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HUONG DAN SU DUNG THUOC

Rx
AGICETAM® 800

Thube nay chi dung theo don thube

Poc ki huéng dan st dung triede khi dung

Pé xa tam tay tré em

Thanh phén cong thirc cho 1 vién:
Thanh phin hoat chit:
M3di vién AGICETAM 800 chira 800 mg Piracetam.
Thanh phén ta dwoc:
Povidon K30, Microcrystallin cellulose 101, Crospovidon, Colloidal silicon dioxid, Magnesi
stearat, Hydroxypropyl methylcellulose, Povidon K64, Titan dioxid, Talc, Polyethylen glycol
6000, Polysorbat 80, Acid citric monohydrat, Natri citrat, Pham mau Quinolin Yellow.

Dang bao ché: Vién nén dai, bao phim mau vang, mot mat tron, mot mat ¢6 vach ngang bé doi

duoc, kich thudc 9 mm x 21 mm.

Chi dinh: “' .
'A.gicetm';l dugc chi dinh & nhitng bénh nhén trudng thanh:
« Pidu tri bénh giat rung co ¢6 ngudn gbe vo ndo, khong phén biét can nguyén, va nén dugc st
dung két hop véi cac lidu phap chbng co giét khéc. - :
« Didu tri hd tro trong diéu tri triéu chung bénh thiéu hut nhan thic va bénh 1y than kinh man
tinh & ngudi cao tudi (khong bao gdm bénh Alzheimer va cac chimg mét tri nhé khéc).
« Cai thién triéu ching cua chirng chéng mat.

Cich dung, liéu ding:
Ciach ding: Piracetam dwoc ding bing dudong udng, ubng thude véi mot ly nudc, c6 thé udng
cung vadi thire an hodc khong.
Liéu dung:
Céc lidu luong khuyén céo theo chi dinh la:
Piéu tri gidt rung co: Lidu ding nén bét diu & mic 7,2 g/ngay chia 1am 2 - 3 14n, cir sau ba dén
bén ngay ting 4,8 g/ngay cho t6i lidu tdi da 1a 24 g/ngay. Pidu tri v6i cc thude chdng giat rung
co khéc nén duogc duy tri & cung lidu lugng. Ty theo loi ich 1am sang dat dugc, nén giam liéu
ciia nhiing thudc nay, néu co thé.
Mot khi da bét dau, diéu tri bang piracetam nén tiép tuc chimg nao bénh néo cin nguyén van con
tdn tai. O nhitng bénh nhin c6 mdt con cAp tinh, bénh c¢6 thé tu tién trién tét sau mot khoang thoi
gian va vi vdy cir mdi 6 thang nén thir giam liéu hodc ngung diéu tri. Nén giam 1,2 g piracetam
mdi 2 ngay (mdi 3 hodc 4 ngay trong trudng hop c6 hdi chimg Lance - Adams nhiam phong ngira
kha ning tai phat dot ngdt hodc co giat do ngung thudc dot ngot).
Diéu tri hé tro trong diéu tri triéu chirng bénh thiéu hut nhan thitc va bénh ly than kinh man tinh
& nguedi cao tuéi va chéng mat: Ubng 1 vién/lan x 3 14n/ngay (sang, trua va tbi).
Poi twong dic biét:
Nguedi cao tuéi
Nén chinh liéu & ngudi cao tudi c6 tén thuong chirc ning than (xem phén “Piéu chinh liéu &
bénh nhan suy than™ dudi day).
Khi diéu tri dai han & nguoi cao tudi, cn danh gia thudng xuyén hé s thanh thai creatinin dé
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chinh liéu phu hop khi cén thiét.

Bénh nhdn suy thdn

Chéng chi dinh ding piracetam trén bénh nhan suy thin ning (d6 thanh thai creatinin thin dudi
20 ml/phut) (xem phan Chéng chi dinh, Canh bdo).

Liéu thudc hang ngay duoc tinh cho timg bénh nhan theo chitc nang than. Tham khao bang dudi
day va chinh lidu theo chi d4n. P& dung bang phan lidu nay, cin uéc lugng hé sb thanh thai
creatinin ciia bénh nhén (Cler) tinh theo ml/phut. C6 thé uéc lugng hé sb thanh thai creatinin
(ml/phut) tir ndng d6 creatinin huyét thanh (mg/dl) qua céng thitrc sau:

Cler = {[140 - tudi (ndm)] x cin ning (kg) / [72 X creatinin huyét thanh (mg/dl)]} (x 0,85 & phu nit).

Nhém c:g;iiﬂl?;;;ﬁiﬂ Lidu va s6 Iin ding thubc
Binh thuong > 80 Lidu thudong ding hang ngay, chia 2 - 4 1an
Nhe 50-79 2/3 lidu thudng dung hang ngay, chia 2 - 3 lan
Trung binh 30 - 49 1/3 liéu thudng ding hang ngay, chia 2 14n
Ning <30 1/6 lidu thudng ding hang ngay, udng 1 lan
Bénh thén giai doan cubi - Chéng chi dinh

Bénh nhdn suy gan”
Khéng can diéu chinh lidu & bénh nhan chi ¢6 suy gan. Nén chinh lidu thudc khi ding cho bénh
nhan vira suy gan va suy than (xem phan “Diéu chinh liéu & bénh nhan suy than” & trén).
Mot s lwru y diic biét vé xir Iy thude trwée va sau khi sir dung thude:
Khéng c6 yéu cu dic biét vé xir 1y thube sau khi sir dung.

Chéng chi dinh:
Man cam véi bit ky thanh phan nao cua thude.
Ngudi bénh suy than ning (hé s6 thanh thai creatinin < 20 ml/phit).
Ngudi méc bénh mua giat Huntington.
Xuét huyét ndo.
Phu nit ¢6 thai va cho con bu.

Canh bdo va than trong khi ding thude:
Tdc dong trén két tdp tiéu cau: Do tac dong cla piracetam trén két tap tiéu ciu, nén than trong
khi diing cho bénh nhan xuét huyét nang, bénh nhén c6 nguy co chay mau nhu loét dudng tiéu
hoa, bénh nhan réi loan déng méu tiém 4n, bénh nhén c6 tién st tai bién mach méau nao do xuét
huyét, bénh nhan cin tién hanh dai phiu ké ca phiu thuit nha khoa va bénh nhén sir dung thude
chéng dong méau hodc thube chéng két tap tidu cdu bao gdm ca aspirin liéu thép.
Suy thdn: Piracetam dugc thai trir qua than, do d6 nén thdn trong trong truedng hop suy than (xem
Cdch dimg, lieu ding).
Ngueoi cao tusi: Khi didu tri dai han & nguoi cao tudi, can danh gia thuong xuyén hé sb thanh
thai creatinin dé chinh lidu phi hop khi can thiét (xem Cdch ding, liéu ding).
Ngueng thube: Nén tranh ngung didu tri dot ngot vi co thé gy con dong kinh giat co hodc con
dong kinh toan than & mot sb bénh nhan c6 chimg rung giat co.

Sir dung thudc cho phu nir ¢6 thai va cho con bi:
Thoi kp ¢6 thai
Khéng c6 du dir liéu vé viée st dung piracetam & phu nit mang thai. Céc nghién ctu trén dong
vat khdng cho thiy tac dung c6 hai truc tiép hodc gian tiép dbi véi thai k¥, su phat trién ctia phoi
hay bao thai, su sinh n& hay phat trién sau khi sinh.
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Piracetam qua dugc hang rao nhau thai. Nong do thudc & tré so sinh khoang 70% dén 90% ndng
do ctia me.

Khong nén dung piracetam trong khi mang thai trir khi that can thiét, khi loi ich vuot tréi nguy
co va tinh trang 1dm sang cta phu nit mang thai cin diéu tri bing piracetam.

Phu nit ¢6 kha nang mang thai hodc dang sir dung cac bién phéap tranh thai hoac dang mang thai
nén tham khao ¥ kién béc sy cin thén trude khi diéu tri véi thube nay.

Thoi ky cho con bu

Piracetam dugc tiét vao sita me. Do d6 khong nén st dung piracetam trong khi dang cho con bi
ho#c khong cho con bi trong thdi gian diéu tri bing piracetam. Nén tinh dén loi ich cua viéc ba
stta me ddi véi tré va loi ich cua diéu tri d6i vdi me khi quyét dinh khéng cho con b hodc khong
str dung piracetam.

Anh hwéng ciia thudce 1én kha ning l4i xe, vin hanh may méc:

Thude hau nhu khong anh huéng dén kha ning l4i xe va van hanh may moéc. Tuy nhién, ciing c6
mot vai bao cdo vé nguy co gy chéng mit, nén bac sy co thé tiy timg trudng hop cu thé ma
khuyén céo hay khong khuyén cdo bénh nhén dung thudc khi 14i xe va van hanh méy méc.
Twong tac, twong Ky ciia thude:

Twong tic ciia thude véi cac thude khac va cac loai twong tac khéc:

Twong tac dwoc dong hoc:

Tuong tac thuée c6 kha nang dan dén nhimg thay dbi vé dugc dong hoc cua piracetam dwoc du
doén thap vi khoang 90% liéu piracetam duoc thai trong nudc tiéu & dang khong doi.

In vitro, piracetam khéng trc ché cac dang ddng phén cua cytochrom P450 & gan nguoi CYP
1A2, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 va 4A9/11 & ndng dd 142, 426 va 1422 pg/ml.

O ndng d6 1422 pg/ml, quan st thiy tac dong we ché nhe 1én CYP 2A6 (21%) va 3A4/5 (11%).
Tuy nhién, khi ndng d6 vuot xa 1422 pg/ml, gia tri K; cia viéc tc ché hai dang dong phan CYP
nay 1a rét tét. Do d6, twong téc chuyén hoa cia piracetam véi nhimg thudc khac gin nhu khong co.
Cdc hormon tuyén gidp: LG 1an, d& kich thich va rbi loan gidc ngt da dugc ghi nhén khi ding
thudc ndy ciing ltic v6i céc tinh chét tuyén gidp (T3+T4).

Acenocoumarol: Trong 1 nghién cru mu don trén bénh nhan bi huyét khéi tinh mach tai phat
ning dd dugc cong bd, liéu piracetam 9,6 g/ngay khong lam thay déi liéu acenocoumarol cin
thiét dé dat INR 2,5 dén 3,5, nhung so véi tic dung cua acenocoumarol ding don dde, viéc bd
sung piracetam 9,6 g/ngay lam giam dang ké két tap tiéu cdu, phong thich B-thromboglobulin,
ndng do fibrinogen va cac yéu t6 von Willebrand (VIIL:C; VIII: vW: Ag; VIII : vW : Reo) va do
nhét ctia méu toan phan va huyét tuong.

Cdc thuéc ch(fng dong kinh: St dung piracetam liéu hang ngay 20 g trén 4 tuan khoéng lam thay
ddi nong do dinh va ndng d6 diy trong huyét thanh cia céc thubc chéng dong kinh
(carbamazepin, phenytoin, phenobarbiton, valproat) & bénh nhan bi bénh dong kinh dang dung
cac liéu 6n dinh.

Ruwegu: Viée ubng ruou cung luc khéng anh hudng dén ndng do piracetam trong huyét thanh va
ndng dd ruou khong bi thay ddi béi mot lidu ubng 1,6 g piracetam.

Twong Ky, ciia thube:

Do khdng c6 céc nghién ciru vé tinh twong ky ciia thude, khdng trén 13n thude nay véi cée thube khéc.
T4c dung khong mong mudn cia thude:

Céc phan tmg c6 hai dugc phan nhém theo tin suét: Rét thuong gip (ADR > 1/10), thudng gap
(1/100 < ADR < 1/10), it gép (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR < 1/1.000),
rat hiém gip (ADR < 1/10.000); khong thé uéc luong tin suit duge liet ké "Chua rd tan suét".
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Thieong gap
Toan than: Mét moi.
Tiéu héa: Budn ndn, nén, tiéu chay, dau bung, chuéng bung.
Thén kinh: Bdn chdn, d& bi kich dong, nhirc ddu, mét ngu, ngu ga.
It gap
Toan than: Chong mat, tdng cén, suy nhugc.
Thén kinh: Run, kich thich tinh duc, cang thing, tang van dong, trdim cam.
Huyét hoc: Réi loan déng méu hozic xuit huyét ning.
Da: Viém da, ngira, may day.
Huwéng dan cach xit tri ADR:
C6 thé giam nhe céc téc dung phu cta thuéc bang céch giam liéu.

Qua lidu va cach xir tri:
Qua liéu:
Khéng c6 thém tac dung phu déc trung nao lién quan dén qua liéu piracetam da dugc bio céo.
Trudng hop qua lidu cao nhit duoc bdo cdo 1 ubng piraceteam liéu 75 g. Mot trudng hop tiéu
chay ra mau kém dau bung lién quan dén udng 75 g piracetam mdi ngay, rat ¢ thé lién quan dén
liu sorbitol rat cao trong thanh phan cua thude.
Cach xur tri:
Trong trudng hop qua lidu déng ké,_ cAp tinh, c6 thé lam tréng da day bang cach ding thuéc giy non.
Chua c6 thubc giai doc dic hiéu déi véi qué lidu piracetam. Diéu tri qua lidu chi yéu diéu tri
triéu chimg va ¢6 thé bao gdm thdm téch méu. Hiéu sudt cua may thim tach 1a 50 dén 60% dbi
v0i piracetam.

Pic tinh dwge lue hoc:
Nhém dugc 1y: Thuée kich thdn va huéng tri khéc.
Ma ATC: N06BXO03.
Piracetam (din xuét vong cia acid gamma aminobutyric, GABA), c6 téc dung truc tiép dén ndo dé
lam ting hoat dong cua ving doan ndo (ving ndo tham gia vao co ché nhén thitc, hoc tap, tri nhé,
su tinh téo va ¥ thirc). Piracetam tac dong 1én mot s6 chat dan truyén than kinh nhw acetylcholin,
noradrenalin, dopamin... Diéu nay c6 thé giai thich tac dung tich cuc cua thude lén sy hoc tap va
cai thién kha nang thuc hién cac test v& tri nhd. Thudc c6 thé 1am thay ddi sy dan truyén than kinh
va gop phan cai thién mai trudng chuyén hoa dé cac té bao than kinh hoat dong tot.
Trén thuc nghiém, piracetam c6 tac dung bao vé chdng lai nhimg rdi loan chuyén hoa do thiéu mau
cuc bd nho lam tang dé khang cua ndo d6i v6i tinh trang thiéu oxy. Piracetam lam ting sy huy
dong va sir dung glucose ma khong 1€ thuge vao su cung cép oxy, tao thuan lgi cho con dudng
pentose va duy tri tdng hop ndng lugng & ndo. Piracetam tang cuong ty 1€ phuc héi sau ton thuong
do thiéu oxy bang cach ting su quay vong cia cdc phosphat v co va giam tich tu glucose va acid
lactic. Trong diéu kién binh thudng ciing nhu thiéu oxy, ngudi ta thdy piracetam lam ting luong
ATP trong nfio do ting chuyén ADP thanh ATP, diéu nay c6 thé la mot co ché dé giai thich mot s
tac dung c6 ich cia thube. Téc dong 1én su dén truyén tiét acetylcholin ciing c6 thé gop phén vao
co ché tic dung ctia thudc. Thude con c6 téc dung lam tang giai phéng dopamin va diéu nay c6 thé
¢6 tac dung t6t 1én sy hinh thanh tri nhé. Thudc khéng ¢6 tac dung gy ngu, an thin, hdi strc, giam
dau, an than kinh hoéc binh than kinh cting nhur khdng c6 tac dung cia GABA.
Piracetam lam giam kha ning két tu tiéu cau va trong trudng hop hdng cu bi ciing bét thudng
thi thubc ¢6 thé 1am cho hdng cdu phuc hdi kha ning bién dang va kha ning di qua céc mao
mach. Thudc c6 tdc dung chdng giét rung co.
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Pic tinh dwge dong hoc:

Hap thu: Piracetam diing theo dudng udng dugc hip thu nhanh chéng va hdu nhu hoan toan &

ong tiéu hod. Kha dung sinh hoc gin 100%. Ndng d6 dinh trong huyét tuong (40 - 60

microgram/ml) xuét hién 30 phit sau khi uéng mot lidu 2 g. Ndng d6 dinh trong dich ndo tiy dat

duoc sau khi ubng 2 - 8 gio. Hap thu thudc khong thay dbi khi didu tri dai ngay.

Thé tich phan bb khoang 0,6 lit/kg.

Phdn phéi: Piracetam ngim vao tit ca cic md va c6 thé qua hang rao méu - ndo, nhau - thai va
| ca cac mang dung trong tham tich th&n. Thude c6 ndng dd cao & vo ndo, thiy tran, thuy dinh va
thity cham, tiéu n@o va cac nhan ving day.

Chuyén héa, thai trie: Thoi gian ban thai trong huyét tuong 1a 4 - 5 gid. Thoi gian bén thai trong

dich néo tiy khoang 6 - 8 gio.

Piracetam khong gan vao céc protein huyét trong va dwoc dao thai qua than dudi dang nguyén

ven. Hé s thanh thai piracetam cua than & ngudi binh thuong 1a 86 ml/phat. 30 gio sau khi

. udng, hon 95% thudc duge thai theo nude tiéu. Néu bi suy than thi nira doi thai trir ting 1én: O
ngudi bénh bi suy than hoan toan va khong hdi phuc thi thoi gian nay 1248 - 50 gio.

Quy cich déng géi: Hop 10 vi x 10 vién nén bao phim.

Piéu kién bao quan, han ding, tiéu chuin chit lwong cia thube:

Diéu kién bio quan: Nhiét d dudi 30°C, tranh &m va anh sang.

Han dung: 36 thang ké tir ngay san xuét.

Tiéu chuin chat lrong: TCCS.

Co s¢ ding ky: Cong ty CP Dwgc pham Agimexpharm
& 27 Nguy&n Théi Hoc, P. My Binh, TP. Long Xuyén, An Giang, Viét Nam
r Co 50 san xudt: Chi nhanh Céng ty CP Duogc pham Agimexpharm — Binh Hoa
L6 C4 KCN Binh Hoa, Xa Binh Hoa, Huyén Chau Thanh, Tinh An Giang, Viét Nam
WHO-GMP  p1. 0296 3667786 Fax: 0296 3934226

An Giang, ngay 02. thdang OF. nam 2024
. Tong giam dbc
Iy Chit lwong
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