1. HME HA JEKAPCTBEHMS IPOAYKT

Kpamxa xapaxmepiucimuKka H8 npogykma  Ipuaomerue 1
-
o pon .. AOALS 0L

PaspeuwweHue N 7 o
somame. T4 DAY

[Tupauneram HancoH 1200 mg dunmupanu rabnetku
Piracetam Danhson 1200 mg film-coated tablets

2. KAYECTBEH H KOJIHYECTBEH CBCTAB
Enna ¢punmupana tabnerka ceappxka 1200 mg nupaueram (piracetam).

[ToMOLIHM BELIECTRA ¢ U3BECTHO ACHCTBME: NAKTO3a MOHOXHUApAT.
3a MTbJIHUA CIMHUCHK Ha TTOMOLIHUTE BELIeCTRBA BHKTe Tovka 6.1].

3. JIEKAPCTBEHA ©®OPMA

benu 1o noutu Oenw, NpoabAroBaT, GUIMHpaHU TableTkHU C elInTeNnHa YepTa OT ABETE CTPaHH, C
pasMepH: ObDKHHA - 22,3 mm, WIHpoyrHa - 8,9 mm, BUcouuHa - 7,2 mm.

4, KIHMHHYHA JAHHHU

4.1 TepaneBTHYHH NOKA3ZaAHHUA

Bv3pacmnu

. CUMITOMATHYHO JIEYEHHE HA MCHXOOPTraHUYEH CHHAPOM ChC CIIEIHUTE NPOABH: HAPYIUEHUS Ha
naMeTTa, HapylleHHs Ha BHHMAHHETO H JIMTICA Ha MOTHBALIMY,

. JleyeHHe Ha KOPTHKAJIEH MHOIKJIOHYC, CAMOCTOSATETHO WK B KOMOHHALIUA C APYTH JIEKapCTBa;

. JleyeHne Ha BEPTUTO M CBLP3aHUTE C HEr0 Hapyll€HHs Ha PaBHOBECHETO, C M3KIIOUEHHE HA
CBETOBBPTENK OT BA3OMOTOPEH WU NCHXHUYEH MPOU3XOM;

. [IpodunakTHka 1 peMHCHA Ha CBPHOBUIHO-KIIEThYHA BA30OKIY3HBHA KPH3a.

Heya

. JleueHre Ha AHUCIEKCHs B KOMOMHALMA C APYTH NOIXOAALIH MEPKH, KATO TOBOPHA Tepanus;

. [IpodunakTuka U peMHUCHA Ha CHPIIOBUIHO-KIIETHYHA Ba30OKIY3MBHA KPU34a.

4.2 JIo3HpOBKA H HAYIHH HA NIPHIOXKEHHE

B13pacTHM

CumnmomMamuyHo AeYeHue Ha NCUXOOP2AHUYEH CUHODOM
[IpenoprunTenna nHeBHA n03a - 2,4 1o 4,8 g, pasaeneHa Ha 2 Wi 3 npuema.

Jeuernue na muoxnonyc ¢ kopmuxanern npous3xoo

Hauanna gqHeena gosa - 7,2 g ¢ nocneaBailo nosuineHye ¢ 4,8 g Ha Bcekd 3-4 AHM 10 JOCTHraHe Ha
MAaKCHUMAaTHA JHEBHA J03a OT 24 ¢.

HHeBHaTa 1032 cieqBa 1a Obae paszeneHa Ha 2 Wink 3 rpreMa.

JleueHneTo ¢ Apyrure aHTHMHOKIIOHUYHH JIEKAPCTBEHH NPOAYKTH TpAOBA Na ce 3ama3u B CHILATA 1034,
B 3aBMCHMOCT OT NMOCTHIHAaTHA KIWHHUUYEH PE3YNTAT, A03aTa Ha APYTH TaKUBA JIEKAPCTBEHH TNPOAYKTH
TpsabBa na 6bae NOHMKEHA MPH HAJIMYHA BL3MOXKHOCT.

3anoyHaloTO JICYEHHE ¢ NupaueTaM TpabBa Aa NPOABIKH TOJKOBa ABJrO, KOJ

MLPBOHAYATIHOTO HepebpanHo 3abonsaBaHe.
[Ipy nmauMeHTH C OCTBHP €nM30A Cled M3BECTEH MepuHoad € BB3MOXKHO Ja
OJIaronpUATHO pa3BHUTHE, MOpaad KOETO Ha Bcekd 6 Meceua TpabBa Oa ce M
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NMOHHKABAHE HA 103aTa WU NpeKpaTABaHe Ha JeyeHHeTo. [loHnxkaBaHeTo Ha go3ara TpAORa Ja Obae ¢
1,2 g Ha BCEKM 1Ba IHH W Ha BCEKH TPH WM YeTHPU AHM NIPH cuHApoMa Ha Lance u Adams, ¢ 11en1 1a ce
[IpeAOTBPATH BE3MOXKHOCTTA 33 BHE3alNeH pellAUB UIIH B300OHOBSABaHE HA MPUCTBIIUTE.

Jevenue na aepmuzo
[IpenopbyuTennaTa AHEBHA 103a Bapupa ot 2,4 1o 4,8 g, pazneneHa Ha 2 unu 3 npuema.

IIpopunaxmuxa u pemucua Ha CoPROGUOHOKTEMBYHA 6A300KTYIUBHA KPU3A
[IpenopbunrennaTta npodunakTuyHa AHeBHa 1o3a € 160 mg/kg, pazneneHa B 4 paBHOMEPHHM NpHeEMa.

[IpenopbunTeHATa AHEBHA 103a ¢ Le nocTurane va peMucud € 300 mg/kg, npunoxxeHa MHTPaBE€HO3HO
1 pa3jaeieHa B 4 npHeMa.

JueBHa no3a no-Hucka ot 160 mg/kg wnu HepeAOBEH NpHeM MOXKe Ja JA0BEIE A0 PELHUAWB HA KpHU3aTa.

Heua

JTeuenue na oucnexcus 8 KoMbuHayua ¢ 2060pHA MePANUA
[1pu neua Ha BB3pacT HaJ 8 rOAWHHM K NPM KOHOLIK NPENOPBYKTENHATA AHEBHA 1032 € 3,2 g, pa3/eneHa
Ha 2 npuema.

3a npounaxmuka u pemMucs Ha CbPROBUOHOKAEMbYHA 8A300KIY3UEHA KPU3A
[TpenoprunTenHa AHEBHA 1034 3a npodunakTuka - 160 mg/kg, mpunoxeHna nepopaHo.
[IpenopbunTEiHa JHEBHA 4034 C Lie) MIOCTHraHe Ha peMucus - 300 mg/kg, npunoxkeHa MHTpPaBEHO3HO.

H3non3epaHeTo Ha JHEBHA A03a no-HUcKa oT 160 mg/kg nnu HepenoBeH ApHEM MOKE Ja IOoBeae 10
peUMINB HA KpH3aTa.

[TupauleTaM MOXe 11a ce nmpunara Ipy eua Ha 3 ¥ roseue roJuHH, CTpajalliy OT ChpNOBUAHOKIETbYHA
aHEMHd B MPENOPBUUTEIHUTE AHEBHHM O03H (B mg/kg). ITupaiieraM € npunaraHd np# orpaHideH Opoi
Ieua Ha Bb3pacT OT | A0 3 roauHu.

Crapyecka Bb3pacT
Ilpu nauMeHTH B CTapYyecKa BB3PACT ¢ HapylucHa ObOpeuHa QyHKLMA Ce npenopbyBa afanTHpaHe Ha

no3ara (Bx. no-gony ,,IlaneHTH ¢ 660peyHn HapyLieHHA ™).
[IpoaBmKHTENHOTO JICUeHHE NPU NALKEHTH B CTApPYECKa Bb3pAcT M3HUCKBA NMEPHOAMYEH KOHTPOA Ha
KpEeaTHHHHOBUS KIIMPBHC C OIied afanTHpaHe Ha 103ara NpH HeoOX0OUMOCT.

[laupenty ¢ 6OpeydHo yBpexaaHe
Heobxogumo e MHAMBUAYANM3MpaHe HAa AHEBHATA 1033 B 3aBUCHMMOCT OT OnOpeuHara QyHKUM.

[Ipunosxkenata tabnuua cnegsa ga 6bAe U3nMon3BaHa ¢ LieJ aganTHpaHe HA J03aTa. 3a HEHHOTO
npusiaraHe € HeobxoauMo Aa ¢e onpeneny KpeaTHHMHOBUAT KiupbHE (CLer) ra nanuvenTa 8 ml/min.
KpeatunuHoBusaT xiaupbHC (CLcr) B ml/min Moxe na ce onpenend OT CTOMHOCTHTE Ha CEPYMHHS
KpeaTHHHH (mg/dl), kaTro ce U3non3Ba cneaHaTa dhopMyna.

[ 140 — BBb3pacrtra (eodunu) X ternoro (kg)]

CLer (MU/MIN) = e e e
72 X cepyMeH KpeaTHHuH (mg/dl)

1



PR
! il

i " j J’,‘-;,-'.i E.f*—‘: ?‘ﬁ*“ e
g P
I'pyna KpeaTuHHHOB Jo3a H YecTOTA HA NPHJIOKEHHE
KJAHPBHC
Hopma > 80 ml/min ObuuaiiHa JHEBHA 1033, pa3aeneHa Ha 2 110 4
npuemMa
Jleka 50 -79 ml/min | 2/3 ot obWuaiHaTa IHEBHA 1034, pa3fiesieHa Ha 2
WIH 3 IpueMa
YMepeHa 30 - 49 ml/min | 1/3 or obuyaiiHaTa JHERHA J03a, pa3aelcHa Ha 2
npHemMa
Texka < 30 ml/mmn 1/6 ot obuuaiiHaTa NHERHA 034, NMPRIOKEHA
¢JIHOKPATHO ‘
TepMmunanes cranuii Ha - [TpunoxeHHETO € NPOTHROMOKAZAHO
6nOpeuHa HEJOCTATHUHOCT

[laueHTH ¢ YepHONPOOHO YBpEKAaHe

[lpyu nauneHTy ¢ YepHOAPOOHO YBpEKAAHE HE ce Hanara afanTHpaHe Ha qoiara.
KopurupaHe Ha A03aTa ce NnpenopbyuBa fpH NnaL4eHTH ¢ YHepHOApoOHO U O1OpeuHo yBpexaaHe (BX. no-

rope ,,[launenTtu ¢ 060peyHO yBpexIaHe ).

HauyuH Ha npuioxkeHue

TabneTkure ce MpHEMaT 1pe3 yCTaTa, HC34dBHCUMO OT BPCMETO Ha XPaHCHC.
HH&BHHTB A03a cenea na ¢ npHeMa e Aea 10 HETHPH PABHOMECDHH TIpHEMA.

4.3 IlporuBomoxazanus

. CBPBXYYBCTBHUTEIHOCT KBbM MHpALETaM, APYrd NUPOANAOHOBH NPOH3BOAHH HJIM KBM HAKOE OT
MOMOILIHHUTE BELIECTBA, N30poeHH B Touka 6.1,

. LepebpanHa xeMoparus;

. TepMHHasIHA OBbOpeyvHa HeJOCTAThYHOCT;

. Xopes Ha XBbHTUHITHH.

4.4 CroeuHAJHH TpeIYNpeXKIeHEA W Npeala3HH MEPKH NPH ynorpebda

E¢exTn BEpXY arperauusara Ha TpoMOOUUTHTE
[lopanoy edekTH Ha NUpaLeTaM BBPXY arperaupmara Ha TpombouuTHTE (BXK. TOUKa 5.1) ce npenopbuBa

NPWIOKEHHUETO Ha TNPOJAYKTA [a CTABa C NOBULICHO BHUMAHHWE ITPH NALHEHTH ¢ MACHBEH KPBLBOHW3JIHE,
TAKHBA C MOBULLEH PUCK OT KbpBEHE (Hanp. ¢bC CTOMALIHO-YPEBHA A3Ba), ¢ HAPYILIEHUA Ha XEMOCTA3aTa,
MAlMEHTH C AHAMHE3a 33 XEMOPAaruueH HHCYAT, CAEd TOJIEMH XMPYPTHYHH HHTepPBEHLHU (BKIL.
NEeHTaTHA XHPYPTrUg), KaKTO M NMPH NALUKUEHTH, KOWTO MPUEMAT AHTHUKOAryJaHTH WIH TPOMOOLMTHH
AHTHATPEraHTH (BKJ1. HUCKA [03a alCTHICATUIIMIIOBA KHCEIHHA).

b1rbpeyHa HeTOCTATHYHOCT
[TupaueraM ce enuMUHMpa upes ObOpeLUTE, NOpaaM KOETO C€ HIUCKBA TMOBULUEHO BHWMaHHE NpH

nauMeHTH ¢ 6BOpeyHa HeaocTaThYHOCT (BXK. TOUKa 4.2).

Crapuyecka BL3pacT
[Ipy DpoABILKUTENIHO NleYeHHE C€ H3UCKBA PEAOBHO OLIEHABAHE HA KPEaTMHHHOBMA KIHMPBHC C LEJ

ajanTUpaHe Ha 103aTa IPH HEOOXOAUMOCT (BXK. TOYKa 4.2).

[IpexbcBaHE HA JEUEHHUETO
IIpu nanyeHTH ¢ MHOKIOHYC TpAORa na ce W3bArea pa3ko NpekbCcBaHe Ha JICUEHH

MOX€E Ia Npedu3BHKa HEOYAKBAH PEUMIMB Ha 3adonsBaHETO MM BBL30OHOBAB
(abCTHHEHTHH NIPUCTBITH).
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CHbpHoOBUAHOKIETEYHA aHEMHUA
Ilpy nmaumeHTH CBC CHPMOBUAHOKIETHYHA AHEMHA TIPHJIOXKEHMETO Ha AHEBHA nma No-HHUCKa OT

160 mg/kg Moxke 1a NpOBOKHpa pEUMANB Ha KpH3arTa.

4.5 B3anMogeilicTBHE ¢ JPYTrH JIeKAPCTBEHH NPOAYKTH H APYrH qjﬂpmn HA Baanmoneiicfnne

THpeorIHH XOPMOHHU
[Tpu enHOBpeMeHEH NMpHEM Ha NMHpaneTaMm ¢ TUpeouIHH XopMoHH (T3 + Ts) ce crobluasa 3a nogsa Ha

OGLPI{HHDCT, pa3apa3HUTEITHOCT H CMYHICHHA B CHHAL.

ALIEHOKYMapOos
IlaHHWTE OT €JUHHYHO-CIANO KIHHHYHO M3IHTBAHE MPH MALMEHTH C TEXKA pEUUAUBUpaAllA BEHO3HA

Tpom003a, NupalleTaM, NPUIOKEH B A03a 9,6 g IHEBHO, HE MPOMEHA pa3Mepa Ha J03UTe all€HOKYMapo,

HeoOXOoaMMHU 32 DocTHrHe cToiHocTH Ha INR 2,5-3.5.
B cpaBHeHHMe ¢ edexTa Ha aLEHOKYMApPOJ, NMPHIOKEH CaMOCTOATENHO, IPpHOABAHETO HA NUPALIETAM B

JAHEBHa 1034 9,6 g BOJIM A0 3HAYMTEITHO [TOHKEHHE arperauusaTa Ha TpoMOoLUHTHTE, OCBOOOKIABAHETO
Ha OeTa-TpoMOornoOynuH, ctofHOCTHTE Ha pubpuHoreHa H daxkropure Ha Bunedpaug (VIII: C; VIII:
vW: Ag; VIII: vW: RCo), KakT0O ¥ Ha BUCKO3HTETA Ha LA1aTa KPBB U IUTa3Mara.

PapMaKOKHHETHYHH B3aUMOISHCTBUA
[ToTeHIIHaNBT 33 AeKapCTBEHH B3aMMOAEiiCTBUA, BOJELl A0 NMPOMEHH BLB (papMaKOKHHETHKATa Ha
NUpaLeTaM ce ouakpa Aa ObJe HUCHK, ThH Karo npubnusnrentHo 90% OT npueTara 40324 MUPALIETAM Ce

OTACJIA B YPHHATa KaTO HEINPOMECHCHO JICKAPCTBO.

In vitro, nupaneraM He HHXHOHpa YoBeLIKUTE YepHOAPOOHHU uuroxpoM P450 nzoensumu CYP 1A2,
2B6, 2C8, 2C9, 2C19, 2D6, 2E1 1 4A9/11 npu koHitleHTpauuH ot 142,426 u | 422 pg/ml.

[Tpu xoHueHTpauuu oT 1422 ug/ml e Habmonasad MUHHUMaNeH WHXUOWPaILl ePeKT BLPXY AKTHBHOCTTA
Ha CYP 2A6 (21%) u 3A4/5 (11%). Bunpeku ToBa, ¢cTOHHOCTHTE Ha Ki 3a HHXHOMpaHe Ha Te3u JBe
CYP uzodopMH BepoATHO 3HaAUMMO HaJBHIIaBaT 1422 pg/ml. Te3anm naHHM couar, ye MeTabDONUTHO

B3aUMOJIENCTBHE Ha MUpalcTaM C APYyr'd JICKApPCTBCHH NMPpOAYKTH € MAJIKO BEPOATHO.

AHTHENMHWIESNTHLIM

[TupateraM, npunoxeH B AHeBHa 103a 20 g B NpoAB/DKEHUE HAa 4 CEAMHULIM He OKa3Ba BIUSHHE BBHPXY
MAKCHMAIHUTE W MHHHMAJIHUTE TIUIa3MEHU KOHLEHTPALUMH Ha aHTHeNWIeNTHYHHUTE JIEKAPCTRA
(kapbamazenuH, ¢eHuToHH, deHobapOUTAT M BaNNpoOEBa KMCEJIMHA) NPH MALMEHTH C eluiencus,

IMpUEMaAILH MOCTOAHHHA J03H.

AJKOXO0J
EnHOBpeMEHHOTO MPHIIOKEHHE C ANKOXOM He OKa3dBa e(eKT BBPXY CEePYMHHTE KOHLEHTpPALUHMH Ha
NUpALIETAM, KaKTO M KOHLCHTPALIMHUTE Ha aJIKOXOJ He C€ MPOMEHAT CJIeA NMEPOPAnHO NPUIOKEHHE Ha

nydpaueTam 8 103a ot 1,6 g.

4.6 @Peprunurtert, OpeMeHHOCT H KhpPMEHE

bpeMeHHOCT

Hama noctareyHo AaHHHM 3a ynoTpeda Ha nupaietaM Ipu OpeMeHHH XKEeHH.

JaHHWTE OT NPOY4YBaHHA BHPXY KHBOTHM HE IMOKA3BAT AMPEKTEH WIH UHIMPEKTEH YBpexaawl ehexT
BLPXY OpeMeHHocTTa, eMOpuo/deTanHOTO pa3sBUTHE, PAXKAAHETO WIH MOCTHATAIHOTO Pa3’BUTHE (BXK.
TOUKa 5.3).

[TupalieTaM npeMHHaBa Nnpe3 mnaueHTapHata bapuepa. CTORHOCTUTE HA 1a3MeHHTe mlig_empauun




KbpMeHe

[Inpaueram ce eKCKpeTHpa B KbpMaTa IMpH Xopa, Nopaau KoeTo He TpadBa Aa ce U3NOA3Ba B Nepuola
Ha KbPMEHE WIH KbpMeHeTo TpsiOBa Aa Obje NMpeKpaTeHo 3a NepHoa Ha JleYeHHE ¢ TTHpaLIETaM.

HeoOxooumo e na Obae B3eTo OOOCHOBAHO pelleHME 3a NPEKpaTIBaHE HAa KbPMEHETO WIH
IIPEYCTAHOBABAHE HA JIEYEHHETO C TMpALIETAM, KaTO CE B3EME NTPEABUA 110J13aTa OT KbPMEHETO 33 AETETO
WY N0J13aTa OT TepanuATa 3a Mankara.

DepTUANTET
HstiMa naHHH OTHOCHO e(eKTHTE Ha MHpalleTaM BbpXY (PEepTHUIIUTETA TIPH XOpa.

4.7 EdekTn Bbpxy cnoco0HocTTA 32 modHpane H padora ¢ MAIDUAAA

Hskou oT HexkenaHuTe peakuws, HabmogaBadH npu ynorpeba Ha THpaueTaMm, MOraT Aa OKaxar
BJIHAHHE BBPXY CMOCOOHOCTTA 3a wodupane v pabota ¢ MalIMHHU, KOETO CielBa Aa ObAe B3eTO NOJ

BHUMaHHE.
4.8 Hexenanu JjexkapcTBeHH peaklHA

HanvunauTe aaHHU 3a npoduia Ha 6e30MacHOCT Ha NHMPALETaM ¢a NOJYYEHH OT NpOBeAEHH ABOHHO-
CJIeny, IU1anedo-KOHTPOJMPAHU KIMHWYHUH WIH dapMakoiiorMyHu npoyusaHus (B3etH or UCB
Documentation Data Bank, roun 1997r.). Cruivte BratousaT noeeve or 3000 nailpeHTH npHeMany
nHpaLeTaM, He3aBHCHMO OT MIOKa3aHMATA, A030Bata (popMa, AHEBHATa 032 WIM IMOMYJIALHOHHHTE
XapakTepHCTHKH.

Hexxenanure nexkapcTBeHH peakLiMM HabnlonaBaHH MO BpeMe Ha KIMHHYHHUTE MPOYUYBaHHA W
NOKNaJBaHH OT NOCTMAapPKeTHHIOBHA MEPHOA ca KIacHPUUHMpaHH MO CHCTEMO-OPTaHHH KNacoBe H IO
yecToTa. ClieAHaTa TEepMHUHOJIONHA € OMna U3noA3BaHa IMTPH Kiack(pHIIMpaHeTO Ha HeXKeTaHUTE peakLdu
10 OTHOINEHME Ha TAXHATa YecToTa: MHOro vect (>1/10), yvectu (>1/100 no <1/10), HeuecTu (>1/1000
no <1/100), peaxu (>1/10000 no <1/1000), MHOrO peakn (<1/10000), c Hen3BecTHa YecTOTa (YECcTOTAaTA

He MoJxce fa Obae onpeaciacHa OT HATMYHHATE J_'laHHH).

JIaHHHUTE OT NMOCTMAPKETHHIOBHA OMHT €A HEJOCTATBhYHH, 33 Aa Ce MOJKPErNH U3UMCIIeHaTa YeCcToTa B
TPETHPAHATA 1OITyJIaLUA.

Hapymenus #Ha kxpb8TA H AAMPHATA CHCTEMA
C Hen3BeCTHa 4eCcTOoTa: XeMOparuiHu HapylueHUs

Hapyimenus Ha HMYHHATA CHCTEMA
C HeusBecTHa YecToTa: aHAMHUIAKTOMIHN PAKLIMH, CEPLXYYBCTBUTETHOCT

IIcHXHYHH HAPYWIECHHSA
YecTu: HepBHOCT

Heuectu: JdeITpeCcHA .
C Heu3BeCTHA YecToTa: B'b?.ﬁy,ﬂa, TPCBOXKHOCT, Uﬁ'bpl{aHOCT, XAJIKOLHHAILIUHA

HapymeHAn HA HepBHATA CHCTEMA

YecTH: XHNEPKHHE3HA

HedecTH: COMHOIIEHTHOCT

C HeMn3BeCTHa 4ecTOTa: ATAKCHA, HAPYLIEHO PABHOBECHE, BOIIABAHE HA €MNUNENcUATa, rinasobdonue,

S T
0e3ChHHE 2.

Hapyiuenus HA YX0TO H JIaOHpuHTA
C HeW3BECTHA YECTOTA: BEPTUTD

CTOMARIMHO-"IPEeBHH HAPYIIICHHS
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C »wen3BecTHa yecTOTa: OONKa B obnacTra Ha kopema, 60ka B mpHaTa YacCT HA KOpema, nuapuﬂ raﬂene
NOBPBIIAHE

Hapymenns Ha KOXKATA H NOAKOKHRATA THKAH
C HeH3BeCTHA 4eCTOTa: dHTHOHEBPOTHYEH OTOK, A€pPMaTHT, NPYPHUTYC, YPTHKapuA

O0IH HApYIeHHA H eeKTH HA MACTOTO HA NPHJIOKEHHE
HeyecTH: acTeHUS

Hichenpanuga
YecTH: MOBUILIABAHE HA TErTOTO

CoobliiapaHe Ha MOJO3HUPAHU HEXKENAHH DEAKLIUN

C1o01aBaHeTo Ha NOAO3HPAHN HEXETAHHM PEAKLUH Cle/l pa3pelliaBaHe 3a ynoTpeda Ha JIeKapCTBeHUS
NPoAYKT € BaxkHO. ToBa no3BoMABa Aa NMPOABLIHKH HabMOJEHHETO Ha CHOTHOLUEHHETO MON33a/PUCK 32
JA€KapcTBEHHA NPoAYKT. OT MEIULIMHCKUTE CNIELIMATMCTH C€ HW3UCKBA J1a ChoOIIaBaT BCsAKa MOg03MpaHa
HEXEJlaHa peakLus ypes:

M3nbnHuTERHA areHUMsA 10 JeKapeTBaTa

yn. ,,Jdamad ['pyes™ Ne 8

1303 Cocpus

Ten.: + 359 2 8903417

yebcaiT: www.bda.bg

4.9 IIpeao3npane

CHMIITOMH
He ca HabGmonaBaHH JOITbJIHUTENIHH HEXKENaHH ChOMTHA, KOHKPETHO CBBP3aHH ¢ MNpelo3HpaHe C

UpaLeETaM.

Haii-yMcokara npuera nepopaiHa 034, IPU KOATO € JOKI4aJBAHO Npeao3UpaHe ¢ nupaleraMm e 73 g.
KbpBaBata quapus c 6onxu B 0bnacrra Ha KopeMa Hail-BepOATHO € CBbp3aHa ¢ U3KJIIOYUTETHO BUCOKATA

n03a copOHUTON, ChABPAKALL CE B U3MOJI3BAHATA JIeKapcTBeHa ¢opma.

MepkH

ITpu ocTpo, 3HaAYHUMO Npeao3upaHe € HeoOXOaAUMO H3Npa3BaHe Ha CTOMaxa 4Ypes CTOMalllHA IPOMHBKA
WIM IIpeau3BHKBaHe Ha moBpbliaHe. He e wu3BecTeH cneuum¢puueH aHTHIOT. JledeHHero Ha
NPENO3UPAHETO € CHMNTOMATHYHO, KaTO MOXKE Ja BKAO4YBA M Xemoauanusa. EexTnBHOCTTA Ha

OTAeN4HE Ha MUpatieTaM npH ananuza € 30 go 60%.

5. ®OAPMAKOJOI'MYHHU CBOUCTBA

3.1 @apmMakoJIHEAMHYHH CBOHCTBA

dapmakoTepaneBTHYHa rpyna: Jpyry ICHXOCTHMYJIAHTH H HoanﬂnﬁH cpeacTea
ATC koa: NO6BX03

[Iupanetam € nHpoAUAOH (2-OKcoO-1-NMUpPOTMAWHALIETAMMI), HUKIHYHO [POM3BOAHO Ha TraMa-
aMMHOMacJsieHaTa kucenHHa (GABA).

MexaHu3bM Ha JEACTBHE
OT HANMYHHKTE JaHHH Ce NMPpEANnoaara, Y€ OCHOBHMAT MEXAHH3BM Ha ACHCTBUE HA NHpaLleTa

KJI€TBbYEH, HHTO OpPraHOCNEeUMPHYEH.

3aBHCHM W NpeIu3BMKBA BBh3CTAHOBABAHE Ha MeMOpaHHara JlaMmenapHa cmym*_ypa
oOpa3yBa MOABIKEH JEKAPCTBO-POCPOIHITHICH KOMIMAeKC. BepoATHO no To3M Me
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nogobpsaBa yCTOWYMBOCTTA Ha MeMOpaHaTa W BB3MOXKHOCTTA Ha MeMOpaHHHUTE ¥ TpaHcMeMOpaHHA
MPOTEHHHU A2 MOAABPIKAT U BBL3CTAHOBABAT TPHMU3IMEPHATa CH CTPYKTYpa M/IH OI'bBAaHETO, KOMTO ca
BaXKHH, 33 A4 ¢e NoANbPXa eeXThT HM.

PapMaKONnorMiHu eqekTH
[TupaueTam npUTEXkKaBa HEBPOHATHH U CBAOBH €(eKTH.

Heeponannu egpexmu
EKcriepUMeHTaTHO € YCTaAHOBEHO, Y€ NMHpaueTaM noaocbpasa NpoLECHTE Ha HEBPOTPAHCMHUCHS, OCHOBHO
ype3 NMNOCTCHHANTHYHO MOJENTHpaHe Ha pelienToOpHAaTa IUTbTHOCT U aKTUBHOCT. o

[TupaneraM nonodpasa NO3HaBATENHUTE NPOLIECH KAaTo 0DyUueHHe, MaMeT, BHUMAHUE U Cb3HAHHUE, KAKTO
NpU 3JpaBM WHAMBHUAHW, Taka U NPH CbCTOSHHUA HAa HEIOCTAaTBYHOCT, O€3 Ja BOAM OO celauMsa W
ICUXOCTHMYIHUPALIH edEeKTH.

[TupayeraM 3anasBa M Bb3CTAHOBSABa NO3HABATENHHTE CNOCOOHOCTH CAEl YBPEXKAAHUA Ha IJIABHMS
MO3BK, Hamp. BCJIEACTBHE HA XHIIOKCUA, HHTOKCHKALNA H CJIE[ €NIEKTPOKOHBYJICHBHA Teparnus.

HPE,IIOTBPHTHBH IMMPOMCHHUTC B MO3bYHATA q)'y'HKI.[lfIﬂ IIPH XHITOKCHA.

Cvoo6u echexmu
[Tupaueram yBenHuYaBa IUTACTHYHOCTTA HA €PUTPOLIMTHTE, HAMANABA arperauusaTa Ha TpOMOOLIMTHTe,
CpPUTPOLIMTHATA CBHAOBA anXe3HA M KaNWIAPHHUA Ba3OCNa3bM, B PE3YATAT Ha KOETO OKa3Ba H3paicH

XEMOPEONoruyeH edekT:

. Edexty BbpXY epUTPOLIMTHTE
Ilpu nauueHTH CbC CHPNOBHAHOKIETbYHA aHEMHA rNoacbpsBa €1aCTUYHOCTTA HAa EPUTPOLIMTHATA
MeMOpaHa, HaMaJIAiBa BUCKO3MTETA HA KPBBTA W Npeanasea oT oOpasyBaHe Ha GopMaLyH.

. Edextd BbpXy TpoMOOLUTHTE

JaHHH OT OTKPHUTH KIWHHYHHA M3NUTBAHMA [P 37paBy AOOPOBOJILUM M TIPH NMaLMeHTH ¢ deHOMeHa Ha
Raynaud couart, 4ye NpUIOXKEHHETO HA MUpaleTaM BbB BHCOKH A03H (12 g) BOAM N0 03a-3aBUCHUMO
HaManeHue Ha QYHKUMHUTE HAa TPOMOOLMTHTE B cpaBHEHHE ¢ 0a30BUTE CTOHHOCTH (TecT 3a arperaius
nHayuupaHa ot ADP, konaren, enHepuH 1 ocBoOoxkaaBaHe Ha Oeta-T(G), 6e3 3HAUHTENHH TPOMEHH
B Opos Ha TpoMbouuTHTe. B Te3u M3NUTBAHUA MUpaLleTaM YIRDKABA BpEMETO Ha KbPBEHE.

. EdexTH BbpXYy KPBBOHOCHHTE CHJIOBE
HMuxnbupa BazocnazmMa U NMPOTHBOJAEHCTBA Ha edeKTUTE Ha criasMOreHHuTe BemlecTBa. He okasma

BA30/MNaTHpaLLO ACHCTBUE U He NpeIH3BUKBa (eHOMEHA Ha ,,0THEMAaHe", He MOBIUABA KPbBOTOKA, HE
[PUTEXKABA XHIIOTEH3UBEH €EKT.

IIpu 3apaBsu nobposonim nupaleTaM HaMalIsBa aIXE3UATA Ha EPUTPOLIMTUTE KbM ChIOBHUSA EHAOTEN H
OKa3Ba TIPAKO CTUMYIIHPALLO ACHCTBHE BbPXY CHHTE3a HA NPOCTALMKIMHY B 3XpaBUs €HIOTE.

. EdexTn BbpXy GaKTOPHTE Ha KPBHBOCHCHPBAHE

ITpu 3apasu D0OpOBONLIM MHUpaLIETaM, NPUIOKEH B JHEBHA A03a OT 9,6 g, HaMaJigBa IU1a3sMeHHUTE HHBA
Ha (puOpuHoreH u dakropure Ha Bunebpana (VIII : C; VIII : R : AG; VIII : R: vW) ¢ 30 no 40%, B
CpaBHEHHE C U3XOOHUTE CTORHOCTH, H YBENIHYABA BPEMETO HA KbDBEHE.

ITpu natMeHTH ¢ bPBUYEH WK BTOpUYEH peHOMEH Ha Raynaud nupaieram, npwiarad B AHEBHA 1034
8 g B mpogb/keHHe Ha 6 Meceua, HaMansBa IUTa3sMEeHHTe HuBa Ha ¢uOpuHoreH W daxropure Ha
Buneopana (VIII : C; VIII R : AG; VII R : vW (RCF)) ¢ 30 no 40%, namansBa BUCKO3UTETA HA
IU1a3MaTa UM yBelH4YaBa BpeMeTO Ha KbpBeHe. [laHHM OT Apyrd NpoyyBaHHA COYaT 3a OTCHCTBHE Ha
CTATHCTHYECKH 3HAUYMMa pa3jiMKa MEXIY NUpaueTaM, MPUNoKeH B JIHEeBHa Oo3a 12 g, Lynaueﬁﬂ i
OTHOLLIEHHE Ha eDeKTHTE BPEPXY NNOKAa3aTENIHTE Ha XeMOCTA3aTa H BPEMETO Ha KhpBEHE. '3“” 0

3.2 PapMAKOKHHETHYHH CBOHCTBA

Abcopbius




[Inpaueram ce pezopbupa Obp30 U MBJAHO CNAEel NEPOPATTHO MPHUIIOKEHHE, KATO MAKCUMAJTHHU TLTa3MEHH
KOHLEHTpauuu ce AocTHrar 1 yac cnea mpueM Ha ragHo. buonannWyHocTra cnex nmepopanHo
npunoxeHue e noyTH 100%.

XpaHaTta He oka3Ba edeKT BupXy creftleHTa Ha abcopbrms, Ho HaManaBa cToHocTHTE HA Chrax C OKOJIO
17% u yBenuyara Te3M Ha tma 0T 1 g0 1,5 yaca.

CTOMHOCTUTE HA MaKCHMAJIHWTE TUIa3MEHH KOHUEHTpAllHHM CJIEA NpunaraHe Ha eIHOKpaTHA Jo03a OT
3,2 g ¥ clie MPUITOKEHHE Ha ChLUATa 103a TPH ITbTH AHEBHO ca cbOTBETHO 84 ng/mlu 115 pg/ml,

Paznpenenenue * :
[IupaueraM He ce CBBbp3Ba C NJa3MEHHTE NMPOTeuHU, a 00eMBbT Ha pasnpeaeeHue € NpHOJIUIHTENHO
0,6 kg, [IpemnHaBa xpeBHO-MO3bUHATA Dapuepa, KAaTo Cllel HHTPABEHO3HO MPUIOKEHHE Ce OTKPUBA B
HepeOpOCIIHHAIHATA TEYHOCT, @ BPEMETO 3a IOCTUraHE HA MAKCHMATIHH KOHLICHTpalUHH € 5 yaca cien
npueMa. ETMMUHALIMOHHUAT NOJIY>KUBOT € 0KOJIo 8,5 vaca.

ExcnepyMeHTaAIHM JaHHH [pH JKUBOTHH [10Ka3BaT, Y€ Hal-BUCOKH TbKAHHHM KOHLEHTpalMM Ha
N4paleTaM ce JOCTUrar B UepeOpaiHHA KOpTeKC ((pOoHTaNeH, NapveTanedH W OKLUMNHTAIEH AA1), B
KOpaTa Ha MalIKUA MO3BK U Da3anHUTE raHrJIuH.

[Inpaueram augy3dpa B NOYTH BCHYKM TBKAHW C H3KIKOYMEHHE HA MacTHaTa ThKaH. IlpemunHaBa
nialeHTapHaTta 6apHepa u epuTpouTHaTa MeMOpaHa B OT/IETHH Cy4aH.

buoTtpanchopmalms
B yoBelikus OpraHM3bM NHPaLETaAM HE ce MeTalonH3Hpa, KOeTo JaBa O0ACHEHHE 3a YABJDKEHHUSA
OMY>XHBOT FIPH NAaLMEHTH C aHYPHA H 32 BUCOKOTO MY ChAbP)KaHHE B YPHHATA.

EnuMHUHHpaHe
Cnen nepopanHo NPWIOKEHHE ILTa3MEHUAT [OJNYKUBOT MPH BBLIPACTHH € OKOJIo S5 yaca. OOwmdr

TesnieceH KIMpbHE € 80 — 90 ml/min. Exckpernpa ce ocHOBHO nocpeiCTBOM IJIOMEPY/AHa (UITpaLHuA,
KaTo M0 TO3W HAaYHMH OT OpraHu3Ma ce eiMMUHHpart ¢ ypuHaTta 80 — 100% ot npuioxeHara 103a.

JInHeHOCT/HeNUHEHHOCT

[Iupaneram UMa NUHEHHA KHHETHKA U HHUCKAa WHTEPUHIUBWIYA/THAa BapHaOWIHOCT B LUHPOK J1030B
auanaszoH — 0,8-12 g. ENMMHUHALMOHHHAT NMONY>KHBOT U KAHPBHCHT HE CE€ NPOMEHAT B 3aBHCHMOCT OT
n03ara U NPOABLIDKUTETHOCTTA Ha JICUEHHETO,

CrneunduyuHy nonynaiuu

Hon
B npoyuBaHe 3a noka3zBaHe Ha OMOEKBHUBAJICHTHOCT, B KOETO Ce€ CPaBHABAT Pa3THYHU NPOAYKTH,

MPHAOKEHH B R0o3a OT 2,4 g, € YCTAHOBEHO, Y€ CTOMHOCTHTE HAa OCHOBHHWTE (PAapMaKOKHHETHYHM
noka3ateiu (Cnax U AUC) ca npubausurento 30% no-BUCOKHM NPH KEHHU, AOKATO CTOMHOCTUTE Ha
KJAMPDBHCA B 3daBUCUMOCT OT TEJIECHOTO TErJIO Ca CPABHUMM TIPH MBbXKE H XKEHH.,

Paca
HsMa gaHHH 3a pacOBH pa3znuyld BB PapMaKOKHHETHYHOTO NOBEIeHHe Ha nupaLeTaM.

Cmapuecka ev3pacm
EAMMUHALUOHHHUAT NOMY>KHBOT € YABJ/DKEH, KOETO € CBbpP3aHO ¢ 00W4ailHO HaManeHaTa 6nOpeuHa

¢$yHKILMSA NpH Ta3H Nomynauus (BX. TouKa 4.2).

Heouampuwna nonyaayus
Hsma gaHHH OT papMaKOKMHETHUHM MpOYyYBaHUs B Ta3H BL3PacTOBa Irpyna.

|-.._' ; “{p}

Vepeoena bvbpeuna gpyrxyus
gn :lme're ﬁ ﬂ

KJTHP'LHC'LT Hd NNHpalcTaM KOpCJlIHpa CbC CTOHHOCTHTE HA KpCAaTHHHHOBHA KIIMPBHC, IO

CTOMHOCTHTE Ha KPpEATUHUHOBHA KIHWPBHC (BXK.TouKa 4.2).
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[Tpy nauueHTH ¢ TepMuHaIHa 6L0peuna HeZOCTaTBYHOCT M aHYPHS €THMHHALIMOHHMAT NONYKUBOT Ce
yabibkaea 1o 59 yaca. I1pu 4-uacoBa ananuza, ppakunoHHO ce otaenar okono 50-60% ot npunoxkeHara

no3a.
Yepedena weprnodpobna Qynryun

EdexktuTe Ha HapyuieHata udepHoApoOHa (yHKUMA BBPXY (AapMaKOKMHETUUYHOTO MNMOBEAEHHE Ha
ndpaneraM He ca npoydenu. [lupaueram He ce Metabonusupa B uepHus apo6, a. 80-100% or

MPUIIOKEHATa J03a C€ eNHMHHYpa ¢ YpHHaTa B HernpoMeHeH BuA. Hapywenusta B yepHoapoOHaTa
G YHKIIHA He clleaBa fa OKa3BaT KIMHHYHO pefieBaHTeH e(EKT BbpXY SMUMHUHUPAHETO Ha NMypaleTaM.

3.3 IlpeaKIHHHYHH JaHHHE 32 0e30MACHOCT

HexIMHMUHHTE JaHHM He nNoOKa3BaT ocobeH puck 3a Xopa Ha 0a3aTa Ha KOHBEHLIMOHAJIHUTE
$apMaKoNOrHYHA TpOyYBaHHA 3a O€30MacHOCT, TOKCHYHOCT NPHM MHOTOKPAaTHO TIpHJIaraHe,
FEHOTOKCHYHOCT, KaplIMHOreHeH IMOTeHLHal, PENPOAYKTMBHA TOKCHYHOCT M TOKCHUHOCT BBPXY

PA3BHUTHECTO.

anﬂHETﬂM € BCUICCTBO ¢ HUCKA TOKCHYHOCT. ERC]’IEPHMEHTEUIHHTB HaHHH COHAaT 3a OTCBCTBHC HA
CI'IEI.[PIdJH‘-IHa OpraHHa TOKCHYHOCT.

6. PAPMAIIEBTHYHH JAHHHN

6.1 CnHchK HA NOMOILHHTE BEIIECTBA

KonoBuaoH

Kpockapmenosa HaTpuid

Konounanen cunuimes auokcua, 0espoaeH (Aerosil 200)
MarHesueB cTeapar

[TomouIHH BelltecTBa 3a PWIMOBOTO NOKPUTHE HA TabneTkara:
Onaapaii [l bsan 33G28707

(xunpoMeno3a, THTAHOB IHOKCHJ, JIAKTO3a MOHOXHMPAT, MAKPOroJl, TPHALIETHH)
6.2 HecnBMeCTEMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHocT

3 roaAuHH.

6.4 CrnellMAJIHM YCJIOBHA HA ChbXPAHEHUE
Ja ce ¢cexpanaBa noa 25°C.
6.5 BHAa R cBALPAKAHAEE HA OAKOBKATA

Hecer 6poa Tabnetrku ca onakoanu B PVC/PVAC u anymunneso ¢oimo.
2 (nBa) Opos 6nncrepu no 10 Opos TabneTky , 3a€QHO ¢ TUCTOBKA, CE€ NOCTABAT B KAPTOHEHA KYTHA.

6.6 ChnennanHu npeaAnAa3sHH MepPKH NPH U3XBLPJIsIHe H padora
HamMa cneumaiHy B3UCKBaHM 4.

HeusnonspaHUAT JICKAPCTBCH [IPOAYKT WIH OTIIAABYHHHUTC MAaTCpHAJIK OT HETO TpﬂﬁB
B CBOTBCTCTBHUEC C MECTHHTEC H3UCKBAHHA.
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7. IHHPUTEXATEJI HA PA3PEI[[EHHETO 3A YIIOTPEBA

HAHCQOH-BI' OO/J1
yi. ,,Orew Hancwhii™ Ne 26
2400 Panomup

brarapus
Ten.: +35924519300
e-mail: office@danhson.com

8. HOMEP HA PA3ZPEIHNIEHUETO 3A YHHOTPEBA

Peructpauuonen Ne 20250023

9. JATA HA IIbPBO PA3ZPEIHABAHE/IIOJHOBSBAHE HA PAZPEHIEHHETO 3A
YIIOTPEBA

Hara Ha mepBo pazperwaBane: 23.01.2025

10. JATA HA AKTYANHU3IUPAHE HA TEKCTA

12/2025
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