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Ténthudc:  LILONTON INJECTION 3000mg / 15 ml INDICATIONS / CONTRA-INDICATIONS / DOSAGE
Hogt chit, ham lugng : Piracetam 3000mg / 15 ml. & ADMINISTRATION / SIDE EFFECTS /

Dang bao ch&: Dung dich tiém PRECAUTIONS AND OTHER INFORMATION:
Dumg ding: Tiém tinh mach, Refer to package insert.

Quy ciich déng goi: Hop 5 dng x 15 ml. STORAGE:

Chi dinh, Cich ding, Chéing chi dinh, Thin trgng, A

il g Che o Store at temperalure not exceeding 30°C.

Xin doc trong ti hudng din s dung kém thea. KEEP OUT OF REACH OF CHILDREN.

Didu kign bio quan: Bao quin d nhiét d) khong qua 30C.  CAREFULLY READ THE PACKAGE INSERT
Nha sin xudt: SIU GUAN CHEM. IND. €O, LTD. BEFORE USE.

128 Shin Min Road, Chia Yi, D3i Loan, Xult x: Dai Loan.
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H]I ONG DAN SU DUNG CHO NGUOI BENH:

LILONTON Injection 3000 mg/ 15 ml

. KHUYEN CAO:

Doc ky hwing din sir dung thude truée khi diung.

Pé xa tim tay tré em.

Thong bao ngay cho bic st hoiic dirge si nhirng tic dung khong mong mudn gip phai
khi sir dung thude.

Thubc nay chi diung theo don ciia béc si.

. THANH PHAN, HAM LUQNG CUA THUOC:

M&bi 6ng thude tiém 15 ml chia:

Hoat chift;  PIXRCEERM soeesviosssivsissssnsnsins 3000 mg

Ta dwoc: Natri bisulfit, dung dich Natri carbonat hodc dung dich acid hydrochloric 10% dé
diéu chinh do pH, nuéce cét pha tiém.

. MO TA SAN PHAM: @7

Dung dich trong sut, khong mau.

-

. QUY CACH PONG GOI:

Hop 5 bng tiém (15 ml/dng tiém).

. THUOC DUNG CHO BENH Gi:

Piracetam tac dong trén nao va hé than kinh, dugc xem la bao vé cac co quan nay khong bi
thiéu oxy.

Piracetam duoc diing phdi hop véi cac thude khéc dé diéu tri chimg rung giat co. Pay la bénh
do hé than kinh lam co bi co giat khong kiém soat, thudong & tay va chan.

Piracetam ciing duoc dung dé cai thién tuan hoan ndo va tinh trang sa sat tri tu¢ & ngudi gia.

. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:

Ludn luén ubng dung liéu bac siké don cho ban.

Nguoi lém

Udng bao nhiéu thubc va udng khi nao

Liéu khéi dau thong thuong 1a 7.2 g mdi ngay, chia lam 2-3 lan. Vai truong hop, liéu khoi
déu c6 thé 1én dén 15 g.

Khi bit diu dung thudc nay, thay thudc c6 thé noi ban ting dan liéu dung dé dam bao ban
ding thude & liéu tét nhat cho bénh ciia ban.

Cén than theo dung huéng din ciia thay thude.

Ubng thudc nhir thé nao

Ubng nguyén vién véi nude.

Dirng mé vién ra, vi piracetam c6 vi rt ding.

Ngudi cao tudi va bénh nhin c6 van dé vé than

Néu ban cao tudi hodc c6 van dé vé than, béc si c6 thé giam liéu dung.

Ngung dung piracetam

Ban khong nén tu y ngung dung piracetam, phai hoi bac si néu mubn ngung ding thudc.
Ngung ding thudc dot ngot c6 thé lam co bi co giat.

Néu ban c6 cac cau hoi vé cach sir dung thude nay, hay hoi bac si hoic dugc si.

. KHI NAO KHONG NEN DUNG THUOC NAY:

Khong dung piracetam néu:
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Ban bi di tmg v6i hoat chét piracetam

Ban bi di ing véi bt cir ta dugc nao cua thude nay.

Ban timg c6 vén dé vé than nghiém trong

Ban bi bénh Huntington (ciing goi la mua giat Huntington)

Ban timg bi xuat huyét ndo

Néu ban bi bit cir treomg hop nao ké trén, khéng uong piracetam va néi véi bac si
hodc dwrge si.

TAC DUNG KHONG MONG MUON:

Ciing nhur tat ca céc thudc khéc, piracetam c6 thé gdy tac dung khong mong mubn, nhung
khéng phai ai ciing bi cac tac dung khong mong mudn nay.

Ban c6 thé chi y cic tac dung khong mong muén sau:

Phan (g di mg, tho kho, phu, sét

Chay mau do khiém khuyét trong co ché dong mau

Khong khoe

Ao giac )

Kho gir thing bing va 6n dinh khi dimg ®7

Lo au va kich dong 4

Mo hd

Khong nghi ngoi

Lo au

Budn ngti

Trdm cam

Yéu dudi

Choéng mat

Téang cén

Dau da day

Tiéu chay

C6 cam giac bi bénh

Nhirc dau

Mit ngu

Phu da, dac biét la viing mat

N&i man do trén da, ngira

Néu ban ¢6 bat cir tic dung khong mong mudn nao, hdy néi véi bac si hoic dugc si. Ciing ¢6
thé c6 cac tac dung khong mong mudn khéc chua duoc liét ké & day.

NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM Gi KHI PANG SU
DUNG THUOC NAY:

Hay néi véi thiy thude néu ban dang dung cic thube sau:

Chiét xuit tuyén giap hoac thyroxin

Thudc chéng dong mau nhu warfarin hoic 1a aceno-coumarol

Aspirin liéu thap

Bit ctr thudc nao khac, ké ca thudc khong ké don.

10. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC:

Thude ndy s& do y ta hodc bac sitiém cho ban. Vi vay ban s& khong quén ding thudc.

11. CAN BAO QUAN THUOC NAY NHU THE NAO:

12

Béo quan thudc & nhiét do khong qua 30°C.

.NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

Khi ding qua liéu, cac tac dung khong mong muédn cuia thude c6 thé nghiém trong.



13.

14.

15

16.

17.

18.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:
Thubc ndy sé do y ta hoidc bac si tiém cho ban. Vi vy ban s& khong dung qué liéu.

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:

Hoi bac s trudce khi ding piracetam néu:

Ban nghi rang thin cua ban c6 van dé (Bdc si c6 thé cho ban diing thudc véi liéu thap

hon)

Ban c6 bat cir van dé chay mau nao.

Str dung cho phu nir c6 thai va cho con bi:

Néu ban c6 thai hodc mudn ¢6 thai hodc dang cho con bu, hay hoi béac st hodc duogc si trude
khi udng piracetam. Néu ban dang uong thudc nay, ban hiy ding bién phép tranh thai. Néu
ban dang udng piracetam va ban cé thé c6 thai, ban hay tham khao y kién bac si ngay.

Tac djng trén kha niing lii xe va van hanh may moc:

Piracetam c6 thé giy budn ngii va mat thang bang. Néu ban bi nhur vay, khong ldi xe hay van
hanh may moc.

KHI NAO CAN THAM VAN BAC SY, DU(IC SY:
Néu ban c6 bit ky phan mg khéng mong muén nao, ban nén tham khao ¥ kién ciia bac si

hoac duoc si.

HAN DUNG CUA THUOC: %
48 thang ké tir ngay san xuét. =
Khéng ding khi thudc qua han sir dung ghi trén nhan.

TEN DIA CHI CUA CO SO SAN XUAT:
SIU GUAN CHEM. IND. CO., LTD.
@ No. 128 Shin Min Road, Chia Yi, DAl LOAN
PIC/S GMP  Tel.: 886-5-2360636 Fax: 886-5-2865232

NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUONG DAN SU DUNG
THUOC:



HUONG DAN SU DUNG CHO CANBO Y TE :
LILONTON Injection 3000 mg/ 15 ml

1. THANH PHAN, HAM LUQNG CUA THUOC:
Mbi éng thude tiém 15 ml chira:
Hoat chdt:  PiracetaM.........eeeeerseesneennns 3000 mg
Ta dwoc: Natri bisulfit, dung dich Natri carbonat hoédc dung dich acid hydrochloric 10%
dé diéu chinh d6 pH, nudc cat pha tiém.

2. DANG BAO CHE: Dung dich tiém 0

3. CAC PAC TINH DUQC LUC HQC, DUQC PONG HOC:  _

Nhom diéu tri duge ly: Thude hung tri

Ma ATC: N06BX03

Duoe lre hgc: ;

Chua 16 co ché tac dong cua piracetam trén su gtat rung co ngufm g0oc¢ vo ndo.

Piracetam thé hién tac dong huyel lru bién doi véi tleu céu, hong cau va thanh mach

méu do lam t{mg tmh thay déi hinh dang cua hdng ciu va giam két tap tiéu cau, giam

do dinh cua hdng ciu vao thanh mach mau, giam co thit mao mach.

- Tac dong trén hong cau:
O céc bénh nhan thiéu mau hdng cau hinh liém, piracetam cai thién tinh thay déi hinh
dang ciia mang hong cu, giam do nhét clia mau, va ngin ngira tao cudn hong cau.

- Tac dong trén tiéu cau:
Trong mét nghién clru m& & nguoi tinh nguyén khoe manh va & bénh nhan c6 hién
tugng Raynaud, tang liéu piracetam lén 12g gay giam chirc ning tiéu cau phu thudc
liéu ding khi so sanh véi céc gid trj truéc khi diéu tri (krem tra tinh ket tap bﬁng ADP,
collagen, epinephrin va phong thich BTG), khéng thay dbi  dang ké s6 luong tiéu cau.
Trong cac nghién ciru nay, piracetam kéo dai thoi gian xuét huyét.

- Tac dong trén mach mau:
Trong céc nghién ciru & dong vat, piracetam tc ché su co thit mach mau va tuong tac
véi tac dung ciia nhiéu thude gay co thit mach mau. Piracetam khong c6 tac dung gidn
mach, khong gay hién tuong d6i dong, ciing khong giy chay tro lai hodc gay giam
huyet ap.
(6} nhlmg ngudi tinh nguyén khoe manh, piracetam lam giam d¢ dinh cua hong cau
vao ndi mac ciia thanh mach mau va kich thich su téng hop prostacyclin & ndi mac
khoe manh.

- Tac dong trén yéu t6 dong mau:
O ngudi tinh nguyén khoe manh, so véi gia tri trude khi diéu tri, piracetam & lidu 9,6g
lam giam ndng dd huyét tuong cua fibrinogen va cac yéu td Willebrand (VIII : C; VIII
R : AG; VIII R : vW) khoang 30 dén 40 %, va tang thoi gian chay mau.
O cac bénh nhéan cé hién tugng Raynaud phenomenon nguyén phat va thir phat, so
sanh véi céc gia tri trude khi diéu tri, piracetam dt‘mg'liéu 8 g/ngay trong 6 thang sé
lam giam ndng do huyét twong cua fibrinogen va cac yéu té Willebrand (VIII : C; VIII
R : AG; VIII R : vW (RCF)) khoang 30 dén 40 %, giam do nhot cua huyél tuong va
tang thoi gian chay mau.

Dwoc dong hoc:

Piracetam duoc hip thu nhanh va hiu nhu hoan toan. Sinh kha dung duong udng, danh

gia theo dién tich dudi dudng cong nong d6 (AUC) 1a gan 100% dbi v6i vién nang ciing,

vién nén va dung dich. Nong d6 dinh va AUC ty 1é v6i liéu diing. Thé tich phén b ctia

piracetam la 0,7 L/kg, va thoi gian ban thai trong huyét twong la 5 gio' & nam thanh nién.

Piracetam qua dugc mach méau ndo va nhau thai, khuéch tan qua mang loc than nhan

tao. Cho dén nay, van chua tim thay chét chuyén hoa cua piracetam. Piracetam duoc bai



tiét ra nudc tiéu gan nhu hoan toan. Sy thanh thai piracetam phu thudc vao d¢ thanh thai
cua thén, va do d6 sé giam khi suy than.

. QUY CACH PONG GOI:
Hop 5 ong tiém (15 ml/ong).

. CHI PINH:

Piracetam c6 hi¢u qua trong diéu tri:

- Rung gidt co ngudn goc vo nio.

- Thiéu méau nio @1

- Sasut tri tué ¢ nguoi gia.

. LIEU DUNG - CACH DUNG

Tay theo chi dinh va cac budc diéu tri khac nhau, bac si sé quyét dinh liéu dung hang

ngay.

1. Diéu tri rung gidt co nguon goc vé ndo:
Béc si sé diéu chinh liéu dung cho tirng bénh nhan. Liéu ding nén bét dau voi lidu
7.2 g/ngay. mdi 3-4 ngay ting 4,8 g cho dén t6i da la 24 g/ngay, chia ra 2-3 lan
trong ngay.
Nén duy tri liéu diéu tri cua cac thuoc chbng rung glat co khac. Tuy theo loi ich
l&m sang c6 duogc thi co thé giam liéu diing ciia céc thudc nay.
Kh: da bét dau dung piracetam thi nén ding lién tuc khi bénh cé ngudn gdc vo nao
van con.
Tuy nhién, mdi 6 thang nén danh gia tinh trang bénh dé giam thudc hoic ngung
dung thudc. Nén giam liéu piracetam dan dén, giam 1,2 g mdi hai ngay, tranh ngung
dot ngot.

2. Diéu tri thiéu mau ndo, diéu tri chirng sa sit tri tué ¢ nguweoi gia:
O giai doan khoi déu, cé thé tiém dén 10 — 15 g mdi ngay, tiy theo mirc d6 niing
cua bénh.
Tré em: Gitra 30 va 50 mg/kg/ngay.

Thoi gian diéu tri
Khi diing liéu cao, thuong sé thiy tinh trang cai thién sau vai ngay. Khi diéu trj cac
bénh man tinh, hiéu qua t6i wu thuong dat dugc sau 6-12 tuan. Sau ba thang diéu tri,
nén danh gia dé xem c6 can thiét diéu tri tiép khong.

Nguwdi cao tudi

Khuyén cdo diéu chinh liéu ding & ngudi cao tudi, do c6 thé c6 van dé vé chirc ning
than. Khi diéu tri lau dai & ngudi cao tudi, can thudng xuyén dénh gia do thanh thai
creatinin dé diéu chinh liéu dung néu cén.

Bénh nhan suy chirc ning thin

Liéu dung hang ngay nén duoc diéu chinh theo tig bénh nhan, ty theo chirc ning
than. Theo bang sau dé diéu chinh liéu ding. Dé sir dung bang nay, can danh gia do
thanh thai cia bénh nhan theo ml/phit. Do thanh thai theo ml/phut c6 thé danh gia tir
ndng do creatinin huyét thanh, dung cong thiic sau:

[140 — tudi (ndm)x can nang (kg)x 0,85 (nir)]

B EIGRE 72 x creatinin huyét thanh (mg/dl)
Phan nhém Do thanh Liéu dung, tan suat
thai creatinin
(ml/min)
Binh thuong >80 Liéu binh thuong hang ngay, chia lam
2-4 lan
Nhe 50-79 2/3 liéu binh thudng, chia lam 2-3 lan
Trung binh 30-49 1/3 liéu binh thudng, chia lam 2 lan




Ning <30 1/6 liéu binh thuong, dung 1 lan
Suy than giai doan cudi - chong chi dinh

Bénh nhan suy gan

Khéng can diéu chinh liéu ding véi bénh nhan chi bi suy gan. O bénh nhan vira suy gan
va suy thén thi nén diéu chinh liéu ding theo bang trén.

Cach dung

Thude tiém Lilonton dung dudng tiém tinh mach.

01

CHONG CHI DINH:

Piracetam c6 chdng chi dinh & cac bénh nhan:
- Min cam véi piratam, cac thubc din xuét pyrrolidon hodc bat cir ta duoc nao.
Hoi chirng mia giat Huntington

Suy than nédng (do thanh thai creatinin dudi 20 ml/phat).

Xuat huyét ndo

. CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:

Anh huéng trén su két tip tiéu ciu

Do piracetam anh hudng Ién sy két tap tiéu cau, nén than trong khi ding cho bénh nhén
bi xudt huyét nang, bénh nhan c6 nguy co xuit huyét nhur loét dudng tiéu hoa, bénh
nhan c6 rbi loan huyét hoc, bénh nhan c6 tién sir xuat huyét mach mau ndo, bénh nhén
¢6 phau thuét 16n bao gdm rang, va bénh nhéan dung thudc chdng dong, thudce chdng két
tap tiéu cau ké ca aspirin liéu thép.

Suy thin

Piracetam dugc dao thai qua than, do d6 nén than trong véi céc truong hop suy than.
Ngudi cao tudi

Khi diéu tri lau dai cho ngudi cao tudi, cdn dénh gia d¢ thanh thai creatinin dé diéu
chinh liéu ding néu cén.

Ngung thube

Nén tranh ngung ding thudc dot ngot, do c6 thé gay rung giat co hoac con co gidt & cac
bénh nhén nay.

Sir dung cho phu nir ¢6 thai va cho con bu:

Co thai

Khéng c6 day du dir liéu vé sir dung piracetam & phu nir ¢6 thai. Céc nghién ctru & dong
vat cho théy piracetam khong gdy anh huong truc tiép hoac gian tiép dén thai ky. phéi
thai / su phat trién cua bao thai, gin ky sinh hodc sau khi sinh.

Piracetam qua dugc nhau thai. Nong do thuéc & tré so sinh khoang 70% ~ 90% nong do
cia me. Khong nén dung piracetam trong thai ky trir khi thét su can thiét, khi loi ich
hon han nguy co va khi tinh trang ldm sang cua thai phu can phai diéu tri bang piracetam.
Cho con bu

Piracetam duoc bai tiét vao sira me. Vi vy, khong nén ding plracetam khi nuéi con
bang sira me hoic phai ngung cho con bu khi diéu tri bing plracetam Can quyét dinh
ngung cho con bu hay ngung diung piracetam, tuy vao lgi ich cua viéc cho con bii véi
tré va loi ich cua viéc diéu tri v6i me.

Téac dong trén kha ning lai xe va vidn hanh may moc:

Trong cac thir nghiém lam sang, & liéu diing gira 1,6 - 15 g/ngay, c¢6 bao cdo vé tinh
trang tang dong, budn ngu, lo au, trdm cam & bénh nhén ding piracetam so véi placebo.
Khong c6 kinh nghiém ve kha nédng lai xe & liéu dung 15-20 g/ngay. Vi vdy nén thin
trong & cac bénh nhan mudn lai xe hay van hanh may méc khi dang dung piracetam.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:

Tuong téc dugc dong hoc

Kha ning tuong tac thude do thay don dugc dong hoc cuia piracetam duoc cho la thap,
do khoang 90% liéu ding dugc bai tiét ra nudc tiéu & dang khong thay doi.




10.

In vitro, piracetam khong trc ché cac dang cytochrom P450 ¢ nguoi CYP 1A2, 2B6,
2C8, 2C9, 2C19, 2D6, 2E1 va 4A9/11 & nong do 142, 426 va 1422 pg/ml.

O ndng do 1422 pg/ml thiy c6 tac dung trc ché réit nhe trén dang CYP 2A6 (21%) va
3A4/5 (11%). Tuy nhién, gia tri Ki vé trc ché 2 dang nay rat tt 6 ndng d6 1422 pg/ml.
Vi véy, piracetam khong c6 tuong tac chuyén héa véi cac thude khac.

Hormon tuyén giap

Da c6 béo céo ve tinh trang mo hd, kich thich va rdi loan gidc ngu khi diéu tri dong thoi
v6i chiét xuét tuyén giap (T3 + T4).

Acenocoumarol

Trong mot nghién ciru mi don & bénh nhan bi huyel khéi tinh mach tai phat nang, dung
plracetam 9.6 g/ngay khong thay dbi lidu dung can thiét ciia acenocoumarol dé dat chi
s6 INR & mic 2,5 dén 3,5; nhung so sanh véi hiéu qua khi chi dung mét minh
acenocoumarol, viéc dung thém piracetam 9,6 g/ngay lam giam dang ké su két tap tiéu
céu, su phong thich p-thromboglobulin, mic fibrinogen va céc yéu té Willebrand (VIII :
C: VIII : vW : Ag; VIII : vW : RCo) va do nhét cia mau va huyét tuong.

Thubc chéng dong kinh

Dung piracetam 20 g/ngay trong 4 tuin khong lam thay dbi ndng d6 tdi da va tdi thiéu
cuia cac thude chong dong kinh (carbamazepin, phenytoin, phenobarbiton, valproat) &
cac bénh nhan dong kinh dang ding thude & liéu 6n dinh.

Ruou

Diing rugu ddng thoi khong anh hudng dén nong do huyet thanh cua piracetam, va
ndng d6 rugu khong bi anh huong khi diing piracetam & liéu ubng 1,6 g.

TAC DUNG KHONG MONG MUON:

Céc téc dung khéng mong mubn duge bao céo trong céc thir nghlem lam sang va sau
khi dwa thudc ra thi truong dugc liét ké theo nhém co quan va tan suit xuat hién. Tén
sudt dugc dinh nghia nhu sau: Rét thuong (>1/10); thuomg (>1/100, <1/10); it (>1/1,000,
<1/100); hiém (>1/10,000, <1/1,000); rat hiém (<1/10,000).

S liéu sau khi dua thude ra thi truong khong du dé danh gia ty 1¢ xuét hién.

R6i loan mau va bach huyét )

Khéng rd ty 1é: ri loan xuat huyét

Hé mién dich: f)}{

Khong rd ty 1é: phan ing phan vé, man cam
Réi loan tAm than:

Thuong: lo du

it: trim cam

Khéng rd ty 1é: kich dong, lo du, mo hd, ao gidc
R6i loan hé théan kinh:

Thuong: tang dong

it: mét ngu

Khéng rd ty 1é: chimg mét diéu hoa, mét thing bing, dong kinh ning hon, nhic diu,
mat ngu.

Réi loan tai va tién dinh:

Khéng r6 ty 1€: chong mat

Réi loan dwdng tiéu hoa:

Khong rd ty 1é: dau bung, dau bung trén, tiéu chay, budn n6n, nén mira

Roi loan da va mé duéi da:

Khong 16 ty 1é: phit mach, viém da, ngtra, ndi mé day

Réi loan tong quét va & vi tri tiém:

it: suy nhugc

Xét nghiém, cdc rdi loan khac

Thuong: tang can

-
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11. QUA LIEU VA CACH XU TRi:

Liéu rét cao lén t6i 75 g chua c6 biéu hién qua liéu. Khong c6 thube giai doc dic hiéu,
chi yéu la hd tro triéu chimg néu xay ra trudng hop qua liéu, c6 thé tién hanh loc méau.
Loc mau c6 thé loai trir 50-60% piracetam.

12. PIEU KIEN BAO QUAN, HAN DUNG CUA THUOC: (D‘(
Bao quan: Bao quan thubc ¢ nhiét do khong qua 30°C.
Han ding: 48 thang ké tir ngay san xuét.
Khéng diing khi thuée qua han sir dung ghi trén nhan.

-

13. TEN VA PIA CHI CUA CO SO SAN XUAT:
SIU GUAN CHEM. IND. CO., LTD.
@ No. 128 Shin Min Road, Chia Yi, DAl LOAN

PIC/SGMP  Tel.: 886-5-2360636 Fax: 886-5-2865232

14. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU
DUNG THUOC:

TUQ.CUC TRUONG
P.TRUONG PHONG

%mw ki Vin Hank



