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NPUNOXEHUE 3

DEKIAPALINA 3A UHOOPMUPAHO CBITIACUE C USUCKBAHUATA 3A 3ANOYBAHE/ MPOABLIMKABAHE HA
NEYEHWETO C NEKAPCTBEHUA NMPOOYKT

cren kaTo Ce 3ano3Hax C Usnata Mu  npefoctaBeHa  uHdopmauus W uenTa Ha fEYEHUETO C feKapcTBeHWs
DU K irvatswvsvssssss s 4003 Ve 0 a4 S e e s s S S A SR B S M Ccriea Karto MOoMyunx uadeprnaTenHu OTroBopu Ha
NOCTaBeHWTE OT MEH BBIPOCH, AeKnapupam Je:

1. Llle cnassam npenopbyaHaTa M1 CXEMa Ha JieHeHUe 1 NepUOAUYHOCT Ha KOHTPOMHUTE nperneau.

2. PepfoBHO Lie Ce sBSIBaM Ha KOHTPOIHW Mpernefyn U HsMa Aa NpPOMEeHsIM CaMOBOMHO WU MOA APYro BHyLeHue
HasHayeHaTa MU Tepanusi.

3. Tlpw npeycTaHoBsiBaHe Ha NEYEHMETO MO NPUUMHM, HEMPON3TUYALLM OT pelueHneTo Ha KomucusTa 3a ekcnepTusn B P30K
winrv Komucusita no un. 78, 7.2 oT 330, we yBeaomsi HezabaBHO nuuHusa cu rekap n P3OK n we swpHa B P30OK
nocrnegHUs MPOTOKOI, MO KOWUTO CbM MorlyYaBarn/a nekapCTBeHUsi NPOAYKT.

4. Tpu HecnasBaHe Ha MOCOYEHWUTE YCIOBUSI NEYEHNETO MW C YNOMEHATUs nekapCTBeH NPOAYyKT Lie Gbae npekpareHo u

HAMa Aa umam npeTeHuun kbm H3OK.

WN3NCKBAHUS HA H30K NMPY NMPOBEXOAHE HA NEYEHWE HA BOJNHU C BONECT HA ANIUXAAMEP B USBBHBONHUYHATA MOMOLL —
B cuna oT 1 oktomBpy 2015 roauHa
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HALUOHAINHA 30PABHOOCUIYPUTENTHA KACA

Codpun 1407, ya. “Kpuuum” No 1 www.nhif.bg men: men: +359 2 9659121

YTBBLPXOABAM:
YNPABWUTEN HA H3OK: /n/

ADycorn:
OrHsAH KPOHEB

U3UCKBAHUA HA H3OK
NPU NPOBEXOAHE HA NEYEHUE HA
BOIMHU C BONECT HA ATNLUXAUMEP

B USBBbHBONTHUYHATA NMOMOLL,
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WU3UCKBAHUA HA H30K
NPU U3JABAHE HA MPOTOKOMNW 3A NEYEHWUE HA BOMHU C BOJIECT HA ANILUXAUMEP

MpoTokon®sT ce uzgasa oOT CcCNeuuaniMaMpaHa KoOMUcus B neyebHN 3aBegeHUs 3a GonMHU4YHA nomou,
cknoyunu goroeop ¢ H30K. CneuunanusupaHute KOMUCHK MO HEBPOSIONMsA Ce Cb3/aBaT CbC 3anoses Ha AupekTopa Ha
JleuebHoTo saBesnenve (/13) B cnegnute N13: YMBAI “AnekcaHaposcka” rp. Codus, MBAJTHI “Cs. Haym” rp. Cocous, BMA rp.
Codma, MBAN “HKB” rp. Cocbusi, YMBAN ,Llapuua WoarHa - UICYIT" rp. Cocbus, YMBAN “Cs. I'eopru” rp. Mnoeaus, YMBAJ “Ce.
MapuHa” rp. BapHa, YMBAI rp. MneseH, Mbpea MBAJT — Codua EALl, MBAJ — ,Cs.MBaH Puncku” — rp. Codus.

I PE[ 3A 3ABEPABAHE HA MPOTOKONUTE

1. TpoTokonu 3a 3anouBaHe Ha neuyehue ¢ AHTUXONUHECTEPA3HU W OPYr'n AHTUOEMEHTHU
JIEKAPCTBEHU MPOAYKTU (MEMANTINE)

= [MONbAHEHO M NOANUCAHO MpunoxeHue 1 — nuct
3a onpeaensHe Ha KpWTepuuTe NoO CLOTBETHaTa
Touka C BCWYKM  Heobxoaumu  uscneasaHus
/cbxpaHsiBa ce OT creumanuapasaTa komuens/

= Enukpusa/etanHa enukpusa C MPUIOKEHN
BCUYKM HEOBXOANMM NoKasaTenu v nacneasaqus no
cneuvanuanpaHa KoMucus » npunoxexue 2 3aBepka B P30K
= EKCMEpTHO CTAaHOBUWIE C $iCHA MEAULMHCKA
MoTUBaUMS (3aabrxuTenHo ce otbensssa nunca Ha
W3KMIoYBaLLM KpUTEPUI)

= ‘[lpoToKON 3a npeanuceaHe Ha IekapcTea,
sannawann ot H3OK/P30K' — obp. M3 —H30K
(noAnuUcaH OT YNeHoBeTe Ha KOMUCHATA)

2. [poTokonu 3a npoabinkaBaHe Ha re4yeHuero C AHTUXOJNMMHECTEPA3HU W OPYIU AHTUOEMEHTHU
TNIEKAPCTBEHU NMPOAYKTU (MEMANTINE)

= [MonbnHeHo 1 nognucaHo npunoxenve 1 — nuct
3a onpepensHe Ha KpuTepuuTe NO CbOTBETHATa
Touyka C BCWMKM  HeobGXoaumu  u3creaBaHust
/cbxpaHsiBa ce OT crieuuanuampaHaTa kommens/

= EKcnepTHO CcTaHoBMUle/eTanHa enukpusa c
SICHA MeAMLMHCKAa MOTUBALMA (3aAbIhKUTENHO ce
otbensssa nurnca Ha U3KMIYBaLLM KpUTepum)

= ‘lpoTokon 3a mnpeanucBaHe Ha rekapcTea,
sannawann ot H3OK/P3OK' — obp. M3-H30K
(noanucaH OT YNEHOBETE Ha KOMMCUATA)

A 4
A

cneuvanuampara Komucus 3aBepka B P30K

Il. OBLLY NOJTOXKEHUA

1. 30J1 nopasa noarotTeeHuTe AokyMmeHT B P30OK, Ha TepuTopusita Ha KOATO € Hanpasuno n3bop Ha OMJ1. [lokymeHTUTe
BKIIIOYBAT:

1.1. “MpoTokon 3a NpeAnucBaHe Ha fiekapcTea, 3annawaHu oT H3O0K/P30K” — 06p. M3-H3OK, usgaaeH ot cneunanusvpaxa
KOMUCHS.

2. P30K npuema aokymeHTuUTe Mo T. 1 criea cnpaBka OTHOCHO 3APaBHOOCUIYPUTENHUA CTaTyC Ha 30n.

3. MbpBUAT M BCekU creaBall NMPOTOKON ce uU3faeaT 3a nepuoAa Ao 180 auu. MNpu 3aBepka B P30OK ce npeactass
NPOTOKONa W KOMMe OT MpeAXoXAall NPOTOKOS, OT KOWTO Aa € BWAHO MPOBEXAAHOTO NedYeHne U konue oT ekcnepTHo
cTaHoBMLe/eTanHa enuKpuUsa oT crieumanuaupaHa KoMucus.

WU3UCKBAHUS HA H30K NPU NPOBEXXOAHE HA NEYEHWE HA BOMHK C BONECT HA ANUXAAMEP B U3BBLHBEONMHUYHATA MOMOLY -
B cuna ot 1 okTomepu 2015 roguHa
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NPUNOXEHWUE 1 A

NUCT 3A ONPEQENAHE HA KPUTEPUUTE 3A NMPOBEXAAHE HA NNEYEHME MNMPU BONHU C BOJIECT HA
ANUXAUMEP

Wwe: [eri] [ [ [ [ T [ [ [ [ ]

3abenexka: MeduyuHckama OoKymeHmauusi, ydocmoeepsiealya 6CEKU OM Kpumepuume e flocoyeHa C yugppa 8 uHdexkc u
3a0BmKUMENHO NPUGPYXasa HacMOAUIOMO NPUITOKEHUE.

A. KPUTEPUN 3A 3ANOYBAHE HA JIEYMEHUE C AHTUXONUHECTEPA3HU JIEKAPCTBEHU NPOAYKTU MPU NEKA
WU YMEPEHA CTENEH HA BOJIECT HA ANUXAUMEP (3aqbrmkuTerniHO € Haru4yneTo Ha BCUUYKKN KpUTepuu)

Bonect Ha Anuxanmep cnpsimo DSM-IV u kputepuu 3a BepositHa Bonect Ha Anuxaitmep cbobpasHo
gl NINCDS/ADRDA, HauuoHaneH KOHCEHCYC 3a paHHa AuarHocTuka v neveHvne Ha bonectta Ha Anuxaimep u apyrn
copmm Ha gemeHums (2007) 1

2 [lokymMmeHTUpaH KorHuTuBeH aeduumT no ckanata MMSE B fnanasoHa 11 - 26 Bkr. 1 Isaac’s Set Test < 28 2

3 HeBpowusobpassisaHe (KT unm MPT), noTebpiaaBaLlo KIMMHUYHO BeposiTHaTa avarHosa “Bonect Ha Anuxaiimep” 3

4 | Nlunca Ha u3knOYBaLIK Kputepun no 7. B 4

T aHamHecTU4HUTE AaHHW, KNUHMYHATA CMMMTOMATWKA W EBONIOTUBHWSAT XO0j Ce OnucBaT B enukpusa C AaBHOCT A0 6 meceua npeaun

KaHAWAATCTBAHETO UM B aKTyanHa eTanHa enukpusa

2 HeBPONCUXONOTMYHOTO U3CNEABaHE C KPATKN CKanu W NoAPOoBEH KOTHUTMBEH NPOMUN Ce NPOBEXAA 334 bIKUTENHO OT HEBPOSOr W/MNN KNUHUYEH
NCUXONOr, NPUTEXaBALL YA0CTOBEPEHMUE 3@ NPABOCNOCOBHOCT No “KnuHnJHa HeBponcuxonorus”

3 opuruHaneH uL UNK NOANMCAHO M 3aBEPEHO KOMMe C AaBHOCT 40 2 FOAMHU NPEAN KaHANAATCTBAHETO. Mpi NALMEHTH C U3Pa3eHm NOBEAEHUECKN
HapyLeHusi — C AaBHOCT A0 5 FOAUHN UK NOHE BEAHBX NpU AMarHocTULMpaHe Ha 3abonseaHeTo

* yAOCTOBEpsiBa CE C NOANNC Ha CNELMANNCTa B MPUNoXeHne 1 Ha HACTOALLUTE KpUTepun

6. KPUTEPUM 3A MPOOBLIMKABAHE HA NEYEHUETO C AHTUXOJNMHECTEPA3HW JIEKAPCTBEHU MPOAOYKTU
MPU NEKA U YMEPEHA CTENEH HA BONECT HA ANTUXAUMEP (3aab/mKUTENHO € HanuuneTo Ha BCUYKK KpuTepum)

1 MopobpsieaHe, 3agbpkaHe Unu CHkaBsaHe He noBeyve oT 4 Touku no ckanara MMSE B cpaBHEHWE C NPeAXoAHOTO
v3cnensanre npean 6 meceua '

2 | Nunca Ha cTpanmnuHm edrekTn 1 3KIOUBaM KpUTEPUK MO T. B 2

T npunara ce KonMe OT PELENTYpHa KHWKKA MMM eTariHa enukpusa C (hapMakonoruyeH MaplupyT OT MpOCieAsBallMA HEBPONor C oTpaseHa

eheKTUBHOCT NO KNUHWYHK NOKA3aTeNu OT NpunaraHoTo nedexne
2 YAOCTOBEpsBa Ce C NoANUC Ha cneynanucra s npunoxeHue 1 Ha HacTosALWMTE KpUTEPUN

B. USKIMIOYBALLU KPUTEPUU (npu 3anousBaHe U npu npoabinkaBaHe Ha Jie4eHneTo)

1. CBpPbX4yBCTBUTENHOCT KbM aKTUBHOTO BELLIECTBO UK HSKOE OT NOMOLLHUTE BellecTsa
2. Jlvnca Ha KapAMONOTMYHM NMPOTMBOMNOKA3aHWsA 3a NpoBeX/aHe Ha Tepanusi ¢ aHTUXONUHECTEPAa3HN NeKapcTBEHN
npoayKTH
3. Texka gemeHuusi Ha Anuxanmep
4. Texko YepHoApoGHO yBpexaaHe
5. CucTeMHO HecrnasBaHe Ha neyebHaTta cxema ¢ npekbcBaHe noseye oT 3 meceua
6. bBpemeHHOCT 1 naktauusa
OTroBapsi Ha KpUTepuUTe 3a NieYeHue ¢ B IHEBHa 03a

V3UCKBAHUSA HA H30K NMPY NPOBEXXIAHE HA NEYEHWE HA BOJHW C BONECT HA ANUXAAMEP B U3BbHBONHUYHATA MOMOLL —
B cuna ot 1 oktomepu 2015 roguHa
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OPUNOXEHWE 16

TINCT 3A OMNPELENSAHE HA KPUTEPUUTE 3A NMPOBEXAAHE HA NEYEHUE NMPU BOMHU C BOJIECT HA
ANUXAUMEP

Wwe: [erw ] [ [ [ T T [ T T I

3abenexka:  MeOuyuHCKama OoKymenmauusi, ydocmoeepsiealya 6CeKU Om Kpumepuume e rocodeHa C yugpa 6 uHoekc u
3adbmKUMenHo nNpudpyxasa HaCMOSWOMO NPUIIOKEHUe.

r. KPUTEPMM 3A 3AMOYBAHE HA NEYEHVWE C [OPYMM AHTUAEMEHTHM TNEKAPCTBEHW MPOAYKTU
(MEMANTINE)

r.1 MPU YMEPEHA U TEXKA CTEMNEH HA BONECT HA AJLIXAAMEP (3agbmkuTenHo e Hanuumeto Ha 1, 2,3 m 5
KpuTepun)

r.2 NPU NEKA CTEMEH NPU HANWYUE HA NPOTUBOMOKA3AHUA 3A NIEYEHUE C AHTUXONUHECTEPA3HU
NEKAPCTBEHMU MPOAYKTU (3aaBLrKUTENHO € HanmumeTo Ha BCUYKK KpUTepum)

Bonect Ha Anuxaimep cnpsmo DSM-IV u kputepun 3a BeposTHa Bornect Ha AnuxaiiMep cbobpasto
1 NINCDS/ADRDA, HaumoHaneH kOHCeHCYC 3a paHHa AMArHoCTUKa U neveHne Ha Bonectra Ha Anuxaiimep w Apyru
dopmu Ha aemeHuma (2007) !

[okyMeHTUpaH KorHUTMBeH aecuumT no ckanata MMSE B guanasona 0 - 18 u Isaac’s Set Test < 28 3

» 3

2
3 Hespowusobpassisare (KT unu MPT), noTebpiaasallo KNMHUYHO BEpPOSTHAaTa AnarHosa “BonecT Ha AnuxaWmep
4

rlle Hanuyne Ha NpoTUBOMOKasaHusa 3a nequm% C @aHTUXONWHECTEPA3HN CPEACTBA,KOTHUTUBHUAT ,D,ed)VILLVIT MoXe ga
6bae B AuanasoHa 0 - 26 no ckanata Ha MMSE

5 Jlunca Ha n3kniouBawm Kputepum no 1. E 4

AHAMHECTWYHUTE AaHHW, KNWHUYHATA CUMNTOMAaTWKA W EBOMIOTUBHWAT XOA Ce ONUCBaT B enukpuaa C AABHOCT Ao 6 meceua npean
KaHAWAATCTBAHETO UMK B aKTyarnHa eTarnHa enukpusa
2 HeBPONCUXONOTMYHOTO M3CMeABaHE C KPATKM CKani W NOAPOGEH KOTHUTUBEH NPOchun ce NPOBEXAA 3aAbIMKUTENHO OT HEBPONOT W/UNW KIMHAYEH
[ICUXOMOT, NPUTEXABALL YAOCTOBEPEHHUE 3@ NPABOCNOCOBHOCT No “KnuHniHa Hesponcuxonorus”
® opurvHaneH UL WnK NOAMMCAHO W 3aBEPEHO KONME C AABHOCT A0 2 FOAWHM NPEAN KAHAWAATCTBAHETO. MpU NALMEHTU C TeXbK AeMEHTEeH
CMHAPOM 1 M3pA3EH! NOBEAGHUECKN HapYLLEHUA — C AABHOCT A0 5 FOANHI UM NOHE BEAHBXK NPU ANarHocTuLMpakxe Ha sabonssaHeTo
4 ynocTosepsiBa ce C NOANUC Ha CNELNanicTa B npuroxeHue 1 Ha HaCTosLLMTE KpuTepui

0. KPUTEPMM 3A MPOOBIMKABAHE HA NEYEHWE C APYIM AHTUOEMEHTHW NEKAPCTBEHW MPOOYKTWU
(MEMANTINE) (3aAbmKUTEesIHO @ HanuumueTo Ha BCUUKN KpuTepum)

MopobpseaHe, 3agbpikaHe UMu CHUKaBaHe He NoBeYe OT 4 TOUKU MO ckanata MMSE B cpaBHeHne ¢ NpeaxoAHOTO

1
vacrieaBate npean 6 meceua '

2 | Nunca Ha cTpaHMuHy echekTn U M3KNIOUBaLLYM kKpuTepu no T. E 2

T npunara ce Konue OT peulenTypHa KHWKka unu etanHa enukpusa ¢ papmakonoryeH MapLuipyT OT npocrieisBalins HeBponor ¢ orpaseHa
e(eKTUBHOCT MO KAUHWYHM NOKa3aTenu oT NpunaraHoTo feveHue
’y,u,ocmsepﬁsa ce C NoANUC Ha cneyuanucTa B NnpuinoxeHue 1 Ha HacTosALMTE KpuTepun

E. U3KNIOYBALLY KPUTEPUU (npu sanousaHe U Npy NPOALINKaBaHe Ha Ne4eHnerTo)

1, CBpPbXYYBCTBUTENHOCT KbM aKTUBHOTO BELECTBO MM HAKOE OT MOMOLLIHUTE BellecTsa
2. TexKo YyepHoApoBHO yBpexaaHe
3. CucTemHo HecnassaHe Ha neyebHaTa cxema C NpeKkbCBaHe noseye oT 3 Meceua
4. BpeMeHHOCT U nakTaums
OTroBapsi Ha KpUTEPUUTE 3a JieYeHue ¢ B IHEBHa Ao3a

N3UCKBAHUSA HA H3OK MPY MPOBEXOAHE HA NIEYEHWE HA BOJIHW C BONIECT HA ANLXAAMEP B M3BbHBONHUYHATA MOMOLL| —
B cuna ot 1 okTomepu 2015 ropguka
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NPUNOXEHWE 2
1. NEYEBHO-AMATHOCTUYEH ANMTOPUTHBM
1. JIEKAPCTBEHU MPOOYKTW, Bkniouenn B lMpunoxeHune 1 Ha MJNIC H3OK sannawa B chLoTBeTCTBME C

AeAcTBaWMTEe HOPMATUBHU OOKYMEHTHU.

2. NMOKA3AHUA U HEOBXOOWMMW MU3CIEABAHUA - cbrmacHo KkpaTkuTe XapakTepucTUKM Ha nekapcTBeHuTe
NpoAyKTU.

Ta6nuua 1

INN MKB DDD NPEOW 3ANOYBAHE* KOHTPOM***

MKK ¢ OKK, kpeaTuHuH

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

EKTI n koHcynTaums ¢ kapauvonor,
KT v MPT**

MKK ¢ AKK, kpeaTuHnH

ASAT, ALAT, kpbBHa 3axap,
RIVASTIGMINE G30.0, G30.1, G30.8 = 9mg CepyMHU enekTponuTh,

EKI™ 1 koHcynTauus ¢ kapavonor,
KT vnn MPT**

MKK ¢ AKK, kpeaTuHuH

ASAT, ALAT, kpbBHa 3axap,
MEMANTINE G30.0, G30.1, G30.8 = 20 mg CEePYMHW enekTponuTk,

EKI n koncynTaums ¢ kapavonor,
KT nnu MPT**

* onuceam ce e enukpu3a Ha 6oHus (Npu Hanuyue Ha xocnumanusayus ¢ dasHocm do 6 Meceua npedu kaHOudamcemearemo)

** npedcmassi ce opuauraneH ¢hull unu NodnucaHo U 3aéepeHo Korue ¢ 0asrHocm 0o 1 200uHa npedu kaHOudamcmeaHemo, Heobxodumocmma
om niopedHu uscnedsaHus e No NpeyeHKa Ha creyuanusupanama KoMucusi

***nepuoduyHocmma Ha rocredeauwusi nabopamopeH KOHMPOS Ce OCbluecmessa Mo rpeueHka Ha CrieyuanusupaHama KOMUCUS &
chomeemcmeaue C KMUHUYHUMe UHOUKayuu

Il. OBLLUU N3NCKBAHUA

1. B3pacToBaTa rpaHMLa ce W34NCrsiBa B HABbPLUSHN FOAWHM - T.€. BKIIOYUTENHO KbM AaTata Ha usjasaHe Ha NpoToKona oT
crieLmanusMpaHaTa KoM1cus.

2. MNpu HazHauaBaHe Ha Tepanus Mo NPOTOKON 3aAbIKATENHO ce CbobpassBaT Bb3PACTOBUTE OrpaHUYeHUs!, CbINlacHo KpaTkaTta
XapaKTepuCTMKa Ha CbOTBETHUS NeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JMXM.

3. H30K He 3annawia neveHue n3BbH ykasaHaTa Bb3pacToBa rpaHuLa B kparkaTta xapaktepucTuka Ha npoaykra.

4. H30K He 3annaia neyeHve ¢ 403n Haj MakCUMarlHo paspeLLeHnTe No kpaTka xapakTepucTvka Ha npoaykTa.

5. B cnyuyail Ha HacTbNWUna NoAosvpaHa HexenaHa nekapcTBeHa peakuwsi, nekapsT yseaomsisa WA no pepa Ha un. 183 ot
3MIMXM. Konve oT cboblLUeHneTo ce npuriara kbM MeauLnHckaTa gokymeHTtauma Ha 30J1 npu kaHAnAATCTBaHE 3a neveHune.

6. KOMUCUATA, uzpana npotokona Ha 3OJ1, cbxpaHsiBa BTOpPU eK3EMMIAP Ha MPOTOKONAa M BCUYKM HeoBxoaumu
AOKYMEHTU 3a U3gaBaHeTo My.

Hacmosiwume u3uckeaHusi ca paspabomeHu Ha OcHosaHue yi. 56 om HayuowaneH pamkos 002060p 3a meduyuHcKume
deliHocmu 3a 2015 200una (06H., B, 6p. 6 om 23.01.2015 2.) u enusam & cuna om 1 okmomepu 2015 2., cbenacHo un. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycrosusima u peda 3a 3anfiawane Ha nekapcmenu npodykmu 1o un. 262, an. 6, m. 1 om
3aKoHa 3a nekapcmeeHume rpodyKmu 6 XymaHHama meduyuHa, Ha MeOUUUHCKU u3denusi u  OuemuyHU Xpaxu 3a crieyuanHu
meduyuHeku yenu (o6H., [B, 6p. 31 om 2007 2.).

W3NCKBAHMS HA H30K MPU NPOBEXIAHE HA NEYEHWE HA BOJHU C BONECT HA ANILXAAMEP B W3BBHBONHUYHATA NMOMOLL —
B cuna oT 1 oktomspw 2015 roguHa




