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PIraostam ..........iciis 800 mg TiEu CHUAN : TCCS
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PQC KY HUONG DAN SU DUNG
cHi BINH, cHONG cHi BINH, LIEU LUGNG, TRUGC KHI DUNG
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INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION, PRECAUTIONS,
SIDE EFFECTS AND OTHER INFORMATION :

See enclosed leafiel

Piracetam 800 mg

BOX OF 3 BLISTERS x 10 FILM-COATED TABLETS \

STORAGE : Keep in a dry place,
do not store above 30°C
Protect from light.

SPECIFICATION : Manufacturer's

READ CAREFULLY THE LEAFLET BEFORE USE
KEEP OUT OF REACH OF CHILDREN

TP. H6 Chi Minh, ngay .4.. thing ...3.. ndm 20.4{
KT. Tong Glam Doc
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Manufactured by:

SAVI PHARMACEUTICAL J.5.Co.

| SaWipharm J.5.0)

Lot No. Z.01-02-03a, Tan Thuan IZ
located in EPZ, Tan Thuan Dong Ward,
Dist, 7, Ho Chi Minh City
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TO' HUONG DAN SU DUNG THUOC

Rx Thuée bdn theo don
Vién nén bao phim CETAMPIR 800
THANH PHAN
] ) L T TR 800 mg
-TAduge vIra Al .oovee i 1 vién

(Povidon K30, magnesi stearat, silic dioxyd, hypromelose 606,
polvethylen glycol 6000, titan dioxyd, bit talc, sunset yellow
lake)

DANG BAO CHE: Vién nén bao phim

DUQC LUC HQC

Co ché téc dung

Piracetam (ddn xudt vong cua acid gamma-aminobutyric,
GABA) duge coi 12 mdt chédt cé tic dung hung tri (cai thién
chuyén héa ciia té bao thin kinh) mic dii ngudi ta con chua biét
nhiéu v& cdc tic dung dic hiéu cling nhu co ché tic dung cua
no.

Ngudi ta cho ring & nguoi binh thudng va & ngudi bj suy giam
chirc nang, piracetam tic dung tryc tiép dén ndo dé lam tang
hoat dong cua ving doan ndo (ving ndo tham gia vao co ché
nhén thire, hoc tép, tri nha, sy tinh tdo va y thirc).

Piracetam tac dong 1én mgt sb chét din truyén thin kinh nhu
acetylcholin, noradrenalin, dopamin,... Diéu nay c6 thé giai
thich téc dung tich cyc ciia thudce 1én sy hoc tap va cai thign kha
néing thyc hién céc test vé tri nhé. Thube cé thé 1am thay ddi su
din truyén than kinh va gép phén cai thién méi trudng chuyén
héa dé cac té bao thdn kinh hoat dong tét. Trén thyc nghiém,
piracetam c6 tic dung bao vé chbng lai nhing réi loan chuyén
héa do thifu mdu cuc bd nhdy 1am tang d2 khéng cia ndo 4bi vai
tinh trang thidu oxy. Piracetam lam tang sy huy dong va sir
dung glucose ma khéng 1€ thudc vao sir cung cép oxy, tao thuféin
lgi cho con dudmng pentose va duy tri tong hop ning lugng &
ndo. Piracetam ting cudmg ty 1& phuc hdi sau ton thuong do
thiéu oxy béng cich ting su quay vong cia cac photphat vé co
va giam tich tu glucose va acid lactic. Trong diéu kién binh
thuomg ciing nhu khi thidu oxy, ngudi ta thdy piracetam lam
tang lugng adenosin triphosphat (ATP) trong ndo do ting
chuyén adenosin diphosphat (ADP) thanh ATP; diéu nay c6 thé
14 mot co ché dé giai thich mot sb tie dung co ich cuia thubc.
Tac dong l1én sy din truyén tiét acetylcholin (lam tang giai
phéng acetyl-cholin) ciing c6 thé g6p phén vao co ché tic dung
ctia thude. Thude con c6 tic dung 1am tang giai phéng dopamin
va didu ndy ¢ thé c6 tac dung tét 1én sy hinh thanh tri nho.
Thube khong c6 téc dung gdy ngu, an thén, hdi stc, giam dau.
Piracetam lam giam kha nang két ty tiéu cdu va trong trudmg
hop héng cdu bi ciimg bét thudmg thi thude cé thé 1am cho héng
cAu phuc hdi kha nang bién dang va kha nang di qua cic mao mach.
Thude c6 tac dung chéng giat rung co.

DUQC DONG HQC

Hip thu

Piracetam dung theo dudng ubng dugc hip thu nhanh chéng va
hdu nhu hoan toin & éng tiéu héa. Kha dung sinh hoc gin
100%. Ndng d¢ dinh trong huyét tuong (40 - 60 microgram/ ml)
xuit hién 30 phit sau khi ubng mot liéu 2 g. Néng 9 dinh trong
dich ndo tuy dat dugc sau khi ubng thubc 2 - 8 gitn. Hép thu
thube khong thay déi khi diéu trj dai ngay.

Phin bd

Thé tich phan bb khoang 0,6 litkg. Piracetam ngdm véo tat ca

cic md va co thé qua hang rio mau - ndo, nhau - thai va ca cac
mang ding trong thim tich than. Thubc co nf‘)ng dd cao o vo
ndo, thity tran, thiy dinh va thiy chim, tiéu ndo va cac nhan
ving day.

Chuyén héa - thai trir

Nira doi trong huyét tuong 12 4 - § gidy; nira dai trong dich no
tily khodng 6 - 8 gids. Piracetam khong ghn vao cic protein huyét
tuong va duge dao thai qua than duéi dang nguyén ven. H§ sd
thanh thai piracetam cua thdn & ngudi binh thudng la 86
ml/phit. 30 gi&y sau khi udng, hon 95% thube dugc thai theo
nude tidu. Néu bj suy than thi thoi gian ban thai tang 1én: O
ngudi bénh bj suy than hoan toan va khong héi phuc thi thoi
gian nay 1 48 - 50 gid.

CHI PINH DIEU TR]

Diéu tri tri¢u chiing chong mat.
- 0 ngudi cao tudi: Suy giam tri nhé, chong mat, kém tép trung,
hodc thiéu tinh téo, thay dbi khi sic, réi loan hanh vi, kém chi y
dén bén than, sa sit tri tué do nhdi mau nao nhiu 6, gitp vo ndo
chéng sy thiéu oxy.

Dét quy thiéu mdu cuc b cdp

(chi dinh nay 1a két qua ctia mdt thir nghiém 1dm sing ngiu
nhién, md ddi, c6 déi chimg véi placebo, da trung tdm trén 927
ngudi bénh dot quy thidu mau cuc bd clp cho thdy c6 nhing
tién bd vé hanh vi sau 12 tun diéu trj, nhit 12 & nhimg ngudi
bénh lac ddu ¢é triéu ching thdn kinh suy yéu nang md dugc
ding thubc trong vong 7 gio diu tién sau tai bién mach mau
nio).

Cin chu y tudi tic va mic do nang nhe lic ddu cua tai bién la
cic yéu tb quan trong nhét dé tién iugng khd ning song sot s
tai bién dot quy thiu mau cyc b cép.

Diéu tri nghién rugu.

Piéu trj bénh thiéu mau héng cdu liém (piracetam c6 téc
e ché va 1am hdi phyuc hdng cu liém in vitro vA cé tc dun
trén ngudi bénh b thiéu méau hdng clu liém).

Diéu tri hé trg chimg réi loan hanh vi khd doe 6 tré em.
Diing bb trg trong diéu trj gidt rung co c6 ngudn gdc vé ndo.

LIEU LUQNG VA CACH DUNG

Thude nay chi ditng theo sw ké don cia bdc st
Cdch dung:

Ding dudmg ubng. Thube nén duge ding chung véi thic an
(trong hodc sau bira dn).
Liéu leong :

Liéu binh thuémg

- Diéu trj triéu chimg chong mdt <
Ngudi 1én: Ung mdi 1an 800 mg (tire 1 vién), 3 14n/ngay. -
Tré em: Ubng mdi lan 1,2 vién, 1-2 lan/ngay.

- Dét quy thiéu mau cuc b cdp
Liu thudmg ding : Ubng 30 - 160 mg/kg/ngay, tiy theo chi dinh.
Thube duge chia déu ngay 2 1an hodc 3 - 4 lan.

- Diéu trj dai ngay cde héi chimg tam than thue thé ¢ nguoi
cao tudi: 1,2 - 2,4 g (hay 1 — 3 vién 800 mg) mdt ngay, tly theo
timg trudmg hop. Lidu c6 thé cao t6i 4.8 g (hay 6 vién 800
mg)/ngay trong nhimg tudn diu.

- Didu trj nghién regu: 12 g mdt ngay trong thoi gian cai
rugu dau tién. Didu trj duy tri: Ubng 2,4 g/ngay.

- Suy giam nhdn thirc sau chdn thuong ndo (c6 kém chéng
mit hodc khong): Lidu ban diu 14 9 - 12 g/ngay; lidu duy tri 12
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2,4 g thudc,.udng it nhét trong ba tudn.

- Thiéu mdu héng cdu liém: Ubng 160 mg/kg/ngay (hoic 1
vién 800 mg).

- Diéu tri gigt rung co: Ding véi lidu 7,2 g (tirc 9 vién 800
mg)/ngay, chia 1am 2 - 3 14n. Tuy theo d4p img, cir 3 - 4 ngay
mot Ian, tang thém 4,8 g (tic 6 vién 800 mg) mdi ngdy cho 14
lidu t6i da 13 20 g (hay 25 vién 800 mg)/ngay. Sau khi di dat
litu t8i ru cta piracetam, nén tim cdch gidm lidu cla cac thube
ding kem.

- Piu tri h6 tro chiung réi logn hanh vi khé doe & tré em
(cin ning 30 kg hodc 9 tudi trd 1én): Udng 50 mg/kg/ngay (hay
2 vién 800 mg)

CHONG CHI PINH

- Qué méin cam voi piracetam, din chét khac cia pyrolidon
vi/hogc véi bit ki thanh phédn nao cta thude
- Phu nir ¢6 thai hodc dang cho con bu.
- Xuét huyét nfo.
- Ngudi bénh suy than ning (hé sb thanh thai creatinin dudi 20
ml/phit).
- Ngudi bénh suy gan.
- Ngudi mic bénh Huntington.
CANH BAO VA THAN TRONG KHI SU DUNG
Vi piracetam duge thai qua than, nén nira doi cia thude tang 1én
¢6 lién quan truc tiép v&i muc d§ suy than va dg thanh thai
creatinin. Cén rat than trong khi ding thudc cho ngudi bénh bj
suy than. Cén theo dai chirc nang thdn & nhimg ngudi bénh nay
va ngudri bénh cao tudi.
Khi hé s thanh thai cia creatinin dudi 60 ml/phit hay khi
creatinin huyét thanh trén 1,25 mg/100 ml thi cin phai diéu
chinh liéu:
- Hé b thanh thai creatinin 12 60 - 40 ml/phtt, creatinin huyét
thanh 1a 1,25 - 1,7 mg/100 ml (ntra doi cua piracetam dai hon
gép ddi): Chi nén dung 1/2 liéu binh thudng.
- H¢ sb thanh thai creatinin 12 40 - 20 ml/phut, creatinin huyét
thanh 1a 1,7 - 3,0 mg/100 ml (nira doi cua piracetam la 25 - 42
gitn): Ding 1/4 lidu binh thudng,
TUONG TAC THUOC
- Vén c6 thé tiép tuc phuong phap didu tri kinh dién nghién
ruou (céc vitamin va thude an thin) trong truémg hop ngudi
bénh bj thiéu vitamin hogc kich dong manh.
- D3 ¢6 mdt trudng hop ¢6 tuong tac giira piracetam va tinh chat
tuyén gidp khi dung dong thoi: 1d 14n, bj kich thich va réi loan
gific ngil.
- 0 mot ngudi bénh théi gian prothrombin da duge én dinh
bing warfarin lai tang 1én khi ding chung véi piracetam.
TRUONG HQP CO THAI VA CHO CON BU
Trudng hop cd thai
Piracetam c6 thé qua nhau thai. Khéng nén dung thube nay cho
ngudi mang thai.

TuQ.cuc TRU{:)NG
P TRUONG PHONG

Yé /f/fmé M i?ng;z

Trucng hop cho con bi
Khong nén dung piracetam cho nguoi cho con bu
TAC DONG CUA THUOC KHI LAI XE VA VAN HANH
MAY MOC
Do thudc ¢6 téc dung phu gay ngi g, dac bigt 1a khi khoi du
diéu tri. Néu bj anh hudng, khéng nén sir dung thudc cho ngudi
dang 14i xe va van hanh mdy méc.

Thong bdo cho Bdc sT nhitng tdc dung khong mong mudn
gdp phai khi sir dung thube
TAC DUNG KHONG MONG MUON (ADR)
Thuong gdp, ADR >1/100
Toan than: Mét mai.
Tiéu héa: Budn ndn, nén, ia chay, dau bung, truéng bung.
Thén kinh: Bon chén, d& bj kich dong, nhirc diu, mét ngt, ngti ga
It gap, 1/1000 < ADR < 1/100
Toan than: Chéng mit.
Thén kinh: Run, kich thich tinh dyc.
Huéng déin cach xir trf ADR
C6 thé giam nhe cac tic dung phy ciia thubc bing cach giam liéu.
QUA LIEU
Piracetam khong dic ngay ca khi dung liéu rit cao.
Khéng can thiét phai c6 nhirng bién phap dic biét khi nh& diing
qua lidu.
DONG GOI
Hop 3 vi = 10 vién.
Hop 10 vi x 10 vién
BAO QUAN
Noi kho, nhiét d§ khéng qua 30°C. Tranh 4nh sing
TiIEU CHUAN AP DUNG:
Tiéu chuén co sd.
HAN DUNG
36 thang ké tir ngay san xudt,

TRACH KHIEM TRON VEN

Pé xa rém tay caa tré em.
Dgc ky hudng dan sir dung trude khi ditng.
Néu can thém théng tin, xin hdi y kién Bc sT.

San xuft tai:
CTY CO PHAN DUGC PHAM SAVI ( Sawiphar .
L6 Z.01-02-03a khu Céng nghiép trong khu ché xuét Tén
Thuén, Phuong Tan Thuén Pong, Quén 7, Tp Hb Chi Minh
bién thoai :(84.8) 37700142-143-144
Fax : (84.8) 37700145

Tp. HCM,ngdy ~ thang ~ nim 201-
KT. TONG GIAM POC




