CONCERTA

methylphenidate HCI

Tén thudc goc Methylphemdate hydrochloride.
| LUUNG: Vién nén phong thich kéo dai - diing duting udng:

18mg Vlen hmh nhdng mau vang, mot mat ¢4 in chit “alza 18” mau den. - 27mg: Vién
hinh nhdng mau xdm, mot mat cd in chit“alza 27" mau den. - 36mg: Vién hinh nhong mau
trdng, Mot mat ¢6 in chit “alza 36" mau den. 54mg: Vién hinh nhong mau nau dé, mét
mat cd in chit “alza 54” mau den. Roi Loan Tang Dong Gidm Chi Y (ADHD) trén
tré em va thanh thiéu nién tir 6-17 tudi va trén nqusi on tir 18 dén 65 dugc chén dodn I
ADHD theo DSM-IV hay ICD 10 ( trif triéu chung thi phat vdi yéu t6 moi truting va/hoac
nhiing réi loan tam than tién phat, bao gom ca loan than ). CONCERTA phéi dugc st dung
nhula mét phan clia mt chutong trinh diéu tri toan dién bao gém nhiing liéu phap khac
(tam ly, gido duc, xa hdi). Diéu tri CONCERTA khong chi dinh cho tt ca céc bénh nhén
ADHD va quyét dinh duing thudc phau dua vao danh gid bénh nhan vé mc do nang clia cc
triéu chiing. LIEU LUONG VA CACH G: Nén nu6t nguyén vién véi 1 c6c nudc (khong
nhai, chia nhé hodc nghlen nho) ngay 1 lan vao budi séng ¢6 an sang hoac khong. Méi
dung Methylphemdate € 6-12t: liéu khdi dau 18mg/ngay, khoang liéu 18-54mg,

t: liéu khdi dau 18mg/ngay, khoang liéu 18-72mg (khong qua 2mg/kg),

liéu khéi dau 18mg hay 36mg/ngay, khoang liéu 18-72mg.

thyl Khiac ngay 2 hoac 3 lan, chuyén sang Concerta mét liéu duy nhat méi
bum sang: 5mg — 18mg; 10mg — 36mg; 15mg —> 54mg; 20mg — 72mg.
Néu khong dat dap ting t6i uu ¢ mdc liéu thap hon: tang thém 18 mg moi tuan.

Khong théy co bang chiing vé viéc chi dinh bénh nhan méc ADHD nén diéu i
CONCERTA® trong bao lau. Tuy nhién mot céch tong quat, ngudi ta théng nhat ring diéu
tri ADHD bang thudc cd thé can phai kéo dai. Hiéu qué cia CONCERTA khi st dung lau dai,
vidu hon 7 tuan chua dugc danh gid mot céch c6 hé théng trong cic nghién i c6 kiém
chiing. Nhiing thy thudc diing CONCERTA kéo dai cho bénh nhan ADHD phii dinh ky danh
gid lai loi ich lau dai ctia thudc trén tiing bénh nhan cu thé bang cach thit ngung thudc dé

danh gid chic nang ctia bénh nhén khi khang co thudc. Viec cai thién c6 thé dugc duy tri
khi ngting thudc tam thoi hodc vinh vién. Néu ¢ triéu chiing doi
ngugc hodc tac dung ngoai y: giam liéu. Néu khong cdi thién sau khi chinh liéu thich hop
qua 1 thang: ngung thudc. Bénh nhan lo du, cang thang, bdi réi ro rét.
Bugc biét qua man vdi thanh phan thudc. Tang nhan ap. Tién si gia dinh hoac chan dodn
co h/c Tourette. Dang diéu tri IMAO & trong vong it nhat 14 ngay dimg IMAO.

ANH BAD VA THAN TRONG DAC BIET: - Cac bién ¢6 tim mach nghiém trong. Tirvong
dot ngot dugc bao o6 benh nhéan b| bat thutng cdu tric tim hoac cac van dé nghiém
trong vé tim khéc. Tre em va thigu nién: khéng nén sit dung cic thudc kich thich ¢ tré hoac
thleu nién bi bét thuong cau tric tim, bénh ca tim, bét thudng nhip tim nghiém trong.

gudi lon: khéng nén diéu tri thudc kich thich cho nhiing bénh nhan nqutsi I bi cac bat
thuong cdu triic tim, bénh co tim, i loan nhip tim nghiém trong, bénh dong mach vanh
hodc cdc van dé nghiém trong vé tim khéc. - Tang huyét &p va céc tinh trang tim mach
khac: lam tang khiém ton huyét aptrung binh (khodng tir2 t6i 4mmHg) va nhip tim trung
binh (khodng 3 tdi 6 lan/phit), can trong khi diéu tri cho nhiing bénh nhan 6 tang huyét
ap trudc do, bi suy tim, nhéi mau cotim gan day, hodc loan nhip that. Danh gid tinh trang
tim mach & nhiing bénh nhan diéu tri véi cac thudc kich thich phai duoc danh gia tién sit
can than (tién sit gia dinh o nqui dot tir hodc loan nh|p that) va kiém tra thém dién tam
do va siéu am tim. Nhitng bénh nhén c6 dau nguc gang stc, ngat khong nguyén nhan,
hodc cdc triéu ching bi bénh tim trong thai glan dIeU trivdi thuac kich thich phai duoc
kiém tra tham kham tim ngay. » Cic t3c dung ngoai v v& t3m than: khong dugc dung dé
diéu tri tram cam nang va/hoa( phong nguia hoac diéu tri tinh trang mét méi thong
thuong Ching loan tam than 6 san tir trudc: ¢6 thé lam trdm trong hon cic triéu chiing
r6iloan hanh viva réi loan suy nghi. Chiing lu@ing cuc: Cén phi 6 ché d6 cham sdc dac biét
bdi vi lo ngai kha nang géy ra con hén hap/hung phén & nhiing bénh nhén nay. Trudc khi
khdi tri véi mot thudc kich thich, nhimg bénh nhan bi tram cim phai duoc kiém tra day di
dé xdc dinh ¢6 nquy co réi loan luéng cyc hay khdng, bao gém tién sit tam than ké c tién
st ¢o truting hop tu ti, r6i loan ludng cuc va tram cam hay khéng. Xudt hién cac triéu
ching tam than hodc hung cdm mdi: khi d6 phai xem xét c6 thé c6 vai tro nhan qua clia
thudc kich thich va co thé ngiing diéu tri. Hanh vi gay han: Mic di khdng ¢ bang chitng
¢ hé thong nao vé viéc thudc kich thich la nguyén nhéan gay thai do gay han hodc chéng
dm nhung phai theo doi su xuat hién hoac nang lén cda hanh vi gay han hoac chong doi.

Dong kinh: Néu xuét hién con co giat, phai ngimng duing thudc. - ]

o (ac 50 |I€U cong bd khong ¢6 dti dé xdc dinh liéu diing dai han amphetammes I the

THONG TIN KE TOA

Tai liéu théng tin cho can boy té

gdy tic ché tang truding tuong ty hay khdng; tuy nhién nén theo doi kha nang tang trudng
khi diéu tri vdi céc thudc kich thich, va phai ngung diéu tri néu bénh nhan khong phét trién
hodc 6 dugc can nang hay chiéu cao nhumong muén. Khd diéu tiét
va nhin mé da duoc bo cdo. Vi vién thuoc CONCER-
TA® khong bi bién dang va khong thay ddi hinh dang dang ké trong dudng tiéu héa,
CONCERTA® khong nén diing cho bénh nhan bj hep da day ruct nang trudc g (nhurdiloan
nhu ddng thuc quan, bénh viém rudt non, hdi ching “ruét ngan” do dinh hodc giam thoi
gian di chuyén, tién sttviém phiic mac, bénh xo nang, gia tic nghén dutng ruét man tinh,
tii thita Meckel). Rét hiém bao cdo vé hoi chiing tac nghén & bénh nhan ¢ chit hep lién
quan tiéu héa thudc & dang khong bién dang giai phong c6 kiém soat.

Nén lam dinh ky cong thic mau, dém té bao mdu tiing dong, s& luong tiéu ciu khi
diéu tri trong thoi gian dai. Can phai dénh gid 1am sang vé tic cho

bénh nhan tru’dc khi diéu tri thudc kich thich. Can phai dénh gia tién s gia dinh. - Lar

- Can trong khi ¢6 tién st phu thudc thudc hodc nghién rugu. Lam
dung man t|nh €0 thé dua tdi sur gidm dap ting va phy thudc tam Iy 16 rét véi cac mic do
hanh vi bat thutng khéc nhau. Con tam than c6 thé xay ra khi bénh nhan lam dung thudc
bang duong tiém. Can phai theo ddi st sao khi ngung thudc vi ¢6 thé Xy ra tram cam
nang. IMAQ. Than trong diing ciing thudc gay tang HA. Giam liéu thudc
coumarin, thudc chéing co giat, mot s6 thudc chéing trdm cam diing chung.

D0 an toan clia methylphenidate st dung cho
ngudi trong thai ky mang thai chua dugc xéc ap. CONCERTA chi duoic st dung trong tho ky
mang thai khi lgi ich cao han nguy co cho bao thai, than trong khi diing cho phu nudang
cho con bii do khong biét c6 bai tiét qua sira ngudi hay khong; chua rd anh huéng cia
CONCERTA® lén su'sinh dé ctia ngui.
thudc kich thén c6 thé lam giam kha nang van hanh may méc va phuong tién, phai than
trong tdi khi cd Iy do nhét dinh rang CONCERTA khong énh huing nhiéu dén kha ning cia
ho véi nhiing cong viéc dugc bo tri. Trong thirnghiém lam sang xay
ra g >1% tré em va vi thanh nién: Viém miii hong, Mat ngt, Chéng mat, Ho, Dau
miéng-hau, Dau bung trén, Non, S6t. Xay ra & > 1% bénh nhan ngudi l6n: Nhiem khuan
dutng ho hap trén, Viém xoang, Gidm ngon miéng, Chan an, Mét ngu, Lo iAng, Mét ngd
tién phdt, Tinh than suy sup, Bon chén, Kich déng, Cang thing, Nghién rang lic ngt, Tram
cam, Tinh khi that thuong, Gidm ham muén tinh duc, Con hoang loan, Cang thang, Hung
hang, Trang thdi IG lan, Dau dau, Chodng vang, Run, Di cam, Nhiic ddu cang thdng, Roi
loan diéu tiét, Nhin m, Ching mat, Nhip tim nhanh, anh tréing nquc, Téng huyét ap,
Ching bdc hoa, Dau miéng-hdu, Ho, Khd thd, Kho mieng, Budn nén, Kré tiéu, Non, Téo
bon, Tang tiét mé hoi, Cang ca, Co o, Réi loan cuong, Cau kinh, Mét méi, Khat nudc, Suy
nhugc, Gidm can, Tang nhip tim, Tang huyét ap, Tang Alanine aminotransferase. Xdyra d
21% bénh nhan: Chiing mdy o, Tam trang thét thuding, Budn ngi, Tiéu chy, Khé chiu &
bung, Pau bung, Phat ban, D& kich thich. Xay ra & <1% bénh nhan: Giam bach cau, Gin
dir, Rdi loan giac ng, Tang canh giac, Budn ba, Thay déi khi sac, Tang van dang, Run, An
diu, Hon mé, Kho mat, Ban d6, Tiéng théi ¢ tim. Sau khi dua thudc rathitruong: Giam toan
bo té bao médu, Giam tiéu cdu, Ban xuét huyét giam tiéu cau, Pau thit ngutc, Nhip tim
cham, Ngoai tam thu, Nhip tim nhanh trén that, Ngoai tam thu that, Song thi, Gian dong
tl, Giam thi luc, Pau nguc Khd chiu ¢ nguc, Giam téc dung cta thudc, Sot cao, Giam dap
ting diéu tri, Phan ting man cam nhu phit mach, Phan ting phan ve, Sung tai, Bong rép,
Bong da, May day, Bénh ngifa NEC, N6i mdn, Phét ban, Ngoai ban NEC, Tang alkaline
phosphatase huyét, Tang bilirubin mau, Tang men gan, Giam tiéu cau, 6 lugng té bao
bach cau bét thuting, Pau khdp, Dau co, Giat ca, Co gidt, Dong kinh con ldn, Roi loan van
dng, Mat dinh hudng, Ao gidc, Aothlnh Ro thi, Nqhién, Hung cim, Nhiéu 1o, Rung téc
Ban dd, Hai chiing Raynaud. ¢ Uz Triéu chung va dau hiéu: non, kich déng, vin co,
€0 gidt, con co giat toan thé, trang thdi Id lan, do gidc (do thanh va/hodc o thi), tang tiét
m hoi, dau dau, sét, nhip tim nhanh, tréng nguc, loan nhip xoang, tang huyét ap, gian
dong tir, khd miéng. Diéu tri: (6 thé rira da day néu dugc chi dinh, ding than hoat va thudc
tay nhe dé lam giam ddc tinh 6 rudt . Chua thay hiéu qua cda loc mang bung hodc loc méu
ngoai ca thé vdi nhiing bénh nhan qua liéu CONCERTA. S3n xudt va xudt xuiéng tai
Janssen -Cilag Manufacturing L.L.C, Dia chi: State Road 933 KM 0.1, Mamey Ward
Gurabo, Puerto Rico 00778. Dién thoai: (787) 272 -71771; Fax: (787) 272 -7454. 1

Ji: Anderson Packaging, Inc. ia chi: 4545 Assembly Dnve Rockford, IL 61109, USA D:en
thoai: 815 484 8900; Fax: 815 484 8901. 1:(6ng ty Sapharco, 18-20 Nguyén
Truting T6, P12, Quan 4, dién thoai: 08- 39400388 )
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