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KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

om0 IRMITENHA ATEHLMS NO NEKAPCTBATA
jmammmpemnpwnmmnamom - Npusoxenue 1

x
ITnpaueram Jancou 800 mg ¢punmupany tabnetky Com Poa. Ne ,/JVZ“‘UO:’ZJ .......................
Piracetam Danhson 800 mg film-coated tablets

1. HME HA JEKAPCTBEHHA ITPOAYKT

fipeldic s G 73 -01- 05
| BG/MA/MP - «6”7'53 ........... /.
2. KAYECTBEH M KOJMYECTBEH ChCTAB | 0go6peste Mo .....oovvvovooeereice /.

Enna ¢mnmupana tabnerka cpaspka 800 mg nmpaneram (piracetam).
[NMomMorHu BeecTRa ¢ H3BECTHO NelicTBHe: TaKT03a MOHOXHPAT.
3a MBJIHKS CIIUCHK Ha HOMOIHUTE BEILECTBA BIKTE To4kKa 6.1.

3. JIEKAPCTBEHA ®OPMA

benu no mouru Genu, npogbiarosaty, GUIMUpaHH TabJSTKU C JEAHMTENIHA YepTa OT ABETE CTPaHH, C
pasMepu: gpipkrHa - 18,1 mm, mpounHa - 7,6 mm, BUCOUMHA - 6,3 mm.

4. KJINMHUYHN TAHHHA

4.1 TepaneBTHYHH NOKA3AHBA

Bwvapacmuu

. CHMITOMaTHYHO JIeUeHHEe Ha IICUXOOPraHUYeH CHHIPOM CBC CISIHMTE MPOABM: HAPYIIEHHS Ha
[aMeTTa, HapyLIeHWs Ha BHUMAHHUETO M JINMCA HA MOTHBALIMSA;

. JleyeHue Ha KOPTUKAJICH MUOKJIOHYC, CAMOCTOSTENTHO WM B KOMOMHALIUA C APYTH JIeKapCTRa;

. Jleuenue Ha BEPTUIO U CBBHP3aHUTE C HErO HAPYLIEHHA Ha PABHOBECHETO, C H3KIIOYCHHE HA
CBETOBRBPTEXK OT BA30MOTOPEH UM NCHXHWYEH ITPOU3XOA;

. [IpodmnakTuka 1 peMHCHs Ha CHPIIOBHAHO-KIETHYHA Ba300KIY3HBHA KpU3a.

Heya

. JleueHne Ha AMCNEKCHs B KOMOHHALMA C APYTH HOIXOAAIIM MEPKH, KaTO FOBOPHA Tepanus;

. IMpodunakTika U peMucHs Ha CHPIIOBHAHO-KIIEThUHA BA300KIIy3HBHA KpH3a.

4.2 Jlo3HPOBKAa H HAUHH HA NPHJIOKCHHE

BnipacTan

CumnmomMamuyHo JeYeHue Ha NCUXOOP2aHUYeH CUHOPOM
TIpenopbpuuTenHa AHEBHA fl03a - 2,4 1o 4,8 g, paznenieHa Ha 2 wiu 3 npuema.

Jlevenue Ha MUOKIOHYC C KOPIMUKATEH NPOUIXO00

Hauanna gHepHa moza - 7,2 g ¢ mocieagamio rnosuileHye ¢ 4,8 g Ha Bceku 3-4 nuu 10 JOCTHraHe Ha
MaKCHMaJHa JHEBHaA 1103a oT 24 g.

JIHeBHaTa 103a cnesiBa 1a Gvjle pa3/ieneHa Ha 2 WM 3 IpueMa.

JleueHHETO C IPYTUTE aHTUMHOKJIOHHYHH JIEKaPCTBEHH NPOAYKTH Tpsi6Ba Aa ce 3amasy B ChlLa
B 3aBHCHMOCT OT NOCTHMIHATUs KJIMHUYEH pe3yJiTaT, J103aTa Ha APYTH TAKHBa JICKapCTBEH
TpsiOBa 1a Ob/IC TOHIDKEHA IPH HAJTMYHA BB3MOXKHOCT.

3anoyHAIOTO JI€UeHHE C nupaneTam TpﬂGBa Ja npoaB/DKH TOJKOBa ABIIO, KOJIKO OE’I

T

MBPROHAYANHOTO LepeOpasiHo 3a00NsBaHe. 2
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Ilpy nauMeHTH ¢ OCTBP €MH30A CJel U3BECTeH MNEpPHMOi € BB3MOKHO J@a HACTBIH CHOHTaHHO
GnarompusaTHO pa3BUTHe, TOpPajX KOETO HA BCEeKM 6 Mecena TpabBa 1a ce W3BLPIUIBAT OTMTH 3a
MOHKKABAHE Ha J103aTa WK NPEKpaTABaHe Ha neveHueTo. [loHmxasaHeTo Ha fo3ata TpsOBa na Obe ¢
1,2 g Ba BCEKHM JIBa AHH M Ha BCEKH TPHU WJIH YETHPH JHH NPpH cuHApoMa Ha Lance u Adams, ¢ 11en nia ce
MPeAOTBPATH BE3MOKHOCTTA 34 BHE3aleH PELHIHB WM BH300HOBIBAHE HA IPHCTHITHTE.

Jevenue na sepmueo
IlpenoppunTesiHaTa JHeBHA J03a Bapupa ot 2,4 1o 4,8 g, pasneneHa Ha 2 WM 3 nprema.

Hpodunaxmura u pemucus Ha CbPHOGUOHOKTENTLYHA 8A300KILY3UGHA KDUSA
INpenopbunTennara npoduiakTHyHa JHeBHa 103a e 160 mg/kg, pasaenena B 4 paBHOMEPHH NIPHEMA.

IpenioppunTennaTa AHEBHA 1034 C LieJI TOCTUTaHe Ha pemucust e 300 mg/kg, mpHiokeHa HHTPABESHO3HO
¥ pasgeneHa B 4 ipueMa.

JHeBna no3a nmo-Hucka ot 160 mg/kg vnu HepenoBeH mpreM Moske J1a IOBEAe 10 PeIMANB Ha KpH3aTa.

Hena
Jlevenue na oucnexcus 8 KOMOUHAYUA C 2060PHA TNEPANUA
ITpy fena Ha BB3pacT HaZ 8 FOAWHHM M NP IOHOIIH TIPETIOPHYHTEIHATA THEBHA 11034 € 3,2 g, pasiueiena

Ha 2 npHeMma.

3a npogunaxmuxa u pemucua Ha cPHOSUOHOKIENTLUHA 6A300KIY3USHA KDU3A
Ilpenopruurenna qHeBHa 103a 33 IpodunakTrka - 160 mg/kg, NnprioKeHa EPOPAITHO.
IIpenoprunTenHa qHEBHA J103a C LieJl [IOCTUraHe Ha pemycus - 300 mg/kg, npunoxkeHa HHTPaBEHO3HO.

Hsnonspanero Ha MHeBHa j03a Mo-HHcKa oT 160 mg/kg WM HepeloBeH NpHeM MOXKe Oa AOoBede 10
PEeLUAMB Ha KpH3ata.

[Mupaueram Moxe na ce npuiiara NpH felia Ha 3 ¥ NoBeye FOAWHH, CTPAJdIly OT ChPIOBHIHOKIEThYHA
aHeMus B NIPENOpbYMTEIHUTE THEBHHU 103U (B mg/kg). [TupaneraM e mpunaran npu orpaHiueH 6poi
Jleua Ha Bb3pacT oT | 10 3 ToHHH.

Crapdecka Bb3pact

Ilpu mauneHTH B cTapyecka BH3PaAcT ¢ HapylleHa ObOpeuHa QyHKLHS ce mpenopbuBa aqanTHpaHe Ha
Jo3ata (Bx. No-10my ..l lauventu ¢ 6p0pedyHn HapyuieHus ).

IpoaskuTenHOTO JIeUeHHe NPH MALMEeHTH B CTap4ecka Bb3PACT W3HCKBA MEPUONHYEH KOHTPON Ha
KPEeaTMHHHOBUS KIIMPBHC ¢ OIJe] afanTHpaHe Ha 103aTa TipH HeoOXOAMMOCT.

IManyenTu ¢ 650peyHo yBpexaaHe

Heobxoqumo e MHIMBMIyaaM3HpaHe Ha JHEBHATa [103a B 3aBUCHMOCT OT Obbpedynara (yHKIs.
IIpunoxenara tabnuua crnempa na Oble W3MONI3BAHA C Ile aJanTHpaHe Ha 103aTd. 3a HEHHOTO
TIpuJIarate € HeoOGXoauMo Ja ce onpeseNnd KpeaTHHHHOBHST kinpbhHe (CLer) Ha nanwenra B ml/min.
Kpearnnunosuar kaupeHe (CLer) B ml/min Moxe na ce onpenenu OT CTOHHOCTHTE Ha CepyMHUS
KpeaTHHUH (mg/dl), karo ce u3nonzea cnexHara GopmMya.

[140 — pB3pacTTa (200unHu) X Ternoto (kg)]

CLer (ml/min) = (x 0,85 npu xeHn)
72 x cepyMeH KpeaTuHUH (mg/dl)
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I'pyna | KpeaTHHWHOB | Jo3a H 9ecTOTA HA NPHJIOKEHHE ‘
B - KJIHAPBHC .'
Hopma > 80 ml/min O6uualina nHeBHa J[03a, pa3jeieHa Ha 2 10 4
_ npueMa B
Jleka 50 - 79 ml/min | 2/3 or obnuaifHaTa THEBHA 034, pa3AesieHa Ha 2
- W 3 npueMa
YMepena 30 - 49 ml/min | 1/3 oT obuuaiiHaTa THEBHA 034, pa3feieHa Ha 2
o npuema
Texxa <30 ml/min 1/6 ot obuualinaTa qHEBHA 1032, MPHIOKEHA
3 €THOKPATHO
| Tepmunanen craauii Ha - [punosxeHUeTo e MPOTHBOTIOKA3aHO
| 6B0peuna HelOCTATHYHOCT

HanmenTy ¢ YepHoIpoOHO VRpekaaHe

Ipyu naupeHTH ¢ yepHOAPOOHO YBpeXKIaHe He Ce Hanara afanTHpaHe Ha 103aTa.
Kopurupane Ha f03aTta ce Ipenopb4sa NpH NALKMEeHTU ¢ 4epHOAPoOHO 1 6b0pedHo yBpexnaHe (BK. I10-
rope ,,ITauuenTu ¢ 6p0peyuHo yBpexnane®).

Hauwn Ha NPHITOKEHHE

Tabnerkure ce npuemar npes ycrara, He3aBUCHMO OT BPEMETO Ha XpaHeHe.
JlneBHaTa 1034 ciIeqBa 1a ce IpueMa B J1Ba 10 YeTUPY PAaBHOMEPHH LIpUEMa.

4.3 IHpoTuBomoKa3aHuA

. CBPBXYYBCTBUTEITHOCT KBM IMHpPALIETaM, APYTH MUPOIHIOHOBH IMPOU3BOAHH MU KBM HIKOE OT
MIOMOUIHHTE BEllecTRa, M30poeHH B TOUKA 6.1,

. HepebpaiHa XxeMoparus;

. TepMUHATHA OBOpEeYHA HEAOCTATBUHOCT,

. xopest Ha X bHTHHITHH.

4.4 CrenHalaHH npeayNpexkaeHns d NPeANA3HE MepPKH NPH ynoTpeda

Edexrtu pppXy arperanuara Ha TPOMOOLHTHTE

[Topanu edextu Ha nupaneram BEPXY arperanusara Ha TpoMOouTHTe (BXK. To4ka 5.1) ce npenoppyea
TIPHJIOKEHHETO Ha NIPOAYKTA Jla CTaBa ¢ MOBHIIEHO BHUMAHHE NPH MAllMEHTH ¢ MaCHBEH KPBBOU3IIHE,
TaKUBa C IIOBULLEH PHCK OT KbpBeHe (Harp. ChC CTOMAIIHO-YPEBHA 3B ), C HAPYLISHH Ha XeMOoCTa3ara,
NAlMEHTH ¢ aHaMHe3a 3a XeMOparudeH HHCYIT, Clel TOJIeMM XHUPYPrU4HH HHTEepBEHUIHH (BKII.
JEHTallHA XUPYPrus), KakTo U MPH MalHeHTH, KOUTO MpHeMaT aHTHKOAryJaHTH WITH TPOMOOLMTHH
aHTHAarpeTaHTH (BKJI. HUCKA J103a aleTHICATIMLIWIOBA KHCEJIMHA).

br6peyHa HeloCTaThYHOCT
ITupanieram ce enuMHHMpa Ype3 OBOpelMTe, MOPAaM KOETO C¢ HM3MCKBA MOBWIIEHO BHUMAaHHE TPU
nanueHT! ¢ 6L6pevHa HemOCTATHUHOCT (BK. Touka 4.2).

Crapuecka BB3PaCT
IIpu mpoABIHKUTENIHO JieueHHe ce M3MCKBA PEIOBHO OLEHABAHE HA KPEATHHMHOBMA KJIUPBHC C Liel

ajlanTHpaHe Ha J03aTa MpH HeoOXoauMocCT (Bx. Touka 4.2).

[IpekrCcBaHe HA TE€YEHHETO
IIpu mamueHTH ¢ MUOKIOHYC TpsAOBa Aa ce M30ArBa PA3KO NPEeKbCBaHE Ha JCUSHHETO
MOXeE Jla TIpENM3BHKA HEO4YaKBaH pelMIHB Ha 3a00NSBaHETO WITH BH300OHOBIBaHE
(abcTHHEHTHH NPHCTHIN).
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Cp PIIOBUIHOKJIETHYHA aHEMU A
HpI/I NalMCHTH CBC CBPTIOBHIHOKICTHYHA AHEMMA IIPHIIOKEHHETO Ha JHEBHA 4034, II0-HHUCKa OT

160 mg/kg Morke 1a IPOBOKMPa PELIWIMB Ha KPH3ATa.
4.5 BsamMojgeiicTBHE ¢ APYIH JIeKAPCTBEHH NPOAYKTH H Apyru GopMH Ha B3anMoAelicTBHE
Tupeon1Hl XOPMOHH

[Tpu ennoBpeMeneH npueM Ha nupaueTam ¢ Tupeorann xopmond (Ts + Ts) ce chobmasa 3a MosBa Ha
0OBPKAHOCT, PA3IPA3HUTETHOCT H CMYILEHHUS B CHHS.

AlleHokymapon
JlaHHHWTE OT €IUHHYHO-CIIANO KIMHUYHO M3MHTBAHE TIPH NALHEHTH ¢ TE)XKA PEIMAMBMpPAILA BEHO3HA

Tpomb03a, MMpaLeTaM, IPHIOXKeEH B 103a 9,6 g THEBHO, HE MPOMEHS pa3Mepa Ha IO3UTE alleHOKYMapoll,
HeOOXOIUMH 34 JOCTHIHE cToiHocTH Ha INR 2,5-3.5.

B cpaBrenue ¢ edekTa Ha alleHOKYMapOJI, TIPUIIOKEH CaMOCTOATENHO, IPHOABAHETO HA MHPALETaM B
JHEBHA 1032 9,6 g BOIM 10 3HAYMTENTHO MOHMIKEHUE arperarmara Ha TpPOMOOIMTHTE, OCBOGOXK IaBAHETO
Ha SeTa-TpoMOOrNoOYNHH, cToHHOCTHTe Ha hubpuHoreHa u dakropure Ha Bunebpann (VIII: C; VIII:
vW: Ag; VIII: vW: RCo), kakTo 1 Ha BUCKO3HUTETA Ha T[s/1aTa KPHB U [Ia3Mara.

DapMakOKHHETHYHN B3aUMO/IEHCTBHA

IToTenuuansT 3a nMeKapcTBEHH B3aHMOJCHCTBHS, BOJEIN 10 NPOMEHH BLB (DapMaKOKHHETHKATA Ha
MHpaleTam Ce o4akpa Ja ObJie HUCHK, Thi KaTo npubnuzutesHo 90% ot npueTara 103a MApAleTaM ce
OTZels B ypUHaTa KaTO HENPOMEHEHO JIEKAPCTBO.

In vifro, nupaLeTaM He MHXWUOUpA YOBEIIKHTE YepHOApoOHH muTOXpoM P450 msoensumu CYP 1A2,
2B6, 2C8, 2C9, 2C19, 2D6, 2E1 1 4A9/11 npu xonueHTpauuu ot 142, 426 u 1 422 pg/ml.

IIpn xonuenTpauuu ot 1422 ug/ml e HabMoOAaBaH MUHHUMAaNEH HHXUOUpaI ehEKT BEPXY aKTUBHOCTTA
na CYP 2A6 (21%) u 3A4/5 (11%). Benpeku ToBa, cToithocture Ha Ki 3a mHxubupaHe Ha Te3H IBE
CYP usodopmH BeposiTHO 3HauuMO HazasuiuaBar 1422 pg/ml. Tesu naHHM codar, ye MeTabOIHUTHO
B3aMMOJEHCTBHE HA NMpALETaM ¢ APYTH JIEKAPCTBEHH MPOIYKTH € MAJIKO BEPOSTHO,

AHTHETTWIENTULIN
Iupaueram, npuno:xeH B qHeBHA 103a 20 g B NPOAB/DKEHUE Ha 4 CeAMHLIM HE OKAa3Ba BIMSHHE BHPXY

MaKCHMaJHUTe M MHHUMAJHUTE IUIa3MEHH KOHLEHTPAUMHM Ha aHTHENHICIITUYHHTE JIeKapeTBa
(xapbamazenuH, $peHUTOHH, heHoOapOUTal W BAINPOEBA KUCEJIMHA) NPU NALMEHTH C EITHIENCHS,
TpUEeMAlIl¥ TOCTOSHHHM JO3K.

Ankoxon

EnnoBpeMEHHOTO NpUIOXKEHHE C aNKOXOA He OKa3Ba €heKT BbPXY CEPYMHHUTE KOHUEHTpPALMM Ha
MHpaneTaM, KaKTo U KOHLCHTpalMUTe Ha aJIKOXOJI He C€ MPOMEHAT CJIe/ MePOpaliHO IIPHIOKEHHE HA
NUpaneTaM B 103a oT 1,6 g.

4.6 DepTHIHTET, OPEMEHHOCT H KbpMeHe

bpemMennoct
Hsama gocTaTeYHO DaHHU 3a yroTpeba Ha nUpalieTaM npy OpeMeHHM HKeHH.

JanHuTe OT Npoy4BaHHs BBPXY XKUBOTHH HE MOKA3BaT NHPEKTEH WIHM HHAMPEKTEH yBpeXkaail edekr
BBPXY OpeMeHHOCTTa, eMOPHO/(GEeTATHOTO Pa3sBUTHE, PAXKAAHETO WITH MOCTHATATHOTO PasBUTHE (BiK.
Touxa 5.3).

ITupaneram npemuHaBa npes raneHTapHara 6apuepa. CTONHOCTHTE Ha IUIA3MEHMTE KOH
TIpY HOBOPOAEHOTO ca npubausurenHo 70% no 90% ot Te3H, yCTAHOBEHH NPH MalKara.

Iupaneram He TpsOBa a ce pHiIara Mo BpeMe Ha GpeMEHHOCT, OCBEH IIPH abGCOMOTHA H
KOoraTo IIof3aTa 3a MalkaTa HaJBHIIaBa PHCKOBETE 3a IUTOIAa W HOBOPOICHOTO,
CBCTOSIHHE Ha OpeMCHHATa H3UCKBA JIeYeHHe C TTHpaIleTaM.
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Ktpmene
[IupaiieTam ce exckperypa B KbpMaTa NP XOpa, Opaiy KOETO He TPsAOBaA [1a ce H3IMOJ3Ba B MEpHO/IA

Ha KbPMEHE MITH KbpPMEHETO TpsAOBa 1a O'bJle NpeKpaTeHo 3a NIepUOo/ia Ha JIeYeHHe ¢ IIHpaLieTaM.

Heobxomumo e nma 6bie B3eTo OGOCHOBAHO pelIEHHWE 3d TNpEeKpaTsABaHe Ha KBPMEHETO MITH
TPEYCTaHOBSBAHE HA JIEYEHHETO C THpalleTaM, KaTo ce B3eMe TIPeIBH/L 10JI13aTa OT KEPMEHETO 3a JAETETO
HJIY [I0J13aTa OT TepanusTa 3a MaiikaTa.

DepTUIHUTET
H:ama naHHM OTHOCHO edekTUTe Ha MpaLeTaM BEPXY GepTUIMTeTa NpH Xopa.

4.7 EdexkTn BHpxy cnocobunocrTa 3a modupane 4 padora ¢ MAIIHHU

Hsaxou oT HexesnaHuTe peakuws, HabromaBaHM NMpHM yrnoTpeba Ha MHUpaLieTaM, MOTaT Ja OKaatT
BIMAHHE BEPXY clocoOHocTTa 3a modupaHe W paboTa ¢ MAlllHHHU, KOETO clienBa 1a Obae B3eTO IO
BHHUMaHUe.

4.8 HexenaHun JekapcTBeHH PeaKIHH

Hanuunure nanau 3a npoduna Ha Ge30MacHOCT HA MUpAIETaM Ca MOAYYEHH OT MPOBEAEHH ABONHO-
cllend, Ianefo-KOHTPOJMPAHH KIMHUYHU WM (apMakonorWuHHn npoyueaHus (Bzerm or UCB
Documentation Data Bank, rouu 1997r.). Ceuute Brmousar nmosede or 3000 mauueHTH npHeMaiu
MUpaLeTaM, HEe3aBHCHMO OT TOKa3aHHUATa, o030BaTa Gopma, NHEBHATA 1033 WIM MOMYIAIMOHHMTE
XapaKTepHCTHKH.

Hexenanure jeKkapcTBeHH peakiMH HaOMOJaBaHH MO BpeMe HA KIMHUYHHMTE IMPOYYBAHHA U
IOKJIaJBaHH OT MOCTMAPKETHHTOBHA MEPHOJ ca KiIacH(PULMpaHH MO CHCTEMO-OPTaHHH KIIACOBE H I10
yecrora. CresiHaTa TepMUHOJIOIHA € OWIa U3MOI3BaHA TIPH KITACHGDHITMPAHETO HA HEKEIAHHTE PEAKLIN
10 OTHOUIEHHE Ha TAXHaTa HecToTa: MHOro yectd (>1/10), vectu (>1/100 go <1/10), vewectu (>1/1000
zo <1/100), penku (>1/10000 mo <1/1000), muoro peaku (<1/10000), ¢ HeH3BecTHa YecToTa (YECTOTATA
He Moxe Jla OB/ie onpeielieHa OT HATMYHUTE JaHHH).

JaHHHTE OT HIOCTMApKETUHIOBUA OIMUT ca HEJOCTATHYHM, 34 JIa Ce TIOIKPEI W3UMCIIEHATa YECTOTA B
TpeTUpaHaTa MoMyJIalysl.

Hapymenns Ha KpbBTA H JJUMGHATA CHCTEMA
C HEeHU3BECTHA YEeCTOTa: XeMOpParuiHyu HapylIeHHs

Hapymennsa Ha HMyYHHATA CHCTEMA
C HeH3BeCTHA 4eCcTOTa: aHA(DUITAKTOMIHH PAKIIMH, CBPBXUYBCTBHTEIHOCT

IlcuXHYHA HapymIeHHus

YecTu: HEpBHOCT

Heuectu: aenpecus

C HemzBecTHa yecToTa: BH30YAA, TPEBOKHOCT, OOBPKAHOCT, XaMIOLIMHALMH

HapymeHnns Ha HepBHATA CHCTEMA
YecTH: XUTIEPKUHE3US

HeuecTH: cOMHONEHTHOCT

C Heu3BeCcTHA 4eCTOTa: ATAKCHA, HAPYIIEHO PABHOBECHE, BJOLIABAHE HA E€NMIIENICHATA, rnaBo60nm
Oe3chHHE

Hapyurenns Ha yxoTo n 1a0upuaTa
C HeW3BECTHA YECTOTA: BEPTHIO

CTOMaIIIHO-‘IpeBHﬂ HapyumIeHus
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C HeuspecTHa yecToTa: 60jika B 061acTTa Ha KOpeMa, GoJIKa B ropHaTa 4acT Ha KopeMa, AMapHs, Tajiene,
MOBpbIIaHe

Hapymwenns na komxara 0 NOAKOKHATA ThKaH
C HeM3BecTHa yecToTa: aHTHOHEBPOTHHUEH OTOK, JIEPMATHUT, IPYPUTYC, YPTHKAPHS

O0mu napymeHns u epeKTH HA MACTOTO HA NPHJIOKEHHE
Heuecrn: actenus

WMscnenpanus
YecTH: noBULIaBaHe Ha TETNIOTO

C"b06gaBaHe Ha NMOJ03WPaHU HEXEJIAHW PEAKIINN

CrobiiaBaneTo Ha MOAO3MPAHH HEXKeEJIaHH PEaKIMK CleJ| pa3pellaBate 3a ynoTpeba Ha TeKapCTBEeHHs
NPOAYKT € BakHO. ToBa NMo3possABa a NpOIb/DKH HAOTIOICHHETO HAa CHOTHOIIEHHETO TIOJI3a/PHUCK 3a
JIeKapcTBeHH MPOAYKT. OT MEAMIMHCKHTE CIELMATHCTH C& H3UCKBA 1a ChOOIABAT BCsKa MOJI03UpaHa
HEXeJlaHa peakilus qpes:

HsnpnHuTEIHA areHIus o iekapeTsaTa

yi. Jamsa 'pyes™ Ne 8

1303 Codms

Ten.: + 359 2 8903417

yeOcaiit: www.bda.bg

4.9 IIpeno3zupane

CumMnToMu

He ca HabmromaBaHM NONBIHWTENHM HeXellaHH ChOMTHSA, KOHKPETHO CBBP3aHM C Npelo3HpaHe ¢
MUpaleTam.

Haii-prcokaTa npueTa nepopaiHa 03a, P KOSTO € JOKJIABAHO NPEeo3upaHe ¢ mupaneram e 75 g.
Knpeasara ipapus ¢ 60i1ku B 0671aCTTa HAa KOpeMa Hall-BEpOATHO € CBBP3aHa ¢ U3K/IHOYHTETHO BUCOKATA
J03a copOHUTOMN, CHABPAKALIL CE B M3MOJI3BAHATA JieKapcTBeHa hopma.

Mepkn
ITpu ocTpo, 3HAUMMO Tpefo3HupaHe e HeoOXOAMMO M3MPa3BaHe Ha CTOMAaxXa Ype3 CTOMALIHA IPOMHBKA

WM TIpe[M3BHKBaHe Ha MNoBpbllaHe. He e wM3BecteH crnienmbuueH antuaoT. JledeHHeTo Ha
MPeIO3UPAHETO € CHMIITOMAaTHYHO, KaTo MOXKe Jda BKIIIOYBA H XeMofauannza. EdexruBHOCTTa Ha
OTIeNsAHe Ha nupaneraM npu quanusa e 50 no 60%.

5.  ®APMAKOJOIMYHU CBOMICTBA
5.1 ®apmakogHHAMHYHH CBOHCTBA

(dapmakoTepaneBTHYHA rpyna: JIpyrH NCHXOCTUMYIAHTH H HOOTPOITHH CPEICTBRA.
ATC xon: N06BX03

[Tupaneram € NUPOIHMAOH (2-0KCO-1-MHPONHAMHALIETAMUA), LMKIMYHO IPOM3BOJAHO HAa Tama-
aMuHOMacneHara xucenuna (GABA).

MexaHU3bM Ha JIelCcTBUE

OT HaJIM4YHUTE JAaHHH C€ TnIpeamnoaara, 4¢ OCHOBHHUAT MCXaHHW3bM Ha JIeCTBHE Ha nypaileTam HE € HUTO

e ra ]

KJIIETBEHUEH, HUTO opra}iocneumbnqu.

IMupaieram ce cBBp3Ba ¢ NOspHATA INaa Ha GocomunuaHaTa MeMOpaHa, KaTo Mpo
3aBMCMM M IIPEIM3BHKBA BB3CTAaHOBSABaHe Ha MeMOpaHHATa JiamelapHa CTPYKTypa,
obpasyea mojBHXeH JseKkapcTBo-bocdonumuaeH KoMruieke. BeposTHo mo To3u

nono0psBa yCTOHYMBOCTTa HA MeMOpaHaTa M BB3MOXKHOCTTAa HA MeMGPAaHHMTE W TP
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NPOTCHHY Ja MOANBPXKAT M Bb3CTAHOBABAT TPUM3MEPHATA CH CTPYKTYpa WIH OI'bBaHETO, KOUTO Ca
BAXKHY, 3a Jla ¢€ Nobpxa eq)eKT’I)T HM.

®apMakoTOrHyHU eEKTH
IMupaneram npurekapa HEBPOHAIHH U CHAOBH e(peKTH.

Hesponannu egpexmu
ExcrnieppiMeHTanHO € ycTaHOBEHO, Ue NupaLeTaM nogotpsasa MpolecuTe Ha HEBPOTPAHCMHCHS, OCHOBHO
Ype3 MOCTCUHANITHYHO MOJIEITHPaHEe Ha PEeLelITOPHATA IUIBTHOCT U aKTUBHOCT.

INupanieTam nomo6psiBa O3HABATETHUTE NPOLIECH KATO 00yUeHHe, TIaMeT, BHHMaHHE H Ch3HaHHe, KAKTO
IpHY 3ApaBH MHAWBHIM, TaKa M NPHU CBCTOSIHUS Ha HEAOCTAaTBYHOCT, Ge3 Aa BOLW IO celauusi M
NCHXOCTHMYJTUpaIy e(eKTH.

[Tupaneram 3amasBa U BB3CTAHOBSBA [O3HABATEIHUTE CIOCOGHOCTH CJI€Jl YBPEXKAAHMS HA TIIABHHSA
MO3BK, HAalp. BCJIEJCTBUE HAa XHUIIOKCHSI, HHTOKCHKAITUS U CIIE] €ICKTPOKOHBYJICMBHA TEPAITHAL.

IlpenoTBpaTsiBa NpoMeHHTE B MO3bYHATA (DYHKIHS IPH XHIOKCHS.

Cwoosu epexmu

ITupaileTam yBenMuaBa IUIACTHYHOCTTA Ha €PHTPOLMTHTE, HAMAJSIBA arperaluaTa Ha TPOMOOIIUTHTE,
€pUTPOIMTHATA CHJ(OBA aJXE3UA M KaNWIAPHHA Ba30CIa3bM, B PE3YNTAT HAa KOETO OKa3Ba HM3pa3eH
XEMOPEOJIOrH4EH eeKT:

. EdexTu Bopxy epuTponuTHTE
Ilpy nmanMeHTH ChC CHPNOBUAHOKJIETHUHA AHEMHUS MOAOOPsIBA €JaCTHYHOCTTA HA EPHUTPOLIHTHATA
MeMOpaHa, HamMaJsBa BUCKO3UTETa Ha KPBBTa U Mpe/na3Bea oT obpasysaHe Ha GopMalinu.

. EdexTH BEpXy TpOMOOLMTHTE

JlanHy OT OTKPUTH KIMHHYHH HU3NUTBAHUA NPH 3ApaBH JOOPOBOIIM ¥ MPH NAMEHTH ¢ (eHOMEHA Ha
Raynaud couaT, 4e nmpmiokKEHHETO Ha MUpaleTaM BBB BUCOKM 1034 (12 g) Boay 10 103a-3aBUCHMO
HaMmajieHUe Ha QyHKUMHTE HAa TPOMOOIMTHTE B CpaBHEHHe ¢ 0a30BHTE CTOMHOCTH (TeCT 3a arperamms
unnyuupana ot ADP, konareH, enmnedpuH 1 oceoboxnasane Ha 6eta-TG), 6e3 3HAUHTENHH IPOMEHHN
B 6pos Ha TpoMOouuTHTe. B Te3n u3nuTBaHus NHpaLeTaM yabIKaBa BpEMETO Ha KbpBEHE.

. EdexTH BBpXY KPBBOHOCHUTE CHAOBE

Huxubupa Basocnasbma U MPOTHBOACHCTBAa Ha edeKTHTE Ha Cla3MOTEHHHTE BewiecTBa. He okassa
Ba30IUNATUPALLO JSHCTBUE U He IpeAu3BUKBa (PeHOMEHA Ha ,,0THEMAHE™, He TIOBIHABA KPHBOTOKA, He
NPHUTEKABA XUIIOTEH3UBEH edeKT.

Ilpu 3apaBm no6poBoniy MupaneraM HaMassBa aaXe3usaTa Ha epPUTPOLIMTHTE KbM CHIOBHS eHA0TEN U
OKa3Ba I[IPSIKO CTUMYJIMPALIO JeHCTBUE BBPXY CHHTE3a Ha MPOCTALMKITHHH B 3/[PaBHs €HAOTEI.

. Edexru Bbpxy dakTopuTe Ha KpBBOCHCHpPBAHE
Ipu 3apasy 1oGPOBOILM NHpaLeTaM, IPUIOKEH B JHEBHA 1034 OT 9,6 g, HaMalIsfBa IUIa3MEHHUTE HUBA
Ha dubpuHoreH u dakropure Ha Bunebpaun (VI : C; VIII : R : AG; VIII : R: vW) ¢ 30 mo 40%, B
CpaBHEHHME C W3XOJHUTE CTOMHOCTH, U YBEITUYaBa BPEMETO Ha KbpBEHE.

Ipy manueHTH ¢ TEPBHUYEH WK BTOpUYEH peHoMeH Ha Raynaud mupaneram, mpunarad B JHEBHA 1034
8 g B npoabkeHHe Ha 6 Mecella, HaMalgBa TJIa3MEHUTe HHUBA Ha (UOPHHOTeH M (aKTopuTe Ha
Bunebpann (VIII : C; VIII R : AG; VIII R : vW (RCF)) ¢ 30 no 40%, HamassBa BHCKO3WTETA Ha
nja3MaTa ¥ yBeJIHYaBa BPEMETO Ha KbpBeHe. /[aHHM OT Apyru NpoydyBaHWA COdYaT 32 OTCHCTBHE Ha
CTATHCTHYECKH 3HAYMMA Pas/iMKa MEeXy HPaLeTaM, IPHUIoKeH B IHEBHa fo3a 12 g, u ruiauegbo-fio.
OTHOIIIEHHE Ha €PEeKTUTE BEPXY [I0KA3aTeIUTe Ha XEMOCTa3aTa i BPEMETO Ha KbpPBEHE.

5.2 @®apMakoKHHeTHYHHM CBOHCTBA

Abcopbunsa




INupaueram ce pezopOupa 6BP30 ¥ MBIHO CJie MEPOPAIHO NPUIOKEHHE, KATO MAKCHMAJIHH IIJIA3MEHH
KOHLEHTPAUMH Ce AOCTHrar 1 vac cief TNpHeM Ha TIagHO. BHOHAIMYHOCTTA Clel TEpPOpPAHO
npunoxenue e noutd 100%.

Xpanarta He oka3Ba edeKT BbPXY cTeneHTa Ha abcopOims, HO HaMaNsaBa CTOMHOCTHTE Ha Cmax © OKONO
17% u yBenudaBa Te3H Ha tmax OT 1 g0 1,5 vaca.

CroiiHOCTHTE HA MaKCUMAIHHTE IUIa3MeHH KOHLEHTPALMH Cle] MpUaraHe Ha eIHOKpaTHA J03a OT
3,2 g m cnel IpUNIOKEHHE HA ChILATA 032 TPH ITHTH THEBHO ca ChoTBETHO 84 pg/mlu 115 pg/ml.

Pasnpenenenue
[uparieTaM He ce CBBP3BA ¢ I1a3MEHHTE NPOTEHHHU, a 06EMBT Ha paslpejie/icHHe € NPHOTH3UTENHO

0,6 I/kg. ITpemuHaBa KppBHO-MO3bUHATa Gapyepa, KaTo Ciie/l HHTPAaBEHO3HO TIPUIOKEHHE CE OTKPHBA B
11epebPOCTIMHANIHATA TEYHOCT, a BPEMETO 3a JIOCTUraHe Ha MaKCHMaJIHU KOHLIEHTpaluH € 5 yaca cieq
npuema. ENTMMUHAIIMOHHUAT NIOJY)KHUBOT e 0KoNo 8,5 yaca.

ExcnepuMeHTainM JaHHM NpH JKWBOTHH TIOKa3BAT, Y€ HAW-BUCOKHM ThbKAHHM KOHLEHTpaLUMH Ha
IHUpaneTaM ce JNOCTHIraT B Ilepebpainus KopTeKke ((pOHTATeH, MapHeTAICH W OKIHITHTAIEH A1), B
KOpaTa Ha MaJKUsA MO3BK 1 0a3aTHUTE FAHTIIHY.

[Tupaneram audysupa B MOYTH BCHYKH TBKaHHM ¢ H3KIIOYEHHME HA MacrHata ThkaH. [IpeMHHaBa
nJlalleHTapHaTa 6aprepa H epHTPOLMTHATA MeMOpaHa B OT/IEIHHM CIIy4aH.

buorpancdopmaius
B 4yomemkus opraHm3bM NHpalieTaM He ce MeTaboilH3HMpa, KOeTo JaBa OOSACHEHHE 3a V/BLIDKEHUS
MOTY>KHBOT IIPH MALMEHTH C aHYPHS U 3a BUCOKOTO MY ChABPIKAHUE B YPHHATA.

EnnMunupane
Cren nepopaiiHO NPHIOKEHHE TUIA3MEHUAT I10JYKHBOT NPU BB3PACTHH € Okono 5 uaca. O6musar

Teneced KIMpbHC € 80 — 90 mi/min. Exckperrpa ce 0OCHOBHO MOCPENCTBOM IIIOMEpYJiHA (QUITPALIHS,
KaTo I10 TO3M Ha4WH OT OpPraHM3Ma ce eNUMUHUpaT ¢ ypuHara 80 — 100% ot npunoskeHaTa nosa.

JIuBeiHOCT/HeJInHeHHOCT

[Ivpaueram vMa nHMHeNHa KMHETHKA M HHMCKA WHTEPUHIMBHIyaliHA BapHaGUIHOCT B LIMPOK JIO30B
uanaszoH — 0,8-12 g. EnuMUHALMOHHHAT NONYXHWBOT H KJIIMPBHCHT HE Ce MIPOMEHAT B 3aBUCHMOCT OT
J103aTa ¥ NPOABIDKUTETHOCTTA Ha JIeUeHHETO.

CreunGuyuny nomyaaluni )

Ilon

B npoyuBane 3a nokasBaHe Ha OHOEKBMBAJIEHTHOCT, B KOETO C€ CPaBHABAT Pa3lTM4HH IPOIYKTH,
TIPUITOXKEHM B 71032 OT 2,4 g, € YCTaHOBEHO, Yeé CTOHHOCTHUTE Ha OCHOBHHTE (apMaKOKMHETHYHH
nokaszaresii (Crnax 1 AUC) ca npubnusurento 30% mo-BUCOKM [P KEHH, HOKATO CTOMHOCTHTE Ha
KJIMPBHCA B 3aBHCHMOCT OT T€JIECHOTO TETJIO Ca CPABHUMM TIPH MBKE M JKEHH.,

Paca
Hsma naHHv 3a pacoBM pasnnums BeB (apMakOKHHETHYHOTO TIOBE/ICHHE HA TIHPALIETaM.

Cmapuecka ev3pacm
EnuMHHaUMOHHMAT TOJTY>KMBOT € YIOBJ/DKEH, KOGTO € CBbp3aHO ¢ o0MyaiiHO HamaseHara 6nOpeuna
(yHKUMS IpH Ta3u nomnynauus (Bx. Touka 4.2).

Heouampuuna nonynayus
Hsma nannm oT papMakOKMHETHYHM [IPOYUBaHHS B Ta3H BH3PACTOBA IpyMa.

Vepeoena 6vbpeuna gynxyus

KiuppHCBT Ha upaneTaM KopelHpa cbC CTOMHOCTHTE Ha KPEaTHHHHOBHS KIIMPBLHC,
TAalHEHTH ¢ yBpefieHa 6hOpedna dyHKIuUA no3ata TpaOea ma ce HHI{HBHIlyaﬂI/IBI/Ipar{
CTOHHOCTHTE HA KPEATHHUHOBHS KIUPBHC (BXK.TOYKA 4.2).
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IIpu naugeAT# ¢ TepMHHaNIHa 6B0peyHa HeJOCTATHYHOCT H aHYPHS €IMMHHALMOHHHST MONYXKHUBOT Ce
yabikaea 10 59 yaca. [Ipu 4-uacora auanmsa, GpakIHOHHO ce OTAENAT okoso 50-60% ot npuinokeHaTa
J03a.

Vepedena uepnoopobua hynxyus

EdextnTe Ha HapylieHaTta dvepHoApoOHa GYHKIMA BBPXY (HapMAKOKHHETHUHOTO IOBEIEHHE HA
nupaneraM He ca npoydenM. [lupauneram He ce MmeraGomuzupa B depHus apod, a 80-100% ot
IPUNOKEHAaTa [103a Ce eTUMHHHpA ¢ ypuHAaTa B HellpoMeHeH BMA. Hapymwenusra B uepHoapobHaTta
byHKIMS He ce/Ba 1a OKa3BaT KIHHHYHO PENIeBAaHTEeH e(heKT BHPXY eTMMHHHPAHETO HA THPALCTaM.
5.3 IlpesxknuHMYHHA JaHHM 3a Ge30DaCHOCT

HexnunudnHTE JaHHM He TOKasBaT OcoOCH pPUCK 3a Xopa Ha 0a3aTa Ha KOHBEHLMOHAIHHTE
dapmakoyiorHiHM NpoydYBaHHS 3a 6e30MacHOCT, TOKCHYHOCT TIPH MHOT'OKPATHO IIPHIIATAHE,
FeHOTOKCHYHOCT, KaplIMHOI€HeH MOTEHLHMAl, PeNPOAYKTHBHA TOKCHYHOCT U TOKCHUHOCT  BBPXY
Pa3BUTHETO.

[InpaneraM € BemiecTBO ¢ HHCKAa TOKCHYHOCT. EKCNEpUMEHTAHHTE JAHHH COYAT 3@ OTCHCTBHE Ha
crielndyyuHa OpraHHa TOKCHYHOCT.

6. PAPMAINIEBTUYHHA JTAHHI

6.1 CnucbK Ha NOMOIIHHUTE BEIIECTBA

Konorunon

Kpockapmesnoza ratpuii

Konownnanen cunuimes auokcu, GezpoaeH (Aerosil 200)

MarHesneB cTeapar

Iomoinnuy BewecTsa 3a GUIMOBOTO OKPHUTHE Ha TabneTkara:

Omnagpaii Il ban 33G28707

(xurpoMenosa, THTaHOB JMOKCH, JIAKTO3a MOHOXHAPAT, MAKPOTOJI, TPHAIIETHH )

6.2 HecnBMecTHMOCTH

Henpunoxumo.

6.3 Cpoxk Ha rogHOCT

2 TOJAHHH.

6.4 CpenuanHH ycJI0BMA Ha ChXPAHEHHE

MHa ce cpxpanssa noxn 25°C.

6.5 Buau cbappxaHue HA OMMAKOBKATA

Hecet 6pos Tabnetku ca onakosanu B PVC/PVAC u arymunuero gosuo.
3 (tpu) 6imctepa no 10 6pos TabneTku , 3a8HO € TUCTOBKA, C€ TMOCTARAT B KAPTOHEHA KyTHSL.

6.6 Cpenuajnu npeanasHd MepKH IPH H3XBBpJSHE H paboTa
Hsma crienHaniHy M3NCKBaHMSL.

Heuznonzpanust JIEKAPCTBCH NMPOJAYKT WIH OTIIANBHUHHUTE MAaTCPHaIn OT HEro TpH6B
B CHOTBCTCTBHUEC C MCCTHHUTE M3UCKBAHU .
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7. IMPUTEXKATEJ HA PASPEHIEHUETO 3A YIIOTPEGA

JAHCOH-BI OO

yi1. ,,Oren Iancuii Ne 26
2400 Pagomup

bouarapus

Ten.: +35924519300

e-mail: office@danhson.com

8. HOMEP HA PA3SPEIIEHHETO 3A YIIOTPEBA

Peructpamuonen Ne

9. HATA HA ITBPBO PA3PEIIABAHE/MNOAHOBSABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jara Ha OIBpBO paspelapaHe:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

11/2024

10



