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éloge Piracetam

Piracetam 400mg

KEEP OUT OF REACH OF CHILDREN /

DE THUOC XA TAM TAY TRE EM

READ LEAFLET CAREFULLY BEFORE USING /

DOC KY HUONG DAN SU DUNG TRUSC KHi DUNG

10 x 10

Blisters/ Capsules /

Vi Vién nang cing
CONG THIC: 8AO QUAN:

400mg Noi khé réo, thoding mdt,
TG AUQC VA AU..counrconns sornnnne 1vién nang cing nhiét a6 dudi 30°C.
Trénh anh sang.
colm CACH DUNG & m“n‘a:o CHONG
DUNG SDK:
vAmmm'tfnumv o
Xin doc 1& huéng dan s dung bén frong hop.
cmwcdmmnuomimm

ELOGE” FRANCE VIET NAM
Khu cang nghiép Qué v3 - Béc Ninh
DT:0222.3617.888 FAX: 0222.3617.789

éloge Piracetam

Piracetam 400mg

Gloqz

o

©4oQ'dX3/aH
1401/x8 91

:840q JN/XSN

KEEP OUT OF REACH OF CHILDREN /
DE THUOC XA TAM TAY TRE EM

READ LEAFLET CAREFULLY BEFORE USING /

DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
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10 x 10

Blisters/ Capsules /
\ Vién nang cing

‘COMPOSITION:

400mg
s one
., DOSAGE AND METHODS OF ADMINISTRATION.
CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND
OTHER PRECAUTIONS: Read the ledfiet insite

STORAGE:
Store in @ cool, dry place. Keep under 30°C.
Protect from light.

Manutachred by:

ELOGE FRANCE VIETNAM
PHARMACEUTICAL JOINT - STOCK COMPANY
Que Vo Industrial Park - Bac Ninh Province
Tek +84.222.3617.888 / Fax +84.222.3617.789
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TO HUONG DAN SU DUNG
ELOGE PIRACETAM

I. Huwéng dén sir dung cho ngudi bénh
Thuédc bdn theo don
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Doc kj huéng dan sir dung trudée khi dung
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THANH PHAN: RS

Piracetam 400 mg
Té dugc: Natri crosscarmellose, talc, magnesi stearat vira du 1 vién.

MO TA SAN PHAM:

Vién nang ctig mau cam - tring, bén trong chira bot thubc mau tring.
QUY CACH:

Hop 10 vi x 10 vién.

THUOC NAY DUNG CHO BENH Gi: ‘\X v

Eloge Piracetam dugc ding trong céc truong hop:
- Diéu tri hd trg trong suy giam nhan thirc va bénh 1y than kinh man tinh & ngudi 16n tudi
(khong bao gdm Alzheimer va cac bénh mét tri nh khac).
- Diéu tri triéu ching chong mat.
- Diéu tri hd trg chimg kho doc & tré em c6 can nang trén 30kg.

NEN DUNG THUOC NAY NHU THE NAO - LIEU LUQNG:

Cdch dimg: Ubng ca vién thudc voi nude.

Liéu heong: Ludn dung thude theo chi din ciia bac si. Lidu ding dugc khuyén cdo nhu sau:

- Diéu tri hd tro trong suy gidm nhén thic va bénh ly than kinh man tinh & nguodi lon tudi va
diéu tri triéu chimg chong mit: 800mg/lan (2 vién) x 3 lan/ngay.

- Didu tri hd tro chtng khé doc & tré em c6 cin niing trén 30kg: 50 mg/kg/ngay, chia 3 lan.

Hiéu chinh liéu ¢ bénh nhdn suy than:

D6 thanh thai creatinin 50-79 ml/phut: dung 2/3 liéu binh thuong, chia 2-3 1an/ngay.
D thanh thai creatinin 30-49 ml/phut: dung 1/3 liéu binh thudng, chia 2 1an/ngay.
D6 thanh thai creatinin du¢i 30 ml/phut: dung 1/6 lidu binh thuong, 1 1an/ngay.
Khong ding thude cho bénh nhéan suy than giai doan cubi.

KHI NAO KHONG NEN DUNG THUOC NAY:

Quéa min vorl piracetam, cac dan xuét ctia pyrrolidon hodc bét cir thanh phan nao cua thude.
Suy than nang (d6 thanh thai creatinin cua than dudi 20 ml/phut).

Nguoi mic bénh mua giat Huntington.

Xuét huyét nio.



TAC DUNG KHONG MONG MUON:

Thuong gap (1/100 < ADR < 1/10): cang thing, ting dong, ting can.
It gap (1/1000 < ADR < 1/100): trAm cam, budn ngt, suy nhuoc.
Tén sudt chwa ré (khong xdc dinh dwoc tan sudt dwa trén da"/; ‘_“,,\c?n c6): 16i loan chay’mau;
p}‘lén ung phan vé, qua m?ln; k,ich dong, lo 4u, 1u 14n, a0 ! v "FP & ,n;h\c‘)a van dong, mat Gan
bang, dong kinh, nhirc dau, mat ngn; chong mit; dau buyfig de@.ﬁfgﬁ}ipﬂ%t 3 <j‘{ciéu chay, budn nén,
n6n; phit mach than kinh, viém da, nglra, may day. {f ;'/ LIEN DOANH |7}
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NI‘EN TRANH DUNG THUOC HOAC THUC PHA \(.?)I K]:{I\B,&&GSU' DUNG THUOC
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Thong bao cho bac si hodc duoc si néu ban dang ding bt ky Toai thude nao, dic biét 1a cac
thube sau:

- Cac hormon tuyén giap

- Cac thubc chdng dong méau nhu warfarin hay acenocoumarol

- Céc thudc chdng két tap tiéu cau nhu aspirin

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC:
Néu ban quén mot lidu, tiép tuc udng thudc nhu thuong 18. Khong udng gép doi lidu.

CAN BAO QUAN THUOC NAY NHU THE NAO:
Noi kho rdo, thoang mat, nhiét d6 du6i 30°C, tranh 4nh sang. ‘\3,/

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Khi ding thudc qua liéu, c6 thé xuat hién cac triéu chimg nhu da néu trong muc Tac dung khong
mong muén.

CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:
Khi qua lidu, théng bao ngay cho bac si hodc dén co sé y té gan nhat dé duoc theo doi va xir tri :
kip thoi. i

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:

- Thong béo cho béc si néu ban bi suy than. C6 thé bac s s& phai giam lidu dung cho ban.

- Tranh ngung thudc dot ngdt & bénh nhan rung giat co.

- Théng bao cho béc si néu ban chay mau ning, c6 nguy co chiy méau nhu loét dudng tiéu hoa,
rbi loan dong mau, tién sir tai bién mach mau ndo do xuét huyét, hodc cin tién hanh phiu
thuat bao gdm ca nha khoa, ding céc thudc chéng dong mau hoic thudc chdng két tap tiéu
cau ké ca aspirin liéu thép.

Thoi ky mang thai va cho con bu:

Hoi ¥ kién béc si truéc khi dung thubc cho phu nit ¢6 thai hogc cho con bu.

Khdng c6 diy du dit lidu vé viéc st dung piracetam & phu nit ¢6 thai. Cac nghién ctru trén dong
vat khong cho thay tac dung c6 hai ciia thudc 1én thai ky, su phat trién ctia phdi hay bao thai, qua
trinh sinh nd hay su phat trién sau sinh. Piracetam qua dwoc hang rao nhau thai, ndng do thudc &
tré so sinh khoang 70-90% ndng do thubc ciia me. Khong nén dung piracetam trong thoi ky
mang thai, trir khi that can thiét, khi loi ich cao hon nguy co.



Piracetam dugc tiét vao sira me. Khong nén sir dung piracetam trong khi dang-¢ho con b hoic
khong cho con bu trong thoi gian diéu tri bang piracetam.

Kha nang ldi xe, vin hanh may méc:
Thuoc co the gy cac tac dung phu nhu tang dong, buon ngu, cang thang va tram cam!Ban

mau, dang mang thai hoac cho con bu.

Néu can thém théng tin xin hoi y kién bdc sy hodc duoc sy

HAN DUNG: 36 thang ké tir ngay san xut.
San xuat tai
CONG TY CO PHAN LIEN DOANH DUQC PHAM ELOGE FRANCE VIET NAM
Khu cong nghiép Qué V3, xa Phuong Liéu, huyén Qué V&, Bic Ninh
Dién thoai : 0222.3617.888  Fax : 0222.3617.789
Ngay cdp nhit ndi dung: (ngay cdp sé dang ky hodc phé duyét thay d6i/bé sung)

II. Noi dung danh cho cén bd y té ‘\‘%/

DUQC LUC HQC

Ma ATC: NO6BX03, Nhém dwoc 1y: Thube hung tri.

Co ché tac dung cua piracetam chua duoc biét 6.

Piracetam lam tdang kha nang bién dang cua hc“mg cau, giam két tap tiéu cau, giam sy bam dinh

cua héng cau voi thanh mach va giam su co thit mao mach:

- Tac dung trén hdng ciu: O bénh nhan bi thiu mau hdng cau hinh liém, piracetam cai thién
kha nang bién dang ctia mang té bao hong cau, giam d6 nhot ciia méau, ngin chan su hinh
thanh chudi hdng cau.

- Téc dung trén tiéu cau: Trong cac nghién ciru m& trén ngudi tinh nguyén khoe manh va
ngudi bénh Raynaud, liéu piracetam ting 1én 12 g ¢6 lién quan t6i tinh trang giam chirc ning
tiéu cau phu thudc liu ma khong c6 su thay doi dang ké s lwong tiéu cau. Piracetam lam
kéo dai thoi gian chay mau.

- Téac dung trén mach mau: Trong cac nghién ctru trén ddng vat, piracetam trc ché co mach va
chéng lai tac dung cua cac chit gdy co mach. Piracetam khong c6 tac dung gian mach, khong
gay hién tuong “cudp” mau, khong lam chdm dong mau hodc chay nguoc dong, khong c6 tac
dung ha huyét ap. O ngudi tinh nguyén khoe manh, piracetam lam giam két dinh hdng cau
vao ndi mac mach méau va ciing c6 tac dung kich thich truc tiép 1én su tong hop prostacyclin
¢ ndi mac mach mau lanh lan.

- Téac dung trén cac yéu té dong mau: O nguoi tinh nguyén khoe manh, lidu piracetam 9,6 g
lam giam ndng do fibrinogen va cac yéu t6 von Willebrand trong huyét tuong (VIIL:C; VIII
R: AG; VIII R: vW (RCF)) dén 30-40% va lam ting thoi gian chay méu so véi cac tri 5O
trude khi diéu tri. O bénh nhan c6 hoi chimg Raynaud nguyén phat va ca thi phat, piracetam
lidu 8g/ngay dung trong 6 thang lam giam ndng dd fibrinogen va cac yéu té von Willebrand

tr \At‘:.{



trong huyét twong (VIII:C; VIII R: AG; VIII R: vW (RCF)) dén 30-40%, giam d nhét cua
huyét trong va lam ting thoi gian chay mau so véi cac trj s6 trude khi diéu tri.
Piracetam cai thién hoat dong cac hé dan truyén than kinh GABA, cholinergic va glutamat, cai
thién kha ning hoc hoi va toc do xur ly thong tin.
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DUQC DONG HQC AT

Hap thu: Piracetam dung theo duong udng dwoc hip thu nh @h@g vag@ nhu hoan toan.
Nong dé dinh trong huyét twong dat dugc trong vong 1,5 gio. ' éQlangrduB(xjg udng dat gan
100% cho vién nang, vién nén va dung dich udng. Nong do di Qn tmchduél duong cong ti
1¢ thugn v6i lidu ding. \! g

Phan b6: Thé tich phan bd cua piracetam 14 0,7 I/kg. Piracetam quig‘dt qQ‘hang rao mau ndo, nhau
thai va khuéch tan qua cic mang ding trong thim tach thén. NG e

Chuyén héa: Cho t6i nay, chua cé chét chuyén héa nao cua piracetam dugc phat hién.

Thai trir: Piracetam dugc thai trir gn nhu hoan toan trong nudc tiéu va ti 16 lidu duoc thai trir
khong phu thudc vao liéu dung. Thoi gian ban thai trong huyét twong khoang 5 gio. Do thanh
thai clia piracetam phu thudc vao do thanh thai creatinin cta than, c6 thé giam & ngudi suy thén.

Sore—

CHI PINH

Piéu tri hd tro trong suy giam nhan thirc va bénh 1y than kinh man tinh & ngudi 16n tubi (khong
bao gdbm Alzheimer va cac bénh mat tri nhé khac).

Diéu tri triéu chimg chong miit.

Diéu tri hd tro chimg khoé doc & tré em c6 can ning trén 30kg.

LIEU LUQONG, CACH DUNG:

Cdch dimg: Ubng ca vién thudc véi nudc.

Liéu dimg:

- Diéu tri hd tro trong suy giam nhan thirc va bénh 1y than kinh man tinh & ngudi 1én tudi va
diéu tri triéu chimg chéng mit: 800mg/1an x 3 lan/ngay.

- Diéu tri hd tro ching kho doc & tré em c6 can ning trén 30kg: 50 mg/kg/ngdy, chia 3 lan.

Hiéu chinh liéu ¢ bénh nhdn suy than:

D9 thanh thai creatinin 50-79 ml/phut: ding 2/3 lidu binh thuong, chia 2-3 1an/ngay.
Po thanh thai creatinin 30-49 ml/phut: ding 1/3 liéu binh thuong, chia 2 lan/ngay.
D9 thanh thai creatinin dudi 30 ml/phit: ding 1/6 liéu binh thuong, 1 lan/ngay.
Khong dung thudc cho bénh nhan suy than giai doan cudi.

CHONG CHI PINH

Qué min véi piracetam, cic dan xuét ctia pyrrolidon hogc bét cir thanh phan nao cua thudc.
Suy than ning (dd thanh thai creatinin cua than duéi 20 ml/phut).

Ngudi méc bénh mua giat Huntington.

Xuét huyét nio.

THAN TRONG
- Thén trong khi dung thudc cho ngudi bi suy than. Khi dung thubc dai han cho nguoi 16n tudi,

can danh gia thuong xuyén do thanh thai creatinin dé didu chinh lidu phu hop.
- Trénh ngung thudc dot ngdt & bénh nhan rung giat co.
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Thén trong trén bénh nhan chay mau nang, bénh nhén c6 nguy co chay mad nhu loét duong
tiéu hoa, rdi loan d6ng mau, tién sir tai bién mach mau ndo do xuét huyét, bénH ghan can tién
hanh phau thuit bao gdbm ca nha khoa, bénh nhén dung céc thudc chéng dong méu hodc
thudc chdng két tap tiéu ciu ké ca aspirin lidu thip.

Thoi ky mang thai va cho con bu: ,Lz002645, ™

Khong c6 day du dir liéu vé viéc sir dung piracetam & phu nit c'/ th i, C%épéHﬁgh n ‘guru trén dong
vat khong cho thay tac dung ¢6 hai ctia thubc 1én thai ky, su phdt# 1én oua qﬁman hay ! bao thai, qua ‘

af5 g.\ﬁé Heiiq d@ng do thube &
& ullg‘ plmcctam Arong thoi ky
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trinh sinh n& hay su phét trién sau sinh. Piracetam qua dugc ha
tré so sinh khoang 70-90% ndng do thudc cua me. Khong né
mang thai, trir khi that cn thiét, khi loi ich cao hon nguy co.

Piracetam dugc tiét vao sita me. Khong nén st dung piracetam trong khi dang cho con bu hoidc
khong cho con bu trong thdi gian didu tri bing piracetam. Cén nhic ngimg cho con bu hodc
khong str dung piracetam sau khi dénh gia loi ich ctia viéc cho tré bu me va loi ich cua diéu tri.

Kha nang lii xe, van hanh may moéc:
Trong cac nghién ciru 14m sang, & bénh nhan dung piracetam lidu 1,6-15 g/ngay, dd ¢ béo céo
vé tinh trang ting dong, budn ngu, cang thing va trAim cam. Céc tic dung bét loi nay c¢6 thé anh
huong dén kha nang lai xe va van hanh may méc. Khong c6 kinh nghiém vé anh huong cua
piracetam khi dung lidu 15-20 g/ngay.

TUONG TAC THUOC

- Céc hormon tuyén gidp: Da c6 bao béo céo vé tinh trang lu 1an, d& kich thich va ri loan gidc
ngu khi dung thude nay dong thoi véi cac chiét xuat clia tuyén giap (T3+T4).

- Acenocoumarol: Trong mot nghién ctru trén bénh nhan bi huyét khdi tinh mach tai phat nang,
piracetam liéu 9,6 g/ngay khong lam thay ddi liéu acenocoumarol can thiét dé dat INR 2,5-
3.5, nhung lam giém déng ké két tap tiéu ciu, gai phong PB-thromboglobulin, nong do,
fibrinogen va céc yéu t6 von Willebrand (VIIL:C; VIII: vW: Ag; VIII : vW : Rco), gidm do
nhét ciia méu va huyét tuong.

TAC DUNG KHONG MONG MUON:

Thuong gap (1/100 < ADR < 1/10): céng thang, ting dong, tang can.
It gdp (1/1000 < ADR < 1/100): trdm cam, budn ngy, suy nhuoc.
Tan sudt chwa ré (khéng xdc dinh duwoc tan sudt dua trén dir liéu sin co): rdi loan chay mau;
phan tmg phan vé, qui man; kich dong, lo 4u, lu 14n, a0 giac; mat diéu hoa van dong, mét cén
bz‘?tng, dong kinh, nhtrc dAu, mét ngl; chong mat; dau bung, dau bung trén, tiéu chay, budn nédn,
non; phu mach than kinh, viém da, ngira, may day.

QUA LIEU VA CACH XU LY:

Triéu ching: Khong c6 thém phan tng c6 hai lién quan dén qua liéu piracetam duoc béo cdo.
Truong hop qua lidu cao nhét 1 udng piracetam 75 g, xuét hién tiéu chdy c6 mau kém dau bung,
kha nang 16n do lugng 16n sorbitol ¢6 trong ché pham.

Xt ly: C6 thé rira da day hogc gy non. Khong c¢6 thube giai doc déc hiu. Chu yéu la diéu tri
triéu chimg va c6 thé thdm tach mau. Hiéu suét thAm tach ddi qf,plracetahl_}(hoang 50-60%.

Q CUC TRUONG
PTRUGNG PHONG

Mot Chii Chu Chiin



