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NPU U3NABAHE HA NPOTOKOMNW 3A NEYEHWUE HA BONHU C BOMECT HA ANLXAWMEP

MpoTokon®bT ce w3paea oT Cheuyuanu3mpaHa KoOMucus B neyebHM 3aBefeHus 3a GonHuyHa nomouy,
cknioyunu goroop ¢ H30K. CneunanuampaHuTe KOMUCHM NO HEBPOMNOrMA Ce Cb3AaBaT CbC 3anoses Ha AVPeKTopa Ha
NeuebHoTo 3aBeaeHue (J13) B cneguute J13: YMBAJ “Anekcangposcka” rp. Codus, MBAJTHI “Ce. Haym” rp. Cocbus, BMA rp.
Codpusi, MBAI “HKB" rp. Codpmsi, YMBAJ “Ce. [eopru” rp. Mnosaue, YMBAJ “Ce. Mapuna” rp. Bapra, YMBAI rp. MneseH, Mbpsa

MBA1 - Cocpus EALL.

I PE[] 3A 3ABEPAIBAHE HA NMPOTOKOJUTE

1. [Mpotokonn 3a 3anousaHe Ha nevewme c AHTUXONIMHECTEPA3HWU W [OPYIM AHTUOAEMEHTHW
NEKAPCTBEHUW NPOAYKTU (MEMANTINE)

cneywanuanpasa komucus

= [MonbAHEHO U NoANUCaHo npunoxeHue 1 — nuct
3a onpeaensiHe Ha KpuTepuaTe no cboTBeTHaTa
TOMKA C BCUYKM  HeobXoaumu  m3cneasaHus
/cbxpaHsiBa ce OT cneuuanuapaHara komuens/

* EnukpusaletanHa enukpusa C MPUIOXeHU
BCUYKM HEOBXOAMMM NoKasaTenu u n3cneasaHns no
npunoxexve 2

= EKCNEepTHO CTaHOBUWE C fCHA MeauUMHCKa
MOTUBaLMS (3aabrkuTenHo ce otbensasa nunca Ha
M3KMNIOYBALLN KpUTEPUN)

= ‘fpoTokon 3a npeanucBaHe Ha nekapcTea,
sannawann ot H3OK/P30K" - obp. M3 -H30K
(noanucaH oT YNeHoOBETE Ha KOMUCHATA)

A

3asepka B P30K

2. Mpotokonu 3a npoabrkasaHe Ha nevexvero ¢ AHTUXOJIMHECTEPA3HW U OPYrM AHTUAEMEHTHW
NEKAPCTBEHM NPOAYKTU (MEMANTINE)

cneyvanusnmpaHa kKomumcus

Il. OB NONOXEHUA

= [lonbnHeHo n NoanNucaHo npunoxexue 1 — nuct
3a onpejensiHe Ha KpuTepuute no CboTBETHaTa
TOMK@ C BCUYKM  Heobxoaumu  n3cneaBaHus
/cbxpaHsiBa ce OT cneyuanuaupanara komuens/

* EkcnepTHO cTaHoBuuwe/eTanHa enukpusa C
SiCHa MeAULMHCKa MOTUBaLMS (3aAbIKUTeNnHo ce
otbens3sa nunca Ha U3kNiYBaLY Kputepum)

= ‘[poTtokon 3a npeanucBaHe Ha nekapcrea,
sannawanm ot H3OK/P3OK" - o6p. M3-H30K
(noanucaH oT YneHoBeTe Ha KoMUcUATa)

— ¥

3asepka B P30K

1. 30J1 nogaBa noaroTBeHUTe AokymeHTH B P30K, Ha TepuTopusaTa Ha KOATO e Hanpasuno usbop Ha OMJ1. [lokymeHTute

BKNOYBaT:

1.1. “NMpoTokon 3a npeAnucBaHe Ha nekapcTea, 3annawanm ot H30K/P30K" — o6p. M3-H30K, uspaaeH ot cneuvanusvpasa

Kkomucus.

2. P30K npuema noKyMeHTUTE NO T. 1 crief cnpaBka OTHOCHO 3[paBHOOCUIypUTenHus cratyc Ha 30/1.

3. MbpBUAT M BCeKkM cneaBsauwy NPOTOKON ce u3pasaT 3a nepuopa ot 6 meceua. Mpu 3asepka B P30K ce npeacraes
NPOTOKOMNa W KOMue OT NpeaxoXgall NPOTOKOM, OT KOWTO Aa € BUAHO MPOBEXAAHOTO NeYeHWe M Konue OT eKCMepTHO
CTaHOoBMLe/eTanHa enukpusa oT cneuuanuaupaHa KOMUCHs.

% W3UCKBAHUS HA H30K NPU NPOBEXKOAHE HA NEYEHUE HA BONIHU C BONECT HA ANUXAUMEP B U3BBLHEONHUYHATA NOMOLY -

8 cuna ot 1 anpun 2014 roauHa
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA NEYEHWUE MPU BOJTHA C BONECT HA
AJIUXAUMEP

[me: A e A S T R R

3abenexka: MeduyuHckama OOKyMeHmauyus, yoocmoeepsiealja 6CeKu Om Kpumepuume e [ocoYeHa € yugpa e UHOeKc u
3a0BLKUMENHO NPUAPYXKaea HaCMoAWOMO NPUNOKEHUE.

A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE C AHTUXONUHECTEPA3HW NIEKAPCTBEHW NPOAYKTU NPU NEKA
W YMEPEHA CTEMNEH HA BOJECT HA AJTUXAUMEP (3aaBrmKUTENHO € HaNMYMeTo Ha BCUYKMU KpuTepuu)

Bonect Ha Anuxaimep cnpsmo DSM-IV u kputepun 3a BepositHa Bonect Ha Anuxaiimep cbobpasHo
1 | NINCDS/ADRDA, HauvoHaneH KOHCEHCYC 3a paHHa AnarHocTuka u neuyesue Ha bonectra Ha Anuxaimep n apyru
chopmu Ha pemenumsi (2007) '

2 | NokymeHTUpaH KorHMTUBEH AecuumT no ckanata MMSE B avanasona 11 - 26 Bkn. u Isaac’s Set Test < 28 4

3 | Hespousobpasssare (KT unu MPT), noTebpaaBallo KNnMHUYHO BeposiTHaTa AvarHosa “Bonect Ha Anuxaiimep” 2

4 | Nunca Ha uaknovBawm Kputepun no 1. B .

T aHaMHeCTWUHUTE AaHHM, KNMHWYHAaTa CAMNTOMAaTMKa W EBOMIOTUBHUAT XOA CE ONUCBAT B ENUKpU3a C AABHOCT A0 6 Meceua npeaw
KaHAWAATCTBAHETO UMW B aKTyanHa eTanHa enukpusa

2 HeBPONCUXONOTUYHOTO M3CTIEABaHe C KPaTkW CKanu U NoApoGeH KOrHUTUBEH NPOUN Ce NPOBEXAA 3aABIKUTENHO OT HEBPONOT W/MNK KNNHUYEH
NCUXONOr, NPUTEXaBaLll yAOCTOBEPEHUE 3a NPABOCNOCOGHOCT Mo “KnuHuiHa Hesponcuxonorus”

3 opuruHaneH il unu NOANUCAHO U 3aBEPEHO KONWe C ABHOCT AO 2 FOAMHU NPEAV KaHAWAATCTBAHETO. 1PpU NaUMEHTM C U3pa3eHn NoBEAEHYECK
HapyLUEHUs — C AGBHOCT A0 5 FOAUHM UMW NOHE BEAHBX NPU AWArHoCTULMpPaHe Ha saGonasaHeTo

* yaocTosepsBa ce C NOANMC Ha CNeUManicTa B NPUNOXeHUe 1 Ha HacTOALLUTE KpUTEPU

B. KPUTEPUM 3A NPOABLINKABAHE HA NEYEHUETO C AHTUXONMHECTEPA3HW NIEKAPCTBEHW MPOAYKTU
MPU NEKA U YMEPEHA CTENEH HA BONECT HA AJILXAUMEP (3aAb/mK1TeNHO e HanuyueTo Ha BCUYKKU KpuTepum)

MopobpsiBaHe, 3aabpxaHe UM CHWKaBaHe He noBeye oT 4 Touku no ckanata MMSE B cpaBHeHne ¢ NpeaxoaHOTo

! w3cneasake npeav 6 meceua '

2 | Nunca Ha cTpannuHm echekTi ¥ M3KNIOUBALWM KpUTEPUH Mo T. B *

‘ npunara ce Konue OT peuenTypHa KHWKKa unu eranHa enukpusa c apmakonornyeH MapLipyT OT NpPOCNeAsBalUMA HeBponor ¢ oTpaseHa
eeKTUBHOCT NO KNWHUYHW NoKasaTenu oT NpunaraHoTo nevyeHne
o YAOCTOBEpsiBa Ceé C NOANUC Ha cneuunanucra B NnpunoxexHne 1 Ha HacToAWMTE KpUTEPUN

B. U3KNKOYBALLIU KPUTEPUMU (npum 3anouBaHe U Npu NpoAbikaBaHe Ha fnevyeHneTo)

1. CBpPBbX4YBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO MMM HAKOE OT NOMOLLHUTE BelecTsa
2. Jlunca Ha KapAVONOrMYHM NPOTUBOMOKA3aHUA 3a NPOBEXAAHE Ha Tepanusa C aHTUXONUHECTEePa3Hn NekapcTBeHu
npoayKkTv
3. Texka AemeHuus Ha Anuxaiimep
4. Texko YepHoapobHO yBpexaaHe
5. CucTemHo Hecrna3ssaHe Ha nevebHaTa cxema C npekbcBaHe noseye ot 3 meceua
6. BpemeHHOCT 1 nakraums
OTroBaps Ha KpMTEpUUTE 3a NneyeHune ¢ B AHeBHa fo3a

% W3UCKBAHUA HA H3OK NPV NPOBEXOAHE HA NEYEHWE HA BOJIHIA C BONECT HA ANUXAUMEP B W3BBLHBONHUYHATA MOMOLY -
8.cuna ot 1 anpun 2014 roguHa
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NNCT 3A ONMPERENSHE HA KPUTEPUUTE 3A POBEXMAHE HA NEYEHVE NPU BONHMU C BOMECT HA
ANLXAAMEP

[we: L0 O O A O D R

3abenexka: MeduyuHckama OOKyMeHmauus, ydocmoeepsiéalya 6ceku Om Kpumepuume e rocoyeHa C uugpa 6 uHOeKc u
3a0BIKUMENHO NPUOpPYKaea HaCMOAWOMO NPUIOKEHUE.

r. KPUTEPUN 3A 3AMOYBAHE HA NEYEHWE C [APYIM AHTUAEMEHTHW JEKAPCTBEHW TMPOAYKTU
(MEMANTINE)

.1 NPU YMEPEHA U TEXXKA CTEMNEH HA BOJNECT HA ANUXAWMEP (3agbrkutenHo e Hanuumeto Ha 1,2, 3 u 5
KpUTEpUM)

r.2 NPU NEKA CTEMEH NPU HANWYUE HA NMPOTUBOMOKA3AHUSA 3A NEYEHUE C AHTUXOJNIMHECTEPA3HU
NEKAPCTBEHW NMPOAYKTU (3aAMmKUTENHO € Hanu4MeTo Ha BCUYKM KpUTEpUm)

Bonect Ha Anuxaiimep cnpsimo DSM-IV u kputepumu 3a BepositHa Bonect Ha Anuxaimep cbobpasHo
1 | NINCDS/ADRDA, HauuoHaneH KOHCEHCYC 3a paHHa AuarHocTuka u neyenue Ha bonectra Ha Anuxaiivep v Apyrv
hopmu Ha aemeHums (2007) 3

[lokymMeHTMpaH KorHUTMBEeH AeduumT no ckanata MMSE B avanasona 0 - 18 1 Isaac’s Set Test < 28 %

» 3

TP Hanu4Me Ha NPOTMBOMOKA3aHNS! 33 NEUEHVE C AHTUXOTIMHECTEPadHM CPEACTBA KOTHUTUBHAT AehuunT Moxe aa
6bae B ananasona 0 - 26 no ckanata Ha MMSE

2
3 | Hespousobpasssare (KT unu MPT), noTeBbpxaaBalLo KMHUYHO BeposiTHaTa AnarHosa “Bonect Ha Anuxaimep
4
5

Jlunca Ha uaknoyBawm kputepum no 1. XK 4

T aHamHecTuuHUTE AaHHW, KNWHUYHATA CUMNTOMATUKA U EBONIOTUBHUAT XOA Ce OnucBaT B enukpusa C AaBHOCT A0 6 meceua npeau

KaHAWAATCTBAHETO UNK B aKTyanHa etanHa enukpuaa
2 HeBPONCUXONOMUYHOTO M3CNeABaHe C KPaTkW CKanu U NoApoBeH KOrHUTUBEH NPOGUN Ce NPOBEXAA 3aABMKUTENHO OT HEBPONOT W/MNK KNUHUYEH
NCUXONOr, NPUTEXaBaLy yA0CTOBEpeHUe 3a NpaBocnocobHOCT no “KnuHuiHa Hesponcuxonorus”

¥ opurMHaneH Ul unu NOANMCAHO W 3aBEPEHO KONWE C A@BHOCT AO 2 FOAUHM NPeAM KaHAWAATCTBAHETO. MpU NauUMeHTH C TeXbK AeMeHTeH
CMHAPOM ¥ M3pa3eHN NOBEAGHYECKN HapYLUEHWs — C AABHOCT A0 5 FOAUHM UMK NOHE BEAHBX NPU AMarHOCTMUMpaHe Ha 3abonssaHeTo

* yaocTosepsBa ce C NOANMC Ha CNeunanicTa B NPUNOXKeHUe 1 Ha HacTOALLUTE KpUTEPUM

A. KPUTEPUU 3A MNPOABIMKABAHE HA NEYEHWE C APYMM AHTUAEMEHTHW NEKAPCTBEHW NPOAYKTWU
(MEMANTINE) (3aAmKUTENHO @ HarNMYueTo Ha BCUUKN KpuTepum)

MopobpsieaHe, 3aabpxaHe UK CHWKaBaHe He noBeye oT 4 Touku no ckanata MMSE B cpasHeHWe ¢ NpeaxoaHOTO

Y wacneasake npeav 6 meceua '

2 | Nunca Ha cTpannunm echexTi u MaknIouBaWM KpUTEPUU No T. XK °

) npunara ce Konuwe OT peuenTypHa KHWKKa unu eranHa enukpusa c hapmakonornyeH MaplupyT OT NPOCNeAsBalUMA HeBponor ¢ oTpaseHa
edaenuanocr NO KNUHWYHW NOKasaTenun oT npunaraHoTo nevyexHve
1YAOCTOBGDRBE ce C NOANNUC Ha cneunanucTa B NpunoXeHne 1 Ha HacTosALUMTE KpUTepun

XK. UBKNKOYBALLIM KPUTEPUM (npu 3ano4BaHe U Npu NpoAbINKaBaHe Ha NeveHmneTo)

1. CBPbX4yBCTBUTENIHOCT KbM aKTUBHOTO BELLECTBO UMK HSKOE OT MOMOLHNTE BellecTsa
2. Texko YepHOApOBHO yBpexaaHe
3. CwuctemHo Hecna3ssaHe Ha neyebHaTta cxema C npekbceaHe rnoseve ot 3 meceua
4. bBpemeHHOCT n nakrauus
OTroBapsi Ha KpUTEPUUTE 3a neYeHune ¢ B AHeBHa fo3a

% W3UCKBAHUA HA H3OK NPV NPOBEXIAHE HA NEYEHWE HA BONHU C BONECT HA ANUXAUMEP B U3BLHBONIHUYHATA NOMOLL -
8 cuna ot 1 anpun 2014 roguHa
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I. NEYEBHO-AUATHOCTUYEH ANFOPUTBM
1. NEKAPCTBEHW NPOAYKTW, Bkniovewn B lMpunoxenne 1 Ha MNC H30K 3annawa B cbLoTBETCTBME C
AeACTBaLMTE HOPMATUBHU [OKYMEHTH.

2. MNOKA3AHMA U HEOBXOAWUMW W3CNEABAHWA - cbrnacHo KpaTkuTe XapakTepucTUKW Ha nekapcTBeHuTe
NPOAYKTH.

Tabnuua 1

INN MKB DDD NPEAW 3ANOYBAHE* KOHTPOM***

MKK ¢ AKK, kpeaTuHuH

ASAT, ALAT, kpbBHa 3axap,
DONEPEZIL G30.0, G30.1, G30.8 = 7,5mg CepyMHM enekTponuTy,

EKI™ » koHcynTaums ¢ kapauoror,
KT unn MPT**

MKK ¢ KK, kpeaTuHuH

ASAT, ALAT, kpbBHa 3axap,
RIVASTIGMINE G30.0, G30.1, G30.8 * 9mg CepyMHM enekTponuTy,

EKI" n koHcynTaums ¢ kapauonor,
KT unn MPT**

MKK ¢ KK, kpeaTuHuH

ASAT, ALAT, kpbBHa 3axap,
MEMANTINE G30.0, G30.1, G30.8 = 20mg CepyMHM enekTponuTy,

EKI™ n koHcynTaums ¢ kapavonor,
KT vnun MPT**

* onuceam ce e enukpusa Ha 60HUS (Npu Hanu4ue Ha Xxocrumanusayus ¢ daeHocm do 6 meceya npedu KaHoudamcemeaHemo)

** npedcmaes ce opuauHaneH guw usu NodNUCaHo U 3aeepeHo Konue ¢ daeHocm do 1 2oduHa npedu kaHOudamcmeaHemo, Heobxodumocmma
om ropedHu u3cnedeaHus e no MpeyeHKa Ha creyuanusupaHama KoMucus

***nepuoduyHocmma Ha rocrnedeaususs nabopamopeH KOHMPON Ce OCbulecmesisa M0 MpeyeHka Ha CcrieyuanusupaHama KOMUcusi 6
CbOMEeMCMeUe C KIUHUYHUME UHOUKauuu

Il. OB USUCKBAHUA

1. BbapactoBarta rpaHMua ce U3YUCNsABa B HaBbPLUEHWU FOANHM - T.e. BKIIOYMTENHO KbM AaTaTta Ha W3jaBaHe Ha npotokona ot
cneuvanuapaHsara KoMucKs.

2. MNpu Ha3HayaBaHe Ha Tepanusi No NPOTOKOMN 3aAbLIMKUTENHO ce CbobpassBaT BbL3PacTOBUTE OrPaHNYEeHMsi, CbIMacHo kparkara
XapakTepucTMka Ha CbOTBETHWUS NeKapCTBEH NPOAYKT, yTBbpaeHa no peaa Ha 3MMXM.

3. H30K He 3annalia neyeHne W3BbH ykasaHaTa Bb3pacToBa rpaHuLa B kKpaTkaTta xapakTepucTuka Ha npoaykra.

4. H30K He 3annalua nevyeHne c 403u Haj MakcuManHo paspeLueHuTe Nno KpaTka xapakTepucTuka Ha npoaykra.

5. B cnyyai Ha HacTbnuna NOAO3NpaHa HeXenawa nekapcTBeHa peakuus, nekapat yseaomssa WAJ no peaa Ha un. 183 ot
3NNXM. Konue ot cbobLyeHneTo ce npunara kbM MeauLmMHckaTa fokymeHTaums Ha 30J1 npu kaHauaaTcTBaHe 3a nedeHue.

6. KOMUCHUATA, nspgana npotokona Ha 30J1, cbxpaHsBa BTOPU €K3eMNnsp Ha MPOTOKONa M BCUYKM Heobxoanummu
AOKYMEHTH 3a U3AaBaHETO My.

Hacmosiwume u3uckeaHusi ca paspabomeHu Ha ocHoeaHue 4. 56 om HayuowaneH pamkos 002080p 3a MeAUUUHCKUME
deliHocmu 3a 2014 z2oduna (06H., B, 6p. 3 om 10.01.2014 2.) u enuzam 6 cuna om 1 anpun 2014 2., ceenacHo 4n. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycrioeusima u peda 3a 3annawaHe Ha nekapcmenu npodykmu no 4n. 262, an. 6, m. 1. om
3aKkoHa 3a nekapcmeeHume npoOyKmu 6 xymaHHama MeouyuHa, Ha MeOUUUHCKU u3denus u OuemuyHu XpaHu 3a creyuanHu
meOouyuHeku uenu (0bH., B, 6p. 31 om 2007 2.).

% W3UCKBAHWS HA H30OK MPU NMPOBEXIAHE HA NIEYEHWE HA BOJTHN C BONECT HA ANLIXAUMEP B M3BbHBEONHUYHATA NOMOLY -
8 cuna ot 1 anpun 2014 roguHa
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DEKNAPALUA 3A UHOOPMUPAHO CBITACUE C UBUCKBAHUATA 3A 3AMNOYBAHE/ MPOAB/IKABAHE HA
NEYEHUETO C NEKAPCTBEHWUA NPOAYKT

cneA kato Cce 3ano3Hax C uUsnata MU npeaocTaBeHa  MHoOpMauus M LenTa Ha feYeHUeTo C  fieKapcTBeHns
e R IR TR T o TR (TR i DRI i SRS e R e W cneg kato Monyyux uavepnartenHu oTroBopu Ha
NocTaBeHUTE OT MeH BBLNPOCH, AeKNapupam ye:

1. Llle cnassam npenopbYaHaTa M1 CXxema Ha NeyeHne n NepUoANHOCT Ha KOHTPOSTHUTE Nperneau.

2. PepoBHO Le Ce siBSBAM Ha KOHTPONHU Mperneau v HaAMa Aa NPOMEHAM CamoBOSMHO UMM NOA APYro BHyLeHWe
HasHayeHaTa M1 Tepanus.

3. [pu npeycTaHoOBsIBaHe Ha NEYEHNETO NO NPUYMHI, HENPON3TUYALLYN OT pelueHneTo Ha KomucusaTa sa ekcneptuan B P3OK
wnn Komucusita no un. 78, 1.2 ot 330, we ysegomsi Hezab6aBHO nuykus cu nekap u P3OK u we sbpHa B P3OK
nocneaHns NPOTOKOA, MO KOWTO CbM nonyyasarn/a nekapcTBeHus NPoAyKT.

4. Tpu HecnassaHe Ha NOCOYEHWUTE YCrIOBUSH NIEYEHNETO MU C yNoMeHaTUs nekapcTBeH NpoaykT we Gbae npekpateHo u
HAMa Aa umam npeTeHuun kem H30K.

@ WU3UCKBAHWSA HA H30K NPU NPOBEXXAAHE HA NEYEHWE HA BOMHN C BONECT HA ANLIXAWMEP B U3BbHBONIHUYHATA MNOMOLY ~
8 cuna ot 1 anpun 2014 roauHa





