KPATKA XAPAKTEPWUCTUKA

Piracebral®800/-1200 ¢Tp. 1076 -

1. THPTOBCKO UME HA NIEKAPGTBEHWSA [TPORYKT:

Piracebral® 800 NMUHUCTEPCTBO HA 3LPABEORASBAKETO
H ®

:—l[;?;iberﬁaga J: /2 00 MpAGete KbM 140500

paspewenie saynotpebale W-13%96% ~y

2. KONMYECTBEH U KAYECTREH ChCTAB: 699 W
Piracebral® 800 20.06.0L -

1 dbunmupara Tabnetka cbabpxa 800 mg piracetan.

Piracebral® 1200
1 bunmupara Tabnetka cbabpxa 1200 mg piracetam.

3a noMouiHUTE BeluecTBa BUX T. 6.1.

3. NNEKAPCTBEHA ©OPMA:
dunmmpanu TabneTku

4. KnvHuYHY OAHHK:
4.1. NoKA3AHUA:
Bw3pacmHu:

o CuUMNTOMaATUYHO TNeyeHWe Ha NCUXO-OpraHuMdeH CUHAPOM CbC CcrnegHuTe
NposBM. HapylleHue Ha nameTTa, HapylweHue Ha BHUMaHWeTo U nunca Ha
MOTHMBaUWS.

e JleyeHwe Ha NOCNEACTBUSE OT UCXEMWYHM LepebposacKynapHu WHUMAEHTH,
no-cneumanHo adgasus.

¢ Jleuyenne Ha KOPTUKaNeH MMOKNOHYC, CaMOCTOATENHO UK B KOMBUHaUMS.

» JleyeHvie Ha BEPTUIO ¥ CBLP3aHUTE C HEro HapylleHWa Ha paBHOBECUETO, C
V3KITIOYEHUE Ha 3aMasHOCT OT NCUXMYEH NPOU3X0L,.

Heuya:
e lleueHue Ha gucnekcus B KoMBWHauWs C NOAXOHOALLM MEPKW, KaTo rosopHa
Tepanus.

4.2. [O34POBKA M HAUMH HA NMPUNOXEHUE:
HosvpoBkata 3aBucy OT BMAE U TEXKECTTa Ha KAWHUYHETa KapTuHa, Kakto W OT

uHAKMBMAYyanHaTa peakuvs KeM TepanvAaTa.

3a fleveHue Ha OeMeHmHU CUHAPOMU NpU €b3pacmHu ce fpuiazam cnedHume
dozupoeku:

1 cpunmupana Tabnetka Piracebral® 800 3 nbTv AHeBHo wnu 1 dunmupara
Tabnetka Piracebral® 1200 2 nmbTv gHeBHo (2,4 g piracetam/gen). Mo nekapcka
npeLeHka fosata Moxe Aa Bbhe noBvlieHa Ao 2 puimmupany Tabnetku Piracebral®
800 TabneTky 3 NbTY AHEBHO UnKn 2 cunmupadu TabneTku Piracebral® 1200 2 nbTy
JHeBHo (4,8 g piracetam/aeH).

JleveHue Ha nocnedcmeus om UCXEMUYHU uepeBposackynapHu UHuudeHmu, ro-
cneyuanHo agasus.
B nogocTpua craguil u npu XpoHuJhuTe dopmu (Bede y
15 gHu) pHeBRaTa gosa Bapupa 0T 4,8 R0 6 g.
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JlevyeHue Ha MUOKITOHYC C KOpMUKaneH npousxod:

Tpsibea fa ce aanoyHe ¢ 7,2 g AHEBHO, fa ce yeennyasa ¢ 4,8 g AHEBHO Ha BCEKY 3
A0 4 fHK 00 MakcVMyM 24 g AHEBHO, KaTo AHeBHAaTa [03a ce pasnpejeny Ha 2 unu
3 ripuema.

JleyenneTo ¢ OpyrM aHTUMUOKNOHWYHW NekapcTBa Tpabsa Aa ce nposBexaa npu
cbllata Ao3upoBka. B 3aBMCMMOCT OT MOCTUFHATUA KIMHWMEH PEe3ynTaT, ako e
BB3IMOXHO A03MPOBKaTa Ha ApYri TakMBa nexapcrea Tpabsa Aa ce Hamanu,

Cnepn sanousBaHe Ha neuenueTo ¢ piracetam, To TpsBsa pga npoabMXM LOKATO
nepcucTupa ocHOBHOTO LiepebparnHo sabonssaHe.

flpy naumeHTh € OCTbP enu3oq, Cnes BpemMe MoXe Aa ce Habnwgasa crioHTaHHa
eBONMUUA W Ha BeeKKl 6 mecela Tpabea ga ce onuTea HamansBaHe Ha 4o3aTa unu
npekbCBaHe Ha nedeHueTo. Toea TpsibBa fa craBa upes HamanseaHe [o3ara Ha
piracetam ¢ 1,2 g Ha Bcexn ABa AHUW (Ha Bcexku 3 Unu 4 gHm npu Lance and Adams
syndrome), ¢ Uen npegoTepaTasaHe BL3MOXHOCTTa 3a BHE3alHo BAolLlaBaHe WAu
HOB NPUCTBI.

Tleqerue Ha sepmuzo:
MpenopvunTenHaTa AHeBHa [o3a Bapupa oT 2,4 g Ao 4,8 g, pasgenela Ha 2 unu 3
npuema.

fleqyenue Ha ducnekcus 8 KOMBUHAUUS C 2080pHa Mepanus:
Mpw feua Hap 8 roguHK 1 I0HOLWM NpenopbYMTenHaTa AgHeBHa no3a e okono 3,2 g,
pasfeneHa Ha Ba npyema.

3abenexka;
Piracetam He ce wmeTabonmampa B uepnms npoBb. He ce npenopwuBa npyra
[03MPOBKA NPY NauWeHTn ¢ HapyLUeHUs B YepHoApobHaTa hyHKUMSA.

Hosupoeka npu nayueHmu ¢ 6u0peyHl HapyLeHUs:

T KaTto piracetam ce ekckpetupa OCHOBHO 4pes OwvbOpeLuTe, NMpu MNOHWKEHa
6bbpeuHa dyHKUMS MoraT fa c¢e HabnwpaBat MnoBULUEHM MNasMeHn HuBa.
[lpenopwuBa ce cnepHoTo: NpyU Nleka JoO ymepeHa ObbpedvHa HE[OCTaTBYHOCT
(cepymeHr kpeatuHuH Ao 3 mg %) - 1/2 oT TepaneBTuuHaTa [03a, NpU TexKa
6bbpeyHa HefoCTaTbYHOCT (CEpYMEH KpeaTWHWH mexay 3 u 8 mg %), KOSTo He
noanexv va guanusa — 1/4 go 1/8 ot pozara.

Piracetam e npoTBONOKAa3aH npu TepMuHanHa 6bbpedHa HeA0CTaTbYHOCT.

Havun u npodumkumenHocm Ha mpueMaHe

Piracebral® 8001200 ce npueMa c uawa ¢ B04a (MnNU ApYyra TE4HOCT) 1o
BB3MOXHOCT N0 BpEME UNK HENOCPEACTBEHO Cref XpaHeHe.

Rexapst Tpabea fa onpegen uHaUBMAYaNHaTa NPOABLIMKUTENHOCT Ha NeYEeHUETO.
Ipn komBuHUpaHo neYyeHne Ha AEMEHTHU CMHAPOMMK cnep 3 Mecela e Heobxogumo
Aa ce npeteHy ganm e HeoBxoaMmMo NPoabINKaBaHe Ha fieYeHneTo.

4.3. TIPOTUBONOKA3AHWA:

Piracebral® 800/-1200 He Tpsfsa ga ce npunara npu:

- W3BECTHa CBbPXYYBCTBUTENHOCT KbM piracetam, nmponmp,on—aosm NPOW3BOAHN
VMY KbM HAKOE OT NOMOLLHATE BeLLecTBa

- MO3BYHW KPbBOUITUBK

- TepMuHanHa 60peuna HegocTaTHUYHOCT
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4.4, CrELMANHK MPEOYNPEXOEHUS U NPEONA3HU MEPKW [1PU YTIOTPEBA:

lpu nayweHTv c ObbpeuyHa HeZOCTaTBLYHOCT Ce NpenopbyBa CTPMKTHO [a Ce
MOHWTOpUPAT OCTaThYHUTE CTOMHOCTU Ha 30T UMK KpeaTUHUH. ,
Mpy NcuxoMoTopHW Hapyllenust Piracebral® 800/-1200 moxe Aa ce npunara camo
NpW criassaHe Ha BCUYKY HEOOXoAUMU NPesnasHn MEpKi.

Mopaau edekta Ha piracetam Bbpxy TpombownTHata arperaumsa e Heobxogumo
MOBWLLUEHO BHUMaHWE npW NpunoxeHne Ha Piracebral® 800/-1200 npu nauueHTy ¢
HapylueHa XemocTasa, rofemMu XUpYpPrvuyHu MHTEPBEHLIMK UMK TEXKM KPBBOM3NUBHU
(Brx 5.1).

4.5. JIEKAPCTBEHW U BPYTV B3AMMORENCTBUS:

MNMopaau edekra Ha piracetam BLPXy xemocTasaTta € Bb3MOXHO Aa ce noTeHumpa
[LEACTBMETO Ha KyMapKHOBUTE NPOU3BOIHN. N

BvamoxHo e ga ce noTeHuupat edekTUTe Ha NeKapcTBEHN NPOAYKTY, CTUMYRMpatum
UHC, HeBponentuum v TMPEOUIHM XOPMOHW NpU XUNOTUPEOULNIBM.

4.6. BPEMEHHOCT WU KEPMEHE:

Hsama goctatbyHo HanuuyHW GaHHW 33 NpuioxeHueTo Ha piracetam no Bpeme Ha
Epemetnoct. Piracetam npemuHasa npes nnaudenTaTa. Okono 50% oT nnasmeHata
KOHUEHTpauus Ha maiikata ce OTKpMBa B nnasmara Ha detyca. [poyuBaHus npu
KMBOTHY BbPXY PEMNPOAYKTUBHATA TOKCUYHOCT HE Ca NoKasani TepaToreHHW WU
eMBpuoToKCMYHN edeKTr Ha piracetam.

flo Bpeme Ha 6pemenHocT piracetam Tpabsa fa ce npunara camo cnej BHUMaTenHa
OlIEHKa Ha CbOTHOLWeHueTo nonasa/puck. He e nasecTHoO aanu piracetam npemuHasa
B MaiyuHoToO Mnsiko. Piracetam He Tpsbea aa ce npuema ro BpeMe Ha KbpMeHe.

4.7. E®EKTH BLPXY CMIOCOGHOCTTA 3A LNIOOUPAHE U PAEOTA C MALLUWHY:
lMopapu wHAMBMOYANHO pasnUUHUTE peakuyMn € BB3MOXHO Ha ce Hapyiluw
peaxTMBHOCTTa B HA4anoTo Ha feJyeHUeTo U NPy NoBMLLABaHE Ha JosaTa.

4.8. HEXENAHU NEKAPCTBEHM PEAKLIMA:

Fipy BB3pacTHK MO BPEME Ha NEYEHKE C Piracebral® 800/-1200 HeuecTo MoraT ga ce
HabmwaapaT NOBWLLIEHA NCUXOMOTOPHa aKTUBHOCT, HapyLUeHUs B CbHst U 6escbHue,
HEePBHOCT, AEnpPecHBHO HacTpoeHue, TPEBOXHOCT, arpecuBHOCT,
racTpPOMHTECTUMHANHW OnnakBaHuAa (ragede, noBpbliade, abpomuHanHa 6Gosika,
Avapus), HambnHABEHE.

Psapko ce HabniwopaBa BepTWro, acTeHUs, XUNOTOHUA WU XUNEPTOHUS, NOBUILEHO
nMbNAo 1 NOBULLEHA CEKCyariHOCT.

B oTAenuu cnydanm ca cbobuwienn rnasobonue, artakcus, Hapylwenua B
KoopAuvHauuaTa, oObpKaHOCT, XanwuuHauwun, CHLHAKMBOCT W anepruyny peaxkumn
(Hanp. anadhMNakTMyHK peakuun, YPTUKapUs, eputemM K 3adyepBsBaHe Ha KOoXaTa,
ApYpUTYC, MOBULLEHO M3MOTSBaHE),

Hexenasute nekapcrBeH peakuum Npy Bb3pacTHU ca HabroaasaHy no-vecTo npu
TepanesTUYHX [03n OT OKoflo 5 g piracetam/aed. [Mpy geua nofgoBHW HeXenaHu
fieKkapCTBeHU peakuun ca HabfanasaHu No-4YecTo npu Tepanea'rmqi-m [031 OT OKOMo

3 g piracetam/nen.
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Sabenexka.

B orgensuM cnyyaw npy  [pegpasnonoXeHW  NauueHTh  (HeBpoHariHa
XUnepsb3ICYAUMOCT), KenaHata CUMHXPOoHU3aUMs 1 CTUMYNauus Ha enekTpudeckaTta
aKTUBHOCT Ha MO3bLKa MOXe Aa AOBefe A0 No-HUCHK MePUOB ipar.

4.9, NPEQO3UPAHE:

AxtuBHata cybcTaHums piracetam e HeTokcuuHa. [opn u cnef npuem Ha
MakcuManHu gHesHW posu oT 14 g piracetam nepopanHo unu 24 g piracetam
MHTpaBEHO3HO, He ca Bunu HabrnigaBaH CUMNTOMM Ha MHTOKCMKauua. HexxenaHuTe
NexkapcrBeHn peakunu MOraT 4a Bb3HUKHAT NpW yBenwyasaHe Ha [o3ara.

Tepanusata npy NpegosvpaHe e cUMNTOMaTHMYHa, AONbLAHUTENHO Cé MNpenopb4YBart
o6l TepanesTMaHn mepku. Piracetam ce enummiupa oT opradusma o 50-60% sa
4 yaca gpuanusa.

5. ®APMAKONOMMYHU LAHHW:

5.1. PAPMAKOOVMHAMUYHY CBOMCTBA:

dapmakoTepanesTMMHa rpyna: npPOAYKT, MNOBAMSBALL MO3IbYHW  ANCHYHKLMK
(HooTponeH npoaykT)

Piracetam e HooTponeH nekapcTBeH NpoaykT. [pu onutn c© XMBOTHKM, piracetam
nonobpasa nNoHWKeHna tiepebpaneH merabonvsbM 4Ypes CTUMyMpaHe Ha
OKCULATUBHOTO pasrpaxaaHe Ha [MoxKosaTa upes neHTo3o-hocdhartHna UuKbn,
NOBULLEHO NpeBpbiyaHe Ha AT®, nosuwena koHUeHTpauus Ha JAM® B HeBpOHUTE,
CTUMYNUpaHe Ha ajeHwWnarkuHasaTa, CcruMynupade Ha  dochonunupHus
MeTabonNuaLM C NOBULLIEHO BKIiouBaHe Ha P*? BLB drocthaTMaUNXOMNH ¥ MHO3WTON,
CTMMyNMpaHe Ha npoTenHoBaTa BuocMHTE3a U CUHTES UKW aKTMBHOCT Ha eH3uma
UMTOXPOM b5 Npu XMNoKcusl.

MNMpu BB3pacTHY XWBOTHM piracetam nosuluasa reetoTaTa Ha2 M-xonuHopeuenTopuTe
U nosuwaea obmAHaTa Ha ponammH. ToBa cnocobcTea TpaHcMucusaTa U
NpeaaBaHeTo Ha Bb3ObyXAaHETO KbM PasiiMYHUTE MO3BYHM 30HK G nofobpsaBaHe Ha
EET.

Mpu npoyuysaHus npu xopa e HabniogaeaHa nosuileHa nepdysus, noBuileHa
eKCTpakuMa 1 yCBOfiBAHE Ha KWCHOPOZ B MCXEMWMHUTE 30HW Ha MO3bKa,
noBuULLIaBaHe Ha TMOKO3HOTC YCROSIBAHE MPU MBPBUYHO MCXEMWMHO YBPELEHM 30HWN
Ha MoabKa. [pn npoydsanus EEM nokassa nosuilaBaHe Ha CTOMHOCTUTE Ha anda-
KOMIMOHEHTUTE U €AHOBPEMEHHa peayKUMa Ha TeTa- 1t JeNTa-KOMAOHEHTUTE.

[py naureHTy, NPETLPNANN CbCTOAHUSA, BoLeluy o LepebpanHu yepexaaHua KaTo
XWMOKCUS, MHTOKCUKaLMMA W eneKTPpOKOHBYNCBHA Tepanus, piracetam nopobpsasa w
Bb3CTAHOBABE HapylleHWTe NMo3HaBaTeNnHu cnocobHocTy.

Piracetam uma XeMoCTaseonorMyeH M XeMopeonordeH edexr, Ab/Kalun ce Ha
nogobpsisase Ha epuTpouMTHaTa nekeubunHocT, NoHWXKaBaHe Ha epuTpouuTHaTa
arperauvsi, NOHWXaBaHE Ha NNasMeHust BUCKO3UTET, NOHWXKaBaHe Ha epuTpoLMTHaTa
SedopMauns Npu YCKOpeH KpbBEH NOTOK KU uHxmubupaHe Ha TpombouwTHaTa
arperaums.

5.2. DAPMAKOKMHETUYHK CBOMCTBA: ;

Cnepn nepopanHo npunoxeHwe piracetam ce abcopbupa O6Bp3c U U3LAMNO.
OtHocutenHata cucreMHa OuoHanmnunoct e 100% (800 mg piracetam KaTo
enHokpatHa f[osa) B cpaBHenue ¢ AUC-crofHOocTMTE Ccned_ WHTPaBeHO3HO
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Ha4yvHa Ha APUIOXeHne NiasmeHns enuMUHaLIMOHEH NoNyXUBoT e cpeaHo 5.2 h (4.4
— 7.1 hy unm 7.7 h ot UepebpocnuHainHaTa TedHocT. Criopeg in vitro npoydsaHus
piracetam c¢e CBbp3Ba C nnAasMeHWTe NpPoTeMHW B okoro 15%. ObembT Ha
pasnpegenexve e okono 0,6 I/kg. OBWKsAT nnasmeH KnmpbHE e npubnusutendo 120
ml/min. o cera He ca oTKpuT MeTabonuiu.

Ekckpenusita ce 3abasa npu 6u6peyHa HeooCTaTBYHOCT, MPU KOETO € Heobxodumo
pefyumpaHe Ha [o3aTa cropef CTOWHOCTMTE Ha OCTATBLYHUS 8307 MAM KpeaTuHMHA,
3a Aa ce usbernat kymyrnatuskm ecbekti. Piracetam ce guannaupa go 50-60%.
Piracetam nipemunasa npes rnnaleHTapHaTa bapuepa 1 ce oTKpuBa B NnasmaTa Ha
deTtyca M amHMoTUYHaTa TevHocT (43 nauweHTw; 2.4 unn 6 g piracetam 2 no 3 h
npeau paxaaxe). KoHUeHTpauusTa B nnasmara Ha deTtyca e ¢ okono 50% no-Hucka
OT Tasu B Nnasmara Ha Maikata. HesaBucumo OT [03aTa, HeoHaTanHhus nnasmed
nonyxueoT e cpenHo 200 min, KoiATo e NoYTK ABa MBLTU NO-NPOABLIMKUTENEH OT TO3M
npw maiikata (98-112 min). Hama gaHuM 3a npeMuHaBaHe Ha piracetam B maiiunMHoTO
MIISIKO.

Buornanuuyrocm:
B cpasHeHue ¢ MHTpaBEHO3HO MHXeKTupaHe, BuoOHanM4yHocTTa Ha piracetam npw
nepoparndo npunoxexue e 100%.

5.3. MPERKNMHUYHN BAHHWN 3A BE30MNACHOCT:

Piracetam e uscrnegsan 3a mytareHHW edeKT G NMOMOLLTA Ha pasfnu4HU TECTOBE.
PesyntaTute ca oTpuuaTtenHn.

Mpn npogbIBKMTENHKM NPOYYBaHWS C NBbXOBE W MULLUKA HAMAa Hanu4HW OaHHU 3a
TYMOpOreHHo feficTeue Ha piracetam.

6. DAPMALIEBTUYHA JAHRK:

6.1. CNUCHK HA NMOMOLLHUTE RELUECTBA:
Hypromellose

Macrogol 6000

Magnesium stearate

Povidone K25

Propylene glycol

Colloidal silicon dioxide

Talc

Colouring agent titanium dioxide (E171)

dombnHumenHo 3a Piracebral® 800
Colouring agent ferric oxide (E172)

6.2. @U3NKO-XMMUYHWU HECLBMECTAMOCTHIA:
He ca nasectHn.

6.3. CPOK HA TOBHOCT:
CpoKLT Ha rogHoCT Ha fipogykTa e 5 roanHM oT Aatata Ha npouseoAcTeo. [a He ce
fipynara creg uaTuyaHe Ha garara, o3HauyeHa BbpXy OfakoBKaI:

6.4. CNEUMASIHY YCIIOBWS HA CBXPAHERKE:
Hsima crneuurarntiu YCNoBus Ha CbXxpaHeHue.,
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6.5, [IAHHM 3A OMNAKOBKATA:
OpurudanHa onakoBka, Cbabpxkawa 30, 60 u 120 dwmnmupanu TabneTyu,

6.6. MPENOPLKY 3A YNOTPEBA!
HAma cneumanHy MHCTPYKUMK 3a ynoTpeba.

7. VIME ¥ APEC HA NMPUTEXATENS HA PA3PELUEHUETO 3A YIOTPEBA:
Hexal AG

industriestrasse 25

D-83607 Holzkirchen, Germany

Tel.: 0049 8024/908-0

Fax: 0049 8024/908 1290

8. PEMACTPALIMOHEH HOMEP B PEMMCTLPA:

S. [IATA HA MbPBO PA3PEILABAHE 3A YIIOTPEEA HA NEKAPCTBEHWUS MPOLYKT:

10. BATA HA AKTYATIM3ALIMA HA TEKCTA:
Oxromspu 2003

11. PEXUM HA MPEAMNWCBAHE:
Mo nexapcko npegnucanye




