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o hudng din sir dung thude

VACOTOPIL 1200

Dé xa tim tay tré em.
Bgc ky huéng din sir dung truée khl dung.
Néu cén thém thong tin xin héi y kién Béc si.

Rx Thubc nay chi ding theo don thude

Thanh phan cong thirc thude: Mai vién nén chira
Thanh phan dugc chit: Piracetam 1200 mg
Thanh phén t4 duoc: Polyvinyl pyrrolidon K30, magnesi stearat, microcrystallin cellulose
101, natri starch glycolat.
Dang bao ché: Vién nén.
Vién nén dai, mau tring, mot mit tron, mdt mit ¢6 vach, canh va thanh vién lanh I3n.
Chi dinh

Dung didu tri chimg gidt rung co ¢ ngudn gbc vo ndo & ngudi 16n va nén két hop véi cac
thude diéu tri gidt rung co khdc.
Cach dung, licu diing

Thuée duoc dung bing dudng udng, nudt toan bd cac vién thudc véi nuée, ciing hojc khong
véi thire an.

Liéu dung khoi dau 7,2 g (6 vién) mdi ngay, chia 2-3 1an udng, c6 thé ting thém 4,8 g (4
vién) sau m&i ba dén bdn ngay, t5i da 1a 24 g (20 vién). Va nén duy tri liéu ding cta cic thube
khac dung diéu trj chimg rung giét co, sau d6 phu thudc vao hi¢u qua lam sang ma c6 thé giam
liéu diing cia cac thuoc nay.

Khi didu tri, tiép tuc ding piracetam néu vin con céc triéu chiing clia bénh, & bénh nhén
giai doan cAp tinh, tinh trang bénh c6 thé duoc cai thién theo thdi gian va cin dat duge sau mdi
6 théng dé c6 thé giam hogc ngimg diéu tri thuéc. Diéu nay nén duge thyuc hién bing céch giam
dan lidu timg 1,2 g (1 vién) sau mdi 2 ngdy (sau mdi 3 - 4 ngay trong hdi chitng Lance va Adam
- dé tranh co giat tai phat bat ngdy hay co giét do cai thuoc)

Nguoi cao tuéi: Didu chinh liéu & bénh nhan bi suy giam chirc ning than (xem “Ngudi suy
than”). Khi diéu tri kéo dai, cin danh gid thudng xuyén dd thanh thai creatinin dé diéu chinh
lidu, néu cén.

Nguoi suy thdn:

Khoang céch giira cac lidu phai duoc didu chinh cho tirng bénh nhén tlly theo chiic ning
than. Tham khéo bang sau va diéu chinh liéu nhu chi dinh. Pé sir dung bang liéu ding nay, cin
phéi uéc tinh d§ thanh théi creatinin CLcr (ml/phut) cua bénh nhén. D thanh thai creatinin
CLcg (ml/phit) ¢é thé dugc udc tinh tir ndng do creatinin (mg/dl) huyét thanh theo cong thirc
sau:

[140-tudi(ndm))x can ning (kg)
72 x creatinin huyét thanh (mg/dl)

CLg = x (0,85 dbi v6i phu nir)

Diéu chinh liéu cho ngudi bi suy giam chirc ning thén:

Nhom bénh nhén cr:;zl:li]:'(‘:ﬂtll;;lﬁ ) Lidu lugng va tin suét
Binh thudng > 80 Dung liéu binh thudng, chia thanh 2-3 Ifm/ngay
Suy thén nhe 50-79 Dung 2/3 liéu binh thudng, chia thanh 2-3 lanfngL_L
Suy thén trung binh 30-49 1/3 liéu thong thudng, chia thanh 2 lan/ngay
Suy thdn ning <30 1/6 liéu théng thudng, 1 lan/ngay
Suy thén giai doan cudi Chong chi dinh

Ngudi suy gan: Khong cin didu chinh liéu & bénh nhan suy gan. O bénh nhan suy gan c6

kém suy than, khuyén céo diéu chinh liéu nhu “Nguwoi suy than” & trén.
Khi mdt lan quén khong diung thude: Tiép tuc ding thubc theo chi dinh ctia- Thiy thude,
khong diing bu lidu da quén.
Chéng chi dmh

Qua man véi piracetam, dan xuat pyrrolidon hodc thanh phén nao cua thudc.

Xuét huyét nio.

Ngudi bénh suy thén ndng (d6 thanh thai creatinin dudi 20 ml/phut)

Ngudi méc bénh mua gist Huntington.
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Cinh bio va thin trong khi ding thude

Thuéc nay c6 chira dudi 1 mmol (23mg) natri trong mdi vién, vé co ban duoc xem nhu
khong chira natri.
Anh hieong dén két tap tiéu cdu

Do téc dung cuia piracetam trén két tap tiéu ciu, nén thén trong ¢ nhitng bénh nhin xuat
huyét nang, bénh nhén cé nguy co chay mau nhu nhig bénh nhan bj loét duong tiéu héa, bi rbi
loan cdm mAu, tién sir xudt huyét mach mau néo, nhitng bénh nhén dang phiu thuat (bao gom ca
phau thudt nha khoa) va bénh nhan dang dung thuéc chéng déng mau hogc thude chdng két tap
tiéu cdu, bao gdm ca acid acetylsalicylic liéu thap.

Ngueai suy thdn

Piracetam dugc thai trir qua than va cin than trong trong trudng hop suy thén.

Trong trudng hop suy thén nhe dén trung binh, néu do thanh thai creatinin dud¢i 80 ml/phut
s& giam lidu va/hodc cach khoang giira cdc lan ding.
Nguoi cao tuéi

Péi véi diéu tri kéo dai ¢ ngudi cao tudi, can danh gia thuong xuyén do thanh thai creatinin
dé diéu chinh lidu, néu cin.

Trénh ngung thudc dot ng6t & bénh nhan rung giat co do nguy co giy co giit.
Sir dung thudc cho phu nir ¢6 thai va cho con bi
Phu nir c6 thai

Khéng cé dir liéu ddy du vé viéc sir dung plracetam 0 phu nir ¢6 thai. Céc nghién ciru trén
dong vit khong chi ra nhitng téc dong c6 hai truc tiép hodc gian tiép dbi v6i qua trinh mang thai,
sw phat trién ctia phoi/bao thai, tré so sinh hodc sur phat trién ciia tré sau sinh.

Piracetam di qua hang rao nhau thai. Nong d6 thuéc & tré so sinh xap xi 70% dén 90% ndng
d6 ¢ ngudi me. Khong nén diing piracetam trong thai ky trir khi that cin thiét, khi loi ich 16n hon
nguy co tiém 4n.

Phu nir cho con bu
Piracetam dugc bai tiét qua sita me. Vi vay, khong nén dung piracetam trong thdi ky cho
con bt hoidc ngung cho con bl trong thdi gian diéu tri.
Anh huwéng ciia thude 1én kha ning lai xe, vin hanh may mée

Piracetam cé anh hudng trung binh dén kha nﬁng ldi xe va sir dung mdy moc. Trong cac
nghién ctru 1am sang, & lidu tir 1,6 - 15g/ngdy, ting van dong, budn ngu cang théng va trAm cam
dugc bdo céo thuong xuyén hon & bénh nhén dung piracetam so véi placebo. Do d6, nén thén
trong déi vé6i ngudi 14i xe hodc van hanh my mac trong khi ding piracetam.
Tuwong ky, twong tic thudc

Tuong téc duge déng hoc

Khé ning tucng tac thudc din dén thay dbi duge dong hoc cua plracetam dugc cho la thip
vi khoang 90% liéu piracetam dugc thai trir qua nudre tiéu dudi dang khéng dbi.

In vitro, piracetam khong tic ché dong dang cytochrom P450 & gan ngudi (CYP 1A2, 2B6,
2C8, 2C9 2C19, 2D6, 2E1 va 4A9/11) & nong do 142, 426 va 1422 pg/ml.

O néng d6 1422 pg/ml, cic tic dung tc che nho dbi véi CYP 2A6 (21%) va 3A4/5 (11%)
da duge quan sat thdy. Tuy nhién, gia tri Ki cAn thiét dé tc ché hai CYP nay c6 thé cao hon
1422 pg/ml. Do do, khong xay ra twong tac chuyén hoa clia piracetam véi céc thudc khéc.
Hormon tuyén gisp

Cac tic dung nhu 14 Ian khé chiu va rdi loan gide ngu di dugc bdo céo khi diing ddng thoi
Vi cac chét chiét xudt tir tuyén giap (T3 + T4).

Acenocoumarol

Trong mét nghién ciru mi don & bénh nhan bj huyét khéi tlnh mach tai phat néng, dung
9,6g piracetam/ngdy khéng 1am thay do6i liéu acenocoumarol cin thiét de dat 2,5 dén 3.5
INR. Tuy nhién, viéc dung 9,6g piracetam/ngay lam giam déang ké sy két tap tiéu ciu, giai phoéng
B- thrombog]obulm nong do fibrinogen va céc yéu té von Willebrand (VII: C; VIII: vW: Ag;
VIIL: vW: RCo) ciing nhu d9 nhét toan phin va huyét twong.

Thube chong doéng kinh

Liéu 20g piracetam hang ngay trong 4 tuan, khong lam thay ddi ndng d6 huyét thanh dinh
va tdn du cua thudc chdng dong kinh (carbamazepm phenytoin, phenobarbital, acid valproic), &
bénh nhan ddng kinh dang diing liéu 6n dinh.

Ruou
Uong ddng thoi véi ruou khong anh huéng dén ndng dd piracetam trong huyét thanh va
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ndng d6 rugu khong bi thay doi boi liéu uéng 1,6¢ piracetam.
Twong ky,
Do khéng c6 céc nghién ctru vé tinh twong ky cta thude, khong tron 13n thude nay véi cac
thude khéc.
T4c dung khong mong mubn ciia thuoc (ADR)
Tén suét tic dung khong mong mudn udce tinh dugc phin loai theo quy wéc sau ddy: Rt

thieimg gap (ADR > 1/10), Thirong géip (1/100 < ADR < 1/10), [t gap (1/1.000 < ADR < 1/100),
Hiém gép (1/10.000 < ADR < 1/1.000), Rdr hiém géip (ADR< 1/10.000), Chuea 5 (khong uée
tinh duoc tir dit lidu sin c6).

HEé co quan TAn suit Biéu hién
Roi loan hé méu va bach huyét Chira vo Roi loan xuat huyeét
R&i loan hé mién dich | | Chuaréd Phan (mg phan vé, qua man
Thwong gdp | Bon chon
. 5 3 Hiém gap Tram cam
Réi loan tAm than a - = 7 T =
’ Chua rd Kich dong, lo ling, nhdm lan, 4o gi4c

Thuong gap | Tang van dong
Hiém gdp Lo léng

Réi loan hé thin kinh Chua ro Mat diéu hoa, roi loan thing béng, ching
dong kinh trdm trong hon, dau dau, mit ngu,
budn ngi

R&i loan tiéu hoa Chuea o Non, ti€u chay, dau bung, truédng bung

R6i loan da va mo dudi da Chira ro Phu mach, viém da, ngtra, may day

Céc r6i loan chung Hiém gdp Suy nhugc

Todan than Thuwong gap | Tang cén

* Hudng din xir tri ADR

C6 thé giam nhe cac ADR cuia thudc bing cach giam liéu.
Théng bdo ngay cho bdc st hodic digc sT nhitng tdc dung khong mong mudn gdp phai khi sir
dung thudc.
Qus lidu va cich xir tri
Qud liéu
Qué liéu cao nhét duoc bao céo 1a ubng 75 g plracetam Mgt trudng hop tiéu chay ra mau
kém theo dau bung sau khi uong 75 g piracetam mdi ngay.
Khong c6 biéu hién qua liéu khac dugc bao cdo véi piracetam.
Cach xir tri

Trong trudng hop cap tinh va qud liéu 16n, 1am rdng da day bang cach rira da day hodc gy
nén. Khong ¢6 thubc giai doc dic hiéu. Pidu tri triéu chiig va c6 thé bao gdm chay than nhén
tao. Hiéu suat tham tach mau khoang 50 dén 60%.

Dic tinh dwge Iwc hoc

Loai dugc ly: Thudc hung tri
Ma ATC: N06BX03

Co ché hoat djng

Co ché hoat dong cuia Piracetam trong chung giit rung co vd ndo van chua dugc biét rd.
Téc dung dwge lwe hoc

Piracetam tdc dong lén tiéu cu, hong cdu va thanh mach béng cach lam tang kha nang bién
dang ctia hdng cau va giam két tap tiéu ciu, su két dinh cua hdng ciu vao thanh mach va co thit
mao mach.

- Tac dung 1én hong ciu:

0] nhung bénh nhan bi thiéu mau hdng cu hinh liém, piracetam cai thién kha nang bién
dang cuia mang hong cdu, giam d6 nhét ciia méu va ngin ngira hinh thanh céc cuc mau dong.
- T4c dung lén tiéu ciu:

Trong cdc nghién ctru mé trén nhitng ngudi tinh nguyén khoe manh va & nhung bénh nhian
mic hoi chung Raynaud, viéc ting lidu piracetam lén dén 12 g c6 lién quan dén viéc glam chirc
ning tiéu cu phu thudc vao liéu so véi céc gid tri trude khi didu tri (céc xét nghiém ve su ket
tap do ADP, collagen, epinephrine va giai phéng B TG gay ra), ma khong c6 thay d6i dang ké vé
s lugng tiu cau. Trong céc nghién ciru ndy, piracetam kéo dai thi gian chay mau.
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- Tac dung 1én mach mau:

Trong cac nghién ctru trén dong vét, piracetam (rc ché co thit mach va chong lai tdc dung
ctia nhiéu tac nhan gy co thit khéc nhau. Thudc khong c6 bat ky tic dung gidn mach nao va
khong gy ra hién tugng “4n cép”, ciing khdng gay chay nguoc hodc chay nguoc chim, cling
khéng gy ha huyét 4p.

O nhitng ngudi tinh nguyén khoe manh, piracetam lam giam sy két dinh ctia hdng ciu vao
ndi mé mach méu va ciing cé tic dung kich thich truc tiép qua trinh tdng hop prostacycline & ndi
mo khoe manh.

- T4c dong 1én céc yéu t6 déng mau:

O nhing ngudi tinh nguyén khoe manh, so v6i gid tri trude khi diéu tri, piracetam 1én dén
9,6 g lam giam nong d¢ fibrinogen trong huyét tuong va cac yéu té von Willebrand (VIIE C;
VIII R: AG; VIII R: vW) tir 30 dén 40% va lam ting thoi glan chay mau.

0 nhitng bénh nhén c6 ca hién tuong Raynaud nguyen phat va thir phat, so véi céc gid tri
truée khi diéu tri, piracetam 8 g/ngay trong 6 thang lam giam ndng do fibrinogen trong huyét
twong va cac yéu to von Willebrand (VIII C; VIII R: AG; VIII R: vW (RCF)) tir 30 dén 40%, | _

giam d6 nhét huyét trong va ting thoi gian chay mau. 20N
bic tinh dwge dong hoc \‘“}\\
Hip thu g

Sau khi ubng, thudc duge hép thu nhanh va gan nhu hoan toan. Néng d¢ dinh trong huyét 3
tuong dat duoc trong vong 1,5 gio sau khi ding. Sinh kha dung dudng udng (tinh theo AUC), PHARM / &
gin 100% ddi véi vién nang, vién nén va dung dich. Néng dé dinh va AUC ty 1& thudn véi lidu 7
dung.

Phan bo

Thé tich phan bb cua plracetam la 0,7 L/kg. Piracetam di qua hang rdo mau ndo va nhau thai
va khuéch tan qua mang trong thim phan thén.

Chuyén héa

Cho dén nay, van chua tim thdy chat chuyén héa nao cua piracetam.

Thai trir

Piracetam dugc bai tiét gan nhu hoan toan qua nudc tiéu va ty 18 thai trir khong phu thude vao
lidu dung. Thoi gian ban thai huyét twong 1a 5,0 gid & nam giGi truéng thanh. D6 thanh thai cia
thuée phu thudc vao do thanh thai creatinin cua thdn va bi giam khi bénh nhén c6 suy thén.

K Ny
Juha‘

Quy cich dong goi

STT | Mb ta tém tit quy cich déng géi
Ep vi, vi 10 vién, hop 03 vi
Ep vi, vi 10 vién, hop 10 vi
3 | Ep vi, vi 15 vién, hop 02 vi
4 | Ep vi, vi 15 vién, hop 05 vi

b | —

Piéu kién bio quan: Noi kho rdo, thodng mét, tranh anh sing, nhiét d6 khong qué 30°C.
Han ding: 36 thang ké tir ngay san xuét.

Tiéu chuin chit lwgng: NSX
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