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Rx - Thudc nay chi diing theo don thuic

LEVATAM 400 mg
Dé xa tim tay tré em. Poc kj hwong dén siv dyng trudc khi dimg.

THANH PHAN CONG THUC THUOC:

MJdi vién nén chira:

- Thanh phan hoat chat: Piracetam 400 mg.

- Thanh phan td dwoc: Maize starch, cellulose microcrystalline 102, povidone K30, talc, silica
colloidal anhydrous, magnesium stearate.

DANG BAO CHE:
Vién nén hinh tron, det, mau trang.

CHI PINH:

Piracetam duoc chi dinh dé diéu trj trong cac qu(mg hop sau:

—  Diéu tri triéu chimg ctia hoi chiing tim than thuc thé (cac van dé v& tri nhd, rdi loan chi ¥, thiéu
dong lue, giam kha nang tép trung);

—  Diéu tri triéu chimg chong mit va céc rbi loan thing bang di kem;

—  Didu tri hd tre chiing khé doe or tre em trén 30 kg (tir 8 tudi), két hop voi 11¢u phap ngon ng;

—  Co thit co (rung giét co) ¢6 ngudn gdc tir vo ndo, ¢b thé dung riéng 1é hodc két hop véi céc thudc
khéc.

LIEU DUNG, CACH DUNG:
Liéu ding phai duge xac dinh riéng tiy thudc vao muc do nghiém trong cua tinh trang bénh va dap (ai
tng voi dieu tri. x|
Liéu dung
Nguo’l 16m

Diéu trj triéu chitng ciia hdi chitng tim thén thue thé

Trong diéu tri triéu chimg cta hoi ching tim than thuc thé, lidu khuyén cdo 12 2,4 g - 4.8 g/ngay,

chia lam 2-3 lin/ngay.

Piéu tri rung gidt co co nguon goc o vo nao

Trong rung gmt co ¢co nguon goc vo ndo, bt diu dlcu tri véi lidu khéi ddu 12 7,2 g/ngay, c6 thé tang

thém 4,8 g mdi ngay sau mdi 3 - 4 ngay, 1én dén lidu t6i da 1a 24 g/ngay, chia lam 2 - 3 1an. Picu trj

ddng thoi véi cac thude khac co cting chi dinh pha1 dugc duy tri ¢ liéu hang ngay da dugc thiét lap.

Ty thudc vao hiéu qua didu tri dat duge, nén giam liéu hang ngay cua thudc cé ciing chi dinh, néu

c6 thé.

Mbt khi da bat déu, nén tiép tuc didu tri bing piracetam chimg nio bénh néo cin nguyén vin ¢on ton

tai.

O nhitng bénh nhan c6 mét con cap tinh, su cai thién ty nhién co thé xay ra theo thoi gian va nén

giam lidu hodc ngimg thube mdi 6 thang. Nén giam 1,2 g piracetam mdi 2 ngay (mdi 3-4 ngay trong

truong hop mic hoi chirng Lance & Adams) dé ngan ngira t4i phat con co giét do ngling thudc dot

ngot

Bfeu tri chong mat

Liéu khuyén cdo 12 2,4 - 4,8 g/ngay, chia lam 2-3- 1an.

Tré em va thanh thiéu nién

Trong ching khé doc ¢ tré em va thanh thiéu nién tir 8 dén 13 tubi, liéu 14 50 mgfkg/ng@}, chla lam

2 1‘cm ) ) . ,Q@a,uw rﬁ\
Lidu khuyén cio ti da 1 3,2 g/ngay, chia lam 2 lan. %}‘" \
Ngu’olcau tudi 2/CONGTY 00 PHANN
O bénh nhan cao tudi b suy than, nén diéu chinh lidu (xem phan “Diéu chinh|[ig
thén™). Dé didu tri lau dai, cn dénh gid dinh ky d¢ thanh thai creatinin dé di wohi

khi can thiét.
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Bénh nhéin suy thin

Lidu hang ngay phai duoc diéu chinh tity theo d¢ thanh thai creatinin tinh theo ml/phut.

C6 thé wée lugng do thanh thai creatinin Cler tinh theo ml/phit tur creatinine huyét thanh (mg/dl)
theo cong thire sau:

[140 — tudi (ndm)] x can nang (kg)
CLer= (x 0,85 ddi véi phy ni)

72 x creatinin huyét thanh (mg/dl)

D thanh thii
Miic d§ suy than creatinin Lidu hegng v tin suat ding thude
(m)/phit)
Binh thudng > 80 Lidu thuong ding hang ngdy, chia lam 2 - 4 1an
Nhe 50-179 2/3 liéu thudng ding hang ngay, chialam 2 - 3 lan
Trung binh 30-49 1/3 liéu thuong ding hang ngay, chia lam 2 lan
Ning <30 1/6 lidu thuomg ding hang ngay, uong 1 1An duy nhat
Bpnh i gl dogn i Chéng chi dinh
cuoi

Bénh nhan suy gan

I{h@ni3 can diéu chinh liéu & bénh nhan chi c6 suy gan.

Trong trudong hop bi dong thoi suy gan va suy than thi cin didu chinh lidu; xem liéu khuyén céo &
{rén.

Céach dung

Ubng nguyén vién v6i du nudc, co ho#ic khong c6 thue an. Khuyén cdo ding liéu hang ngay chia
thanh 2-4 lan.

Thoi gian diéu tri s& duge xdc dinh tuy theo tinh trang 1dm sang cua timg bénh nhén.

CHONG CHI PINH:

Qud mén véi piracetam hogc cac dan xuét pyrrolidone khéc hodc voi bt ky t4 dugc nio cla thude.
Xuét huyét nio.

Bénh than giai doan cubi.

Ching mua giat Huntmgton (Huntin gton s Chorea).

Tré em va thanh thiéu nién dudi 8 tudi (can ndng dudi 30 kg).

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Anh huong 1én su két tip lleu cau

Do téc dong tc ché két tap tidu cu, nén than trong khi dung thudc cho bénh nhén bj chdy mau néng,
bénh nhén c6 nguy co chay mau nhu loét da day-ta trang, bénh nhan c6 rdi loan dong mau, bénh
nhan ¢6 tién sir tai bién mach mau ndo do xuét huyét (LVA) bénh nhan trai qua phau thudt 16n, bao
gom phau thuat nha khoa, va bénh nhén dang dung thudc chéng dong mau hosc thude chong két tap
tidu cdu, bao gbm ca acetylsalicylic acid lidu thép.

Suy than

Piracetam dugc bai tiét qua than va nén thén trong khi ding thude & bénh nhén suy than.

Ngudi cao tudi

Dé diéu trj lau dai, can ddnh gid dinh ky d9 thanh thai creatinin d& didu chinh lidu khi cén thiét.
Ngumng diéu tri

O nhitng bénh nhan bi giat co, khong nén ngimg didu tri dot ngdt, vi co thé gdy ra con giat co hoc
con co giat toan thé, nhu cée triéu chung ciia hoi chimg cai thudc.
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S’ DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Phu nif co thai

Dir liéu vé viée stir dyng piracetam & phuy ni ¢6 thai con han ché. Céc nghiénu ctiu trén dong vit khong
cho thdy anh hudng ¢6 hai truc tiép hogc gién tiép trén thai ky, sy phat trién cua phéi/bao thai, qui
trinh sinh nd hodc su phat trién sau khi sinh. ) R
Piracetam qua dugc nhau thai. Nong do thube trong huyét tuong & tré so sinh xap xi 70%-90% nong
% thube trong huyét tuong ctia ngudi me. Khong nén sir dung Piracetam trong thori ky mang thai trir
khi tinh trang ldm sang cua thai phu yéu cau phai diéu trj bing Piracetam.

Phu nft cho con bu

O ngudi, piracetam duge bai tiét qua sira. Do do, khéng nén sir dung piracetam trong khi dang cho
con bt hodc nén nglmg cho con bu trong khi didu tri bing piracetam. Béc si s& chi ké don thude nay

sau khi danh gi4 ty 18 gitta loi ich ctia mg va nguy co tiém 4n d6i v6i thai nhi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Qua céc tac dung khéng mong mudn cta thude, piracetam ¢6 thé anh hudng dén kha nang l4i xe va
st dung may moc.

TUONG TAC CUA THUOC:

Tuong tac duge dong hoc

Céc tuong tac thude co thé lam thay ddi duge déng hoc cla piracetam 13 thip, vi khoang 90%
piracctam dugc bai tiét qua nude tiéu & dang khong doi.

In vifro, piracetam & céc ndng d 142, 426 va 1422 pg/ml khong trc ché hé th(fmg enzym cytochrome
P450 (CYP 1A2, 2A6, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1, 3A4/5, 4A9/11). Két qua la it c6 kha nang
xdy ra tuong tac gitta piracetam va cac thude khac.

(5 nong do 1422 pg/ml, quan sat thiy téc dung trc ché tdi thiéu dbi voi CYP 2A6 (21%) va 3A4/5
(11%). Tuy nhién, gia tri Ki cAn thiét dé trc ché hai dang dong phan CYP ndy dudng nhu 1én hon
1422 pg/ml. Vi vdy, kha nang tuong tc gifra piracetam va céc thude khéc 13 kho xay ra.

Cac hormon tuyén giap

Dung déng thoi véi hormone tuyén gidp (T3 + T4) c6 thé lam tang anh hudng & mic d§ CNS: It
14n, d3 kich thich, bdn chdn va rdi loan gidc ngu.

Acenocoumarol

Trong mot nghién ctru mu, duge cong bé & nhitng bénh nhén bi huyét khdi tinh mach néng, sir dung
piracetam véi liéu 9,6 g/ngay khong lam thay dbi lidu acenocoumarol can thiét dé dat dugc INR 2,5
- 3,5, nhung so véi tac dung ctia acenocoumarol dung don dgc, viée b6 sung thém piracetam véi liéu
9,6 g/ngay lam giam dang ké sy két tap tiéu cAu, gidi phong beta-thromboglobulin, fibrinogen trong
méu, yéu td von Willebrand (VIII C; VIIL R:Ag, VIII:vW), d6 nhot cua huyét tuong va mau,
Thudc chéng déng kinh

Liéu hang ngay 20 g piracetam dung trong 4 tudn khong 1am thay dbi ndng do t6i da va t5i thicu
trong huyét tuong cia céc thubc chéng déng kinh (carbamazepine, phenytoin, phenobarbitone,
valproate) & bénh nhan dong kinh dugc diéu trj véi lidu c6 dinh.

Ruou (Ethyl alcohol)

Viée ubng rugu dong thoi khéng lam anh hudng dén nong df piracetam trong huyét twong, va ndng
do rugu khong bi thay d6i khi dang mot liéu piracetam 1,6 g.

TUONG KY CUA THUOC: ’
Do khéng c6 cac nghién ctru vé tinh tuong ky cta thuoce, khong tron 14n thudc nay véi cée thuoe
khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Céc nghién ctru 1dm sang mu doi, co dbi ching véi gia duge hodc cac nghién ciru duge Iy 1am sang,
trong d6 dir lidu an toan dd duge xdc dinh (ldy tir Co so dit ligu UCB vao thang 6 nam 1997) bao
gdm hon 3000 ddi tuong da sir dung piracetam, khong phan bigt chi dinh, céch dimg thude, liéu diing
hang ngay, hodc dic diém cta nhém bénh nhan dugc didu tri.
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Céc phan tng ¢6 hai dugc bdo cdo tir cdc nghién ciru lam sang va kinh nghiém sau khi luu hanh
thude duoc liét ké dudi day, phan nhém theo hé co quan va tin sudt. TAn suét duoc xac dinh theo
quy udc sau: RAt thuong gip (> 1/10), thuong gép (= 1/100 va <1/10); it gép (2 1/1000 va <1/100),
hiém gp (= 1/10000 va <1/1000); rat hiém gap ( <1/10000); chua bict (khong thé udc tinh tir dir
liéu ¢6 sdn). Dit lidu tir kinh nghiém sau khi lvu hanh thubc 1 khong du dé dnh gid tan suat gép
phéi trong dén s& bénh nhén.

R&i logn mdu va hé bach huyéf

Chua biét: rdi loan chay mau.

Ri loan hé mién dich

Chura biét: phan tmg phan v¢&, phan ting qua méan.

Réi logn tam than

Thudng gap: bdn chén.

It gap: tram cam.

Chua biét: kich dong, lo 4u, 14 1n, 4o gi4c.

Réi loan hé than kinh

Thuong gap: ching ting dong.

it gip: budn ngt. . .
Chua biét; rdi loan van dong, rbi loan thang bz"mg, lam nang thém bénh déng kinh, nhic dau, mét
ngu.

Roi loan tai va mé dao

Chua biét: chéng mét.

Réi loan tiéu héa _

Chura biét: dau bung, dau viing thugng vi, tiéu chay, budn ndn, ndn.

Réi loan da va moé dudi da

Chura biét: phit mach, viém da, ngira, may day.

{6(3}' loan toan than va tai chd

It gap: suy nhuge.

Tham khdam

Thuong gap: tang can. )
Théng bdo ngay cho bdc sy hofic dwge sy nhikng phin teng co hgi gip phai khi siv dung thuoc.

QUA LIEU VA CACH XU TRI:

Triéu chémg qua liéu

Khong c6 thém cdc bién ¢b c6 hai dic trung lién quan dén qué lidu piracetam da dugc bdo céo.
Liéu piracetam t&i da dan dén qua liéu 12 udng 75 g. Tiéu chdy ra mdu kém dau byung rét c6 the lién
quan dén ham lugng luong cao sorbitol ¢é trong cong thirc thude da dung.

Céch xr tri qué lidu

Trong trwong hop qué lidu cAp tinh va nghiém trong, ¢6 thé loai bo chét trong da day bing cach rira
da day hodc giy nén. Chua c6 thube giai déc dic hiéu cho qué lidu piracetam. Piéu tri qua lidu la
didu trj triéu chimg va ¢6 thé bao gbm thim tich mau. Ddi véi piracetam, hi¢u qua ciia qué trinh
tham tach mau la 50 - 60%.

PAC TINH DUQC LUC HQC:

Nhém duoe ly: thube hung than, tac nhén kich thich than kinh ding cho ADHD va thude hung tri
(nootropic), thudc kich thich than kinh va thubc hung tri khéc,

Ma ATC: N06BX03.

Hoat chit piracetam 12 mdt pyrrolidone (2-oxo-1-pyrrolidine-acetamide), mot dan xuét vong cua
gamma-aminobutyric acid (GABA).

Co ché tac dung cta chét nay chua duoc biét ddy @0, Nghién ctru thuc nghiém trong phong thi
nghiém trén dong vat cho thay piracetam cai thién sy dén truyén thén kinh & cac synapse gabaergic,
cholinergic va glutamatergic, va thiic day qua trinh hoc tap cling nhu toc d6 truyén thong tin trong
va gifta cac ban cu nio.
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PlI'aCL.tal'll cai thién tinh luu bién ctia mau bang cach téng kha ning bién dang coa hdng cau, giam
két tap tiéu cdu, tre ché co thit mach gay ra boi cac yéu t6 noi sinh hogic ngoai sinh, ma khong co tac
déng gidn mach riéng.

DAC TINH DUQC PONG HQC:
Hap thu

Sau khi uong, piracetam duoc hip thu nhanh chéng va gan nhu hoan toan qua dl,rorng tiéu héa.
Nong d6 thude trong dich n#o thy dat duoc sau 2-8 gid. Nong do thude trong huyét tuong thay abi
tuyén tinh theo lidu ding.

Thirc #n khong anh huong dén su hép thu cia plracetdm. nhung lam giam Cmax Khoang 17% va tang
tmax tir 1 1&n 1,5 gid.

Duoc dong hoc ctia piracetam 1a tuyén tinh véi lidu tir 0,8 dén 12 g. Céc thdong sb duge dong hoc
nhu thoi gian ban thai trong huyét twong va do thanh thai khong thay ddi theo lidu lugng hodc thoi
gian didu tri.

Phén bb

Thé tich phan b6 la khoang 0,7 /kg. Piracetam khong lién két véi protein huyét tuong.

Piracetam khuéch tan dén tat ca cac md ngoai trir mdé md, qua duge hang rao nhau thai va mang loc
thdm tach méu.

Clmyen héa

Cho dén nay, chua ¢6 con duong chuyén héa ndo cua piracetam duge mo ta & ngudi, va khong co
chét chuyén héa nao duoc xac dinh.

Thai tru

Piracetam dugc thai trir gin nhu hoan toan qua nude tiéu. Ty 1& piracetam bai tiét qua nude tiéu ty
18 thudn véi lidu dung. N
Thoi gian ban thai 1a 4-5 gi¢ trong huyét twong va 6-8 gid trong dich ndo tiy. ',
D0 thanh thai cla piracetam phu thudc vao do thanh thai creatinine, do d6 sy thai trir i
gidm trong suy thén, va thoi gian ban thai trong huyét twong s& ting gap d6i khi don
creatinine < 60 ml/phut. ‘_;-»--

QUY CACH BONG GOI:
Hép 6 vi x 10 vién nén.

PIEU KIEN BAO QUAN:
Bdao quan dudi 30°C trong bao bi gbc.

HAN DUNG:
24 thing k& tir ngay san xuat.

TIEU CHUAN CHAT LUQNG CUA THUOC:
Nha san xuat (TCCS).

SAN XUAT TAI RUMANI BOI CO SO SAN XUAT:

MAGISTRA C&C S.R.L.

B-dul Aurel Vlaicu, nr. 82A, Municipiul Constanta, Judetul Constanta, cod postal 900055, Romania
(Rumani).



