Rx-Thude bén theo don

THUOC NAY CHI SUF DUNG THEO S KE BPON CUA BAC SY.
N BE XA TAM: TAY TRE EM
BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC SY

1. Thanh phln: M8i g6i cém pha dung dich uéng chira
Tadugc: Povidone, Mannitol, Natri Citrate, Sucralose.
2. Dang bao ché: C6m pha dung dich uéng
. 3.Chidjnh diéutr
ﬂayuﬁidnr N
= Rung gigt co cd ngu nao
-Thiéu méau nao
- Sa st tri tué & ngurtri gia
-Chong mat
Tré em (trén 9 tudi):
- Chirng kho doc & tréem
4,Libu dﬁ;lgvé cach dung;
Lidu khé&i dAu hang ngay 1a 7,2 gram. Tang liéu sau mi 3 téri 4 ngdy véi mirc
tang 4,8 gram mdi 1n cho 161 mirc lidu 24 gram/ngay, chia 2 hoac 3 lan.Viéc
didu trj v&i cac thube chdng rung giat co khac nén duy tr & cling mike liéu. Tay
lg:o két qua trén 1Am sang, lidu diing clia cac thubc phéi hop co thé gidm néu

Khi a2 bét aAu dibu trj bing piracetam, cin duy tri khi tinh trang bénh con tn
tai. Mat sb banh nhan trong giai doan cap tinh, tinh trang bénh cb thé dugc cal
thign sau 1 theri gian nhung guyét dinh ngung hodc gidm lidu chi drgc thuc
hién sau méi 6 thdng didu trj véi lidu trinh gidm 1,2 gram sau mBi 2 ngay (3 téi 4
ngay trong truédmg hop bj hoi chirmg Lance/Adams @8 phéng nguy co tai phat
hoac co giatdo rat thuoc)

m&mh lidu & ngudri gia bj suy gidm chire ndng than. Trong treéng hop
dibu tri kéo dai, cAn dinh ky
ng liBuding.

mﬂ nhén suythén: _
j diing cAn dwgc tinh toan theo tinh trang suy than ciia m3i bénh nhan theo

bang sau: C6 thé wéc luong hé sb thanh thai creatinine (mi/phut) tir ndng db

srsmsnaissessesn 1200 MY

craatinine huyét thanh (ma/dl) qua céng thirc sau: Cler = {[140 - tudi (ndm)] x
thé trong (kg?}é[?h quﬂnlnehuyét thanh (mg/dI)]) (x 0,85 néula phy ni).
Nhém * Hé sd thanh thai Liéu ding va cach
creatinine (mL/phit) ding
thudmng 80 Lidu thurémg diing hang
Sl N ngdy, chia 24 1n
50-79 2/3 tibu thuong ding
¥ hang ngay, chig'2-3 lin
30-49 1/3 lidu dung hang
s ngéy, chia214n
1/6 lidu dung hang
ngay, diing 114n
Chéing chidinh

g cAn chinh fidu & bénh nhan chi ¢ suy gan. Nén
 cho bénh nhan vira suy gan va suy than fx&mdmhh

rong mot lwgmg nubc vira 4 ubng, khudy cho tan

xuét khac cla pyrolidone hogc bat ky ta

kiém tra d4 thanh thai cleatinine dé danh gia dap -

BWINCETAM

Bénh nhan bj chirng maa giat Huntingten (Huntington'

By gan nding gid ngton ( gton's Chorea).

6. Cinh bao va thin trong khi diing thuéc:

g"n';‘:‘“t% trén két tap tidu cAu: Do tac ddng clia piracetam trén két tap tidu
iu, Nén than trong khi diing cho bénh nhan xuét huyét nang, bénh nhan cd

nguy co chay mau nhur loét durérng tidu héa, bénh nhan ri loan cm méau tibm

tang, bénh nhan cé tién st tai bién mach mau ndo do xuét huyét, bénh nhan

cAn 1ién hanh dai phiu ké ca phau thugt nha khoa va bénh nhan sir dung thuéc

chong dong mau hodc chéng két1p tieu ciu bac gbm ca aspirin liéu thép.

*Suy than: Piracetam duwgre thai trir qua than, do d6 nén than trong trong
truong hop suy thén
*Nguai cao tubi: Khi didu tr dai han & ngudi cao twbi, chn danh gia thuomg
xuy&n hé s thanh thai creatinine d& chinh liéu phi hep khi cn thiét,

*Ngung thuéc: Nén trénh ngung diéu tri ddt ngdt vi cb thé gay con déng kinh
giat corhodic con dong kinh toan thé hoa & mdt s6 bénh nhan b chirng gidt co.
*Cac 221 cAp nghén mach & bénh hdng cAu hinh liém: Vi chi djnh trong bénh
héng cAu hinh li8m, lidu thdp hon 160 mg/kg/ngay hodc ding thube khdng
thirdng xuyen c thé din aén t4i phat cac con cAptinh.

*Thanh phin sucralose: B&nh nhan c6 vAn aé v& di truydn khong dung nap
galactose hiém gap, thibu men Lapp lactase hodc kém hép thu glucose-
galactose khong nén ding thube nay.
7.Dung thude cho phu nir cé thal va cho con bi:

Khé nang sinh sén: Khéng cb s8n di liéu lién quan.

Thal ky: Khong nén ding piracetam trong khi mang thai trir khi that can thiét,
khi lori ich virgrt trdi nguy co va tinh trang 13m sang ca thai phy yéu ciu phai
didu tri blng piracetam.

Khéng c6 40 di liéu vé viée st dyng piracetam ¢ thai phy. Cac nghién ciru trén
a6ng vAt khdng cho thiy tc dyng co hai i tiép hoac gian tidp dbi vdi thai ky,
s phat trién clia phdi hay bao thai, sy sinh nd hay phat trién sau khi sinh,
Piracetam qua dwgc hang rao nhau thai. Néng 88 thube & tré so sinh khoang
70% dén 90% nbng do clia me.

Cho con ba; Khéng nén sir dung piracetam trong khi dang cho con b hodc
khéng cho con b trong thri gian diéu tri bang piracetam. Nén tinh aén loi ich
clia viéc bl sira me abi vii tré va loi ich cta diéu trj i vai me khi quyét dinh
khéng cho con b hodc khong stk dyng piracetam.

Piracetam dugctiét vao sirame.

8. Anh huwéng trén kha nang lai xe va vin hanh may méc:

Vi6i cac tac dung bt loi dugc ghi nhan khi ding thubc, thube cd thé ¢ anh

hirdng I&n viéc 1ai xe va van hanh may méc. Do vay, can thin trong khilai xe va
van hanh may méc khi dang thudc nay.
9. Twong tac va trong ky ciia thube:
9.1. Twong tic thudc:
- Tuomg tac dugc 80ng hoc: Tuong tac thube cb kha na
d6i v& duroe dong hoc cla piracetam dugc dy doén 14
piracetam dugrc thal trong nuéc tidu & dang khong dbi. 5
Trén in vitro, piracetam khong (rc ché cac dang dbng phéan cla cytochrome
P450 & gan ngudi CYP 1A2, 2B8, 2C8, 2C9, 2C19, 206, 2E1 va 4A9/11 &
ndng d6 142, 426 va 1422pg/ml. O nbng 4§ 1422)ig/ml, quan sat théy tac dong
(rc ché nhe 1&n CYP 2A6 (21%) va 3A4/5 (11%). Tuy nhién, khtnbngﬂg vugixa
1422ug/ml, gié trf Ki ca viéc rc ché hai dang ddng phan CYP nay lar t 16t
Do 6, twong tac chuyén héa cla piracetam véi nhimg thube khac gan nhu
khéngco. \ X
- Céc hormone tuyén gidp: La n, d8 kich thich va ri loan gidc ngli da dugc
ghi nhan khi ding thubc nay clng ltc v&i cac chiét xuét cia tuyén giép
(T3+T4). . :
- Acenocoumarol: Trong 1 nghién ciru mi don trén bénh nhén bi huyét khoi
{inh mach t4i phat néng da duoc cong b, piracetam liu 9,6 g/ngay khdng lam
thay ddi lidu acenocoumarol cAn thiét & dat INR 2.5 dén 3,5, nhung so voi tac
dung cla acenocoumarol ding don doc, vigc bd sung piracetam 9,6 g/ngay
1am aiam aang k& két tap tidu cAu, pheng thich B-thromboglobulin, n ag
fibrinogen va cac yéu té von Willa:;and (VIIIEC; VIIL: yW: Ag; Vil : vW - Reo) v
mau toan phén va huyét tong.
-dmiﬁ chéng db?’z& kinh: Sir dung Piracetam trén 4 tudn vai lidu hang
ngay 20 g khdng Iam thay ddi ndng d6 dinh va nbng 66 day trong huyét thanh
ciia cAc thubc chéng ddng kinh (carbamazepine, phenytoin, henobarbitone,
valproate) & bénh nhan bj bgnh dong kinh dang dling céc liéu on dinh.

d&n dén nhimg thay
p vl khoang 90% lidu




- Rugu: Viéc udng nrgu ciing lic khéng anh hudng dén ndng do plracetam
trong huyét thanh va nbng dd cbn khéng bj thay ddi bdi un'n!,";t lidu udng
piracetam 1,6g. s

9.2. Twromg ky cua thudc: Do khong ¢ céc nghign ciru vé wong ky ciia
thudic, khong tron lan thubc nay vii cac lhuﬁci:hécg L2

10. Tac dung khéng mong muén khi ding thudc:

Nghién ciru 1Am sang va dir liéu sau khi Iy hanh thube: Céc nghién cdu 1am
sang thiét ké mo doi, kiém chimg v&i gid duge hodc nghién clru dirgre 1y 18m
sang, trong d6 s lidu vé tinh an toan thi cé san (Irich tir ngan hang d0 figu coa
UCB vao thang 6 nam 1997), bao gbm hon 3.000 déi (uong dung piracetam,
khang phan biét chi dinh didu tri, dang bao ché, lidu dung hang ngay hojc ddc
diém cta dan s6 nghién clru.

Céc tac dung khdng mong mubn duge xép loai theo tin sudt sir dung quy wdc
sau: RAt phé bién 21/10, Phé bién 21/100 dén <1/10, Khang phd bién 21/1000
@én <1/100, Hiém 21/10000 dén <1/1000, Rét hiém <1/10000, Khéng rd
(khong thé woc tinh tr dir idu s&n cd).

-Réi loan mau va hé bach huyét: Khong biét: Réiloan chay mau.

- Réiloan hé mién dich: Khdng biét: Phan (g dang phén vé, qua mén,

- Réiloantamthan;

: Phé bidn: Bén chdn.

« Khong phd bién: Trdm cém.

- Khéing biét: Kich dong, lo lang, 16 14n, 3o giac.

- R4iloan hé thAn kinh

- Phé bién: Chirng taing 40ng.

+ Khéng

. n: Budn ngl.

m bidt: M&t didu hda van G6ng, rdi loan thang bang, ddng kinh, nhirc d4u,
ngu.

- Réiloan tai va mé dao: Khong biét: Chong mait,

- Réi loan mach mau: Hiém: Viém tinh mach huyét khdi, ha huyétap,

-.nlgnblmn tidu héa: Khéng biét: Dau bung, dau ving bung trén, tisu chay, bubn

- Réi loan da va mo dudi da: Khang biét: Phi mach, viém da, ngira, nbi mé day.

- Réi loan toan than va tai cho:

- Khéng phd bién: Suy nhugre.

+ Hiém: S6t, dau tai chbtiém.

-Cacnghién ciru khdosat: Phd bién: Tang can

Théng béo cho béc sy nhitng téc dung khéng mong mubn gép phai khi

diing thube
11. Qué lidu va xir tri:
Triéu chirng va déu higu: Khéng c thém cac phan (g bat lod lién quan dén
qué lidu duoc bao cdo voi piracetam.
Trwdng hop qua lidu cao nhét durgc bao céola piraceteam liéu 75g
Xi tri qué lidu: Trong trrémg hop qué lidu 62ng ke, cap tinh, c6 thé lam trfng
daday bang cAch ding thubc gay ndn. i :
‘Chura cé thuéc gidi doc dac higu dbi véi qua fidu piracetam. Didu trj qué lidu
chil yéu didu tr triéu chitng va cb thé bao gdm tham tach méau. Higu suét clia
ﬁy&;ﬂm%!ﬁﬁﬂ;ﬂén%dﬁim piracetam.
12. Béctinh dwgc lyc hoc:
_ mjandiauutmuac'huamﬁnﬁnhvabémnkinh
PhanloaiATC: NOBBX03
o ché hoat ddng clia piracetam hign chua dugcbiét _
1 tng bién dang hdng cAu va gidm két dinh cia tiéu cau, hong
' wmm

J6u méu héng cAu hin iém, piracetam 1am tang bién
S nhét méu va ngan ngra sy hinh thanh héng:

nh nguyén va nhirmg bénh nhan bj hign
cau gidm phy thude fieu diing so véi trudc
gram ma khong 1am thay a8i dang ké sb
nay, piracetam kéo dai théi gian chay

im (rc ché sy co thét mach méu va
y o0 mach. Thubc khong o6 tée dvng

%‘5" mach cing nhur téc dyng ha huyét ap.
e a5 e b e
c c tidp s

8 hech mad ye tiép sie tbng hop prostacycline & ndi
-Tacding lén yéu t6 déng mau
O nguoi khde manh, 0 v6i trrdc khi 618u r, piracetarm v by 1619.6 gram
am gidm ndng a6 fibrinogen va yéu 16 von Willebrand (VIIl:C, VIl R: AG, VIlI
R:vW) tir 30 t¢ri 40% va kéo dai thii gian chay mau
Nhirng b&nh nhan bj hién trong Raynaud tién phat va thir phat, so v truére
khi diéu trj, khi diing piracetam véi libu 8 gram/ngay trong 6 thang lam gidm
nbng a5 fibrinogen va yéu t& von Willebrand (VI ; C; VIl R : AG; VIII R : vW
(RCF)) tir 30 1 40% va kéo dai thér gian chay méu.

13. Céc dic tinh vd dugrc diing hoc:

Béc diém dugc ddng hoc cia piracetam c6 tinh chat tuyén tinh va khang phy
thuge vao ther gian voi sy khac bigt nho gira céc ca the trén mét khodng lidu
diing rong. Diku nay phi horp véi tinh thdm qua mang cao, tinh hdatancaova
s\ chuyén héa tdi thidu clia piracetam. Thei gian ban thal trong huyét trong
clia piracetam |a 5 giér. Théi gian ban thaila trong duwong gitra ngurdi Iom khos
manh va ngwdi bénh, Théd gian ban thai ting & ngwdi cao bl (chi ybu do
gidm d thanh loc & th@n) va & b wgng bi suy than. Nong 45 thubc trong
huyétturong & trang Ihﬂiénd;nhda! durge trong vong 3 ngay dung thubc.

HAp thu: Piracetam dugc hap thu nhanh va nhibu sau khi ubng. O i tvong
4 nhin 86i, ndng 85 dinh trong huyét twong dat dugc sau 1 gio dung thube.
sinh kha dung tuyét ddi cia piracetam dang ubng dat gan 100%. Thirc &n
khong anh hurémg én mirc d6 hép thu e|'ar':rat;atarr| nhimng lam gidm ndng 6
dinh C.. 17% va |2m tang thi¥i gian dat nong dodinh T__, tr 118n 1,5 gitr. Nong
44 dinh dién hinh khi udng lidu don 3,2 g va lidu lap lai 3,2 g x 2 1an hang ngay,
twrang g la 84pg/mi va 11 Sug/mi.

Bhan bé: Piracetam khang gén két protein huyét tirong va cb thé tich phan bd
xAp xi 0,6 kg, Piracetam qua dugc hang réo mau nao vi da tim thay thubichién
didn trang dich n@o tiy sau khi tiém finh mach. Tai dich ndo tily, ther gian ag
ndng d6 dinh I3 5 gitr sau diing thubc va thr gian ban thai khodng 8,5 gid.
adng vAt, nbng 0 piracetam dat dugrc cao nhat & ndo 1a tai v no (thuy tran,
thuy dinh va thuy chém), tai vé tiéu nao va cac hach nén. Piracetam khugch tan
dén tht cd cacmd i trir m& mé&, qua duoc hang rao nhau thai va thém vao
mang t& bao hdng cau duroc phin p.

Chuyén hoa: Piracetam khong chuyén héa trong co thé ngudi. Diéu nay dugc
chirng minh bi thai gian ban huy clia thude trong huyét tirong kéo dai & bénh
nhan v& niBu va ndng 60 thudc gbc rit cao tim dugc trong nudctibu.

Thai trir; Thivi gian ban thai trong huyét tiong cla piracetam & ngudi 1on
khoang 5 gicr sau khi tiém tinh mach ho#c sau khi udng. Hé sb thanh thai bidu
kién toan phan 14 80-90mi/phat. Thube duge déo thai chli ybu qua nubc tibu,
chiém 80-100% Iidu diing. Piracetam dugc thai trir qua loc cAu than.

Diéc diém tuyén tinh: Duge dong hoc cia piracetam tuyén tinh trong khoang
lidu sir dyng 0,8 g-12 g. Cac bién sd durge dng hoc nhur théi gian ban thai va
hé s4 thanh thai khéng thay dbi theo lidu diing va khoding théi gian didu tri.
Nhom bénh nhén dac bigt:

+ Tré em: Khdng cd nghién ciru dugre ddng hoc dugc tién hanh chinh thirc &

tré em.

+ Ngudi cao tudi; O ngudri cao tudl, thai gian ban huy cia piracetam gia tang
do suy giam chire néng than.

+ Suy than: Si thai trir piracetam treng quan vi hg sb thanh thai creatinine.
Do 6, khuyén céo chinh liu piracetam ding hang ngay dya theo hé sé thanh
thai creatinine & bénh nhan suy than, & dbi twong suy than giai doan cubi cd
v niéu, thévi gian ban huy piracetam tang 1&n dén 59 gio. Higu suht thAm tach
piracetam la 50-60% mét dotthdm tach dién hinh 4 gié.

+ Suy gan: Anh hudng cia suy gan Ién dugc ddng hoc clia piracetam chua
duroc danh gia. Vi 80-100% liu thubc dugc bai tiét vao nudc tiéu & dang
khéng ddi, nén suy gan don thudn, theo du doan, s8 khong dnh hurdng dang
k& |&n sy thal trir piracetam _ _

14, Quy cach déng goi: Hop 2 gdi nhdm Iém, mi goi chira 30 goi nhé 2gram
15. Diéu kién bdo quan, han dang vatiéu chudn chétlwong cla thu

Bao quan: Noi khd, nhiétdo khéng qua 30 C.

Handung: 24 thangké tir ngay san xuat

Tiéu chuén chatheong: TCCS

Dung djch thudc saukhi pha: Ding ngay sau khipha

16.Tén va dja chi co s& san xuit
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