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w Uit nay chi ding theo don thudc. Poc ki hudng din st dung trudc khi ding.

Néu cén thém théng tin xin héi y kién bdc si. D€ xa tdm tay tré em.

THANH PHAN: M3i vién nén bao phim cha:

Duge chat: Piracetam 800 mg
Td duge: Manitol, croscarmellose natri, povidon K30, magnesi stearat, colloidal silicon dioxid, opadry 200 white,
opadry clear.

DANG BAO CHE

Dang bao ché- Vién nén bao phim.

M@é ta: Vién nén dai bao phim mau trdng, mdt mat tron, mot mit cé chir "P", canh va thanh vién lanh I3n.
CHi BINH

Diéu tri tridu chiing chéng mat.

0 ngudi cao tudi: Suy gidm tri nhd, chong mit, kém tap trung, hodc thifu tinh tao, thay déi khi sic, rdi loan
hanh vi, kém chii y dén ban than, sa sit tri tué do nhdi mau ndo nhiéu 6.

Diéu tri nghién rugu.

Diéu tri bénh thi€u méau hdng cdu liém.

@ tré em diéu tri chiing khé doc.

Diing b8 trg trong diéu tri giat rung cd c6 ngudn géc vo nio.

CACH DUNG, LIEU DUNG

Liéu ding:

Liéu thudng dung 14 30 — 160 mg/kg/ngay, tlly theo chi dinh, chia déu ngdy 2 t&n hodc 3 — 4 lan.

Diéu trj dai ngay cac hdi chimg tdm than thuc thé & ngudi cao tudi: 1,2 — 2,4 g/ngay, tly theo trudng hap.
Liéu cé thé cao t6i 4,8 g/ngay trong nhiing tudn d4u.

Diéu tri nghién rugu: 12 g/ngdy trong thdi gian cai rugu ddu tién. Diéu tri duy tri; udng 2,4 g/ngay.

Suy gidm nhan thic sau chdn thudng ndo (c6 k&m chéng mit hodc khdng): Liéu ban dau la 9 - 12 g/ngay;
lidu duy tri 1a 2,4 g thuSc, udng it nhat trong ba tudn.

Thiéu médu héng cdu liém: 160 mg/kg/ngay, chia déu lam 4 lan.

Ching kho doc @ tré em: 50 mg/kg/ngay, chia 3 I4n.

Diéu tri giat rung co: 7,2 g/ngay, chia lam 2 - 3 [4n. Tiy theo dép ng, cif 3 - 4 ngdy mot I4n, tang thém 4,8
g/ngdy cho t6i liéu t6i da la 24 g/ngay. Sau khi da dat lifu 16i uu clia piracetam, nén tim céch gidm liéu clia
céc thuSc ding kém. Khang sif dung cho tré dudi 16 tudi.

Can higu chinh liéu & bénh nhin suy gan, thin:

Cler 50 — 79 ml/phat: Dung 2/3 liéu binh thudng, chia thanh 2 - 3 lAn/ngay.

Clcr 30 ~ 49 mi/phit: Dung 1/3 liéu binh thudng, chia thanh 2 1An/ngay.

Cler 20 = 29 ml/phat: Dung 1/C liu binh thudng, 1 1dn/ngdy.

Khong ding thubc néu miic do loc cdu than < 20 ml/phat.

CHONG CHi DINH

Man cdm véi piracetam hoic bat ky thanh phdn nao khdc clia thudc.

Ngudi bénh suy than ning (Cler < 20 ml/phdt).

Ngudi mic bénh maa giat Huntington.

Ngui bénh suy gan.

Xuat huyét nao.
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CANH BAD VA THAN TRONG KHI DUNG THUOC

Vi piracetam dugc thai qua than, nén nira doi thai trir cla thudc ting 1&n lién quan tryc ti€p véi mic dd suy
than va Clcr. Cin rdt thin trong khi diing thudc cho ngudi b&nh bi suy thdn. Cin theo ddi chic ning than &
nhiing ngudi bénh ndy va ngudi bénh cao tudi.

Tranh ngting thubc dgt ngdt G nhitng bénh nhén rung gidt cd do nguy co gdy co giat.

Thén trong trén bénh nhdn loét da day, c6 tién st dot quy do xudt huy&t, ding clng céc thudc gdy chdy mau
do ting nguy cd gdy chdy mau. Than trong trong cdc phiu thuit I6n do khd ning rdi loan déng méu tiém tang.
T4 dugc manitol: San phdm ndy cé chifa manitol, c6 thé ¢ tic dung nhudn tring nhe.

s/ DUNG THUGC CHO PHY NO' CO THAI VA CHO CON BU

Thdi ky mang thai: Piracetam c6 th& qua nhau thai. Khong nén ding thudc ndy cho ngudi mang thai.

Théi ky cho con bd: Khéng nén diing piracetam cho ngudi cho con bi.

ANH HUGNG cUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY moc

Vi cac tac dung khong mong mudn dugc ghi nhan khi ding thudc, thudc co thé c6 &nh hubng 1&n khd ning I4i
xe va van hanh mdy méc. Vi vdy cdn than trong khi l4i xe vd van hanh may méc trong thdi gian dung
piracetam.

TUONG TAC, TUONG KY ciA THUOC

Tuong tc cia thuéc:

VAn c6 thé tiép tuc phuong phap didu tri kinh dién nghién rugu (c4c vitamin va thudc an thdn) trong truding hop
nguti bénh bi thiu vitamin hodc kich dong manh.

Pa c6 mgt trudng hgp co tuong tic gilta piracetam va tinh chdt tuyén gidp khi diing déng thai: La 1an, bi kich
thich va rdi loan gidc ngl.

& mot ngudi bénh thdi gian prothrombin da dugc 6n dinh biing warfarin lai ting 1én khi ding piracetam.

Tudng ky cia thudc:

Do khong c6 céc nghién clu vé tinh tuong ky clia thudc, khong tron [an thudc ndy véi cac thudc khac.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Thudng gédp, ADR > 1/100

Toan thdn: Mgt moi. :\ﬁ,‘;,‘;‘s
Tiéu h6a: Budn ndn, non, tiéu chdy, dau bung, truéng bung. - 2
Thén kinh: Bn chén, d& bi kich dong, nhiic ddu, mat ngl, ngl ga. NGTYCEF
It gdp, 1/1000 < ADR < 1/100 /MEPHAS
Toan than: Chéng mit, ting can, suy nhugc. ' o

Th4n kinh: Run, kich thich tinh duc, ciing thing, ting vin dong, trdm cim. ‘,}Hu?__ﬁ,;
Huy&t hoc: R6i loan dong mau hoic xuit huyét ning. A

Da: Viém da, nglia, may day.

Thong bdo ngay cho béc sT hodic dugc ST nhiing phan dng co hai gdp phai khi st dung thudc.

Hudng din cich xif tri ADR

C6 thé gidm nhe cac ADR clia thudc béing cdch giam liéu.

QUA LIEU VA CACH XU TRi

Piracetam it ddc ngay ca khi ding liéu rit cao. Khdng cén thigt phdi c6 nhiing bién phép dic biét khi dung quéd
lidu.

PAC TiNH DUQC LUC HQC

Nhém duge ly: Thudc hung tri, ma ATC: NO6B X03.

Piracetam (din xudt vong clia acid y-aminobutyric, GABA), dugc coi 1A mdt chdt c6 tic dung hung tri (cai
thign chuyén héa clia t& bao than kinh) midc dii ngudi ta con chua bigt nhidu v8 cdc tic dung dic hiéu ciing
nhu co ché tac dung clia no.

Piracetam ¢6 tic dong Ién mot s chdt din truyén thdn kinh nhu acetylcholin, noradrenalin, dopamin.. Thuéc
c6 thé 1am thay dbi su din truyén, g6p phin ci thin mdi trudng chuyén héa dé cac t& bao thdn kinh hoat
dong tot. Piracetam lam gidm kha nang k&t tu tiéu cdu va gidm do nhét clia mau & lidu cao, trong trudng hap
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héng cdu bi ciing bat thuing thi piracetam cé thé lam cho héng cAu phuc hdi kha ning bién dang va kha
nidng di qua cdc mao mach. Thuc c6 tic dung chng gidt rung co.

PAC TiNH DUGC BONG HOC

Piracetam ding theo duting uéng dudc hdp thu nhanh chéng va hiu nhu hoan todn & dng tiéu héa. Sinh kha
dung dat gdn 100%. Néng do dinh trong huyét tuong (40 - 60 microgram/ml) xut hién 30 phit sau khi udng
mot fiéu 2 g. Néng do dinh trong dich ndo tly dat dudc sau khi udng thudc 2 - 8 gi. Thé tich phan bo
khoang 0,6 lit/kg. Piracetam ngdm vao tit ¢ cdc md va c6 thé qua hang rdo mdu - ndo, nhau thai va ca céc
mang ding trong thdm tich than. Thudc c¢6 ndng do cao & v ndo, thily trén, thily dinh va thily chdm, tiéu ndo
va cdc nhan viing ddy. Nita doi thdi trt trong huy8t tuong 1a 4 - 5 gi6, nlta doi thai tri trong dich ndo thy
khodng 6 - 8 gio. Piracetam khéng gdn vio cic protein huyét tuong va dugc dao thai qua than dudi dang
nguyén ven. Hé sd thanh thdi piracetam ciia thin & ngudi binh thudng la 86 ml/phat. 30 gid sau khi udng, hon
95% thudc dude thii theo nudc tidu. NEu bi suy than thi niia doi thai trir ting 1&n: O ngudi bénh bj suy than
hoan todn va khdng hdi phuc thi nira doi thai trii 1a 48 - 50 gid.

Nhém bénh nhédn ddc hiét

Tré em

Khong c6 nghién clu duge dong hoc duge ti€n hanh chinh thic & tré em.

Ngudi cao tudi

0 ngudi cao tudi, thi gian bdn hily clia piracetam gia ting do suy giam chiic ning than.

Suy thén

Su thai trir piracetam tuong quan vGi hé s6 thanh thai creatinin. Do d6, khuy&n cdo chinh liu piracetam diing
hiing ngay dya theo hé s& thanh thai creatinin & b&nh nhdn suy than. O d6i tugng suy than giai doan cudi c6
vb niéu, thoi gian ban hily piracetam ting 1&n dén 59 gid. Hiéu sudt thim tich piracetam 1a 50 — 60% trong
mot dot thdm tach dién hinh 4 gid.

Suy gan

Anh hudng clia suy gan 18n dugc dong hoc clia piracetam chua dugc danh gid. Vi 80 — 100% liéu thudc dudc
bai tiét vao nudc tiéu & dang khong ddi, nén suy gan don thuin, theo du doan, sé khdng anh hudng déng ké
[&n sy thai trir piracetam.

HAN DUNG 36 thang ké tir ngay sin xu4t.
BAO QUAN Du6i 30°C. Tranh 4m va 4nh sang.
TIEU CHUAN Tiéu chudn ca s (TCCS).

Qul cAcH BONG GOI  Hop 3 vi, vi 15 vién.

San xuat tai CONG TY 06 PHAN PYMEPHARCO
166 - 170 Nguy&n Hué, Tuy Hoa, Pha Yén, Vigt Nam
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