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Dorocetam’
800 mg

» Thudc nay chi dung theo don thudc.

« Docky hudng din sitdung trudckhi ding.

* Dé xatdm tay tréem.

* Térhudng din sirdung néu tém tit cacthéng tin quan trong clia thude.
Néu céin thém thong tin, xin hai y ki€n bic sy hodc duocs§.

THANH PHAN CONG THUC THUOC: M&I vién nén bao phim cha:

Thanh phén duge chat: Piracetam 800mg
Thanh phén td duoe Microcrystallin cellulose PH101, Povidon K30, Natri
croscarmellose, Magnesi stearat, Colloldal silicon dioxid A200, Hydroxypropyl
methylcallubose 15¢F, Hydroxypropyl methylcellulose 6¢cP, Polyethylen glycol
6000, Talc, Titan dioxid.

DANG BAO CHE: Vién nén bao phim.

Mb ta dic diém bén ngoal cia thude: Vién nén bao phim mau trdng, hinh
bdu duc, mat mo, mot mat vién ¢ khic vach, canh va thanh vién lanh lan.
Nhin thudc bén trong mautrang.

CHIDINH:

Thuéc duoc chi dinh dnhing bé&nh nhin trudng thanh bl rung gidtcongudn
gécvd ndo, khéng phin biétnguyén nhdn, nén duoc sirdung két hop vdi cac
liéuphdp ching cogidt cokhic

LIEU DUNG, CACHDUNG:

Liduding:

Luén ding thudcding liéu lugng trong don thubc,

- Liéu hang ngay khdi ddu 13 7,2 g, sau dé tang thém 4,8 g mbi 3 - 4 ngay dén
lifutdidala 24 g, chialam 2 -3 lan Didu tri két hop vl cac thude ching coglat
co kihdc nén duoc duy tri & cling liéu luong. Tuy thubc viao bol ich ldm sang dat
duoc, nén giam héu luong cda cac thudc dung phdi hop.

- Mot khi da bat diu, nén tiép tuc @éu tri bang piracetam dén khi nao bénh
manwwhcmwmuhmm nhdn c6 mét con cdp tinh, qua
trinh tién tunhién cb thé xdy ra theo thail glan va od gang thuc hién gidm
liéumdi 6 thang hodc ngung didu trl. Diu nay duoc thuc hign bang cach gidm
li&u clia piracetam 1,2 g mdi 2 ngay (mbi 3 hodc 4 ngay trong truding hop héi
ching Lance va Adams dé€ ngan chdn kha nang tal phat dot ngdt hodc co giat
dongung thudc dit ngdt).

* Nguti coo tudi:

chinh liéu ding dugc khuyén cdo d nhing bénh nhin cao tudi cé tén
thuong chic nang than (xem “diéu chinh liéu & bénh nhéan suy than” dudé
day). Khi diéu tri ldu dai & ngudi cao tudi, cdn danh gld thuimg xuyén hé sb
thanh thil creatinin d€ diéu chinh liéu phis hop néucinthidt
*Bénh nhdn suy than:
Ligu ding hang ngay duoc tinh cho ting bénh nhan theo chic nang than
Tham khdo bang sau va diéu chinh liéu nhu chi din. DE st dung bang phan iy
nay, can udc luong hé s thanh thil creatinin cla ngudi bénh (CL) (ml/phut).
Hé sé thanh thai creatinin CL, (ml/phiit) o6 thé duoc ubc luong tir creatinin
huyét thanh (mg/dl) theo cang thic sau diy:

[140-tubi (nam)] x cin ndng (kg)

CL= (x 0,85 d&i vai nd)
72 x creatinin huyét thanh (ma/dl)
Nhém Hé s thanh thai Liéu ding va s lin
creatinin (mU/phat) ding thudc
Binh thutng >80 Liéu thutmg diung hang ngay,
chia2-4lan.
Nhe 50-79 ﬂsléumu&\gdunghangngay
chia2-3lan
Trung binh 30-49 1/3léu thudng dung hang ngay,
chia2 ldn.
Nang <30 1/6 liu thudng ding hang ngay,
ding 11&n.
Bénh than glal - Chéngchidinh.
doan cudi

’Bénbnbdnas:z‘
Khéng cdn chinh liéu & bénh nhan chi ¢d suy gan. Can diéu chinh liéu
ding & nhing bénh nhan bi suy gan va suy than (xem “diéu chinh liéu &
bénh nhan suy than®phia trén).
Cach dung: Ding udng, co thé udng ciing hoadc khdng cling vai thic an.
Nén chia lidu hang ngay tir2 - 41léu nhé.
Truéng hap qu&\tﬁcgnﬁtlléummyudngngayknmﬂrau&nm
gén vai l&n dung thudc tiép theo, bd qua éu A3 quén va hay ding Iiéunép
theovao thél glan thuéng 1. Khiing ding Iéugﬁ:dﬂdéhivbohéudaqdn
Trutng hop udng gua nhiéu vién thudc: Hay gap ngay bac sy hoac télkhoa
Hél siic- Cip cdu cia bénh vién gdnnhat
CHONG CHIDINH:
- Man cam voi piracetam hoac bat ky thanh phin nao cia thudc hodc cac
dan xudt khac cba pyrrolidon.
- Ngusi bénh suy than nang (hé 56 thanh thal creatinin dudl 20 mi/pht).

- Nguoi bénh xudt huyét nao.

- Ngudi bénh mac ching mda glat Huntington.
CANHBAOVATHAN KHIDUNGTHUOC:
Anh hudng dén ket cdu:
Do tac dbng cua piracetam trén két tdp théu cdu nén than trong khd ding cho
nhing b&nh nhan bi xudt huyét nang bénh nhan c6 nguy co chay mau nhu
loé'tduongtléu Ma.bénhnhanrdébanc&n mau tiém ngn. bénh nhancd tién
sital bién mach mau ndo do xudt huyét, bénh nhan cén tién hanh dal phiu
ké ca phiu thuit nha khoa va bénh nhan sif dung thudc chéng d6ng mau
hoac thudc chéng két tap tiéu cdubao gbmca acid acetylsalicylic léuthip.
Su rthan.
Piracetam duoc dao thai gua than va do d6 can ding léu nhu trong trudng
Mpmﬂﬂn{mml.lgjam CACHDUNG).
Nguis cao tudi:
Khi diéu tri ldu dal & ngudi cao tudi, cdn ddnh gla thudng xuyén hé s6 thanh
thai creatinin dé didu chinh 8y phi hop néu cin thiét (xem muc LIEU
DUNG, CACH DUNG).
Ngung thudc:
Nén tranh ngling thudc dét ngdt vi didu nay co thé gy rung gidtcohodcco
gidttoan than trén bénh nhan dbng kinh.
Canh baolién déntidduoc
Thudc nay c6 chira khodng 98,89 mg natri cho mdi 24 g piracetam. Cin xem
w6t khi sitdung & bénh nhin dang 4p dung ché 46 An kiéng natri.
Sirdung thudc cho phu ndic thai va cho con bi:
* Thal ky mang thai:
- Khéng co dir litu ddy Al vé véc s dung piracetam & phu ni mang thal Cac

nghién cdu trén ddng vat m&chomhdctécdbngcéhaimﬂéphok
gian tiép & vdithal ky, phat thai/thai nhi, sinh sin hodc phat trién
sau khi sinh.

- Plracetam qua hang rao nhau thai. Néng db thudc & tré sa sinh |3 khodng
70% dén 90 % ndng db thube & me. Khdng nén sirdung plracetam trong khi
mang thal trir khi can thiét, khi kol ich nhiéu hon ndl ro va tinh trang lam sang
cliangudl me mang thal cdn diéu trl bing piracetam.

*“Thaiky cho conbd:

Piracetam duoc bal tiét qua stia me. Do @6, khdng nén sd dung piracetam
khi cho con bu hoac nén ngung cho con bd trong khi dang diéu trl bang
piracetam. Quyét dinh ngling cho con bu hodc nguing thudc cin xem xét kol
ich cho tré bu me va lal ich cho ngudi me.

Anh hudng ciia thuéc lén kha nang lai xe, vén hanh may moéc:

Trong cac nghlén cdiu ldm sang, wol léu luong tir 1,6 - 15 g mdl ngdy, ting
a4ng, budn ngd, cang thang va trdm cam duoc bio cdo thuing xuyén hand
nhing bénh nhan ding piracetam so vél gia dugc. Khiing co bao cao vé khd
nang lai xe khi diing iéu tis 15 dén 20 g mbi ngay. Do d6. nén than trang khi
dung plracetam & cac bénh nhan cd y dinh |3l xe hodc st dung may mioc.
TUONGTAC, TUONG KY CUA THJJC.

Tuong técchathude:

Tuong tac duoc ddng hoc:

Khi nang tuong tac thudc dan dén thay a6l duoc déng hoc cla plracetam
Mpﬂkmmm%lbéupimetammuiuﬂqmmuéumam
khéng thay

Trong nghién ciiu in vitro, piracetam khéng uc ché enzym la cytochrom P,

& gan ngudi vai cac ddng phan CYP 1A2, 286, 2CR, 209, 2C19, 2D6, 2E1 va
4A9/11 8néng 30 142, 426 va 1422 pg/ml.

0 néng 36 1422 pg/mi, cic tac dung dc ché nhd trén CYP 2A6 (21 %) va
3A4/5 (11 %) duoc quan sat thdy. Tuy nhién, gid tri Ki 88 o ché 2 déng phan
CYP nay c6 kha nang vuot qua 1422 pg/mi. Do dé, khdng thé xiy ra tuong
tac lén quan chuyén hda clia piracetam wii cac thudc khac.

Lan Ion, kho chiu va réiloan gidc ngi da duoc béo cao trong khi diéutriddng
thai vot tinh chat tuyén gidp (T3 +T4).




Acenocoumarol:

Trong mét nghién cdu mi don ducc cdng bd trén bénh nhan huyét khéi tinh
mach tai phat nghiém trong, liéu piracetam 9,6 g/ngdy khéng thay adi liéu
acenocoumarol cin thiét dé dat INR tir 2,5 3én 3,5, nhung so vét anh hudng
cﬂamwdmduzgnengﬁ.vlécbdsungli!upim96 y
glam dang ké két tap tiéu cau, gidl phdng beta-thromboglobulin, déd
fibrinogen va cac yéu t6 von Willebrand (VIIk: C; VIIL vW: Ag; VHIL: vW: RCo) va
toan bé mauvadd nhat hwéttumg,

Mg‘chggm

Mét lidu hang ngiymgplrmmtmngﬂuénkhhgmnﬁuyd&n&\g
d6 dinh va day cia thubc chdng ddng kinh (carbamazepin, phenytoin,
phemba' biton, valproat) @ nhiing bénh nhan ddng kinh dang ding liéu én

B.m
Kmdmgd&\gthamnmmngwnhi\ dén ndng dd piracetam

trong huyét thanh va ndng d6 ruou khidng bl bién ddi khidung lidu uéng 169
Tuong ky cla thudc:

Doldtﬂngcécéc:ﬂriénqmvéﬁnhnmg ky cla thudc ding dudng ubng,
khéng tron Ln thudc ndy véi cac thubec khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Tomtathd soan toan:

Thi nghiém |am sang hodc duoc 1am sang mis 86k co kiém soét gia duoc, cd
san di liéu an toan dinh luong (trich ti Ngén hang DG liéuTal liéu UCB vao
thang 6/1997), bac gdm hon 3000 déi tuong dlng piracetam, bat ké chidinh,
dangbaoché, liéu luong hang ngay hoac dac diém dan sé.

Danh séch cic phn ung bitlot

Cac téc dung khdng mong mudn duoc bao cao trong cac nghién clu lam
sang va kinh nghiém sau khi dua thubc ra thi trudng duoc liét ké trong bang
sau day theo héé coquan va theo tan sudt

Dt liéu tir kinh nghiém hau mai khéng 84 8€ udc tinh ty 1€ méac trong a6
tu.mmgdu.mdléutn

Bang tém tat cac phian ing khéng mong mudn:

Ciccoquan |Ténsult(*)| Cécphidn dng khéng mong mudn

A&l loan mdu va

Khéng 16 |R&iloan xudthuyét
hé bach huyét

Rili loan hé théng
mién dich

Khdngré | Phdn ung phanvé, qua man.

RSt loantam thin | Thuting gdp |Cangthang.

frgdp |Trdmcam

Khéngrd |Kichddng, lodu, lilan, dogidc.

R6! loan hé thén | Thuong gdp | Tang déng.

kinh
ftgdp  |Bubnngi.

Khéngré | Mat diéu hda, mit thang bang, ddng kinh

trém trong han, nhidc ddu, mdt ngd.

R loan tal va tal
trong

Khéngré |Chéngmat.

Réiloantiduhda | Khédngrd |Dau bung, dau bung trén, tidu chay, bubn

ndn, ndn mida.

Réiloanda va md
dudida

Khéngré | Phinéloan thin kinh mach, viém da, nguia,

may day.

R loan toan than
vataichd

ftgdp  |Suynhuoc

Khac Thudng gdp | Tang can.

{*) Tan sudt téc dung khéng mong mudn duoc dinh nhu sau: Rit
thuéng gap (ADR = 1/10), thudng gap (1/100< ADR < 1/10), itgap (1/1000 <
ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000), rit hiém gap (ADR <
1/10000), khdng o (khdng duoc udc tinh tirdi héu co sén).

QUA LIEU VA CACH XU TRE:

Tridu ching va biéu hidn khi s dung thubc qua lidu:

Khéng cé dnh hudng bit loil nao lién quan dén qua liéu duoc bao céo voi
plracetam.

Liéu ding qua iéu cao nhat wal piracetam I& ubng 75 g. M&t trubmg hop tiéu
chiy co mau kém dau bung khi udng u 75 g piracetam hang ngdy, rdt cd thé
lién quan dén liéu sorbitol rdt cao trong thanh phin clia thudc khac 33 sirdung.

Cachxirtri khi ding thude qua liéu:

Trong truéing hop qué liéu ding k&, cip tinh, cb thé lam tréng da day bing
cachding thudc gay nén,

Chusa c6 thudc gial B¢ dc hidu d6i vot qua léu piracetam. Biéu tri qué lidu
chil yéu diéu tri triéu ching va o6 thé bao gbm thdm phan mau. Hidu sust
thdm phén & 50 dén 60 % A6i vol piracetam.

PACTINHDUOC LUC HOC:

Nhém dugely: Thusc hudng thin kinh.

M3a ATC: NOGB XD3.

Cochéhoatdong.
Hoat tinh cla piracetam trong cavan vd nao van chua duoc biét.
Tac dung duoc luc hoc:
Plracetam cd tac dung xudt huyét trén tidu cdu, héng ciu va thanh mach
midu bang cach tang su bién dang hiéng cdu va glam su két tip tidu cdu, gidm
kétdinh héng ciu tai thanh mach va giam co mao mach.
- Tde dung [énhéng cdu:
O nhiang bénh nhan bi bénh thiéu mau hdng ciu hinh bém, piracetam cai
thién kha ndng bién dang mang té bao héng cdu, gidm db nhét cla mauva
nganngua suhinh thanh cac dam héng clu.
- Tdc dung lén tidu cdu:
Trong nhiing nghién clu mé d ngudl tinh nguyén khoé manh va & bénh nhan
€6 hdl dhiing Raynaud, cac Iy piracetam tang dén 12 g thubing di kém vai
ghdm chdic ndng téu chu phu thudc Béu diing so wdl cac tri s trudc khi diéu trl
{cac xét nghiém két tap tiéu cdu gay bl ADP, collagen, epinephrin va phéng
thich beta - thromboglobulin), ma khong o6 su thay déi dang ké vé 56 luong
tidu ciu. Trong cac nghéén cliu nay, piracetam lam kéo dal thai gian chdy mau.
- Tdc dung ién mach mdu:
Trong nhing nghién cliu & ddng vét, piracetam e ché co mach va lam mat tac
dung clia nhidu loal thudc co mach khac nhaw. Plracetam khiing cé tac ddng
glan mach v khéng tao hién tuong “3n cip’ khdng c6 tic dung ldm cham
mmm&dﬁywmmhwhmmhw&ipdwwnm
khoe manh, piracetam lam gidm két dinh héng cdu vao ndl mac mach méu va
cling ¢6 tac dung kich thich truc tip kén su téing hop prostacyclin & nél mac
miach mau lanh lan.
- Téc dung lén cde yéu t6 d8ng mau:
O ngudi tinh nguyén khde manh, liéu piracetam dén 9,6 g da lam gidm néng
a6 cla fibrinogen va cic yéu té von Willebrand trong huyét tuong (VIll: C
VIl R AG: VIl R: vW) 88 30 - 40 % va lam tang thai glan chdy méu so vail trude
khidiéutri.
0 bénh nhan c6 holduungﬂawaﬂnguyénphétvadﬂmphihplaceum
lifus dungtrong 6 thang dalam ndng db cda fibrinogen va cac
yéu 18 von Willebrand trong huyét tuong (VHI: C: Vill R: AG: VIll R: vW (RCF))
dén 30- 40 %, giam 36 nhdt cla huyét tuong va lam tang thdl glan chdy mau
sovdl cactr| sé trudc khi diéutri.
DACTINH DUGCDONG HOC:
- Hap thu: Piracetam duoc hdp thu nhanh va gdn nhu hoan toan. Néng dé
dinh trong huyét tuong dat duoc trong wong 1,5 git sau khi udng. Sinh kha
dung duimg udng duoc dinh gid tir dién tich dudl dudng cong (AUC) gén
100 % cho vién nang, vién nén va dung dich. Néng @6 dinh va AUC ty 1&
thudnvd liéu ding.
- Phan bé: Thé tich phéan bé cda piracetam 10,7 Vkg. Piracetam di gua hang
rao mau ndo va nhau thal va khudch tan trén cic mang ding trong thim
phandthan.
- Chuyén hda: Cho dén nay, khong cé chit chuyén hda nao clia piracetam
duoc tim thay.
- Thil trie: Piracetam dugc dao thal gédn nhu hoan toan trong nuidc tifu va
mdt phdn cda liéu ding bal tiét qua nudc tiéu khéng phu thudc vao béu
ding. Gl tri that glan ban thai phis hop voi céc gid tri dugc tinh todn tis dir
ligu huyét tuong/méu. Thal gian ban thal trong huyét tuong 13 5 gio & nam
gidi tré truding thanh. B thanh thdi cia hop chit phu thudc vao 46 thanh
thai creatinin thin va c6 thé sé gidm dikhi suy than.
QUY CACHDONG GOI:

lvixlo'vién.

KIENBAO QUI
m\oquawmmo.maeta@dwm'c.mhammg.
Béoquantronghaoblg&cﬁau\uéc.

HAN DUNG: 36 thing ké tis ngay san xudt. Khdng ding thubc qué han s
mmg\amﬂm
TIEU CHUAN CHAT LUONG: TCCS.

CO SO SAN XUAT:

CONGTY COPHAN XUAT NHAP KHAU Y TE DOMESCO

Dia chi: S8 66, QuAC 16 30, Phuting My Phil, Thanh phé Cao Lanh,
DOMESCO

3vix 10 vién, hdp 10vix 10vién.

Tinh Béng Thip
Dién thoak: 1800.969.660




