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TO HUONG DAN SU DUNG THUOC

R, Thube ké don
DOPROPY
Pé xa tAm tay tré em
Poc ky hwéng din sir dung trwée khi ding
:l"hu(")c nay chi diing theo dom thudc
THANH PHAN, HAM LUQNG CUA THUOC :
MGdi vién nén bao phim chira:

Thanh phédn hoat chat :
PHACCIRIN o ovisiiiiim aneisasesitaiis 1.200 mg > =
Thénh phan 16 dieoc : V 4 R
Povidone K90, Colloidal silicon dioxide 200, Talc, Iﬁ rriel}es’.é Natn ]aury] sulfat, Magnesi stearat,
Hypromellose 6, Polyethylene glycol 3350, Titan dloxw& “P’Ulydksiét_‘mse T alc;
DANG BAO CHE : I\PK !
Vién nén bao phim mau trang, hinh oval, hai mit tron. \\ %" "
CHI DINH : N7 ©
Diéu trj triéu chimg chéng mit. e

Dleu tri triéu chimg bénh 1y 16i loan chirc nang nio 0 ngudi cao tudi : suy giam tri nho, kém tap trung,
r&i loan hanh vi, sa stt trf tu¢ do nhm méu ndo nhiéu 4.
Diéu tri rung glat co ¢6 ngudn gbe vo ndo & nhitng bénh nhan trrdng thanh.

CACHDUNG, LIEU DUNG :
Cdch dung:
Thudc duoc ding dé udng, chia déu ngay 2 lan hodc 3 — 4 lin, ¢6 thé udng chung véi thirc &n. Nudt
nguyén vién vai mot ly nudc.
Liéu diing:
Chéng mit : Udng tir 2,4 — 4,8 g/ngay, chia 2 — 3 lan/ngay.
Rung gidt co c6 nguon gbc v6 ndo : Licu hang ngay nén bat dau tir 7,2 g ; sau do tang thém 4,8 g m6i 3 -
4 ngay t6i da 24 g, chia thanh hai hodc ba lan. Viéc diéu tri bang cac thudc chéng nhugc co khac phai
dugc duy tri & cung liu luong. Tuy thude véo loi ich thu duoc, liéu lrgng cua cac thudc khéc can duoc
giam, néu cé theé.
Céc d6i tuong dc biét
Ngueoi cao tu6i : Can diéu chinh liu 0 bénh nhén cao tudi bi suy giam churc nang thén (xem phan 'Diéu
chinh liéu & bénh nhan suy than'). Néu d1eu tri l4u dai & ngudi cao tubi, can thuong xuyén danh gid do
thanh thai creatinin dé diéu chinh lidu khi can thiét.
Bénh nhdn suy than : Lidu hing ngay ctia ngudi bénh phai dua vao chitc ning than. Tham khao bang sau
va didu chinh lidu theo chi dinh. Pé st dung bang nay, cin tinh d6 thanh thai creatinin cta bénh nhén
(CLcr) trong ml/phut. CLer trong mI/phit ¢6 thé dugc tinh tir viéc xac dinh creatinin huyét thanh (mg/dl)
bang cong thirc sau:

(Cl cr=[140 — age (vears)] X weight (k) (X 0.85 for women)
72 X serum creatinine (mgdi)

Nhém bénh nhén D¢ thanh thai Li¢u ding
creatinin (ml/phut)
Binh thuong > 80 Dung lidu hang ngay, chia 2 dén 4 lan
Nhe 50 - 79 2/3 liéu hang ngay, chia 2 hoic 3 lan
Vira 30 - 49 1/3 liéu hing ngéy, chia 2 lan
Nang <130 1/6 lieu hang nglixétuong 1 lieu duy
Bénh thén giai doan cudi B Khéng ding

Bénh nhan suy gan : Khong can chinh lidu & bénh nhén bi suy gan. O nhitng bénh nhén bj suy gan va suy
than, cAn diéu chinh lidu (xem phan 'Diéu chinh lidu & bénh nhan suy thin' & trén).
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CHONG CHI PINH :
Mén cam v&i piracetam hoiic v6i bat ky thanh phan nao ciia thudc hodc cac din chit khac cta pirolidon.
Bénh nhan suy thin ning (hé s thanh thai creatinin dugi 20 ml/phit)
Ngudi mic bénh Huntington
Bénh nhén bi xut huyét nao

CANH BAO VA THAN TRONG KHI DUNG THUOC :
Vi piracetam duoc théi qua thin, nén thoi glan bén thai cta thude tang lén lién quan truc tiép v6i mirc do
suy than va dd thanh thai creatinin. Cin rét thin trong khi ding thuoc cho ngudi bénh bi suy than. Cén
theo doi chirc nang thin & nhimg ngudi bénh nay va ngudi bénh cao tudi.

Tranh ngimg thudc dot ngét vi diéu ndy c6 thé gy co glat L0 hoac thtmg co gidt & mot s6 bénh nhan nhbi
méu co tim. v /, ™
Téc dung trén sie két tdp tiéu cdu: Do piracetam c6 tao/ :\* hg eha'ty tren su két tap tiéu cau nén thin trong khi
dung cho bénh nhan xuét huyét trim trong, bénh nha ‘L'é}ﬂ co chay mau nhu loét tiéu hoa, bénh nhén

‘E
VA? benh nhan trai qua cac phau thust 1én

H

¢6 roi loan déng méu, bénh nhén 6 tién str mach ma a o‘%
bao gbm phau thudt nha khoa, va bénh nhan sir dung thu 'ch’onb ﬁéﬂg 1méu hoic cac thudc gidm can tidu
céu bao gom acid acetylsalicylic liéu thap 5
Nguoi cao tusi: Dé didu tri lau dai ¢ ngudi cao tuodi, can\hal t?urong xuyén danh gid do thanh thai
creatinin dé c6 thé diéu chinh liéu néu can.
Trong thude c6 td duoc:
Natri lauryl sulfat: Diing thin trong v6i ngudi ¢6 1an da nhay cam vi c6 thé gay ra cdc phan {mg tai chd
nhu chém chich hodc cam giac dbt.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CONBU :
Phu nir co thai:
Khong c6 dit lidu day da vé viéc sir dung piracetam & phu nit c¢ thai. Cac nghién ctru trén dong vét khong
chi ra nhimg tic dong c6 hai true tiép hogc gidn tiép dbi v6i viée mang thai, su phat trién ctia phoi thai, su
phét trién sau sinh.
Piracetam qua hang rao nhau thai. Khéng nén dung piracetam trong thoi ky mang thai trir khi that can
thiét, khi loi ich vuot qua rui ro va tinh trang 1am sang ctia ngudi me mang thai cén didu tri voi piracetam.

Phu nix cho con bu:

Piracetam dugc bai tiét trong sita me. Do d6, khong nén diing piracetam trong thoi gian cho con bu hoic
néu dang cho con bu thi me nén ngung ding piracetam.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC :
Thubc ¢6 thé gdy budn ngt, hdi hop v trdm cam, vi vay can thin trong khi dung thudc cho ngudi dang 1ai
xe va van hanh may moc. )

TUONG TAC, TUONG KY CUA THUOC :
Twong tac duoc dong hoc:
Kha nang twong tac thudc din dén thay ddi dwoc dong hoc piracetam dy dodn thip vi khoang 90% liéu
piracetam duoc bai tiét qua nude tiéu dudi dang khong thay di.
O nhimg ngudi bénh thoi gian prothrombin di dwgc 6n dinh bang warfarin lai ting lén khi dung
piracetam.
Hormon tuyén gidp: L 1an d& bj kich thich va réi loan giic ngii da dugc bdo céo khi ding dong thei
piracetam v&i tinh cht tuyén gidp.
Acenocoumarol: Trong mot nghién ciru da duoc cong bd trén nhitng bénh nhan bi huyét khdi finh mach
téi phat nghiém trong, udng piracetam 9,6 g /ngdy khong lam thay dbi liéu acenocoumarol dé dat dén INR
2,5-3,5, nhung so vdi viée dung acenocoumarol don doc, viéc bd sung piracetam 9,6 g /ngay lam giam
dang ké su két tap tiéu cdu, giai phéng thromboglobulin B, ndng d6 fibrinogen va do nhort mau va huyét
tuong.
Thuéc chong déng kinh: Lidu ubng 20g piracetam méi ngdy trong 4 tudn khéng lam thay dbi ndng do
dinh va ndng d6 trong huyét thanh cta thudc chéng ddng kinh (carbamazepin, phenytoin, phenobarbital,
valproat) & bénh nhén dong kinh dang dung lidu 6n dinh.
Ruou: Viée sit dung nrou ddng thoi véi piracetam khong lam anh hudng dén ndng db piracetam trong
huyét thanh v mirc d9 cdn khéng bi thay dbi bai lidu ubng piracetam 1,6g.
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TAC DUNG KHONG MONG MUON CUA THUOC :
Thuong gdp, ADR > 1/100
R6i loan hé than kinh: Bén chén, dé bi kich dong.
Réi loan tam thén: Lo léng
Téang cén
It gap, 1/1 000 < ADR < 1/100
Toan than : Chéng mat.
Rbi loan hé than kinh: Budn ngu.
Réi loan tAm than: Trdm cam
Réi loan téng quat: Suy nhuge e
Hiém ga'p mo 000 <ADR < m 000 L0133

Réi 103.11 he thin kmh Bénh mt ngu mat cn
Réi loan tAm than: Kich dong, 4o giéc, 1u 14n,
R&i loan tai: Vertigo (chimg chéng mit) = /
Réi loan tiéu héa : Budn nén, ndn, ia chy, dau bgn\:iia’éhg hmg
Réi loan da va mé du6i da: Viém da, ngira, may day, phi thuong vi.
Ré1i loan hé théng mién dich: Phan tmg phan vé, cam gidc qué méan
Huéng din cich xir tri ADR: C6 thé giam nhe cédc ADR cia thude bang cach giam lidu.

QUA LIEU VA CACH XU TRi :
Triéu chimg: Khong c6 cac tdc dung ngoai y dac biét lién quan dén qua licu da duoc bdo cédo voi
piracetam. Liéu cao nhit b4o cdo véi piracetam 13 uéng 75g. Mot trudmg hop bi tidu chiy c¢6 dau bung, ¢6
lién quan dén udng 75g piracetam m&i ngay, c6 18 1ién quan dén lidu hrong cuc cao cua sorbitol chira trong
cOng thirc da si dung.
Cdch xir tri: Trong qué lidu, c6 thé rira da day. Khong c6 thube giai doc dic hidu cho qud lidu
piracetam. Piéu tri qué liéu bing céch diéu tri triéu chimg va c6 thé bao gém thdm tich mau.

PAC TINH DUGC LUC HQC :
Nhém duge Iy: Thuée hung tri (nootropic)
M3 ATC: NO6BX03
Piracetam (din xuat vong cla acid gamma - aminobutyric, GABA) duroc coi 1a mét chét ¢6 téc dung hung
tri (cai thién chuyén hoa ctia té bao than kinh) mic du nguodi ta con chua biét nhidu vé cac tac dung dic
hiéu ciing nhwr co ché tic dung cta né.
Piracetam tac dong 1&n mot sé chit dan truyén than kinh nhw acetylcholin, noradrenalin, dopamin ... Didu
nay co the giai thich tac dung tich cuc cua thudc 1én su hoc tdp va cai thién kha ndng thuc hién cac test vé
tri nhé. Thude c6 thé lam thay ddi s din truyén than kinh v gép phan ci thién méi trrong chuyén héa dé
céc té bao than kinh hoat dong tdt. Trén thuc nghiém, piracetam c6 tac dung bao vé& chéng lai nhimg ri
loan chuyén héa do thiéu mau cuc bd nhd lam ting dé khang cua ndo déi v6i tinh trang thiéu oxy.
Piracetam lam tang su huy dong va sir dung glucose ma khong 1€ thude vao su cung cap oxy, tao thudn loi
cho con dudng pentose va duy tri téng hop ning luong & ndo. Piracetam ting cudng ty & phuc hoi sau ton
thuong do thiéu oxy bang cach tang sw quay vong cua cac phosphat v6 co va giam tich tu glucose va acid
lactic. Trong didu kién binh thudng ciing nhu khi thiéu OXy, nguoi ta thay piracetam lam tang lrong ATP
trong ndo do ting chuyén ADP thanh ATP dleu nay c6 thé 1a mot co ché dé giai thich mot so téc dung cd
ich ciia thudc. T4c dong 18n sy dén truyén tiét dich acetylcholin (lam ting giai phéng acetylcholin) ciing ¢6
thé gop phan vao co ché tac dung clia thude. Thube con ¢ tic dung lam ting giai phong dopamin va diéu
nay c6 thé c6 tac dung t6t 1én sy hinh thanh tri nhé. Thude khong c6 tic dung gy ngt, an than, hdi sic,
giam dau, an than kinh ho3c binh than kinh cfing nhw khéng cé tic dung cia GABA.
Piracetam 1am giam kha nang két tap tiéu cau va giam do nhét cia méu & liéu cao trong truong hop hong
cdu bi cimg bt thuomg thi thudc c6 thé lam cho hong cau phuc hdi kha ning bién dang va kha nang di qua
cdc mao mach. Thube ¢6 téc dung chdng giat rung co.
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PAC TINH DUQC PONG HOC :
Hap thu : Piracetam dung theo dudmg uéng duoc hip thu nhanh chéng va hau nhu hoan toan ¢ bng tiéu
ho4. Néng d6 dinh trong huyét twong dat dugc trong vong 1,5 gid sau khi uéng. Sinh kha dung dat g?m
100%. Nong db dinh trong huyét twong (40 — 60 microgam/ml) xuét hién 30 phiit sau khi udng mét liéu 2g.
Phén b6 : Nong d6 dinh trong dich ndo tiy dat dugc sau khi ubng thudc 2 — 8 gio. Hap thu thudc khong
thay doi khi diéu tri dai ngay. Thé tich phan bé khoang 0,7 lit/kg. Piracetam ngém vao tat ca cac mo va co
thé qua hang rao méu — nio, nhau thai va ca cdc mang ding trong tham tich than. Thubc ¢6 ndng d6 cao &
v6 ndo, thity trén, thity dinh va thity chdm, tiéu nfio va c4c nhén ving day.
Chuyén héa : Cho dén nay, khong c6 chit chuyén hoéa ciia piracetam durgc tim théy.
Thai tric : Thoi gian ban thai trong huyét tvong khoang 5 gio. Piracetam khong gén vao céc protein huyét
tuong va duogc dao thai qua than dudi dang nguyén ven. He s thanh thai piracetam cua than ¢ nguoi binh
thuomg 12 86 ml/phut. 30 gi¢ sau khi udng, hon 95% thude duoc thai theo nude tiéu. Néu bi suy than thi
thoi gian thai trir ting 1én: O ngudi bénh bi suy thin hoan toan va khong hdi phuc thi thoi gian nay 1 48 —
50 gio.
Nhém bénh nhén dac biét
Ngueoi cao tuoi : Nguoi cao tudi, thoi gian ban thai cua piracetam gia tang do suy giam chirc nang thén
(xem phan c4ch ding v2 liéu diing).
Suy thén : Néu bj suy than thi thoi gian thai trir ting 1én (xem phéan céch diing va lidu dimg). O ngudi bénh
bi suy than hoan toan va khong hdi phuc thi thoi gian nay 1a 48 — 50 gid.
Suy gan : Khong cin chinh liéu & bénh nhén bi suy gan. O nhitmg bénh nhén bi suy gan va suy than, cin
dieu chinh li¢u (xem phan cach dung va liéu dung).

QUY CACH PONG GOI :
Vi 10 vién; hop 3 vi, hop 6 vi va hop 10 vi.
Chai 100 vién va Chai 200 vién

B[EU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC :
Didu kién bao quan: Noi khd, nhiét do dudi 30°C, trénh 4nh sang.
Han dung: 36 thang ké tir ngdy san xuét.

Thubdc san xuét theo TCCS
TEN, PIA CHI CUA CO SO SAN XUAT THUOC :

‘.“j': CONG TY CO PHAN SX - TM DUQC PHAM DONG NAM
27" Lo2A, Buong 1A - KCN Tan Tao, P.Tan Tao A,Q. Binh Tan - TP.HCM.
' DT:(028) 3754.1748, (028) 3754.1749; FAX: (028) 3754.1750.
CTY CO PHAN SX=TM DPRONG NAM
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