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Doc ki hudng din siv dung truwde khi ding
Théng bdo ngay cho bdc sy hodc dwgc sy nhitng phdn ikng cé hai gdp phai khi si dung th ubc
1. THANH PHAN CONG THUC THUOC
M&i géi chira:
Thanh phan hoat chit: Piracetam 2,4 g
Thanh ph(r“n td dwoc: Mannitol, citric acid monohydrate, aspartame, huong cam bot.
2. DANG BAO CHE
Thudc c¢ém pha dung dich uéng
MO ti dang bao ché: Cém thubc mau tring dén tring nga.
3. CHI DINH
- Didu trj triéu chimg rdi loan chitc ndng ndo man tinh, hd tro didu tri hoi ching sa st tri
tué voi cac triéu ching: rdi loan trf nha, rdi loan tép trung, rdi loan tu duy, mét mai, thiéu
dong lue, rbi loan cam xtic. Nhom déi tugng bénh nhan bao gdm: bénh nhan mac hoi ching
sa s0t tri tué nguyén phat, sa sut tri tué do nhdi mau ndo nhiéu 6 va céc dang hén hop cta
ca hai.
Luu y: Trude khi bt diu diéu tri bing piracetam, cdn 1am 13 lidu céc triéu chimg ¢ phai
do bénh tiém &n cin dugc diéu tri cu thé hay khong.
- H tro diéu tri chimg rung giat co ¢6 ngudn gbe vo nio.
- Biéu tri di ching sau chin thuong so nio ¢é triéu chimg chu yéu la chong mét, nhurc dau.
4. CACH DUNG, LIEU DUNG
Liéu dung
Liéu ding phu thude vao mirc d§ nghiém trong clia b¢nh va ddp g cta bénh nhén voi
diéu tri, cu thé nhu sau.

[Tudne din ap dune cho ngudi trudng thanh:

Diéu tri hoi chirng sa sit tri tué: Ubng 1 goi/lan/ngdy (twong duong voi 2,4 g piracetam).
Khi ¢6 chi dinh dic bidt ctia bac s, c6 thé ubng 1 g6i/lan x 2 lan/ngay (twong duong véi
4,8 g piracetam).

Hé tro diéu tri chitng rung gidt co 6 nguon goc vo ndo: Bét ddu didu tri uéng 3 goi/ngay
(twong duong v6i 7,2 g piracetam). Sau do, tuy theo dap ung cua bénh nhan, cu 3 — 4 ngay
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nhdn dang dung céc thudc didu tri khic ngoai piracetam, ¢6 tdc dong dén rung
in duoc tiép tuc diéu trj voi liéu dung bénh nhéan dang str dung. Sau do, tiy thude
Ak mg ctia bénh nhan, ¢6 thé giam dén liéu cac thudc nay.

N 1i da bét ddu didu tri bing piracetam, nén duy tri diéu tri khi bénh ly ndio cin nguyén
van tOn tai. D61 véi bénh nhan bi rung git co ce”ip tinh, ¢6 thé s& c6 su thuyén giam tu phat
sau mot thoi gian didu tri. Do d6, cir mdi 6 thang nén giam liéu hodc ngung diéu trj bang
céch giam 1,2 g piracctam méi ngay (cir sau 3-4 ngay voi hi chimg Lance-Adams) nham
ngin nglra tai phat dot ngdt va cac con dong kinh do ngung thude dot ngot.

Diéu tri di chitng sau chdn thwong so ndo: Ubng 1 géi/lan/ngay (twong duong véi 2,4 g
piracetam). Khi ¢6 chi dinh déc biét cua béc si, ¢6 thé udng 1 goi/lan x 2 lan/ngay (twong
duong vai 4,8 g piracetam).

DPiéu chinh liéu & bénh nhin cao tudi:

Nén didu chinh lidu & bénh nhan cao tudi bi suy than. Néu diéu trj kéo dai, can theo ddi
dinh ky do thanh thai creatinine dé chinh lidu phit hop khi can thiét.

Dicu chinh liéu ¢ bénh nhan suy thén:

Vi piracetam chi dugc thai trir qua thén nén chite ning than gidm c6 thé dn dén tang nong

dd thude trong huyét twong. Do dé, tuy thude vao chirc nidng thin ctia bénh nhén, licu dung

hang ngay duge ca thé hoa diéu tri. Trude tién, xac dinh d§ thanh thai creatinine (CLcr)

theo cong thire duéi day, sau d6 tham khao bang di kém dé diéu chinh liéu phu hop.

|140—tudi (ndm)] x can ndng (kg)
72% Scr (mg/dl)

CLc= x 0,85 (néu la ni¥ gidi)
CLcy 14 d6 thanh thai creatinine udc lugng, tinh theo don vi ml/phut.

Scr 1a ndng dé creatinine trong huyét thanh, tinh theo don vi mg/dl.

. Do thanh thai creatinie Liéu dung va sb lan dung
Nhom ; £ .
(ml/phut) thudc/ ngay
a Liéu thuong dung/ngdy,
Binh thuong >80 ; A : ‘g
chia 2 - 3 lan/ngay
2/3 liéu thuong dung/ngay,
50-179 5
Nhe chia 2 - 3 lAn/ngay
1/3 liéu thudng dung/ngay,
Trung binh 30 -49 oy
1 lan/ngay
1/6 liéu thuong dung/ngay,
Ning <30 " 2
1 lan/ngay
_l;gf:nh nhin chay than nhéan tao - Chéng chi dinh
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g duong uéng.

I1oa tan hét hoan toan thude trong géi véi mét lugng nude vira di. Nén udng ngay sau khi
pha, udng trong hodic sau bita in. Bac sinén quyét dinh thoi gian diéu tri cho bénh nhén.
D&i voi hd tro didu tri hoi ching sa sit tri e, sau 3 thang cin kiém tra xem ¢6 can chi
dinh diéu tri tiép hay khong.

D&i v6i chi dinh hd tro didu tri chimg rung giét co c6 ngudn gde vo ndo, thoi gian diéu tri
phu thudc vao dién bién l4m sang. Néu ching giat co khong con xay ra, ¢ thé két thuc dan
viée didu tri bing piracetam 2,4 g.

D6i v6i chi dinh didu tri di chtng sau chén thwong so ndo nén kéo dai it nhat 3 thang,

5. CHONG CHI PINH

Bénh nhin qua man cam véi piracetam, cdc dan xut pyrrolidone khac hodc véi bat ky
thanh phén nao co trong san phfim.

Bénh nhan xuét huyét ndo (dét quy).

Bénh nhin méc bénh Huntington.

Bénh nhén suy than giai doan cudi.

O bénh nhan suy than, nén theo ddi chit ché néng do nito hoic creatinine trong mau.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Piracctam chi duoc chi dinh khi tét ca céc bién phép phong ngira can thiét cho chimg kich
thich than kinh van dong duoc thuc hién.

Tac dong dén su két 1ap tiéu cau

Piracetam c6 tac dong dén su két tap tiéu cdu, nén than trong khi dung cho bénh nhan bi
réi loan cAm méu, bénh nhin c¢é nguy co chdy mau nhu: viém loét da day, bénh nhan can
tién hanh dai phiu (bao gdm phau thuat nha khoa), xuét huyét ning, bénh nhén cé tién st
xudt huyét, tai bién mach mau ndo do xudt huyét, va bénh nhan dang duing thudc chéng
déng méu hoidc chéng két tap tiéu cau (bao gdm aspirin li¢u thap).

Bénh nhdn suy than

Piracetam duogce thai trir qua thén, nén dac biét thdn trong dbi voi bénh nhan suy than.
Bénh nhdn cao tuéi

Khi didu tri kéo dai & bénh nhan cao tudi, can kiém tra thuong xuyén d thanh thai
creatinine dé chinh liéu néu can.
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Nngung diéu tri dot ngdt & bénh nhan bi rung giat co, vi didu nay c6 thé dan dén
¢ co giat do ngung thudc dot ngot.

2
A

an can ding thude chdng co giat, nén dam bao ring liéu phdp duoc duy tri ngay

1 bao ta duwoc

Mannitol ¢6 thé ¢6 tac dung nhuan trang nhe.

Aspartame 12 ngudn phenylalanine, ¢6 thé gdy hai cho bénh nhén bi phenylketon niéu.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit ¢ thai

Khong ¢6 du dir liéu vé viée sir dung piracetam trong thoi ky mang thai. Cac nghién ciru

vé doc tinh sinh san & dong vét khong cho thay bat ky ddc tinh gay quai thai hodc gdy ddc

cho phdi thai nao cua piracctam.

Piracetam di qua nhau thai, khoang 70% - 90% ndng do trong huyét trong cia me duge

tim thay trong huy¢t tuong ctia thai nhi. Do d6, khong nén str dung piracetam trong thoi ky

mang thai trir khi loi ich vuot trdi nguy co va tinh trang lam sang cua phu nit mang thai

cén phai dicu tri bang piracctam.

Phu ntt cho con bu

Piracetam cé bai tiét \-*"c‘i() sita me, khong nén str dung trong thoi gian cho con bu hodc nén

nglmg cho con bu trong khi dicu tri bang piracetam.

Khi quyét dinh ngirng cho con bt hodc nging didu tri bing piracetam, phai can nhic giita

loi ich ctia viée cho con bt doi vai tré so véi loi ich ctia viée dicu tri doi voi nguol me,

8. ANIH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
MOC

Céc téc dung khong mong mudn ciia piracetam c6 thé anh huong dén kha ning tham gia

giao thong va van hanh may moc, do dé nén thén trong khi str dung thudc.

9. TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tic ctia thude

Tuong tac duoc dong hoc

Tuong tac thude 6 kha ning anh hudng dén duge dong hoc ctia piracteam 1a thap, vi
khodng 90% li¢u piracctam dugc thai trir qua nude tiéu & dang khong dbi. Trong 6ng
nghié¢m, piracctam khong trc ché cac isoenzym cytochrom P450 CYP 1A2, 2B6, 2C8, 2C9,
2C19, 26, 21 va 4A9/11 & ndng dd 142, 426 va 1422 pg/ml.
O ndng do 1422 pg/ml, da quan sat thiy tac dung trc ché nhe déi véi cac isoenzym CYP
2A6 (21%) va 3A4/5 (11%). Tuy nhién, gia tri K; dé e ché hai isoenzym nay cao hon
nhidu so v6i 1422 pg/ml. Do do, twong tic chuyén héa cia piracetam véi cc thube khac
la kho xay ra.
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fong mdt nghién ctru mu don trén bénh nhén bi huyét khéi tinh mach t4i phat ning da
duoc cong bd, piracetam 9,6 g/ngay khong anh hudng dén liéu acenocoumarol can thiét dé
dat INR tur 2,5 dén 3,5. So vdi tac dung ctia acenocoumarol dung don doc, viée bd sung
piracctam 9,6 g/ngay lam giam dang ké su két tap tiéu cau, giai phong B-thromboglobulin,
ndng do fibrinogen va céc yéu t6 von Willebrand (VIIL:C; VIIL: vW: Ag; VIII : vW : Reo),
cling nhu d6 nhét ctia mau toan phan va huyét twong.

Thude chdng dong kinh

Liu piracetam 20 g/ngay trong 4 tuan khong anh huéng dén nong do dinh va ndng do day
trong huyét thanh ctia cac thude chéng dong kinh (carbamazepin, phenytoin, phenobarbital,
valproat) & bénh nhén bi bénh dong kinh dang dung lidu 6n dinh.

Thude kich thich hé thin kinh trung wong/ thudc an than

Tac dung ctia thude kich thich hé than kinh trung wong va thudc an than c6 thé tang lén.
Ruogu

Ubng ddng thoi voi ruou khong anh hudng dén ndng do piracetam trong huyét thanh va
nong do rugu khong bi anh hudng khi uong 1.6 g piracetam.

9.2. Twong ky cia thube

Do khéng ¢6 cac nghién ctru vé tinh twong ky cua thude, khong tron 1an thude nay vai cac
thuoc khac.

10. TAC DUNG KHHONG MONG MUON CUA THUOC

Cac phan tng ¢6 hai ctua thuée (ADR) duge phan loai theo tin sudt xay ra: rat thuong gip
(ADR > 1/10), thuong gip (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém
edp (1710000 < ADR < 1/1000), rat hiém gap (< 1/10000), khong xéc dinh (khong thé udce
tinh tr div li¢u san c¢9).

Tuy thude vao lidu ding va mic do nhay cam cta ting bénh nhén, céc tic dung khong
mong muon sau c6 the xay ra:

Thuong gap (1/100 < ADR < 1/10):

RSi loan tdm than: bdn chdn, d& bi kich dong, rdi loan gié‘ic ngu

Réi loan h¢ than kinh: tang dong

R&i loan toan than va tai chd: ting can

It gp, (1/1000 < ADR < 1/100):

RSi loan tAm than: trim cam

RA&i loan hé than kinh: buén ngu
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Tan suat khéng xdc dinh:

R6i loan tam than: kich dong, lo ling, 14 13n, 4o giac

R&i loan hé than kinh: mat diéu hoa vin déng, ri loan thing bing, dong kinh, nhic dau,
mat ngl

R&i loan mau va hé bach huyél: Xuét huyét

Réi loan hé mién dich: phan tng di img nhu sdc phan vé, qué méan

Ri loan tai va tai trong: chdng mit

RS loan ticu hoa: dau bung, dau viing bung trén, tiéu chay, budn nén, ndén

R loan da va md dudi da: phi than kinh mach (pht Quincke), viém da, ngtra, may day
Tac dung khong mong mudn & ngudi 16n di duge béo cdo & lidu khodng 5 g piracetam mdi
ngdy. O tré em, tac dung khéng mong mubn tuong tu di duge bdo cdo & lidu khoang 3 g
piracctam moi ngdy.

* BAo cdo cidce tac dung khong mong mudn cia thube

Cén thong bao cho bac s§, duoce s§ ddi voi cac phan tmg ¢6 hai c6 thé gip phai khi sir dung
thude hodc béo cdo cac phan tng c6 hai cua thuée vé& Trung tdim Quéc gia vé Thong tin
thude va Theo doi phan tmg ¢6 hai cua thudc.

11. QUA LIEU VA XU TRI

‘I'ri¢u chimg qua licu

Khong ¢o tac dung khéng mong mudn nao khic véi cac tic dung khéng mong mudn da
duge néu & trén lién quan cu thé dén qua liéu piracetam.

Qua lidu duogce bio cdo vai liéu cao nhat 14 udng 75 g piracetam dan dén tiéu chay ra mau
kém dau bung, nhung khong loai trir kha ndng ¢6 thé 1a do lugng sorbitol qua cao cé trong
cong thire duge st dung.

Cach xu tri khi qué liéu

Irong truong hop qua lidu cip tinh, ¢6 thé lam trong da day bing cach ria da day hodc gay
nén. Thude giai doc dadc hi¢u cho piracetam chua duoc biét dén. Trong truong hop qua
lidu, nén diéu tri triéu chung va cé thé chay thdn nhan tao. Céc bién phap diéu tri chung
duoc khuyén nghi. Piracctam dugce loai bo 50 - 60% trong qua trinh loc mau 4 gio.
12. PAC TINH DUQC LUC HQC
Nhom duoe ly: Thude kich thich hé than kinh trung wong/ an than
Ma ATC: N0O6BX03
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h kich lthh qua tr mh oxXy hoa phéan huy glucosc 1hong qua con dudng pentose
te, ting chuyén héa ATP, ting ndéng dé cAMP trong té bao thén kinh, kich thich

léc d6 quay vong ctia cytochrom b5 1én men hé hdp trong diéu kién thiéu oxy.

O dong vat nhidu tudi, piracetam gy ra sy gia ting mat do m-cholinoreceptor va ting
dopamin. N6 thuc diy viée lruyén va lan truyén su kich thich dén céc ving ndo khéc nhau
véi su cai thién vé phé nang luong dién nio do.

Cac nghién ciru dién ndo do cho thiy sy gia ting cac thanh phin alpha ddng thoi giam céc
thanh phén theta va delta.

O bénh nhan, piracetam anh huéng dén chirc ning hoc tép va suy giam tri nhé.

Ngoai ra, piracetam con anh huong dén cdm mau va luu bién bing cach cai thién kha ning
bién dang cua hdng cau, giam két tdp hong cu, giam do nhét huyét tuong, giam tng suit
trugt va tre ché két tap tiéu ciu.

13.DAC TINH DUQC DONG HQC

Sau khi udng, piracetam duoc hdp thu nhanh chong va hoan toan. Sinh kha dung duong
udng 1a 100% (liéu 800 mg piracetam). Cmax dat dugc sau 30 pht (tmax) 13 15 - 19 pg/ml.
Thot gian ban thai khéng phu thude vao dang dung, trung binh 1a 5,2 giv (4.4 - 7,1 gid)
trong huyét twong va 7,7 gid trong dich ndo tiy. Nghién ctru in vitro, khoang 15%
piracetam gin két véi protein huyét twong. Thé tich phan bd khoang 0,6 I/kg. Téng do
thanh thai trong huyét twong xap xi 120 ml/phit. Cho dén nay chua tim thdy cac chét
chuyén hoa ctia piracetam.

Trong truomg hop suy thin, qua trinh bai tiét bi cham lai, do dé dé tranh tich lily piracetam,
can giam li¢u theo ndng do nito hodc creatinine trong médu. Piracetam c¢6 thé thim tach
duogc 50-60%.

Piracetam di qua hang rao nhau thai va ¢6 thé phat hién dugc trong huyét twong va nude
b1 ctia thai nhi (43 bénh nhén; 2,4 va 6 g piracetam tir 2 dén 3 gio trude khi sinh). Néng do
trong huyét tuong thai nhi lhz“ip hon khoang 10-30% so voi me. Tuy nhién, thoi gian ban
thai trong huyét twong & tré so sinh 1 200 phut va khong phu thudc vao licu lugng, dai gin
edp doi so voi & ngudi me (98 - 112 phut). Piracetam c6 bai tiét vao sira me.

14.QUY CACH DONG GOI

Hop 30 g6i x 5,5 g, mang nhom ghép gidy.

Hop 50 6i x 5.5 g, mang nhom ghép gidy.

15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC
Diéu ki¢n bao quan: Noi kho rao, nhiét dé dudi 30°C, tranh énh séng.

Han diing: 24 thang ké tir ngdy san xuit. Xem théng tin trén nhin hép.
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ng Yén, Viét Nam.

8/8



