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HUONG DAN SU DUNG
Tén thuée: *ROXCETAM
Boc kP huéng dan sir dung tride khi ditng. Dé xa tam tay tré em.

Thudc nay chi dimg theo don thudc.

. Thanh phin céng thire thude:

Thanh phin hoat chit: Ham luong
Piracetam 400 mg
| Thanh phin td duwge: Talc, Magnesium stearate, vO nang cing | Vira dua 1 vién

Dang bao ché: Vién nang cing, mau cam va tring dyc, bén trong chira bot thude mau
tré ng.
Chi dinh
- Diéu tri triéu chimg chéng mit va cac tricu chimg ctia bénh 1y suy giam nhan thirc
va bénh 1y than kinh man tinh & ngudi gia,
- Biéu tri nghién ruou.
- Piéu tri suy giam nhén thic sau chin thuong ndo (co kém chong miit hoac khong).
- Pidu tri thiéu mau hdng céu lidm.
- Diéu tri giat rung co ¢6 ngudn gbe vé niio.
- Diéu trj hd tro chirng khé doc & tré em.
Cich dung, liéu ding
4.1 Cach dimg
- Thubc ding theo duong ubng, ¢6 thé udng ciing hoic khéng cung vai thire dn.
- Ubng clng v6i nuée dun sdi dé ngudi.
4.2 Liéu dimg
- Didu trj triéu chimg chéng mit va cac triéu ching ciia bénh 1§ suy gidam nhén

thirc va bénh 1y thin kinh man tinh & ngudi gia: 2 vién/ lin X 2-3 lin/ngay
- Diéu trj duy tri nghién rugu: 2 vién/lin X 3 lan/ngay

- Diéu tri duy tri suy giam nhén thirc sau chin thwong ndo (c6 kém chong mat

hodic khdng): 2 vién/ldn X 3 lan/ngay, udng it nhét trong ba tudn,

- Thiéu mau hdng cau liém: 160 mg/kg/ngdy, chia déu lam 4 lan.




Diéu tri giat rung co: 7,2g/ngdy, chia lam 2 - 3 lan, Thy theo déap (mg, cir 3 - 4
ngay mot ldn, ting thém 4,8 g/ngdy cho téi lidu t6i da 13 24 g/ngay. Sau khi da
dat liéu t6i uu ciia piracetam, nén tim cich gidm liéu cta cac thube ding kém

Khéng str dung cho tré dudgi 16 tudi.

Can hiéu chinh liéu & bénh nhén suy gan, thdn.

Cler 50 - 79 ml/phit: Dung 2/3 liéu binh thuirng, chia thanh 2 - 3 lan/ngay.
Cler 30 - 49 ml/phiit: Diing 1/3 lidu binh thudmg, chia thanh 2 lAn/ngay.
Cler 20 - 29 ml/phat: Dung 1/6 liéu binh thuong, 1 ln/ngay.

Khong ding thube néu mire loc cdu thin < 20 ml/phit.

Diéu trj h tro chirng khé doc & tré em: 50mg/kg/ngay chia lam 3 lﬁn, theo chi

dan cua bac si.

5. Chong chi dinh

Man cam véi bt ky thanh phin nio ctia thube.

Nguoi bénh suy than niing (hé sd thanh thai creatinin dudi 20 ml/phuat).
Ngudi mie bénh mua giat Huntington.

Nguoi bénh suy gan

Bénh nhan bi xuét huyét nao.

6. Cinh bio va thin trong khi ding thude

Théan trong khi sir dung cho nhiing bénh nhan bi xuét huyét ndng, bénh nhin
cO nguy co chdy mau nhu loét da day dudng tiéu hoéa, bénh nhan b1 roi loan
déng mau tiém 4n, bénh nhan bi tai bién xudt huyét.

V&i bénh nhan cao tudi can danh gia thudng xuyén do thanh thai creatinin dé
xem xét diéu chinh lidu cho phu hop.

Thén trong khi dung thudc cho bénh nhan bi suy than do piracetam duoc thai
trir qua thén, thoi gian bén thai cta thude ting 1én lién quan tryc tiép vai mirc

d suy than va do thanh thai creatinin. (xem muyc 4.2 liéu ding)

7. Sir dyng thude cho phu nir ¢6 thai va cho con bu

7.1 Phu nir co thai

Khong nén ding piracetam trong khi mang thai trir khi that cén thiét, khi loi
ich vugt trdi nguy co va tinh trang lim sang cta thai phu yéu céu phai diéu tri

bﬁng piracetam.



- Khéng ¢6 di dir lieu vé viéc sir dung piracetam & thai phu. Cac nghién ciru
trén dong viit khéng cho thiy tic dung ¢6 hai truc tiép hodic gian tiép ddi voi

thai ky, su phat trién ctia phoi hay bao thai, sy sinh né hay phat trién sau khi

- Piracetam qua dugc hang rao nhau thai. Nong d6 thude & tré so sinh khoang HL:|
70% dén 90% ndng do clia me. s }';

7.2 Phu nii cho con bil, B_U
- Khéng nén sir dung piracetam trong khi dang cho con b hoic khéng cho con =

bt trong thoi gian diéu tri bfmg piracetam. Nén tinh dén loi ich cua viéc bu sita
me ddi vdi tré va loi ich cua diéu tri d6i v&i me khi quyét dinh khéng cho con
bu hoiic khéng sir dung piracetam. Piracetam duoc tiét vao sita me.
8. Anh hwéng ciia thudc Ién khi niing 13i xe, véin hinh may méc:
Trong cdc nghién cliu 1dm sang, bénh nhan st dung piracetam véi vai lidu lugng tir
1.6 - 15 gam mdi ngay c6 nhiéu b4o cdo v& ting kali mau, budn ngii, héi hdp va trdm
cam hon so voi bénh nhan sir dung gia duge. Khong cé dir lidu vé kha néng lai xe &
bénh nhén sir dung piracetam véi liu luong tir 15 dén 20 gam mdi ngay. Do dé, bénh
nhén st dung piracetam cén thin trong khi lai xe hodc vén hanh may moc.
9. Twong tic thube, twong ky ciia thube
9.1.Tuong tic thudc
- Van c6 thé tiép tuc diéu trj kinh dién nghién rugu (cac vitamin va thube an than)
trong truong hop ngudi bénh bi thiéu vitamin hodc kich dong manh.
- Dé c6 mot trudng hop cé twong tac gilia piracetam va tinh chat tuyén giap (T3 va
T4) khi diing ddng thoi (16 13n, b kich thich va rdi loan gidc ngi).
- O mdt ngudi bénh thdi gian prothrombin d& duoc én dinh bing warfarin lai ting
1én khi dung piracetam.
9.2, Twong ky ciia thudce
Do khéng c6 cdc nghién citu vé tinh tuong ky ctia thude, khong tron 1an thude nay voi
cac thude khéc,
10. Tac dung khdng mong mudn cia thudbe
- Thuong gap, ADR >1/100:

+ Toan than mét moi

+ Tiéu héa: Buon non, non, ia chay, dau bung, chudng bung.



11. Qud liéu va cdch xir tri L=

12.

bic

+ Thén kinh: Bon chdn, dé bj kich dong, nhirc dau, mét ngtl, ngl ga.
it gap, 1/1000 < ADR < 1/100:

+ Toan thin: chong mat.

+ Than kinh: Run, kich thich tinh duc.

+ Huyét hoc: rdi loan dong mau hodc xuét huyél nang. "
+ Da: viém da, ngtra, may day. i

C6 thé giam nhe céc tic dung phu ciia thude bing cach giam lidu. i

Piracetam khéng doc ngay ca khi dung liéu rit cao, khéng cin thiét phai c6
nhting bi¢n phap dac biét khi ding qua liéu.

tinh dwge lye hoc:

Nhém dwge Iy: Thube hung tri (cai thién chuyén héa ciia té bio théin kinh).
Mia ATC: NO6BXO03.

Piracetam (dan xudt vong cia acid gamma amino-butyric, GABA) dugc coi 1a
mét chit c6 tac dung hung tri (cai thién chuyén héa cia té bao thin kinh) méc du
con chua biét nhidu vé cac tac dung dic hiéu ciing nhu co ché tic dung ciia né.
Piracetam tac dong 1én mot sb chat din truyén thin kinh nhu acetylcholin,
noradrenalin, dopamin... Pidu ndy co thé giai thich tac dung tich cuc cia thude
lén sur hoc tap va cai thién kha nidng thuc hién cac test vé tri nhé. Thude cé thé
lam thay d6i sy din truyén thin kinh va gbp phin cai thién moi trudmg chuyén
hoa dé cac té bao thin kinh hoat déng tot. Trén thuc nghi€ém, piracetam co tac
dung bdo vé chémg lai nhirng roi loan chuyén héa do thiéu mau cuc bd nho lam
ting dé khang ctia nio déi véi tinh trang thiéu oxy.

Piracetam lam tdng sy huy dong va sir dung glucose ma khong 1é thude vao sy
cung cap oxy, tao thuan lgi cho con dudmg pentose va duy tri tong hop niing
lugng & ndo. Piracetam tang cudng ty 1é phuc hoi sau ton thuong do thiéu oxy
bing cach ting su quay vong cua cac phosphat v6 co va giam tich tu glucose va
acid lactic. Trong diéu kién binh thuomng cling nhu khi thidu oxy, piracetam lam
ting luong ATP trong ndo do ting chuyén ADP thanh ATP; diéu nay c6 thé 1a
mdt co ché dé giai thich mét s tac dung c6 ich cia thude.

Tac dong lén sy din truyén tiét acetylcholin (lam tang giai phong acetylcholin)

ciing 6 thé gop phéiin vao co ché tac dung cia thube.



- Thubc con ¢b tac dung 1am tang giai phéng dopamin va diéu nay cé thé co tic
dung 6t 1én sy hinh thanh tri nha. Thude khong cé tac dung giy ngu, an thin,
hdi sirc, giam dau, an than kinh hozc binh thin kinh cling nhu khong ¢ tac dung
cua GABA.

- Piracetam lam gidm kha niing két tu tiéu cdu va giam do nhét cia mau ¢ liéu cao,
trong truémg hop hdng céu bi cting bit thuomg thi thude ¢6 thé lam cho hong ciu
phyc héi kha niing bién dang va kha ning di qua cic mao mach. Thubc cé tic
dung chong giat rung co.

- Miic du, mot s6 nudc st dung piracetam trong diéu tri sa sut tri tué va suy giam
nhin thirc, mot danh gid h¢ théng da két luan 1 cac bing chimg tir céc y vin
chinh ’rhé‘ung khéng tng h viée st dung piracetam cho cac diéu tri nay.

13.  Diic tinh duge déng hoe

- Hiép thu: hép thu nhanh chéng va hiu nhy hoan toan ¢ 6ng tiéu héa. Hép thu
thudc khong thay déi khi didu tri dai ngay.

- Phdn bo: Nong do dinh trong huyét tuong (40-60 microgram/ ml) xuét hién 30
phit sau khi udng 1 liéu 2 g. Thé tich phén bd khoang 0,6 lit’kg. Piracetam
ngdm vao tat ca cic mé va cé thé qua hang rao mau-nio, nhau-thai va ca céc
méng dung trong thim tich than. Thudc cé ndéng dé cao & vo nio, thuy tran,
thily dinh va thiy chdm, tidu nfio va céc nhan ving dy.Piracetam khong gin
vao céc protein huyét tuong.

- Chuyén héa: Khong 6 chit chuyén hoa ciia Piracetam dugc tim thiy.

- Thai trir: duge dao thai qua thin dudi dang nguyén ven. Hé sé thanh thai &
ngudi binh thuong 1a 86 ml/phit. 30 gitr sau khi udng, hon 95% thuée duge
thai theo nudc ticu. Néu bi suy than thi thoi gian bén thai ting 18n. O ngudi bi
bénh suy thidn hoan toan va khong hdi phuc thi thoi glan nay la 48-50 gio.

14, Quy cach dong goi:

- Hop 5 vi, 10 vix 10 vién kém huéng dan sir dyung.

15.  Diéu ki¢n biio quan, han ding, tiéu chuin chit lwong cia thudc:

- Diéu kién bao quan: Noi kho rdo, nhi¢t do khong qua 30°C, tranh anh sang
truc tiép.

- Han dung: 36 thang ké tir ngay san xuét.

- Tiéu chuén chit lugng: TCCS



16. Tén, dia chi ciia co' s¢ san xuit thude:

Dja diém sin xuit: Nhi mdy HDPHARMA EU- CONG TY CP DUQC VAT TU'Y
TE HAI DUONG
B/e: Thika diit s6 307, cum Cong nghigp Cim Thwong, phwéng Cim Thugng, TP
Hai Dwong, tinh Hai Dwong
DT: 0220.3853848
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