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/CONG TY '\ PYCENTAM
CPDUGC |\
VATTUY TE iracetam... ... ... .........200 mg/mL

PYCENTAM

Céc diu hiéu lwu ¥ va khuyén cdo khi ding thude
Doc kj hudng dén sic dung tride khi dimg

Dé xa tam tay tré em

Thanh phin céng thire thude
Thénh phan hoat chdt: Piracetam.................. 200 mg/mL

Thanh phan td diwge: Methylparaben, propylparaben, glacial acetic acid, sodium acetate,
saccharin sodium, sucralose, huong chudi, povidone (K30), dudng tring, ethanol 96%,
nuée tinh khiét.

Dang bao ché
Dung dich uéng.

Dung dich udng trong sudt, khong mau dén mau vang nhat, c¢6 huong thom, vi ngot.

Chi dinh
Ngwoi lon

e Diéutrj hd trg céc triéu chitng bénh Iy man tinh vé suy giam nhén thirc va than kinh
cam giac ¢ ngudi cao tudi (ngoai trir bénh Alzheimer va cac bénh sa siit tri tué khéc).
e (Cai thién triéu chirng chong mit.
o Diéu trj chirng rung gidt co c6 ngudn gdc tir vo nio.
Tré em ning trén 30 kg (khoang 9 tubi tro lén)

o Diéu trj ho trg chirng khé doc.

Cich diing, liéu diing
Liéu ding

Diéu tri ho tro cde triéu chitng bénh Iy man tinh vé suy giam nhdn thirc, suy giam than kinh
cam gidc ¢ ngudi cao tuoi va chong mat:
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800 mg piracetam/lan (twong ting véi 4 mL/lan) x 3 lan/ngay, trong duong véi 2,4 g/ngay
(twong Uing véi 12 mL/ngay).

Diéu tri chitng rung gidt co ¢é nguon goc tir vo ndo:

Nén bét dau didu tri véi lidu 7,2 g/ngdy (36 mL/ngdy) va ting thém 4,8 g (24 mL) sau mdi
3 - 4 ngay, cho dén khi dat lidu t&i da 1a 24 g (120 mL), chia thanh 2 hogc 3 lin. Ban déu,
nén duy tri lidu cia cdc thude chéng rung giat co diing ddng thoi. Sau do, tiy theo hi¢u qua
lam sang dat duoc, nén giam lidu ciia cac thude nay néu co thé.

Khi di bat ddu diéu trj, nén tiép tuc ding piracetam néu bénh Iy ndo cin nguyén van con
ton tai. O nhitng bénh nhén dang trong giai doan cp tinh, tinh trang bénh c6 thé tur cai
thién theo thi gian, vi vy nén cin nhic gidm liéu hojic ngimg thudc sau mdi 6 thang diéu
tri. D& lam dwgc didu nay, nén giam lidu piracetam 1,2 g cach ngay (hodc 3 - 4 ngdy trong
trudng hop méc hoi ching Lance-Adams) dé ngin ngira nguy co tai phat dot ngdt chimg
rung gidt co hogc co gidt do ngimng thude.

Di twong dac biét

Bénh nhan cao tuoi
Khuyén cdo hiéu chinh liéu ding dbi véi bénh nhin cao tudi bj suy than (xem muc “Bénh
nhén suy than” bén dudi). Khi didu trj kéo dai cho bénh nhén cao tudi, can thudng xuyén
danh gia d¢ thanh thai creatinine dé hiéu chinh liéu néu cin thiét.

Bénh nhdn suy thdn

Liéu ding hang ngay nén duge ca nhin hoa, tuy theo chirc ning thin. C6 thé tham khao
bang dudi ddy dé hiéu chinh lidu dung. Dé sir dung bang nay, cin xéc dinh do thanh thai
creatinine (Clcr) ctia bénh nhén theo don vi mL/phut. Co thé tinh Cler (mL/phut) tir ndng
d6 creatinine huyét thanh (mg/dL) theo cong thire sau:
[140 — tubi (niim)] x trong lwgng (kg)

Clow s ming 1 craatiaine Huykt Gunh (o). = > oot vo S EidL)
Db thanh thai .
T creatinine (mL/phut) bR Gang
Chirc nng than binh thudng > 80 ;:: ;};{fg o gi“g il
‘ N 2/3 liéu khuyén cio hang
Sup s e =12 ngdy, chia thanh 2 — 3 1in
. . 1/3 liéu khuyén cdo hang
Suy thén trung binh 30-49 nghy, chia thanh 2 1in
Suy thdn ning <30 Chéng chi dinh
Suy thén giai doan cudi - Chéng chi dinh

Bénh nhan suy gan

Khong cin hiéu chinh liéu ding d8i véi bénh nhan chi bi suy gan. Khuyén céo hi¢u chinh
lidu dung d6i véi bénh nhan bi ca suy gan va suy thin (xem muyc “Bénh nhén suy thén”
bén trén).

S el AN
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Tré em

Piu tri chimg kho doc: 50 mg/kg/ngay, chia thanh 3 1an.

Cdach dung

Ding dudng udng, ¢6 thé dung cung hode khong cung véi thire dn.

Khuyén c4o chia liéu hang ngay thanh 2 - 4 lan.

Nén pha loang dung dich uéng véi mot it nuée.

Tty theo chi dinh, d6i twong bénh nhén va liéu ding, nén chon quy cach dong géi ph hop:
- Véi quy cdch déng g6i da liéu: Dung cbe dong phin liéu di kém dé 1dy ding liéu can sir
dung.

- Vi quy cach déng goi don lidu: Lya chon quy céch phit hop véi lidu dung cua 1 lan,

Chong chi dinh

- Qua mén véi hoat chdt, déin xudt pyrrolidone hodic bét ky t4 dugc nio trong thanh phén
cong thirc thude.

- Suy thén nang hodc suy thén giai doan cudi (GFR < 20mL/phtt).

- Xuét huyét nio.

- Bénh mua giit Huntington (triéu chimg {rdm trong hon).

Ciinh b4o va thén trong khi ding thude

Anh huéng dén két tip tiéu ciu

Do piracetam c6 anh hudng dén két tap tiéu cu (xem ph‘é‘n “Piéc tinh duogc luc hoc™), nén
than trong khi dung piracetam cho bénh nhan bi xudt huyét ning, ¢é nguy co xuat huyét
nhu loét dudng tiéu héa, bénh nhan bj rdi loan déng méu, c6 tién sir dot quy do xuat huyét,
bénh nhén chudn bi phau thuét (bao gdm ca phéu thuit nha khoa) va bénh nhén dang ding
céc thude chéng déng mau hodic thube chdng két tap tiéu cau, bao gdm acetylsalicylic acid
liéu thap.

Suy thiin

Piracetam dugc thai trir qua than. Do d6, cin thin trong khi ding thude cho bénh nhén suy
than.

Péi v6i bénh nhan suy than nhe dén trung binh, nén giam liéu vashoic kéo dai khoang céch
gitta cdc lan ding thube néu dé thanh thai creatinine dudi 80 mL/phit (xem phan “Céch
ding, liéu dung”).

Bénh nhan cao tudi ‘

Khi didu tri kéo dai cho bénh nhén cao tudi, can thudng xuyén ddnh gid do thanh thai
creatinine dé hiéu chinh lidu dung néu cn thiét (xem phan “Céch diing, liéu ding”).
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Ngieng diéu tri

Nén tranh ngimg didu tri dot ngdt & bénh nhén b rung giat co, vi didu ndy c6 thé gay tai
phat d6t ngdt cac con rung gidt co hode co gidt do nging thude (xem phf‘m “Céch dung,
lidu ding”).

Cénh bdo vé td dwpc

Thude c¢6 chita methylparaben, propylparaben: C6 thé giy phan tng di ting (c6 thé xay ra
chdm).

Thuéc ¢6 chira duong tring. Bénh nhén c¢6 vén @& di truyén hiém giip vé khong dung nap
fructose, kém hip thu glucose-galactose hoiic thicu men sucrose-isomaltase khong nén
ding thude nay.

Thude ¢6 chira it hon 1 mmol (23 mg) sodium mdi mL dung dich, tic 14 vé co ban “khong
¢6 sodium”. Néu dung liéu vuot quéa khoéng 21 mL thi khong thé coi 1a “khong c6 sodium”
nita va phai duge xem xét & nhitng bénh nhan c6 ché do an han ché sodium.

Sir dung thude cho phu nit ¢6 thai va cho con bi
Phu niv co thai

Khong c6 ddy du dit liéu vé viéc ding piracetam cho phy nit ¢6 thai. Céc nghién ctru trén
dong vit khong cho thdy tac dong ¢ hai truc tiép hodc gin tiép dbi véi thai ky, su phat
trién clia phoi thai/thai nhi, qué trinh sinh né hodic sy phit trién sau sinh,

Piracetam qua dugc nhau thai. Nong d6 thude & tré so sinh dat khoang 70 — 90% so véi
ndng dd thube & ngudi me. Khong khuyén cao sir dung piracetam trong thai ky trir khi thue
sur cAn thiét va khi loi ich mong doi cho ngudi me vugt trdi hon nguy co tiém én.

Phu nit cho con bu

O ngudi, piracetam bai tiét vao sita me. Do d6, khong nén dung piracetam trong thoi ky
cho con bi hodc nén ngirng cho con b trong thoi gian diéu tri. Quyét dinh ngirng cho con
bu hofic ngimg ding piracetam cin dya trén cin nhéc gitta loi ich cua viéc cho bu d6i véi
tré va loi ich cta viée diéu tri d6i véi ngudi me.

Kha nang sinh san

Cac nghién ctru trén dong vit cho thdy piracetam khong anh huong dén kha nang sinh san
ctia chudt cong due hoic cai.

Khong co dif liéu 1am sang vé anh huéng ciia piracetam d6i vai kha ning sinh san.

Anh huéng ciia thude 1én kha niing li xe, vin hainh miy méce

Thudc anh hwéng & mirc do trung binh dén kha nang 141 xe va vin hanh may moc.
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Twong tic, twong ky cia thude

Twong tic thuc

Twong tac diroe dong hoc

Nguy co tuong téc thude din dén thay dbi duge dong hoc ciia piracetam dugc cho 1a thip,
vi khoang 90% liéu piracetam durgc thai trir qua nude tiéu dudi dang khong doi.

Trong nghién cu in vitro, piracetam khdng trc ché cac ddng phén ctia cytochrome P450 &
gan ngudi (CYP 1A2, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 va 4A9/11) tai céc nong do 142,
426 va 1422 pg/mL.

( ndng do 1422 pg/mL, d quan sat thy tac dung trc ché nhe CYP 2A6 (21%) va 3A4/5
(11%). Tuy nhién, nhidu kha ning gi4 tri K; cAn thiét dé e ché hai dong phén CYP nay
cao hon nhiéu so véi ndng dd 1422 pg/mL. Do d6, kho ¢ thé xay ra tuong téc chuyén héa
gifta piracetam va cac thude khéc.

Hormone tuyén gidp

Céc tée dung nhu 1a 14n, céu kinh va réi loan gifc ngi da duge bao cdo sau khi dung dong
thoi piracetam va cac chiét xuit tuyén gidp (T3 + T4).

Acenocoumarol

Trong mot nghién ciru mi don trén bénh nhan bi huyét khéi tinh mach tai phat ning, ding
piracetam (9,6 g/ngy) khong anh huéng dén lidu acenocoumarol can thiét dé dat dugc
INR tir 2,5 — 3,5. Tuy nhién, so voi tac dung khi dung acenocoumarol don ddc, thi b sung
piracetam (9,6 g/ngay) lam giam rd rét sy két tap tiéu cau, giai phong B-thromboglobulin,
ndng d¢ fibrinogen va céc yéu t6 von Willebrand (VIIL: C, VIII: vW: Ag, VIII: vW: Rco),
ciing nhu do nhét ciia méu toan phan va huyét twong,

Thube chc‘;ng déng kinh

Duing liéu piracetam 2() g/ngay trong 4 tudn, khong lam thay d6i ndng dd dinh hoic ndng
do ddy cua thudc chéng dong kinh (carbamazepine, phenytoin, phenobarbitone, valproic
acid) & bénh nhan dong kinh dang dung liéu 6n dinh.

Ruwrou

Diing ddng thdi véi ruou khong anh huéng dén ndng do cua piracetam trong huyét thanh
va ndng d6 cdn khong thay dbi sau khi ubng mot lidu 1,6 g piracetam.

Twong ky thubc

Do khéng c6 céc nghién ctru vé tinh tuong ky ciia thude, khong tron 14n thude nay véi cdc
thude khac.

Tac dung khéng mong mudn ciia thube
Tém tit hé so an toan

Cac nghién ctru duge ly 1am sang va lam sang mu doi, co dbi chimg voi gia duge, cung
cap dir liéu an toan (tir co s& dir ligu UCB, thdng 6 ndm 1997), dugc thyc hién trén hon
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3,000 dbi tugng ding piracetam, khong phén biét chi dinh, dang bao ché, liéu ding hang
ngdy hay nhom ddi twong st dung.

Danh sach cac tiac dung khong mong muén

Céc tac dung khong mong mudn dugce liét ké duéi day theo hé co quan va tan sudt. Tan
sufit duoc xdc dinh nhu sau: rit thuong gip (= 1/10); thuong gip (& 1/100 dén < 1/10); it

gip (> 1/1.000 dén < 1/100); hiém gip (= 1/10.000, dén < 1/1.000); rit hiém gip
(< 1/10.000); chwa 13 (khong thé wéc tinh tir dit ligu c6 sin).

Tac dung khong mong muon

Hg co quan Tén suat

Thwong gip It giip Chua ro

A . - ~
R6i loan mau va hé

bach huyét R6i loan chdy mau

Phan t(mg dang phin vé,

RO1 loan hé mién dich ¢ X
qua man

R&i loan tAm thin Lo ling Tram cam | Kich dgng, lo au, It 14n, 4o gidc

That diéu, roi loan thing bang,
bénh dong kinh tré nén tram
trong hon, nhirc déu, mét ngu,
budn ngii

R&i loan hé thin kinh | Ting déng | Cang thing

R&i loan tai va mé dao Chong mat

Pau bung, dau ving thuong vi,
tiéu chay, budn ndn, non

R6i loan da va md Phi mach, viém da, ngira, mé
dudi da day

R loan toan than va
tai vi tri dung thude

Réi loan tiéu hoa

Suy nhuge

X¢ét nghiém Tang cén

Bdo cdo cdc tdc dung khéng mong muon

Viéc bao céo cac tdc dung khong mong mudn sau khi thube dugc phé duyét 1a rit quan
trong. N6 cho phép tiép tuc theo ddi danh gid lgi ich/rii ro ciia thude. Céc chuyén gia chim
soe stre khoe duge yéu clu bao cdo bat ky tac dung khéng mong mudn nio téi:

Trung tim DI &ADR Qubc gia
13 - 15 L& Thénh Téng, Ha Noi

Website: www.canhgiacduoc.org.vn

Qua liéu va cach xir tri
Tri¢u chitng

Trudmg hop qué liéu piracetam cao nhit dugc béo cdo 13 sau khi ubng mot liéu 75 g. Mot
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treong hop tiéu chay ra mau kém dau bung lién quan dén vi¢c ubng 75 g piracetam moi
ngay.

Khong c6 thém tac dung khong mong muon nao khac lién quan rd rang dén qua licu
piracetam dugc bao céo.

Cdch xit tri

Trong trudng hop qué liéu cip tinh nghiém trong, ¢ thé 1am rong da day bang cach rira da
day hoiic gy noén. Chua c6 thude giai doc dic hiéu cho piracetam. Phwong phép diéu trj
chu yéu la diéu tri triéu chirng va c6 thé bao gﬁm loc mau. Hiéu sudt loai bo piracetam qua
loc mau 1a 50 — 60%.

Pic tinh dwoe e hoe

Nhém duge ly: Céce thube kich than va hudng tri khac

Ma ATC: NO6BX03

Co ché tic dung

Co ché tac dung lam co s& cho tac dung diéu tri chua duge biét rd.

Tdc dung duwoc luc hoc |

& dong vat, trong nhitng didu kién khac véi muc dich diéu tri, dic biét la & lidu hodic ndng
dd cao, cac tic dung dugc ly sau ddy da dugce ghi nhén:

e Tdng cudng dan truyén than kinh GABAergic, cholinergic va glutamatergic.
e Tiang cudng kha ning hoc tap va tée do xir Iy théng tin trong va giita cac ban ciu
ndo.

Pic tinh duge dong hoc
Hiip thu

Sau khi uéng, piracetam dugc hip thu hoan toan va nhanh chéng. Nong do dinh trong huyét
twong dat duge trong vong 45 phut.

Phan bé

Piracetam di qua hang rao mau — ndo.
Thude dé dang di qua nhau thai.

Thai trir

Thoi gian ban thai trong huyét twong ctia piracetam tir 4 dén 5 gior. Thoi gian nay ting gap
do6i & bénh nhén c6 dd thanh thai creatinine dudi 60 mL/pht.

Thubc thai trir cht yéu qua nudc tiéu trong vong 30 gio.

s g
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Quy cach dong goi

Hop 1 chai 90 mL, 125 mL, 150 mL.
Hop 10, 20, 30 6ng x 4 mL.

Hop 10, 20, 30 éng x 6 mL.

Hop 12, 20, 24, 32 éng x 12 mL.

Pitu kién bdo quén, han dung, tiéu chuén chit lrgng cua thube
Diéu ki¢n bio quan

Noi kho rao, tranh édnh sang, nhiét do dudi 30°C.

Han ding

24 thang ké tir ngay san xudt, 30 ngay ké tir ngdy mé nép.

Tiéu chuin chit lwong ciia thudc

TCCS

Tén, dia chi ciia co s& sin xuit
CONG TY CP DUQC VAT TU' Y TE HA NAM
Cum CN Hoang Don uy Ha, tinh Ninh Binh, Viét Nam
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