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Vién nén bao phim 400 mg, 800 mgvi 1200 mg
Boc ky hwdng dan sit dung trudc khi ding.
Néu can thém théng tin, xin hoi y kién bac si.
Thudc nay chi diing theo don cia bac sy

THANH PHAN

Hoat chat: Trong méi vién nén bao phim c6 400 mg,
800 mg, hay 1200 mg piracetam.

Ta dwwe: L6i vién thudc: magnesi stearat, povidon
K-30. Mang bao phim: Macrogol 6000, dibutyl sebacat,
titan dioxyd C.I. 77891 E.E.C.171, talc. ethylcellulose,
hypromellose.

DANG BAO CHE CUA THUdC

Vién nén bao phim.

Mé ta:

Vién nén bao phim 400 mg: Vién nén bao phim mau
tréng hay gdn nhu tréng, khdng mai, hinh bau duc, hai
mét hoi I8i, cd canh, trén mét mat cd dap ky hiéu E va
241,

Vién nén bao phim 800 mg: Vién nén bao phim mau
tréng hay gdn nhu trang, khdng mui, hinh thuén, cd canh,
vdi dugng chia doi trén ca hai mat va co dap ky hiéu E va
242 trén mot mat.

Vién nén bao phim 1200 mg: Vién nén hao phim cd
mau trang hay gan nhu trég, hinh biu dyc, hai mat 16i,
c0 dap ky hiéu E va 243 trén mdt mat.

CAC DAC TiNH LAM SANG

Chi dinh diéu tri;

* Biéu trj cdc triéu chitng cia hoi chiing tdm than thuc
thé (rdi loan trf nhd, thigu ch , gidm hoat ddng).

* Biéu tri chitng gi4t rung oo do vé nio; dung don thudn
hay phdi hgp thudc.

* Diéu trj chdng mét va rdi loan thang bang di kem
(ngoai trir khi cd phdi hgp véi rdi loan van mach va tdm
than bét dinh).

* Cdi thién khé ndng cha cac trd c6 kho khan trong vigc
hoc va doc, phdi hap véi cac bign phép khac (nhu
phuong phép day hoc khuyét tat ngén ng).

Ligu diing va cach diing:

Liéu ding :

Liéu dung phéi dugc xdc dinh cho titng trwdng hop dua
theo mifc d6 ndng nhe cda bénh va s ddp tng ldm sang.
Liéu khdi déu thdng thutng cho nguoi Ién 1a 2400 mg mdi
ngay, liéu duy tri 13 1200 - 2400 mg méi ngay. Liéu dung
hang ngay tdi da la 4800 mg.

Thdi gian diéu tri phéi dugc xéc dinh dia vao tinh trang
lam sang ctia bénh nhén.

Trong cdc bénh man tinh, thirgng diéu tri trong khoang
6-12 tudn d€ dat higu qua t6i da. Sau ba théng diéu tri
viéc dung thude phai duge xem xét lai v quyét dinh xem
¢d tiép tuc nika hay khéng. Néu phai diéu tri 14u hon thi
nén giam liéu hay ngung thudc hoan toan trong khoang
thdi gian 6 thang.
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beu klm caa hang ngay tiy theo chi dinh:

https: //trung_ hﬁl@@ﬁ?ﬂ chitng cdc hdi chitng tdm than thuc thé:

24-48 g/ngay chia lam hai dén ba lan.

Giat rung co do vé ndo: Ligu khdi ddu khuyén cédo moi
ngay 14 7,2 g; khi cén thiét c6 thé tang mai 14n 4,8 g
cach 3-4 ngay cho d&n 24 g moi ngay, chia lam hai dén
ba lan. Cac thudc khac dung diéu trj chitng gidt rung co
do vo ndo nén dugc duy tri vdi liéu théng thugng, sau dg
tly theo sy ci thién 1dm sang ma cd thé giam liéu céc
thudc nay.

Khi diéu tri, tiép tyc dung piracetam néu van con céc triéu
chitng cua bénh. 0 bénh nhan giai doan cap tinh, tinh
trang bénh cu thé dugc cai thién theo thoi gian va can dat
dugc sau moi 6 thang dé cd thé gidm hoac ngLrng dieu tri
thudc. Biéu nay nén du’o‘c thu'c hién bang cach giam dan
liéu tng 1,2 g sau mai 2 ngay (sau moi 3 - 4 ngay trung
hdi chitng Lance va Adam - dé tranh co gidt téi phat bét
ngd hay co gidt do cai thudc).

Chdng mét: lieu khuyén cdo hang ngay la 2,4 - 4,8 g chia
lam hai dén ba Ian.

Liéu ding cho tre em.

Tré em doc khd: Tré em t& 8 tudi trd Ién: liéu khuyén cdo
hang ngay la 3,2 g chia lam hai lan, phdi hgp vdi phuong
phép day hoc khuyét tat ngon ngi.

Liéu ding cho ngudi gid.

Nén diéu chinh liéu cho ngudi gia cd suy glam chic nang
than (xem“Liéu dung cho bénh nhan suy gidm chitc nang
thén" ¢ dudi). Dung diéu trj kéo dai cho nguai gia, can
dinh ky danh gia thanh thi creatinin d€ diéu chinh liéu
khi can thiét.

Liéu diang cho bénh nhén suy giam chic nang than:
Liéu diing hang ngay phai dugc xdc dinh cho ttng bénh
nhan tuy thudc vao tinh trang chitc ndng than. Tham khao
bang chi d4n sau va diéu chinh liéu thich hop. BE xac dinh
dugc liéu theo bang sau, can phai wdc tinh dugc thanh
thai creatinin cta bénh nhan tinh theo ml/phut. Bg thanh
thai creatinin tinh theo ml/phut dugc wdc tinh t nﬁngi_ﬂ’(‘j-
creatinin trong huyét thanh (tinh thea mg/dl) theo cong
thiic sau:

Thanh thai creatinin =
[140 - i (ndm)] X trong lugng (kg)

72 X creatinine huyét thanh (mg/dl)

|

(X 0,85 cho nit gidi)
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Liéu thudng ding hang
ngay, chia 2 dén 4 l4n

2/3 ligu thuéng dung hang
ngay, chia 2 dén 3 lan

1/3 liu thuing dang hang
ngay, chia 2 lan

1/6 liéu thugng ding hang
ngdy, dung 1 14n mdi ngay

Chtic néng thén

binh thutng 78

Suy than nhe 50-79

Suy than trung

binh 30-49

Suy 1h$n nang <30

Suy than giai Chdng chi dinh

doan cudi

Liéu ding cho bénh nhén suy gan:

Khdng cén diéu chinh liéu cho bénh nhan chi bi suy gan.
Can diéu chinh liéu cho bénh nhén suy gan ¢6 kem suy
than (xem "Liéu dung cha bénh nhén suy giam chirc ndng
than" ¢ trén).

Cach ding:

Diing thudc theo duing uéng; ¢6 thé dung thudc etng -
hodc khang cung vdi thite @n. Udng thude cing véi nudc,
liéu héing ngdy 6 thé dugc chia thanh 2 dén 4 lan.

Chéng chi dinh:

* (ud man vdi piracetam, vdi cac dn xuat pyrrolidon
khdc, hay vdi bat ky thanh phén ndo khac clia thude.

* Xuét huyét ndo,

* Suy than giai doan cudi

* Mua gidt Huntington

Canh bao va than trong khi sit dung:

Anh hudng dén sy két tép tié cdu:

Do piracetam c6 téc dung tc ché su ket tap tiéu cdu

(xem myc Duge lye hoe) nén cdn than trong khi diing cho
bénh nh&n xudt huy&t néng, bénh nhén cé nguy co chay
méu nhu loét dudng tiéu hoa, bénh nhan bi rdi loan huyét
dong, bénh nhén cd tién st xudt huyét ndo, bénh nhan
trai qua phau thuét Idn bao gom cé_phgu.lhuét nha khoa, -
bénh nhan dang st dyng cac thudc chdng ddng mau hodc
chding két tap tiéu cdu bao gom cé acid acetylsalicylic
liu thap.

Suy giam chifc nang thén:

Piracetam dugec thai trir qua than va do dd phai thén trong
khi dung thudc nay cho bénh nhén suy thén (xem muc
Liéu diing va cdch diing).

Ding thude cho nguéi gia.

Khi dung thudc kéo dai che ngui gia can djnh ky dénh
gid thanh thai creatinin dé diéu chinh liéu dung cho phi
hop (xem muc Liu ding va cdch ding).

Nging thude:

Tranh ngung thude dot ngdt & bénh nhén giat rung co do
vi ndo vi cd thé gay ra co giat téi phat hodc co giat do
cai thudc.
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tac khac:

Cdc trong tde duge dong hoe:

It c6 kha nang tong téc thudc dén dén thay ddi dugc
ddng hoc cua piracetam vi co khoang 90% liéu dung
plracetam dugc thai tr qua nudc tiéu du’m dang khdng
bign dai.

Trén /n vitro, nong dd piracetam 142, 426 va 1422 ug/mi
khdng tic ché men gan cytochrome P-450 ¢ ngud

(CYP 1A2, 2A6, 2B6, 2C8, 2€9, 2C19, 206, 2El

va 4A9/11)

0 ndng dd 1422 pg/ml, quan sat thdy su tc ché nhe

CYP 2A6 (21%) va 3A4/5 (11%). Tuy nhién, cdc gid tri

Ki biéu thi su tic ché 2 men gan CYP nay cd thé téng lén
¢ ndng dg piracetam vugt qua 1427 pg/ml. Do dd khdng
¢6 su tuong téc trong chuyén hoa gitta piracetam va cac
thudc khéc.

Hormaon tuyén giap:

L4n 16n, kich thich, r6i loan gidc ngd cd thé xdy ra khi ding
ddng thoi piracetam vdi hormon tuyén gidp (T3 + T4).
Acenocoumarol:

Trong mot nghlen cttu mu don dugc tién hanh trén nhitng
bénh nhan huyét khdi tinh mach tai phat nang, dung
piracetam vdi lieu 9.6 g/ngay khdng gdy anh hudng

dén liéu acenocoumarol cén thiét dé dat INR 2,5 dén

3,5 nhung so sanh vdi téc dung cua acenocoumarol don
ddc, viéc bd sung piracetam 9,6 g/ngay lam gidm déng
ke su két tap tiéu cdu, gidi phong B-thromboglobulin,
nong dd fibrinogen va cdc yéu td von Willebrand (VIII : C;
VIl : vW : Ag; VIl : vW : RCo), d0 nhdt cia huyét tuong va
méu todn phan. .

Céc thudt chdng déng kinh:

Ligu dung 20 g piracetam moi ngay trong 4 tudn khong
lam thay doi nong dd cao nhat va ndng dg thdp nhat cla
cc thudc chong ddng kinh (carbamazepin, phenytain,
phenobarbiton, valproat) & bénh nhan ddng kinh dang
dung liéu 6n dinh.

Rugu: _

Dung dong thi lieu udng 1,6 g piracetam vdi rugu khong
thdy cd anh huéng dén ndng dg trong huyét twong cla ca
hai chat.
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Sir dyng cho phy nif cd thai va cho con bi: |
7 oo that:

tra c6 céc di liéu ddy do vé viéc st dung piracetam cho
phu niF co thai. Céc nghién citu trén ddng vat khéing cho
théy tac hai tree 1iép hodc gidn 1iép dén qud trinh mang
thai, sit phat rién cla bao thai, anh hudng d&n qua trinh
sinh dé hodc s phét trién sau sinh (xem muc Di¥ liéu an
toan tién lam sang).
Piracetam qua dugc hang rdo nhau thai, Ndng dd thude
6 1ré se sinh x&p «i 70 - 90% ndng dd thudc trong co thé
ngudi me. Khdng nén ding piracetam cho phu ni co thai
it khi the sy cdn thiét, khi li feh cia viée digu uj ldn
hon nguy co cd thé xay ra va tinh trang lam sang cia
nguti me can thiét phdi duge diéu trj bang piracetam,
Phy ndf cho con bii: |
Piracetam duge tiét vao trong stta ngudi me. Do dd khing
nén dung piracetam khi dang cho con bl hodc nén ngirng
cho con bi khi st dung piracetam. Can phai cén nhic vidc
ngttng cho con b hay nging diéu trj bang piracetam difa
trén dénh gid vé lgi {ch cda vige cho bi me déi vii dira tré
so vdi lgi ich ctia vige diéu tri ddi vdi nguai me.

Tac dung ddi véi kha ning 1di xe va vdn hanh
may moc:

Vi cac téc dyng khdng mong mutin quan sét duge,
piracetam od thé gay anh hudng dén kha ndng 14 xe va
van hanh may mdc. Do d6'cén phéi thén trang va phéi
duge quyét dinh bdi bdc sy.

Téac dung khéng mong mudn:

a) Tom 1t cac dif ligu an todn:

Céc thir nghiém duge Iy 1Am sang va [am sang mi ddi o
kiém sodt gia duge duge tign hanh trén 3000 bénh nhan
st dung piracetam vdi bat ké chi dinh, dang bao ché, lidu
diing hang ngay va dac diém doi urgng bénh nhén,

b) Béng tdc dynyg khdng mang mudn: '

Céc tdc dung khdng mong mudn trong cac thit nghiém lam
sang va bdo cdo hau mai dugc liétké trong béng sau theo
phén loai hé co quan va tn sudt xay ra. Tan sudt dugc
quy dinh nhu sau; rat thuing gap (21/10); thudng gap
(>1/100 dén <1/10}; it gdp (=1/1:000 dén <1/100);
higm gap (=1/10 000 dén <1/1 000); rdt hidm gap
(<1/10 000} va khéng biét (khdng udc hegng duge 1 cic
dir liéu hién cd).

Cae dif libu thu duge ur bdo cao hiu mai khdng di dé vic
tinh tdn suat xay ra & nhom bénh nhén duge didu i

=30 .
Rdi loan hé u: J
méu i gl Rai loan chay méu
Rdiloanhe " "IPhén tng phan ve,
mién dich qud mén
Rdi loan tdm . o |Trdm [Lo lang, 1n Ign,
thén B6n chon |z 80 gidc

Mat diéu hoa, mét

Réiloanhé  |Tang . |thang bang, con

dnkioh  dong | %" % |dang kinh, dau ddi.
mat ngi

Rdi loan tai va e

ind da0 Chong mat

! aub aka 5y ! oui' [Dau byng, dau byng

i té, tiéu chiy! -
budn nén, nén

R6i loan da va fniiﬁhﬁ?efn'"d“a

mi dudi da ng"l}al iy day

Rdi loan toan

thén va 1ai vi Suy

1ri ding thude i
Thay ddi xét

nghiém cén Tang cdn
ldm sang

Thing bao cho bac si nhing tic dyng khing I
mong mudn gap phai khi si* dyng thudc. |
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Qua liéu:

[rigu ching.

Liéu udng qud liéu piracetam cao nhét dugc béo cdo 13
75 g. Bau bung va tiéu chay xudt huyét da xay ra, co the
do ham lugng sorbitol rat cao trong céng thitc san pham
Chua ghi nhan dugc tac dung khdng mong muon nao khac
khi st dung qué liéu piracetam.

Xi tri quéd ligu: .
Trong trudng hop gud liéu cdp tinh, co thé rira da day hodc
gay non. Khong c0 thudc glal doc dac hieu cho pnacmam
X(t tri qud liéu bang céch diéu tr triéu chiing va cd thé

loai bd piracetam bang thdm phén méu vdi hiéu qua tach
ra duge 50 - 60%.

CAC PAC TiNH DUGQC LY

Dac tinh dugc luwe hoc:

Phan loai dugc Iy tri liéu: Thudc kich thich tam thén, ding
cho rdi loan tang ddng giam cha y va hudng tri tue.

Ma ATC: NO6B X03

Lo ché'tdc dung:

Hoat chét piracetam 1a mdt thudc hudng tri tué cd' co cheé
tac dung phu‘c tap. Piracetam tac dung bang cdch lam -
tang chuyén hda nucleotid ¢ t€ bao than kinh, tang SU
tiéu thy glucose va oxy ¢ ndo va lam tang su dan truyén
tiét acetylcholin va ti€t dopamin ¢ té bao than kinh. Mic



. o piracetam gan vao ldp kép phospholipid tia mang té
httpS /] trungtamthﬂéaép.ém@;gﬁ?n ligu wgng, thudc phyc hdi sy toan ven

trong cu triic, 1 d6 duge cho 1a Jam tang tinh 16ng va
chicngng cia cdcmang. . o
556 Yo g lye hoe™ @ L BT T
Piracetam cd tc dung (Bt trén sy vi tudn hoan v chuyén
hoa .na0 cda cac benh nhan bj thi€u mau nao cuc ba vi,
thudc 1am tang sy-cung c&p.mau cho cac viing bi thiéu
méu cuc bo ma khaing lam tang s e méu cho cac viing
ndo can nguyen ven. ,

Piracetam ¢6 tac dung tich cyc 1én sif It bién huyét;
thudc |am tang tinh dé bién dang cia hdng cdu, gidm sy
kg1 1y tiéu céu, cing nhu giam sy ket dinh ca hong cdu
vao thanh mach mau vé giam sy co that cia mao mach.

4

Ngoai ra piracetam cd tac dung kich thich truc tiép trén sy
tong hgp prostacycline tai thanh mach mau nguyén ven.
Céc két qué khi thit nghigm trén dong vat cho thay
piracetam bdo vé hé than kinh trung wong chang lai st
thiéu oxy, chén thuang ndo, cac téc dung dge va Co gidt
do dién, hay lam giam thugng tdn gay ra bdi cac yéu 18 -
nay. : : :
Hiéu qué v an toén lam sang:

Trén co 6 két qua cua cac nghién cdu dugc Iy tién lam
sang v4 lam sang, piracetam cdi thién cac chifc nang
ahén thitc (hoc tap, trf nhd, chi ¥ ¥ thirc) cé & ngudi khoe
manh va ¢ ngui bi gidm hoat ddng nhan thic. Cac tac
dyng nay khong di kem vdi hoat dgng an thén hay kich
thich. Piracetam cd thé bao vé hay phuc héi cdc chic
nang nhan thifc trong va say khi bi cdc thudng t6n khdc
nhau & ndo (thidu oxy, nhiém ddc, ligu phap co gigt bang
dién). Thudc lam gidm téc dyng cla sy thiéu oxy trén
chitc nang vé su hogt ddng cia ndo.

Pic tinh dugc ddng hoc:

Hép thu: _

Sau khi uéng, piracetam duge hdp thu nhanh ¢ dang
khéing bién d8i. Sinh kha dung gan nhu I3 100%. Dung .
eting lic vdi thirc an khong lam anh hudng dén sy hap
thu, tuy nhién gid tri Crax GIaM VA tmex tang.

Phén ba:

Nng dé dinh trong huyét wong dat dugc sau khi uting
thugc 30 - B0 phit va trong dich ndo tdy trong vong

2 - B gio.

Chuyén hia: _
Thoi gian ban thai cua piracetam Ia 4- 5 qift trong huy8t
tong va 6 - 8 gi trong dich nao tly. Ty 16 gan ket vdi
protein huyét wong 1a 15%. Piracetam t4p trung vao vo
n0. vé tidu ndo, nhan dudi, hippocampus, the 961 ngoai
va dam rdi mang mach.

Thdi rir: :

Thudc duge thai qua nude tiéu dudi dang khang bign doi.
Sau khi dung liéu dan, 90 - 100% lugng thude duge thai
trong vng 24 - 30 gi0. Piracetam gua ditge hang rdo mau-
ndo, qua dugc mang nhau thai (ndng d6 thudc 4 thai nhi
bing 70 - 30% ndng do thudc & ngudi me) va duge tiét
vao sita me. Piracetam cd the dugc tham tach (hiéu qua
tham tach I3 50 - 80%].

Tinh tuyén tinh: _

Piracetam cd dugc ddng hoc tuyén tinh vi liéu trong
khodng 08-12g.

$6 ligu an toan tién lam sang: _
Céc thit nghiém ddc tinh 46 vdi sinh san, di truyén va kha
nang gdy ung thu cho thdy piracetam khong gay dic. Cac
nghién cifu vé ddc tinh d6i vdi sinh san trén dng vat thi
nghiém khng cho théy tac dyng gdy ddc cda piracetam
ddi vdi bao thai. ' ' ke,
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Tuong ky:
Khdng ap dung.

Han dung:

Vién nén han phim Piracetam-EGIS 400 mg va 800 mg:
36 thang ke tir ngay san xudt.

Vién nén bao ph|m P|racetam EGIS 1200 mg: 60 théng ké
tlf ngay san xuat. _
Han ding dugc in trén hop thudc. Khong du’[rc dung thudc
sau ngay nay.

Bao quan:
Béﬁg quan thudc & nhiét do dudi 30°C.
Pé xa tam tay tré em.

Quy cach dong goi: _
Vién nén bao phim Piracetam-EGIS dugc dung trong chai
thdy tinh mau ndu, vdi ndp ddy bang nhua cé bang bao
dam cting bd phén giam chan. Moi chai thudc dugc dat
trong mdt hdp xép bang gidy citng clng t6 hudng dan st
dyng.

Trong mdt hop co:

60 vién nén bao phim 400 mg; hay

30 vién nén bao phim 800 mg; hay

20 vién nén bao phim 1200 mg.

NHA SAN XUAT
. N _

EGIS PHARMACEUTICALS PLC
Try sa: 1106 Budapest, Keresztdri (it 30-38., Hungary
Nha may: 9900 Kormend, Matyas kirély it 65., Hungary

EGIS Doc: No.: 37070/V.

82915229



