPCTBEHW MNPOAYKTU
(MEMANTINE HYDROCHLORIDE) (3aab/K1TENHO @ Hanu4umeTo Ha BCUYKN Kputepum)

1 MopoGpsiBaHe, 3aAbpXaHe UNn CHUKaBaHe He noBeye OT 4 Touku no ckanata MMSE B cpaBHeHue C NPeAXoaHOTO
vscnepsaHe npeav 6 meceua '

2 | Nunca Ha cTpaHU4HK edheKTH 1 U3KNIoYBaLLM KpuTepum no 1. XK 2

i npunara ce Konue OT peuenTypHa KHwkka wunu eranHa enukpusa c hapmakonornies MaplpyT OT NpocneanBalwus HeBponor ¢ oTpaseHa
e eKTUBHOCT MO KMUHUYHW nokasaTenu ot npunarasoTo nevyeHne
yAOCTOBEpPABa Ce C NOANUC Ha cneynanucra B npunoxexHune 1 Ha HacToAWMTE KpUTEPUM

XK. U3KMIOYBALLU KPUTEPUN (npu 3anoyBaHe 1 Npu NpoAbIKaBaHe Ha fie4eHneTo)

1. CBpbX4yBCTBUTENHOCT KbM aKTMBHOTO BELLECTBO MI1 HSKOE OT MOMOLLHUTE BellecTea.
2. Texko yepHoapobHO yBpexaaHe.
3. CucTemHo HecnassaHe Ha neuebHaTa cxema C npekbCcBaHe noseve oT 3 mecela.
4. BpemeHHOCT 1 nakrauus.
OTroBaps Ha KpUTEpUUTE 3a fneyeHune ¢ B iHEBHa A03a

% WU3UCKBAHUA HA H30K MPU NPOBEXXOAHE HA NEYEHUE HA BONHU C BONECT HA ANUXAUMEP B U3BBHBONIHUYHATA NOMOLL
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1. NEYEBHO-AUMATHOCTUYEH ANTTOPUTBM
1. NEKAPCTBEHU NPOAYKTWU, Bkniovewn B MNpunoxenme 1 wa MJIC H3OK 3annawa B chLoTBETCTBME C
AencTBalMTe HOPMATUBHN AOKYMEHTH.

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

2. NO3UPAHE
CbrnacHo KpaTkuTe XapakTepucTuki Ha NekapCTBEeHNTE NPOAYKTH.

3. NPOCNEOABAHE:

= KK c AKK, kpeatunun, ASAT, ALAT, kpbBHa 3axap, cepyMHu enektponutu, EKI n koHcynTauus ¢ kapavonor npu
3anovBaHe Ha reYyeHueTo - onuceaTt ce B enukpusaTta Ha 6onHusa (I"IPVI Hanuyue Ha xocnutanusauums C AaBHOCT A0 6
Meceua npeau kaHanaaTCTBaHeTo).

= KT unu MPT u3cneaBsaHe npu 3ano4saHe Ha NEeYeHeTo — NpeacTaBs Cce opuriHaneH uw unm NoAnNMCaHo 1 3asepeHo
Konue ¢ A4aBHOCT 40 1 roguHa npean KaHaAnAATCTBaAHETO.

= MosTtopHo KT unu MPT uscneasaHe - Ha 12-usi Mecel OT fieYeHNeTo, a Cnej Toea Mo npeLeHka Ha cneyuanusnpaHara
KoMucusa.

= [lepuoanyHocTTa Ha nocrnessawus nabopaTtopeH KOHTPON Ce OCblecTBsiBa NO MpeleHka Ha crneuvanusnpaHara
KOMUCMS B CbOTBETCTBUE C KITMHUYHUTE UHANKALMK.

1. OBLUU UBUCKBAHUA

1.

Bbspacmaa'ra rpaHuua ce n34ucnsisa B HaBbpLUEHU roAnHN - T.€. BKITIOYUTENHO KbM AaTaTa Ha u3aBaHe Ha
npoToKosia OT CreunanuaupaHaTa KoMucns.

Npu HasHauaBaHe Ha Tepanusi Mo NMPOTOKOMN 3aAbLINKUTENHO Ce Cbobpa3saBaT Bb3paCTOBUTE OrpaHUYEHUs,
CbIMAcHO KpaTkaTa xapakTepucTuka Ha CbOTBETHUS NeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3J1MXM.
H30K He 3annaiia neyeHve U3BbLH ykasaHata Bb3pacToBa rpaHuLa B kpaTkaTa xapakTepucTuka Ha npoaykTa.
H3O0K He 3annalua nevyeHune ¢ 4031 Haj MakCUMarnHo paspeLueHuTe no KpaTka xapakTepuctuka Ha nNpoaykTa,
KakTo 1 1031 Haj ynoMeHaTuTe 3a MOHO- Unu KDMGMHVIpaHa Tepanusa B HAaCTOALWNTE N3UCKBAHUA.

MPU CNEUWANU3UPAHATA KOMUCHUA, cbrn. un. 152, B, 7. 1 ot HPQ 2012 r. (o6H. B 1B 6p. 3 oT
10.01.2012 r.), Ha 330J1, Ha KOMTO Ca U3aBaHWU NPOTOKOSM MO peAa Ha HacTosAIWMUTEe U3UCKBaHUs, crieaBa
Aa ce npunarat BCUYKU HeOsXOAVIMM AOKYMEHTHU KaTo: aMﬁyﬂaTOpHVlTe nncToBe OT U3BbPLUEHUTE nperneau,
BTOPUAT €K3EMNIAP OT N3AAAEHNTE NPOTOKOMNM, KOMUS OT eNUKPU3M, EKCNIEPTHN CTAHOBMLLA W APYTY JOKYMEHTH,
KOWUTO Ca OCHOBaHWe 3a uafasaHe Ha NpoTOKOS, BCUYKM U3NCKBALLM CEe u3cneaBaHus, Konve ot npunoxeHue 1 Ha
HaCTOSALLMTE U3NCKBAHUSA NOMbIHEHO MO CbOTBETHATA TOYKa, NOANUCAHO OT cneuuaniucTa, nagan npoTokona.

Hacmosiwume u3uckeaHusi ca paspabomeHu Ha ocHosaHue yni. 55 om HP/ 3a meduyuHckume delHocmu 2012 2o0uHa (06H. &
/1B 6p. 3/10.01.2012 2.). u enusam e cuna om 1 ¢pespyapu 2013 2., cbanacHo 4n. 10 Ha Hapedba Ne10 om 24 mapm 2009 2. 3a
ycnosusima u peda 3a 3annauiaHe Ha iekapcmeeHu npodykmu o un. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume npooykmu
8 XyMaHHama MeduyuHa, Ha MeOUUUHCKU u30enusi U Ha OUeMUYHU XpaHu 3a creyuasnHu MeouyuHeku yenu (o6H. B, 6p. 31 om

2007 e.).

% WN3UCKBAHUA HA H30OK MPY MPOBEXOAHE HA NEYEHWE HA BOMHW C BONECT HA ANILUXANMEP B M3BBbHEONHUYHATA MOMOLL
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TEKNAPALUA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ NMPOABIDKABAHE HA
NEYEHUETO C NNEKAPCTBEHWUA NPOAYKT

cnesj kaTto Cce 3ano3Hax C usnata Mu  npeaocTaBeHa  MHgopmauus W uenTa Ha IeYeHMeTo C neKkapcTBEeHWs
L ¢ £} L LR L L EEEEREEE n cnea Kato nonyyux u3vepnaTtenHun OTroBopwu Ha
NoCTaBeHNUTe OT MEH BbNPOCK, AeKnapupam ye:

1. Llle cnassam npenopbyaHaTa M1 CXeMa Ha NeyeHne 1 NepUoaANYHOCT Ha KOHTPOSHUTE npernesu.

2. PenoBHO Lie Ce fBABAM Ha KOHTPOMHW Nperneau U HaAMa Aa NPOMEeHsAM CamOBOSHO WU MOA APYro BHyLUEHWe
HasHayeHaTa Mu Tepanus.

3. [pu npeycTaHoBsBaHE Ha NEYEHUETO MO NPUYUHN, HENPOU3TUYALLW OT pelueHneTo Ha Komucusita 3a ekcnepTuan 8 P3OK
wnn Komucusita no un. 78, 1.2 ot 330, we yBeaomsi HesabaBHO nuunus cu nekap u P3OK u we sbpHa B P3OK
nocneAHUst NPOTOKON, MO KOUTO CbM nony4asan/a NekapcTBeHNsA NPOAYKT.

4. Tpw HecnassaHe Ha NOCOYEHWUTE YCTOBUSI NEYEHUETO MU C YNOMEeHaTUs NekapCTBeH NpPoAyKT we Gbae npekpateHo n
HAMa Aa uMam npeteHuun kem H30K.

[ara:.

% W3UCKBAHUS HA H30K MPU NPOBEXXAAHE HA NEYEHUE HA BONHU C BONECT HA ANLXAUMEP B U3BBHBONIHUYHATA MOMOLL




