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TO THONG TIN CHO CAN BQ Y TE SN

CONCERTA®

THANH PHAN

Hoat chat

Mot vién nén phong thich kéo dai co chira 18 mg methylphenidat hydroclorid

M@at vién nén phong thich kéo dai ¢6 chira 27 mg methylphenidat hydroclorid

M@t vién nén phong thich kéo dai ¢6 chira 36 mg methylphenidat hydroclorid

Mot vién nén phong thich kéo dai ¢6 chira 54 mg methylphenidat hydroclorid

Cdc td duoc da biét tac dung: lactose

Danh sach ta dwgce chung cho cac ham luwgng

Polyethylen oxyd; Povidon; Acid succinic; Acid stearic; Butylated hydroxytoluene; Natri
clorid; Cellulose acetat; Poloxamer; Hypromellose; Acid phosphoric; Sap ong (Carnauba
wax); Oxyd sat den C1 77499;

Hé bao phim hoan chinh Opadry YS-1-19025-A trong suét (Opadry complete film coating
system YS-1-19025-A clear).

Muc in don sac Opacode WB NS-78-17715 mau den (Opacode WB monogramming ink NS-
78-17715 black).

Danh sach ta dwoce riéng cho cac ham luong

CONCERTA (18 mg): Oxyd sat vang CI 77492 (phan nay bao gom ca oxyd sat vang va oxyd
sat xanh); Hé bao phim hoan chinh Opadry 11 YS-30-12788-A vang (Opadry Il complete film
coating system YS-30-12788-A yellow).

CONCERTA (27 mg): Oxyd sit do CI 77491 va oxyd sit vang CI 77492 (co thé duoc ding
thay thé bang oxyd sat xanh); Hé bao phim hoan chinh Opadry Il Y-30-17528 Xam (Opadry
II complete film coating system Y-30-17528-Gray).

CONCERTA (36 mg): Oxyd sat vang Cl1 77492 (phan nay bao gdbm ca oxyd sit vang va oxyd
sat xanh); Opadry 11 tring YS-30-18037 (Opadry 11 white YS-30-18037).

CONCERTA (54 mg): Oxyd sat do CI 77491 va oxyd sat vang CI 77492 (c6 thé duoc ding
thay thé bang oxyd sat xanh); Hé bao phim hoan chinh Opadry II YS-30-15567-A do
(Opadry Il complete film coating system YS-30-15567-A red).

WY

DANG BAO CHE

Vién nén phong thich kéo dai .
Vién nén hinh con nhong mau vang c6 in chir “alza 18” trén mdt mat bang muc den
Vién nén hinh con nhong mau xam c6 in chir “alza 27" trén mot mat bang muc den
Vién nén hinh con nhéng mau Ir‘éng ¢6 in chir “alza 36” trén mot mat béng muc den
Vién nén hinh con nhdng mau nu do ¢6 in chir “alza 54” trén mot mat bang muc den

CHI PINH

Réi loan ting dong/giam cha y (Attention-Deficit/Hyperactivity Disorder-ADHD)
CONCERTA duogc chi dinh nhur 1a mot phé'“m cua chuong trinh diéu tri toan dién cho céc tre
em tir 6 tudi tro 1én bi Roi loan Tang dong Giam Chua y (ADHD). khi cac bién phap diéu tri
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khéng ding thudc cho thiy khéng di hiéu qua. Diéu tri cdn duoc gidm sat boi cac chuyén gia
trong linh vye rdi loan hanh vi & tré em. Cén thuc hién chin dodn theo cac tiéu chuin cua
DSM hodc cdc hudng dan ciia 1C1D hién hanh va can dua trén thong tin vé tién sir va danh gia
day dir bénh nhan. Khong thé dua ra chan doan chi don thudn dya trén mét hodc nhiéu triéu
chiing dang co.

Nguyén nhén cu thé cua hoi chirng nay la chua rd va hién khong c6 xét nghiém don 1€ nao dé
chan doan. Chan doan day di cén sir dung cac nguén luc v¢ y khoa va ngudn lye xd hi, gido
duc va tam Iy chuyén khoa.

M6t chuong trinh diéu trj toan dién thuémg bao gdm céc bién phap vé tAm 1y, gido due va xi
héi cling nhw diéu tri bémg thube va nham muc dich 1am 6n dinh nhiing tré em ¢6 hot chimg
hanh vi dac trung boi cac triéu chung céd thé bao gé“)m tién st man tinh cua cac triéu ching
nhu thoi gian cha ¥ ngan, phén tan chi ¥, cam xic khong 6n dinh, bée dong, tang déng mure
dd trung binh dén nang, cdc dau hiéu than kinh nhe va EEG bét thuomg. Kha nang hoc tip co
thé giam hoac khong.

CONCERTA khong duge chi dinh ¢ tat ¢a ré em bi ADHD va quyét dinh st dyng thudc phai
dua trén danh gia rat k§ v& mirc do nghiém trong va tinh man tinh cua cic triéu chimg & ré
trong moi trong quan voi lira tudi cua tré.

Viée bo tri hoe tip phu hop 1a thiét yéu, va su can thiép vé tim 1y xa hoi noi chung Ia can
thiét. Néu céc bién phap khéng ding thubc don déc cho thay khong dii hiéu qua, quyét dinh
ké don chdt kich thich phai dua trén danh gia nghiém ngat vé mic dé nghiém trong cua cac
tridu chimg & tré. Ludn st dung methylphenidat phit hop véi chi dinh duge cap phép va theo
cac huong din chan doan/ké don.

LIEU DUNG VA CACH DUNG
Khéi dau diéu tri phai duéi sw gidm sat ciia mat chuyén gia vé réi loan hanh vi ¢ tré em
vi/hodc thanh thiéu nién.

Sang loc triege diéu tri

Truée khi ké don, can phai tién hanh danh gida co ban vé tinh trang tim mach cia bénh nhan
bao gom huyét 4p va nhip tim. Cin ghi chép tién sir toan dién vé& cac loai thude dung dong
thoi, cac triéu ching hodc rbi loan tim than va bénh Iy di kém truée do hoac hién co, tién sur
gia dinh vé tir vong dot ngdt do bénh 1y tim hodc khong & nguyén nhan va ghi lai chinh xdc
chidu cao va can ning trade khi diéu tri trén biéu db ting truong (xem cdc phin Chéng chi
dinh va Cdanh bdo va Thin trong).

Giam sat trong qua trinh diéu tri

Cén giam sat lién tuc qua trinh ting trudng, tinh trang tm thin va tim mach (xem phan Cénh
bdgo va Than trong).

» Cén ghi lai huyét ap va nhip tim trén biéu d6 phan vi mdi khi diéu chinh liéu va sau do it
nhét 6 thang mét 1an;

- Cin ghi lai chiéu cao, cdn ning va su thém an it nhit mdi 6 thang véi ciing hiéu do tang
truong;

» Cn giam sat su xudt hién moi hodc tinh trang xau di cla cdc 161 loan tam than da co moi
khi diéu chinh liéu va sau d6 it nhat mdi 6 thang va mdi lan tham kham.

Bénh nhan cin duge theo dbi vé nguy co khi chuyén déi muc dich s dung. st dung sai va
lam dung methylphenidat.
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Liéu dung
Higu chinh liéu
Cén hiéu chinh lidu cén than khi bat ddu didu tri véi CONCERTA. Viée hiéu chinh lidu nén
dwoce bat ddu o lidu thip nhét ¢6 thé. Pi ¢6 bam lwong 27 mg cho nhimg bac s§ mubn k& don
mot lidu & khoang gitta 1idu 18 mg va 36 mg.
C6 thé ¢ cac ham luong khdéc ciia sn phdm nay va céc san phdm chita methylphenidat khdc.
Liéu dung c6 thé duge diéu chinh theo timg bc 18 mg. Néi chung, didu chinh lidu co thé tién
hanh v&i khoang cach mbi tuan.
Liéu t6i da mdi ngay cia CONCERTA 1a 54 mg.
Bénh nhin mdi dwoc diéu tri Methylphenidat: Kinh nghiém 1am sang véi CONCERTA con
han ché & nhimg bénh nhén nay (xem phin Cdc ddc tink dugc lue hoc). CONCERTA khong
duoc chi dinh & tit ca wé em cé hoi ching ADHD. Liéu thz"ip hon cua cic dang bao ché
methylphenidat tac dung ngan c6 thé duge xem la du d6i véi bénh nhan méi diéu i véi
methylphenidate. Can phai hiéu chinh 1idu than trong bdi céc béc s§ chiu trach nhiém diéu tri
dé tranh lidu cao methylphenidat khéng cin thidt. Lidu khéi ddu khuyén cdo cua
CONCERTA dbi v6i nhimg bénh nhan hién khéng ding methylphenidat, hoiic dbi véi nhimg
bénh nhan dang ding cac chat kich thich khéc ngoai methylphenidat, 12 18 mg mét lan méi
ngay.
Bénh nhin hién dang siv dung Methylphenidar: Liéu khuyén cdo cia CONCERTA cho
nhimg bénh nhén hién dang ding methylphenidat ba 1an mdi ngay & cdc mire lidu tir 15 dén
45 mg/ngay duge trinh bay trong bang 1. Cac khuyén cao vé lidu luong duge dya trén ché do
duing lidu hién tai va danh gia lim sang.

Bing 1. Chuyén ddi liéu duge khuyén cdo tir cic phac dd Methylphenidat hydroclorid

khac, néu 6, sang CONCERTA

Liéu hang ngay Methylphenidat hydroclorid truée | Liéu CONCERTA duwoc
do khuyén cao

5 mg Methylphenidat ba ldn mdi ngay 18 mg mat 1an mdi ngay

10 mg Methylphenidat ba [dn mdi ngay 36 mg mot 1an mdi ngay

15 mg Methylphenidat ba Idn mdi ngay 54 mg mét 1An mdi ngay

Neéu khong c6 cai thién sau khi didu chinh liéu thich hop trong khoang thai gian mot thang,
nén nging dimg thude.

Biéu tri dai han (hon 12 thing) 0 tré em va thanh thiéu nién

Tinh an toan va hi¢u qua cua vige sir dung dai han methylphenidat chua duoe danh gida mot
cach hé thong trong céce thir nghidm 6 ddi chimg. Diéu tri bing methylphenidat nén va cin
thiét 13 ¢6 thoi gian xdc dinh. Thudmg ngimg didu tri methylphenidat trong hodc sau tudi day
thi. Bac s¥ da chon s dung methylphenidat trong thoi glan kéo dai (trén 12 thang) & tré em
va thanh thiéu nién bi ADHD can dinh k¥ danh gia lai loi ich dai han coa thude dbi véi umg
bénh nhin véi nhitng khoang thoi gian thir ngimg thude dé danh gia chire nang cua bénh nhan
khi khéng diéu tri bang thude. Khuyén cao cin thir nglrg methylphenidat it nhit mot 1an moi
ndm dé dénh gia tinh trang ctia tré (nén 4p dung trong khoang thai gian nghi hoe). C6 thé vén
duy tri su cai thién khi thude duge ngimg tam thoi hoac 1au dai.
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Gigm lidu va ngirng thuoc

Phai ngimg diéu tri néu céc triéu chimg khong cai thién sau khi didu chinh lidu thich hop
trong khoang thoi gian mét thang. Néu cée tridu chimg ning thém bit thudng hodc céc bién
cb bat loi nghidm trong xay ra, can giam lidu hode ngimg thude.

Ngwoi lon

O thanh thiéu nién c6 cac triéu chimg kéo dai dén tudi trudng thanh va & nhitng ngudi d4 cé
dugce loi ich rd rang tir viée didu tri, c6 thé thich hop de tiép tuc didu tri cho dén giai doan
truémg thanh. Tuy nhién, bat dau didu tri véi CONCERTA & ngudi lém 1a khong phi hop
(xem cdc phan Cdnh bio va Thin trong va Cdc dic tinh dwrge luc hoc).

Nguoi cao tudi

Khéng nén dung methylphenidat & ngudi cao tudi. An todn va hiéu qua chua duoc thiét lap &
nhém tudi nay.

Tré em duwdi 6 tuoi

Khéng nén dung methylphenidat & tré em dwdi 6 tudi. An todn va hiéu qua & nhém tudi nay
chura duoe thiét 1ap.

Cach dung

CONCERTA phai duge nudt nguyén vién véi chét 1ong, va khong duge nhai, chia nhé hosie
nghién nat (xem phén Cdnh bdo va Thin trong).

CONCERTA c6 thé duge ding cing véi thie dn hodc khdng c6 thire dn (xem phan Cde diic
tinh dugc dong hoc).

CONCERTA dugc udng mot 1an mai ngay vao budi sang.

CHONG CHI DINH

o Qua min voi methylphenidat hodic véi bat ky ta dwoc ndo duge liét ké trong phan Thank
phiin

» Téng nhan ap

o U té bao ua chrome

o Dang trong qua trinh diéu tri v&i cac chét trc ché monoamine oxidase khong hdi phuc,
khéng chon loc (MAO), hodc trong vong t6i thiéu 1 14 ngay ké tir khi ngimg ding thubce
nay, do nguy co con ting huyét ap (xem phé‘m Twong tic véi cdc thudce khdce va cdc dgng
tiwong tdc khic)

e Cuong giap hodc Nhiém doe giap

e (o chin doan hodc tién st trdm cam nang, ching chan an tdm 1y/di loan chan an, xu
huéng tir sat, cac triéu chimg loan than, rdi loan khi sic nang. hung cam. tdm than phén
liét, r61 loan nhén cach tim than/ranh gl

¢ (6 chan doan hoic tién sir Roi foan (cam xtic) Ludng cuc (Typ 1) nang va cd tinh chu ky
(ma chira duoc kiém sodt t6t)

o Dico cde r6i loan tim mach bao gdm tang huyét ap ning, suy tim. bénh tic nghén dong
mach. dau that ngue, bénh tim bam sinh ¢6 anh hudng huyét déng dang ké. bénh 1y co
tint, nhdi méau co tim, loan nhip tim c6 thé de doa tinh mang va bénh 1y kénh ion {céc roi
loan gay ra boi rbi loan chire nang cua cac kénh ion)

» D co cac roi loan mach méau ndo phinh mach nao. cac bat thuong mach mau bao gém
viém mach hoac dot quy.
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CANH BAO VA THAN TRONG

Methylphenidat khong dugc chi dinh & tt ca tré em bi ADHD va quyét dinh sir dung thude
phai dua trén dénh gia rit k¥ vé mirc d6 nghidm trong va tinh man tinh cila cac triéu ching &
tré trong mdi twong quan véi lira tudi cua tré.

Sir dung dai han (trén 12 thing) & tré em va thanh thiéu nién

Tinh an toan va hiéu qua cia viéc sir dung dai han methylphenidat chua duge danh gia mot
cach hé thong trong cac thir nghiém c6 dbi chitng. Piéu tri bang methylphenidat nén va céan
thiét 14 c6 thoi gian xéc dinh. Thudng ngimg diéu tri methylphenidat trong hodc sau tudi ddy
thi. Bénh nhan dang diéu tri dai han (tirc 1a trén 12 thang) phai duoc tiép tuc theo doi chat ché
theo huréng dan trong céc phén Liéu ding va cich diing va Canh bdo va Thin trong vé tinh
trang tim mach, tang truong, thém an, cac rdi loan tdm than méi xuét hién hodc tinh trang x4u
di néu da ¢6 cdc rdi loan nay. Céc rbi loan vé tdm than can theo doi duge mé ta dudi day, bao
gbm (nhung khong gi6i han trong) rdi loan tic vé van dong hodc phat 4m, hanh vi gdy hén
hoac thu dich, kich dong, lo au, trdm cam, loan than, hung cam, hoang tudng, d& buc tirc,
thidu tinh tu gidc, tridu ching cai thubc va tu duy kién dinh qua mtec.

Béc sy da chon sir dung methylphenidat trong thoi gian kéo dai (trén 12 thang) ¢ tré em va
thanh thiéu nién bi ADHD cén dinh ky d4nh gi lai loi ich dai han cua thuc dbi voi timg
bénh nhan véi nhitng khoang thai gian thir ngimg thude dé danh gid chitc nang ctia bénh nhan
khi khong diéu tri bang thude. Khuyén cdo can thir ngimg methylphenidat it nhit mét 14n mdi
niam dé danh gia tinh trang cua tré (nén 4p dung trong khoang thoi gian nghi hoc). Cé thé van
duy tri su cai thién, khi thudc duoc ngung tam thoi hodc lau dai.

Sir dung ¢ nguoi l6m

An toan va hiéu qua chua duoc thiét lép dbi véi viee khéi dau didu tri & ngudi 1om hodc kéo
dai thuomg quy viéce didu tri khi bénh nhan trén 18 tudi. Néu viéc ngimg diéu tri khong thanh
cong khi mot thanh thiéu nién da dén 18 tudi thi co thé can tiép tuc diéu tri vao giai doan
truémg thanh. Su cén thiét phai didu tri thém cho nhimg ngudi 16n nay can duoc xem xét
thuong xuyén va tién hanh hang nam.

Sir dung & nguoi cao tudi

Khéng nén dung methylphenidat & ngudi cao tubi. An toan va hidu qua chua dugc thiét 1ap &
nhom tudi nay.

Sir dung & tré em duéi 6 tudi

Khéng nén dung methylphenidat & tré em dudi 6 tudi. An toan va hiéu qua & nhom tudi nay
chua dugce thiét lap.

Tinh trang tim mach

Bénh nhan dang duoc can nhic dé didu tri bang cac thube kich thich can cé mot tién sir ddy
du (bao gdm danh gia tién sir gia dinh v& dot tir do bénh ly tim hodc khéng ré nguyén nhan
hodc loan nhip ac tinh) va kham sic khoé dé danh gia su c6 mat cua bénh tim, va can cé
chuyén gia tim mach danh gia sdu hon néu cac phat hién ban dau cho thiy cé tién sir hodc
bénh Iy nay. Bénh nhin xuat hién cac triéu chimg nhu danh tréng nguc, dau nguc gang sue.
ngét xiu khéng rd nguyén nhan, kho the hoac cac triéu chimg khac goi v bénh tim trong khi
diéu tri bang methylphenidat can duogc bac sy tim mach tham kham ngay.

Phén tich dir li¢u tir cac thu nghiém lam sang ctia methylphenidat o tre em va thanh thiéu
nién bi ADHD cho thdy rang nhitmg bénh nhan stir dung methylphenidat c¢6 thé thutmg bi thay
d6i huyét ap tim truong va huyét ap tam thu trén 10 mmHg so vai nhém chimg. Hau qua 1am
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sang ngin han va dai han cha nhimg anh hudng trén tim mach nay & tré em va thanh thiéu
nién chua duoe biét. Khéng thé loai trir kha nang xay ra cic bién ching 1am sang do cdc tac
dung dugce quan sit trong cdc thir nghiém lam sang dac biét khi diéu tri trong lia tudi tré
em/thanh thidu nién kéo dai dén giai doan truéng thanh. Thén trong trong diéu trj bénh
nhin ¢6 cac tinh trang bénh 1¥ nén cé thé bi ning hon do ting huyét 4p hodc nhjp tim.
Xem phan Chéng chi dinh vé cac tinh trang ¢6 chéng chi dinh diéu tri methylphenidat.

Tinh trang tim mach edn dwge theo dbi cdn thin. Cin ghi lai huyét 4p va nhip tim trén
biéu d6 bach phan vi mdi khi didu chinh lidu vi sau @6 it nhit mdi 6 thang.

Chébng chi dinh st dung methylphenidat trong maot 36 rbi loan tim mach da ¢ trude do, triv
khi da cé dwge nhitng 161 khuyén ctia chuyén gia vé tim mach nhi khoa (xem phﬁn
Chﬁ'ng chi dinh).

Dit tit vit cdc bit thuong vé chu tric tim ¢é sdn hodic cdc réi loan tim nghiém trong khdc
Dot tir d8 duge bdo cao 1a ¢b lien quan dén vige sit dung cac chat kich thich hé thdn kinh
trung wong ¢ cac liéu thuomg diing & tré em, mot sd truomg hop trong dé d ¢o bt thuong cdu
triic tim hofic cdc vin dé& vé tim nghiém trong khic. Mic du chi riéng mot s6 van dé nghiém
trong vé tim dd ¢6 thé 1am ting nguy co dot tir, cde ché phdm kich thich khéng duge khuyén
cdo & tré em hodc thanh thidu nién d3 cé bét thuong vé& cAu tric tim, bénh co tim, 161 loan
nhip tim nghiém trong hodc cdc vin d& tim mach nghiém trong khdc ¢6 thé khién ho tang
nguy co dé bi ton thuong vai cdc tac dung gidng giao cAm ciia mét loai thube kich thich.
Ditng sai muc dich va cdc bién cb tim mach

Viée dung sai muc dich chét kich thich hé thin kinh trung wong c6 thé lién quan dén dét tar va
cac bién ¢ bét lpi nghiém trong vé tim mach khac,

Cée rbiloan mach mdu nio

Xem phin Chéng chi dinh v& cic bénh mach méu nfio bj chng chi dinh diéu tri
methylphenidat. Bénh nhan c6 cic yéu to nguy co bd sung (nhu tién sir bénh tim mach, céc
thube ding dong thei 1am tang huyét 4p) nén dwoc danh gid tai mdi 1an kham vé cac ddu hidu
va triéu chiung than kinh sau khi bat ddu diéu tri bing methylphenidat.

Viém mach nio dudong nhu 13 mét phan (mng dic tmg rat hiém gip khi didu trj vai
methylphenidat. C6 rét it bing chimg cho thdy ring co thé xac dinh bénh nhan c6 nguy co
cao hon va tridu ching khéi phat ban ddu 6 thé 1a ddu hiéu diu tién cia mot vin dé 14m sang
d4 c6. Chén doan sém, dua trén mét chi s6 nghi ngd cao, cé thé cho phép ngimg ngay
methylphenidat va diéy tri sém. Vi thé chan doan nén dugc xem xét & bit ky bénh nhan nao
xudt hién cdc triéu chimg than kinh méi phi hop véi chimg thiéu méu nfo trong khi diéu tri
bang methylphenidat. Nhiing triéu ching nay c6 thé bao gdm nhnre dau dit dai, té, yéu, liét,
va suy giam phéi hop, thi uc, phat &m, ngdn ngii hoac tri nho.

Khéng chong chi dinh diéu tri methy!phenidat ¢ nhitng bénh nhén bai ndo liét noa ngudi.

Cic rdi loan tAm thin

Céc r6i loan tAm than mic déng thoi trong ADHD 14 pho bién va can duge tinh dén khi ké
don cac san pham kich thich. Trong trudng hop cé cdc triéu chimg tdm than xudt hién hodc
¢6 dot bung phat céc roi loan tam than trudce do, khdng nén dung methylphenidat trir khi loi
ich virot wdi nguy co déi voi bénh nhén.

Sy Xuét hién hoac tinh trang xAu di ciia cde roi loan tdm than ¢in duwoc giam sat moi
khi diéu chinh liéu, sau d6 it nhit moéi 6 thang, va tai méi lin thim kham; viée ngung
diéu tri ¢6 thé 1a thich hop.
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Dot bitng phit cdc trigu chitng loan thin hodc hing cam di co tiv trude

O cac bénh nhin loan than, ding methylphenidat ¢6 thé 1dm trdm trong thém céc triéu chimg
rdi loan hanh vi va réi loan duy.

Sur xudt hign cdc tridu chitng logn thin hodc hung cdm mdi

Cée triéu chitng loan thin lién quan dén diéu tri (Ao thi/Ao gidc xUc gide/do thanh va hoang
tudng) hodc hung cam & tré em va thanh thiéu nién khong cé tidn sit trude dé vé cic bénh 1y
loan thin hodc hung cam, ¢d thé do methylphenidat gy ra & cdc lidu thuomg ding. Néu triéu
chimg hung cam hodc loan thin xay ra, cln xem xét dén vai trd nguyén nhén c6 thé c6 cia
methylphenidat, va ngimg diéu tri c6 thé 1a thich hop.

Hinh vi géy hiin hodc thi dich

Sy xuat hién hodc trdm trong hon cla hanh vi gy hén hodc thu dich ¢6 thé la do diéu tri bc:?mg
chét kich thich. Céc bénh nhan didu tri bang methylphenidat cén duoc theo ddi chat ché vé su
xudt hién hodc tinh trang xAu di cta hanh vi gay han hodc thd dich khi khéi dau didu tri, mdi
khi didu chinh lidu va sau d6 it nhit mdi 6 thang va mbi lin tham kham. Céc bac s§ can danh
gida su can thiét phai diéu chinh phéc db diéu tri & nhiing bénh nhén ¢é nhiing thay déi vé
hanh vi luu ¥ ring viée hiéu chinh tang dan hodc giam din liéu c6 thé 1a thich hop. C6 thé
xem xét tam ngimg diéu tri.

Xu hwong tu sdat

Bénh nhén xudt hién y tudng hoidc hanh vi tu sat trong qua trinh diéu trj ADHD can dugc bac
sy danh gia ngay lap tire. Cén cén nhéc tinh trang xau di cha bénh 1y tdm than ¢4 co va vai trd
nhan qua ¢6 thé c6 cla viée diéu tri methylphenidat. C6 thé can didu tri mot tinh trang bénh
ly tAm thin di ¢ va cin cAn nhéc cé thé ngimg methylphenidat.

Tic

Methylphenidat ¢6 lién quan dén sur khdi phét hodc lam x4u di tinh trang tic van déng va phat
am. Ciing di c6 bdo céo v& tinh trang xdu di cta hoi chimg Tourette. CAn dénh gid tién sir gia
dinh va cdn danh gid [Am sang vé tic hoac hdi chimg Tourette & tré em trude khi sir dung
methy|phenidat. Cén giam sat thudomg xuyén bénh nhan vé su xuit hién hodc tinh trang x4u di
cta tic trong qua trinh diéu tri bing methylphenidat. Cin giam sit mdi khi diéu chinh liéu
va sau d6 it nhit méi 6 thang hodc méi lin thim kham.

Lo Gu, kich dong hodc ciing thing

Methylphenidat c¢é lién quan dén tinh trang xdu di cua su lo 4u. kich déng hoic cang thang da
¢6. Cin dénh gid 1am sang vé& lo &u, kich déng hoiic cang thing truge khi st dung
methylphenidat va cin phai thuong xuyén theo déi bénh nhin vé sy xuit hién hoic tinh
trang xan di ciia cdc triéu chitng nay trong Kkhi diéu tri, méi khi difu chinh lidu va sau
d6 it nhéat mdi 6 thang holic mdi lan thim kham.

Cic dang rii loan lugng cuc

Can ¢6 cdc cham séc dac biét khi st dung methylphenidat dé diéu tri ADHD & nhitng bénh
nhén bi mic df)ng thé r6i loan futmg cuc (bao gém R6i loan Ludng cuc typ | hodc cac dang
roi loan ludmg cwe khiac khong duoe diéu tri) do lo ngai vé vige cd thé xay ra dgt hung cam/
trang thai hon hop hung trdm cam ¢ nhimg bénh nhan nay. Trude khi bat dau didu tri bang
methylphenidat. bénh nhan ¢6 mac kém cde tridu chimg trdm cam nén duoc sang loc ddy du
dé xdc dinh xem ho ¢o nguy co bi roi loan ludmg cue hay khong; bién phap sang loc nhur vy
nén bao gém khai thac tién sir tam than chi tiét. bao gdm tién sir gia dinh vé nr sat. roi loan
ludng cuc, va tram cam. Gidm sat chit ché lién tuc la rat cin thiét o nhirng bénh nhin
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nay (xem phan trén 'Cdc réi loan tim than' va phan Liéu dimg va cich dimg). Can theo
ddi cAc bénh nhan vé cic triéu chéng mbi khi diéu chinh lidu, sau dé it nhat mdi 6 thing
va mbi lan thim kham.

Tang trudmg

Mite d¢ tdng cin giam vira phdi va ting trudng chim da dugc bdo cdo véi vige su dung lau
dai methylphenidat ¢ tré em.

Céc tac dung cua methylphenidat 18n chiéu cao va trong hirong cudi ciing chua ducgc biét va
dang dugce nghién ciru.

Cin theo ddi qua trinh ting truéng trong khi didu tri methylphenidat: can ghi chép
chiéu cao, cAn ndng va sy thém An it nhit mdi 6 thang trén cing mot biéu dé ting
trwong. Bénh nhan khéng ting truong hodc khong dat duge chiéu cao hodc cin ning nhu
mong doi c6 thé can phai tam ngimg diéu tri.

Co giat

Cén sir dung than trong methylphenidat & bénh nhan bj bénh déng kinh. Methylphenidat ¢6
thé 1am giam ngudng co gidt & nhimg bénh nhan ¢é tién st bi con dong kinh trude day, &
nhimg bénh nhén ¢6 bat thuong EEG trude d6 ma khong cd con giat, va hiém khi & nhimg
bénh nhan khong c6 tién st co gift va khodng cé bat thudmg vé EEG. Néu tin sudt con dong
kinh ting 1€n hodc cd con dong kinh khot phat méi, nén ngung methylphenidat.

Lam dung, diing sai va chuyén ddi muc dich sit dung

Bénh nhin cin duge theo d&i cén thin nguy co khi chuyén d6i muc dich st dung, dung sai
muc dich va lam dung methylphenidat.

Methylphenidat nén duogc sir dung than trong & nhimg bénh nhan da biét phy thuge thude
hodc con vi ¢6 kha nang lam dung, st dung sai muc dich hoac c-huyén dbi mue dich st dung.
Lam dung man tinh methylphenidat ¢6 thé din dén dung nap va phu thude vé tam ly dang ké
kém theo hanh vi bt thuomg ¢ cdc mue do khac nhau. Cé thé xay ra cac dot loan than Frank,
dac bigt a khi lam dung thude dudng t1iém.

Cén cén nhic dén d6 tudi coa bénh nhan, si 6 mat cda cac yéu td nguy co dbi voi rdi loan st
dung chit (nhu mic déng thoi rdi loan théch thire chbng dbi hodc cu xir va rdi loan ludng
cuc), trude ddy hodc hién tai dang lam dung chét, khi quyét dinh mét lidu trinh didn tri
ADHD. Cén than trong dbi v6i cac bénh nhan khéng dn dinh vé cam xtc, nhu nhitng ngudi
c6 tién siz phu thude con hofic ma tiy, do nhitng bénh nhéan nay cd thé tu v ting lidu.

D6 voi mot sd bénh nhan ¢6 nguy co cae vé lam dung chét, methylphenidat hodc céc chit
kich thich khac c6 thé khéng phi hop va co thé can nhic diéu tri bing cac bién phap khong
sir dung chat kich thich.

Cai thubc

Cén gidm sat can than trong qué trinh ngiing thube, vi qua trinh nay c6 thé lam bac 16 tinh
trang tram cam ciing nhu hoat ddng qua mitc man tinh. M6t sé bénh nhan c6 thé can theo doi
lau dai.

Céan giam sat can than trong thoi gian ngimg thube trén nhimg bénh nhén ¢6 lam dung vi ¢6
thé xay ra trm cam nang.

Mét moi

Khong dung methylphenidat ¢é du phong hoae didu tri cac tinh trang mét moi thong thuomg.
T4 duge: Khong dung nap galactose

San pham nay c6 chia lactose: nhimg bénh nhan méc cac bénh di truyén hiém gap vé khong
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dung nap galactose, thiéu hut Lapp lactase hofic kém hép thu glucose-galactose khéng nén
ding thude nay.

Lua chon ¢dng thike bao ché methyiphenidat

Viéc lya chon cong thire bao ché cia cac san phim chira methylphenidat phai duge quyét
dinh bdi cac chuyén gia didu tri trén co sér ting bénh nhan va phu thude vao théd gian du kién
¢6 hiéu qua.

Sang lgc thude

San phim nay chira methylphenidat c6 thé gy ra tinh trang duwong tinh gia coa xét nghidm
amphetamine, dic biét 1a véi xét nghiém sang loc mién dich.

Bénh nhan suy thin hoic suy gan

Khéng eo kinh nghiém vai viée st dung methylphenidat & bénh nhén suy thén hodc suy gan.
Cac anh huéng trén huyét hoc

Tinh an toan dai han cta didu tri bﬁng methylphenidat chua duge biét de}iy dia. Nén ngung
diéu trj trong trudong hop giam bach cdu, gidm tién cau, thiéu mau hodc cé céc thay doi khac,
bao gdm ca nhimg dédu hiéu cia rdi loan nghiém trong & than hodc gan.

Kha niing giy tic dwong tiéu héa

Boi vi vién nén CONCERTA khdng bi bién dang va khong thay d6i hinh dang trong dudng
tiéu hoéa (GI), khéng nén dung cho nhitng bénh nhan da bi hep duong tiéu hoa ndng trude dé
(do bénh ly hodc do didu tr1} hodc & nhitng bénh nhan bi miéic chimg kho nudt hodc zap khoé
khin dang ké khi nudt vién thube. C6 nhitng bdo cdo hiém gip vé céc triéu ching tic nghén &
nhitng bénh nhén bi hep duong tiéu héa lién quan dén viéc ubng thude & dang bao ché giai
phéng kéo dai ma vién khéng bi bién dang.

Do thiét ké giaj phong kéo dai cua vién thube, CONCERTA chi sit dung cho bénh nhédn ¢6
thé nudt nguyén vién. Bénh nhin cin duogc théng bio ring CONCERTA phai dwoc nudt
nguyén vién voi chit long. Khéng duoc nhai, chia nhd, hodc nghién cdc vién nén. Thube
duge chita trong mdt vo bao khéng hip thu dwoc thiét ké dé giai phéng thude véi mot toe do
c6 kiém sodt. Vo vién nén duoc thai trir khéi co thé; bénh nhin khéng nén lo lfmg néu thinh
thoang ho nhan thiy trong phan cai gi d6 trong gidng nhu mot vién thude.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC
Twong tac dwoe dong hoc

Chura biét methylphenidat ¢6 thé anh huong dén ndng d6 trong huyét tuong cua cic thude
ding dong thoi nhu thé ndo. Vi vay, khuyén cdo than trong khi két hop methylphenidat véi
cac thube khée, dic biét 1 nhimg thude co cira s6 didu tri hep.

Methylphenidat khong duge chuyén héa bai cytochrome P450 ¢ mite d6 ¢é v nghia Jam sang.
Céc chat cam tng hodc itc ché cytochrome P450 duge dur kién khong cé bat ky anh hudng cé
lién quan nao d6i véi duge dong hoe cua methylphenidat. Nguoc lai, cac chat dong phén d-va
l-methylphenidat khéng tre ché dang ké cytochrome P450 1A2, 2C8. 2C9, 2C19, 2D6, 2E1
hodce 3A.

Tuy nhién, ¢6 nhiing bdo cdo chi ra ring methylphenidat ¢6 thé tic ché chuyén héa cua cdc
thude chong déng nhom coumarin. cac thude chéng co giat (nhu phenobarbital, phenytoin,
primidone) va mét s6 thube chéng rdm cam (nhom ba vong va nhém Uc ché tai thu hoi
serotonin chon loc). Khi bét ddu hodc ngimg dicu tri methylphenidat, ¢6 the can diéu chinh
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litu dang ding cua céc thube nay va do nong @6 thube trong huyét twong (hodc théi gian
déng méu dbi véi coumarin).

Cic twong tiac dwge lire hoc

Thuéc diéu tri ting huyét dp

Methylphenidat cé thé [am giam hiu qué cha cée thube duoe sir dung dé didu tri tang huyét
ap.

Stk dung véi cdc thudc lam ting huyét dp

Cén than trong & cac bénh nhin dang diéu trj methylphenidat v&i bat ky loai thudc nao khac
¢6 thé 1am tang huyét 4p (xem muc cde tinh trang tim mach vA mach mau nio & phin Cinh
bdo va Thin trong).

Do ¢6 thé xay ra con ting huyét 4p. chéng chi dinh diing methylphenidat & nhitng bénh nhan
dang duge didu tri (dang ding hodc ding trong vong 2 tudn trude do) cac thude e ché MAO
khéng chon loc, khong hdi phuc (xem phin Chéng chi dinh).

Str dung voi do uong cé con

D6 udng cé con c6 thé 1am trim trong thém tac dung bét loi trén hé thin kinh trung wong cta
cac thude tac dung trén tdm than, bao gém methylphenidat. Do d6 cAn khuyén bénh nhan
kiéng dd udng c6 cbn trong qué trinh diéu tri.

Sir dung voi thube gity mé cé halogen

C6 nguy co tang huyét ap ddt ngdt trong qué trinh phu thuat. Néu ¢6 ké hoach phiu thuat,
khong nén ding methylphenidat vao ngay phau thudt.

St dung voi cic chit chi vin alpha-2 tdc dung trung wong (vi du clonidine)

An toan dai han cta viéc sir dung methylphenidat két hop vé&i clonidine hodc céc chét chi
van alpha-2 tac dung trung wong khac chua duge ddnh gia mot cach hé théng.

St dung v6i cdc thuéc tic dung trén hé dopaminergic

Cén than trong khi ding methylphenidat véi cdc thude tic dung trén hé dopaminergic, bao
gbm cdc thude chdng loan than. Boi vi tac dung chii yéu ctia methylphenidat 1a 1am ting nong
dd dopamine ngoai bao, nén methylphenidat c6 thé lién quan dén tuong tac duge lue hoe khi
dung chung v6i cac thube chi van dopamine truc tiép va gian tiép (bao gdm DOPA v cac
thubc chng trdm cam ba vdng) hodc v6i cac thude déi khang dopamine bao gdm céc thube
chéng loan than.

KHA NANG SINH SAN, MANG THAI VA CHO CON BU

Mang thai

C6 rat it sd lidu vé vide sir dung methylphenidat & phu nit ¢ thai.

Céc trwong hop dde tinh tim phoéi & tré so sinh, ddc biét 1a nhip tim nhanh va suy hé hép o
thai nhi da duoc bdo cao trong cdc bdo cdo tw nguyén.

Cac nghién ciru trén dong vit da cho thdy bang chimg vé ddc tinh trén sinh san & lidu ¢6 déc
tinh trén me (xem phan DiF li¢u tién lam sang).

Methylphenidat khong duoc khuyén cdo sir dung trong thoi ky mang thai trir khi ¢é quyét
dinh lam sang rang tri hodn diéu tri ¢6 thé gy nguy co cao hon cho thai k§.

Cho con bu
Methylphenidat dd duoe tim thay trong sira me ciia mdt phu nir duge dieu tri bang
methylphenidat.
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C6é mot bao cdo v& mdt tré so sinh d3 bi gidm trong luong & mre 46 khéng xac dinh trong
thdi gian phoi nhim nhung d& hdi phuc va ting ¢an tré lai sau khi me ngimg didu trj véi
methylphenidat. Nguy co déi véi tré bu sita me khong thé bi loai trix.

Mot quyét dinh ¢6 nén ngimg cho con bd hodc ngimg/giam didu trj bing methylphenidat,
phai dua trén viée xem xét dén lgi ich cia vide cho con bt va loi ich cta diéu tri cho ngudi
me.

Khi ning sinh sin

Khéng ¢6 tde dung c6 lién quan trong cic nghién ciru tién 1am sang.

TAC DUNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Methylphenidat ¢6 thé gay chéng mat, budn nga va ri loan thi gide bao gdm khé khan vé
diéu tiét, nhin d6i va nhin mo, N6 ¢6 thé 4nh hudng & mitc d6 trung binh dén kha ning 14 xe
va van hanh méy méce. Bénh nhan cén duoc canh béo vé nhimng tic dung ¢ thé xdy ra nay va
khuyén ring néu bi anh huéng, ho nén tranh céc hoat dong ¢6 kha ning giy nguy hiém nhu
141 xe hodc van hanh may moc.

TAC DUNG KHONG MONG MUON

Bang dudi ddy cho thiy tat ca cAc phan tng bat loi quan sdt dugc trong céc thir nghiém 1am
sang ¢ tré em, thanh thiéu nién va ngudl I6n va bdo cdo tu nguyén sau khi fuu hanh véi
CONCERTA va nhitng phan tmg dd duoc bdo cdo v6i cdc ché phdm methylphenidat
hydroclorid khdc. Néu cac tdn sudt phan tmg béat loi véi CONCERTA va ché phim
methylphenidat 14 khic nhau, tAn suét cao rthét clia ¢ hai co s¢r dit lidu duge sir dung.

U'rc tinh tAn suat;

rat thudng gip (> 1/10)
thudng gip (> 1/100 dén < 1/10)
it gép (> 1/1000 dén < 1/100)
hiém gap (> 1/10.000 dén < 1/1000)
rat hiém gap (< 1/10.000)
khéng biét (khéng thé udc tinh tir cac dix liéu hién co).
Phin loai hé Phan ung bat loi
co quan - -
Tén suat
Rit | Thuomggap | Itgip Hiém gip | Riathiémgip | Khang biét
thuong
gdp

Nhiém tring Viem  mili
va nhiém ky hong, Nhiém
sinh tring triing  dudng

ho hap trén .

Viém xoang
Cac rbi loan Thiéu mau’.|Giam  toan the
mau vi hg Giam bach cdu’ [huyét cau
bach huyét Giam tiéu cau.
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Xudt huyét giam
tidu cdu

Cace roi loan
hé mién dich

Cée phéan img
qud man, nhur
phtt  mach,
phan
phan vg, sung
tai ngoai, ndi
bong  nudc,
céc tinh trang
troc vay, nbi

ing

may day,
ngla, ban, va
phat ban

Cic rdi loan Chén an.

chuyén hoa (Giam  ngoen

va dinh miéng’, Tang

duing* trudmg vé cén

nang va chiéu
cac giam vua
phai khi su
dung kéo dai

o tré ¥
Cic réi loan|Mait nga,[Cam xtc|Cae 161 loan|Hung cam*",|Cé gang tu sdt|Hoang  tudng*’,
tim thin*  |Cang khéng énlloan tam|R&i loan dinh|(bac gdm ca tu[RAi loan tu duy*,
thang dinh,  Gay|thin*,  Aolhudng, Rbi|sat thanh|phu thude thube.
hén*, Kich|thanh, Ac thi|loan ham|céng)* +, Khi|Cac trudmg hop
dong*, Lolva Ao giac mubn tinh|sdc  trdm cam|lam dung va phu
ﬁu**, Trdm|xuc giac*,|duc,  Trang|thodng qua®, Tulthudc da duge md
cétm*#_. Kich|Gian d, Y/|thaila 1n’ duy bAt thuomg,[ta, thuong  gip
thich, Hanh vi|tudng tur sat*, Tho o', Hanh vilhon véi cée cong
bAt  thuong,|Khi sic thay iap lai, Qua tap|thic giai phong
Khi sac dao|ddi, Bon trung nhanh
déng,  Tic* |chdn’, Khoe
Mat ngii dau|lde, Tinh
gidc’, Khi sdc|trang tic cla
trdm  cam’,|hodi chirng
Giam ham{Tourette xAu
mudn tinhldi*.  Ching
duc’,  Céng|ndi nhiéu,
thang”. Tang  canh
Nghién rang”.|gidc, Réi loan
Con  hoang|gic ngu
SO
Cac roi loan|Dau dau Chong  maét.|An than. Co giat. Mua|Cac roi loan mach
hé thin kinh Loan van Run'. Ngu gidt mua von|mau nﬁo**(bao
dong,  Tang|lim Thiéu hut than|gdm viém mach,

hoat dong tam
than

van

Kink  do  thiéu

mau cuc bo co

xudt huyét ndo.

tal  bién  mach
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ddng, ngu ga,
Di cémﬁ, dau
dau cing
théng#.

thé  hbi phue,
H§i chimg 4ac
tinh do thudc an
than kinh
{NMS, cdc bdo
cao duge ghi
chép it va trong
truong
hop, bénh nhan
cling dang dung
cac loai thube
khéde, do dd vai
tro cla
methylphenidat

khong rd rang).

nhiéu

ndo, viém déng
mach ndo, tic
mach ndo), Co
gidt con  ldn*,

Pau nira dau’

Cac rbi loan

R&i loan ditu

Khé diéu tidt

Gian dong tr

& mat tigt" Khé mit®  |mét, Giam thi
luc, Nhin déi
Cic rbi loan Chéng mat”
& tai va mé
dao
Céde rdi loan Loan nhip|Dau nguc Dau thit Negimg tim;(Nhip nhanh trén
o tim* tim, Nhip tim nguc Nhoi  méu  colthit, Nhip tim

nhanh, Panh
rbng naue

tim

cham, Ngoai tdm
thu tha’it*, Ngoai
tam thu'

Cac rbi loan
vé mach*

Tang huyét ap

Con bbec hoa

Viem ddng
va‘hodc

thc nghén mach

mach

nio, Cam giac
lanh
bién',

ngoai
hién
tuong Raynaud

Céc réi loan
hé hép, 1dng
ngue va
trung thét

Ho, Pau hdu
hong

Khé the™

- A
Cac roi loan
hé tiéu hoa

Pau
vi, Tiéu chay,

thuong
Budn  ndn'.
Khé chiu o
bung,  Nobn,
Khé miéng'.
Ko tigu”

Téo bon'

Cac roi loan
gan méat

Tang alanine
aminotransfer
ase’

Tang enzyme
gan

Chirc ndng gan
bat thutmg. bao
gém  suy  gan

cdp va hdén mé
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gan, Tang
phosphatase

kidm trong mau,
Tang  bilirubin

méu’

Céc rdi loan
da v3d md
dudi da

Rung toc,
Ngirta, Phat
ban, May day

Phti  mach,
Noi bong
nwoc, cac
tinh frang
troc vay

Tang tiét md
hdi®, phat ban
dang dét; Ban
do

Ban dé da dang,
Viém da troc
viy, Ban cb
dinh do thube

Cac roi loan
CO Xwong va
mo lién két

Pau khép,
Cang co’, Co
that co”

Pau corT, Gift
co

Chudt it co

nhip tim
(thuong la
ting)*, Giam
can*

cdu bt thudng

Céc rdi loan Tieu mail,
thin va tiét tidu rat
nigu
Cac rbi loan R&i loan chie Chimg v to
hé sinh due niang cuong & nam gidi
vavil duong”
Céc rbi loan Sbt,  Cham|Pau ngyc Dot ti do bénh|Khé chiu o ngue',
toan thin va ting  trudmg tim* St cao
tai vi tri dwa trong théi
thude gian st dung
kéo dai & tré
emt*, Wt
mei’, Bt
rﬂT#, Cam
thay kich
thich®,  Suy
nhuoc”, Khat"
Chi s6 khac Thay d6i|Tiéng  thoi Giam tiéu cdu.
huyét ap valtim* S& luong bach

" Xem phan Canh bdo vi Thin trong
i A a - - - . . - - - N s ~ e e - . o - 2
Tén suat rit ra tr cac thir nghiém ldm sang trén ngudt 16n va khong phai tir dif ligu cdc tha nghiém & tré

hon trong cac thir nghiém 1dm sang trén bénh nhin ngudi on.

em va thanh thiéu nién; ciing cd thé cé lién quan dén tré em va thanh thiéu nién.

T 5 A . - , 3 s - - - - - e . . , - e ok 4
Tan suét rat ra tir cde thir nghiém |am sang & tré em va thanh thiéu nién va dugc bdo cdo vadi tan suit cao

QUA LIEU VA XU TRI
Khi diéu tri cho bénh nhan bi qua lidu. cdc bién phdp 4p dung cin phai tinh dén viée giai
phéng cham methylphenidat tir dang bao ché ¢ théi gian tac dung kéo dai.
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Cic diu hiéu va triéu chirng

Qua liéu cép tinh, chu yéu 1a do kich thich qua muc céc hé than kinh trung wong va giao cam,
c6 thé dan dén non, kich dong, run, ting phan xa, giat co, co giat (co thé sau d6 la hon mé),
sang khodi, 11 14n, 4o gidc, mé sang, dd md héi, con néng bimg, dau dau, sbt cao, nhip tim
nhanh, danh trdng nguc, loan nhip tim, tang huyét 4p, gifin ddng tir va khd niém mac.

Diéu tri

Khong c6 thude giai doc dac hiéu trong diéu tri qua lidéu methylphenidat.

Diéu tri bao gdm cac bién phép hd tro phu hop.

Bénh nhén phai dugce bao vé khoi hanh vi tu gy thuong tich va céc kich thich bén ngoai ma
c6 thé lam gia tang tinh trang kich thich qua mirc hién ¢6. Hidu qua cla than hoat tinh van
chua duoc thiét 14p.

Cén phai cham séc tich cuc d& duy tri tudn hoan va trao dbi hé hap day du; c6 thé can céc tha
thudt 1am mat bén ngoai dbi véi tridu chimg sbt cao.

Hiéu qua cua thiAm phan mang bung hoac thAm phan mau ngoai co thé ddi véi qua lidu
methylphenidat chua duge thiét lap.

CAC PAC TINH DUQC LUC HQC

Nhom duge 1y: Kich thich than kinh giao cam trung wong, Ma ATC: NO6BA04

Co ché tic dung

Methylphenidat HCI 1a mét chét kich thich nhe than kinh trung uong (CNS). Cach thirc tac
dong trong diéu tri rdi loan tang dong giam chu ¥ (ADHD) chua dugc biét. Methylphenidat
duoc cho 1a ngan chan sy tai hdp thu noradrenaline va dopamine vio neuron tién synap va
tang su giai phong cdc monoamine nay vao khoang ngoai té bao than kinh. Methylphenidat la
mot hdn hop racemic bao gdbm cac ddng phan d va 1. Pdng phan d c6 hoat tinh dwoc 1y manh
hon so v&i déng phan 1.

Hiéu qua va an toan trén lam sang

Trong cac nghién ciru lam sang then chdt, CONCERTA da duoc danh gia trén 321 bénh nhan
da 6n dinh voi cac ché phdm giai phong nhanh (immediate release-IR) ciia methylphenidat va
trén 95 bénh nhan chua dugc diéu tri bang cac ché phdm dang IR cia methylphenidat.
Céc nghién ctru 14m sang cho thdy hiéu qua cia CONCERTA da duoc duy tri dén 12 gidr sau
khi dang thube khi ché phim duoc ubng mot 1an mdi ngay vao budi sang.

Tam trim chin muoi chin (899) nguoi 1on bi ADHD tir 18 dén 65 tudi dugc danh gia trong ba
nghién ctru mu ddi co dbi chimg véi gia duoc trong thoi gian tir 5 dén 13 tudn. Mot sb hiéu
qua ngan han d3 duge ching minh d6i véi CONCERTA trong khoang liéu tir 18 dén 72
mg/ngay, nhung hiéu qua nay da khéng dugc thé hién on dinh véi thoi gian diéu tri trén 5
tudn. Trong mot nghién ciru, trong d6 dap ung duge dinh nghia la giam it nhat 30% tir diém
ban dau vé téng sb diém triéu chimg ADHD & tuan 5 (diém két thuc) trén Thang danh gia
ADHD ¢ nguoi lon Conners (Conners' Adult ADHD Rating Scales-CAARS) va da phan tich
vai gia dinh cac doi tuong bi mat dir liéu tai lan tham kham cudi cung la nhimg bénh nhan
khong c6 dap umg, ty 18 bénh nhan c6 dap ing diédu trj véi CONCERTA & cac mirc lidu 18.
36. hay 72 mg/ngay cao hon dang ké so voi gia duoc. Trong hai nghién ctru khéc, khi phén
tich voi gia dinh cac déi tuong bi mét dir liéu tai lan tham kham cudi cting 1a nhimg ngudi
khong dap tmg. mac du c6 loi thé vé sé hoc cia CONCERTA so vdi gia duge. nhung ty 1é
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bénh nhan dat céc tiéu chi duoc xac dinh trudge vé dap tmg, chua cé su khac bit cé y nghia
théng ké.

CAC PAC TINH DUQC BDONG HOC

Hap thu

Methylphcnidat d& hip thu. Sau khi udng CONCERTA & nguoi [6n thude & 10p v6 ngodi sé
hoa tan, tao ra néng do thudc tdi da ban diu trong khoang tir 1 dén 2 gi¢r. Methylphenidat
duge chira trong hai 16p thude bén trong duoc gidi phéng din dén trong vai gio tiép theo.
Nong d6 dinh trong huyét tuong dat duoc trong khoang 6-8 gio. sau dé ndng do
methylphenidat trong huyét tuong sé giam dan. CONCERTA udng mét lan mdi ngay han ché
su dao déng gitta néng dé dinh va néng d6 day ciia dang methylphenidat phong thich ngay
ding ba 1an mdi ngay. Mirc d6 hip thu cia CONCERTA moét 14n mbi ngay thudng tuong
duong v&i cac ché phim giai phong ngay théng thuomg,

Sau khi udng CONCER'TA 18 mg mét ldn mbi ngay ¢ 36 nguoi 1on, cac thong sb duoc dong
hoc trung binh la: Cpy, 3,7 £ 1,0 (ng/mL), 1. 6.8 £ 1,8 (h), AUC;,; 41,8 + 13,9 (ng.h/mL)
vaty,3,5+04 (h).

Khéng co su khac biét vé diroc déng hoc cia CONCERTA dugce ghi nhan khi dang don lieu
va ché do liéu mot 14n mot ngay 1ap lai, cho thiy khéng c6 sy tich Iy thube déng ké. AUC va
typ san khi dung liéu mot lAn mbi ngdy, lap lai twong ty nhu sau liéu dau tién cua
CONCERTA 18 mg.

Sau khi dung CONCERTA don lidu 18, 36, va 54 mg/mngay cho ngudi 1om, Crax va AUC ginp
clia methylphenidat ty 18 voi liéu ding.

Phan bo

Néng d6 methylphenidat trong huyét tvong ¢ nguoi truéng thanh giam theo ham mi béc hai
sau khi ubng. Thoi gian ban thai cia methylphenidat & nguoi 1én sau khi ubng CONCERTA
13 khoang 3,5 gi¢r. Ty 18 gin két protein cua methylphenidat va cac chit chuyén héa cia no [a
khoang 15%. Thé tich phan bd biéu kién ctia methylphenidat 1a khoang 13 lit/kg.

Chuyén dang sinh hoc

O ngudi, methylphenidat duge chuyén hoa chi yéu bing cach de-este héa thanh alpha-
phenyl-piperidine acetic acid (PPA, ndng do xap xi gap 50 Jan hoat chat dang khong bién doi)
c6 it hodc khong ¢6 hoat tinh duoc ly. O nguoi 16m, su chuyén hoa cua CONCERTA mét lan
mdi ngay duoc danh gid boi qua trinh chuyén hoa thinh PPA, 13 wwong tu nhu
methylphenidat ba lan mdi ngay. Su chuyén hoa cia CONCERTA don lidu va liéu mét lan
mdi ngay lap lai, 13 tuong tu nhau.

Thai trar

Théid gian ban thai cua methylphenidat & ngudt 16n sau khi dung CONCERTA 12 khodng 3.5
gid. Sau khi udng, khoang 90% liéu duoe bai xudt qua nudce tidu va tir | dén 3% trong phén.
dudi dang cac chét chuyén hoa trong vong 48 dén 96 gior. Luong nhé methylphenidat dang
khong bién dbi duoc tim thiy trong nude tidu (dudi 1%). Chit chuyén héa chinh trong nuée
liu la alpha-phenyl-piperidine acetic acid (60-90%).

Suu khi udng liéu methylphenidat da danh ddu phéng xa @ ngudi. khoang 90% hoat tinh
phéng xa da dugc tim thay trong nude tiéu. Chat chuyén héa qua nude ticu chu véu la PPA,
chiém khoang 80% liéu dung.
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Anh hwéng ciia thire dn

O cac bénh nhan, khong co sy khac biét vé ca duge dong hoc ho#ic duge lue hoc cua
CONCERTA khi udng sau bita an sang giau chit béo vao khi bung doi.

Dién s dic biét

Gidi tinh

O nguol lon khoe manh, gia tri trung binh cua AUCg.np d8 duge diéu chinh theo lidu cua
CONCERTA la 36,7 ng.h/mL & nam gidi va 37,1 ngh/mL & phu nit, khong ¢é sy khac biét
giita hai nhom,

Chiing toc

O ngudi 16m khée manh ding CONCERTA, AUC g.inp hidu chinh theo lidu 1a thdng nhét giita
cac nhém chiing toc; tuy nhidn, & miu c6 thé khéng da lon dé phat hién cac tham bién vé
dan tdc trong phan tich dugc déng hoc.

Tubi

Duge dong hoc cia CONCERTA chua duoe nghién ctru & tré em dudi 6 tudi. O tré tir 7-12
tubi, duoe dong hoc cia CONCERTA sau khi uémg 18, 36 va 54 mg la (trung binh+SD): Cpux
6,0+1,3;11,3+2.6va 15,0 = 3,8 ng/mL tuong ting, Tr. 9,4 £ 0,02; 8,1 £ 1,1; 9,1 £ 2,5 gio,
twong tmg va AUCq. 5 50,4 £ 7.8; 87,7 £ 18,2; 121,5 £ 37,3 ng.h/mL, tuong tmg.

Suy thin

Khéng c6 kinh nghiém st dung CONCERTA & bénh nhén suy thin. Sau khi udng
methylphenidat d4 dugc gin phong xa & ngudi, methylphenidat duge chuyén hoa nhiéu va
khoang 80% hoat tinh phéng xa dd duge bai xuit qua nude tidu dudi dang PPA. Do sy thanh
thai qua thén khéng phai Ia mdt con dudng thai trir quan trong cua methylphenidat nén su suy
giam chizc nang than sé it ¢d anh huéng dén duoc dong hoc cia CONCERTA.

Suy gan

Khdng ¢6 kinh nghigém sir dung CONCERTA & bénh nhén suy gan.

DU LIEU TIEN LAM SANG

Tinh giy ung thir

Trong céc nghién ciitu kéo dai ca ddi & chudt cong va chudt nhat, s6 lwong khdi u gan 4c tinh
tang Ién chi duoc ghi nhan & chudt nhit duc. Y nghia ciia phét hién nay dbi véi ngudi 1a chua
rd.

Methylphenidat khong anh huémg dén hanh vi sinh sdn hodc kha nang sinh san khi ding
nhiéu liéu thip tuong tu lidu trén 1Am sang.

Mang thai-sy phat trién ciia phbi/thai

Methylphenidat khong duoe coi la chat gay quai thai & chudt cong va tho. Boc tinh trén thai
(vi du, tong s6 thai mat) va doc tinh trén me duoe ghi nhan & chudt cong & cac mire lidu gay
dgc tinh cho dong vat me.

TUONG KY
Khong ap dung.

HAN DUNG
2 nam ké tir ngay san xuat. Xem ngay hét han trén bao bi bén ngoai.
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PIEU KIEN BAO QUAN
Khoéng bao quan & nhiét do trén 30°C. Giir trong bao bi kin.
Pé xa tAm tay tré em.

PONG GOI
Chai c6 30 vién nén phéng thich kéo dai.

TEN VA PIA CHI CUA NHA SAN XUAT

San xuit béi: Janssen Cilag Manufacturing LLC

Dia chi: State Road 933 KM 0.1, Mamey Ward, Gurabo, Puerto Rico, My e~
Pong goi boi: AndersonBrecon Inc

Dia chi: 4545 Assembly Drive, Rockford, IL, 61109, M§

Kiém tra chit lwgng dé xuit xwong 16 thubde tai: Janssen Ortho LLC

Dia chi: State Road 933 KM 0.1, Mamey Ward, Gurabo, Puerto Rico, My

Co sé dang ky: Janssen-Cilag Ltd., Thai Lan ' )
Moi cdu héi/Bdo cdo tac dung ngoai y/ Than phién chit lwgng san pham xin lién hé:
VPDD Janssen-Cilag Ltd., TP H6 Chi Minh.

Tham khdo: UK SmPC 14Apr2016
Phién ban: PI CONCERTA UK SmPC 14Apr2016 vl
Ngay xem xét: 01 thang 03 nam 2017

—
janssen )'

CCYYYY
XXXXXX
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THONG TIN DANH CHO BENH NHAN

CONCERTA®

Thubc ké don.

Poc ki hwong dan sir dung truwoe khi ding.

Dé xa tAm tay tré em.

Théong béo ngay cho bic sy hodc dwoe sy nhirng tic dung khéng mong mudn gip phai
khi sir dung thubc.

THANH PHAN PINH TiNH VA PINH LUQNG

Thanh phén hoat chat 1a methylphenidat hydroclorid

»  CONCERTA vién nén phong thich kéo dai ¢o6 chira 18 mg methylphenidat hydroclorid

* CONCERTA vién nén phong thich kéo dai c6 chira 27 mg methylphenidat hydroclorid

»  CONCERTA vién nén phong thich kéo dai cé chia 36 mg methylphenidat hydroclorid

»  CONCERTA vién nén phong thich kéo dai cé chira 54 mg methylphenidat hydroclorid
Cdc td duoc da biét tée dung: lactose

Danh sach ta dwgce chung cho cac ham lwong

Polyethylen oxyd; Povidon; Acid succinic; Acid stearic; Butylated hydroxytoluene; Natri
clorid; Cellulose acetat; Poloxamer; Hypromellose; Acid phosphoric; Sap ong (Carnauba
wax); Oxyd sit den C1 77499;

Hé bao phim hoan chinh Opadry YS-1-19025-A trong sudt (Opadry complete film coating
system YS-1-19025-A clear).

Mue in don sdac Opacode WB NS-78-17715 mau den (Opacode WB monogramming ink NS-
78-17715 black).

Danh sach ta dwge riéng cho cac ham lwgng

CONCERTA (18 mg): Oxyd sat vang CI 77492 (phan nay bao gdm ca oxyd sit vang va oxyd
sat xanh); Hé bao phim hoan chinh Opadry 11 YS-30-12788-A vang (Opadry Il complete film
coating system YS-30-12788-A yellow).

CONCERTA (27 mg): Oxyd sat do C1 77491 va oxyd sit vang Cl 77492 (co thé duogc dung
thay thé béng oxyd sét xanh); Hé bao phim hoan chinh Opadry 11 Y-30-17528 Xam (Opadry
Il complete film coating system Y-30-17528-Gray).

CONCERTA (36 mg): Oxyd sat vang CI 77492 (phan nay bao gdm ca oxyd sit vang va oxyd
sit xanh); Opadry 11 lréng YS-30-18037 (Opadry Il white YS-30-18037).

CONCERTA (54 mg): Oxyd sét do Cl 77491 va oxyd sit vang Cl 77492 (c6 thé dugc ding
thay thé bang oxyd sat xanh); Hé bao phim hoan chinh Opadry Il YS-30-15567-A do
(Opadry Il complete film coating system YS-30-15567-A red).

MO TA SAN PHAM
CONCERTA c6 bon dang ham lugng: 18 mg. 27 mg. 36 mg va 54 mg. Mdi vién nén hinh
dang con nhong duge danh dau riéng dé giap nhan dang:
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18 mg: vién mau vang, c6 ky hiéu ‘alza 18’ duoc in trén mot mit bing muc mau den.
27 mg: vién mau xam, c6 ky hiéu ‘alza 27° duoc in trén mot mit bing muc mau den.
* 36 mg: vién mau trﬁmg, ¢ ky hi€u ‘alza 36’ dugc in trén mot mét bing muc mau den.
* 54 mg: vién mau do ndu, c¢6 ky hiéu 'alza 54° dugc in trén mot mit bang myc mau den.

QUY CACH PONG GOI
Chai co 30 vién nén phong thich kéo dai.

THUOC CONCERTA DUNG DE LAM Gi?

CONCERTA duge str dung dé diéu tri “rdi loan tang dong giam cha y” (viét tit 1a ADHD).

« Thude duoe sir dung cho tré em va thanh thiéu nién tir 6 dén 18 tuoi.

« Thudc chi duoc sir dung sau khi d3 thir diéu tri bing cac bién phap khéng dung dén thude.
Chéng han nhu diéu tri bang tu van va liéu phap hanh vi.

CONCERTA khong ding dé diéu tri ADHD & tré em dudi 6 tudi hodc dé khoi dau diéu tri &
ngudi 16n. Khi diéu tri bat dau & 1ira tudi tré hon, co thé thich hop tiép tuc ding CONCERTA
khi ban tro thanh nguoi lon.

Bac s§ s tu van cho ban vé viéc nay.

DUNG CONCERTA NHU THE NAO VA BAO NHIEU?

Ubng bao nhiéu

Ludn ludn ding thube nay ding nhu bac sy dd noi véi ban. Kiém tra lai véi bac sy hodc duge
sy cita ban néu ban khong chéc chin.

*  béc sy clia ban s& thuong bit dau diéu trj véi liéu thap va tang liéu dan din theo yéu cdu.

« lidu toi da hang ngay la 54 mg.

+  ban nén ubng CONCERTA mot lan mdi ngay vao budi sang vai mét Iy nudc.

Vién thube phai duoc nubt toan bd va khéng dugc nhai, lam v&, hodc nghién nat. Thudc co
thé diing cling luc hozic khéng cling liic voi thirc an.

Vién thudc khong hoa tan hoan toan sau khi tat ca thudc da dugc giai phong va di khi vo
vién nén c6 thé xut hién trong phan cua ban. Diéu nay 1a binh thudng.

Néu ban khong cim thiy tét hon sau 1 thing diéu tri

Néu ban khong cam thfiy t6t hon, hady noi voi bac s§ cia ban. Ho cd thé quyét dinh la ban cén
mot tri liéu khac.

Khdng sit dung CONCERTA diing cach

Néu CONCERTA khéng duoc sir dung ding, didu nay co thé gay ra hanh vi bat thuong. No
ciing c6 thé la ban bat ddu phu thude vao thude. Hay néi véi bac sy ctia ban néu ban da timg
lam dung hoic bj € thudc vao ruou, thudc ké don hoac thube dung khong phai muc dich diéu
tri bénh.

Thubc nay chi danh cho ban. Khong dua cho ngu&i khac dung thude nay, ngay ca khi cac
tri¢u chung cua ho c6 ve tuong tu nhu cua ban.

Néu ban ngirng ding CONCERTA

Néu ban dot ngot ngirng dung thude nay, cac triéu chimg ADHD ¢6 thé tro lai hodc cac tac
dung khéng mong mudn nhu trdm cam co thé xuat hién. Bac sy clia ban c6 thé mudn giam
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dén lidu diing mdi ngay, truée khi ngung thudc hoan toan. Hay néi chuyén voi bac s§ cia ban

trude khi ngiing CONCERTA.

Nhirng diéu ma bac s¢ sé lam khi ban dang diéu tri

Bac s s& lam mét 6 danh gia

» trudc khi ban bét dau diing thube - & dam bao ring CONCERTA 12 an toan va sé co loi
ich.

« sau khi ban bat dau dung thudc - cac danh gia nay s& duge thic hién it nhit 6 thang mét
lan, nhung ¢4 thé |3 thudng xuyén hon. Cée danh gia ciing s& duge thuc hién khi ¢6 thay
doi liéu.

»  cac danh gia nay sé bao gdm:

- kiém tra moe @ ngon mi€ng cua ban

- do chiéu cao va c¢an ning

- do huyét ap va nhip tim

- kiém tra xem ban c¢6 bt ky van dé gi v& tAm trang, trang thai tAm tri hay bat ky cam
xtc bat thuong nao khong, Hodc néu nhitng diéu nay tré nén 6i & hon khi ding
CONCERTA.

Diéu trj dai han

Khéng can phai ding CONCERTA mii mai. Néu ban uéng CONCIEERTA lau hon mot ndm,

bac s§ ctia ban nén ngirmg diéu tri trong mdt thdi gian ngin, diu ndy c6 thé xay ra khi cé ky

nghi hoc. Didu nay s& cho thay thude ¢6 con cin thiét nita hay khdng.

Néu ban cé thém bat k¥ ¢au hoi nao vé viée st dung san pham nay, hily hoi bac sy hodc dugc

sy cua ban.

KHI NAQ KHONG DUNG CONCERTA?
Khéng dimg CONCERTA néu:
» ban bj di ung v&i methylphenidat hodic bit ky thanh phan nao khac cia thuoe nay
(duoc liet ké trong phan Thanh phan dinh tinh va dinh lwong)
ban ¢6 vin dé vé tuyén giap
+  ban bi tang &p e trong mit (ting nhan 4p)
+  ban co mdt khdi u cna tuyén thugng than (u té bao wa chrome)
ban ¢6 vin dé vé an udng khi ban khong cam thay déi hodc mudn dn - chiang han nhu
‘chan an tam ly’
«  ban bi huyéi ap rat cao hodc bi thu hep cac mach mau, co thé gdy dau & cidnh tay va
chan
+ ban da ting bi cac van dé vé tim - chéng han nhir mdt con dau tim, nhip tim khéng
déu, dau va kho chiu & ngire, suy tim, bénh tim hodc khi sinh ra di ¢6 van dé vé tim
»  ban da ¢6 van dé véi cac mach mau trong nio - nhu dét quy, phinh va yéu mét doan
cha mach mau (phinh mach). cac mach mau hep hodc bi tic nghén, hodc cac mach
mau b1 viém (viém mach).
»  ban hién dang dung hodc da diung mat loai thube chéng trdm cam trong vong 14 ngay
qua (dugc goi la thude e ché monoamine oxidase) - xem Can trdanh thuéc niao hodc
loai thive an nao khi diang CONCERTA?
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»  ban cé cac vin dé vé sac khoé tm than nhu:
- mdt van d& ‘nhan cach tAm than' hodic “nhan cach ranh gidi'
- c6 nhiing ¥ nght hodc nhin thiy hinh anh bét thudng hofic mot bénh duoc goi 12 'tAm
thén phan liét
- déu hidu clia mot vin dé nghidm trong vé tdm trang nh:
o cam gidc nhu mudn tir tir
trAm cdm nang, khi ma ban cam thiy rit budn, vo gid trj va v6 vong
trang thai hung cam, khi ban cam thdy d& bi hao himg mét cach bat thudng, hoat
déng qua mic va khong bi frc ché.
Khong diing methylphenidat néu ban c6 bat kv didu nao & trén. Néu ban khong chac chén,
hay trao doi véi bac s¥ hode duge s¥ cia ban trude khi dung methylphenidat. Pidu nay 1a do
methylphenidat ¢6 thé lam cho nhiing vAn dé nay trdm trong hon.

TAC DUNG KHONG MONG MUON

Gibng nhu tit ca cac loai thude, thude nay co thé gdy ra céc tac dung phu, mac du khéng phai

ai cting bi cac tac dung phu nay. Méc di mot sb ngudi bi cac tac dung phu, hau hét moi nguoi

déu thiy methylphenidat giGp ich cho ho. Béc s§ s& néi vi ban vé nhitng tac dung phu nay.

Mot sb tac dung phu c6 thé 13 nghiém trong. Néu ban c6 bt k¥ tac dung phu nao dudi

day, hay di kham bac s¥ ngay:

Thuwdng gip (c6 thé Anh hwdng dén 1 trén 10 ngwdi)

«  nhip tim khéng déu (danh tréng nguc)

*  tam trang thay ddi hodc tAm trang dao dong hodc thay ddi tinh cach

It gdip (c6 thé anh hwdng dén 1 trén 100 nguwi)

*  c6 suy nghi dén hodc cam thay nhu mudn tu tir

* nhin, cam thiy, hodc nghe thiy nhig didu khéng c6 that, d6 1a nhimg dau hiéu cOa bénh
rdi loan tAm than

* phat 4m va cir déng co thé khdng kiém soat (hai chimg Tourette's)

« cac ddu hiéu di img nhu phat ban, ngita hodc may day trén da, sung mat, mdi, ludi hodc
cac bd phin khac coa co thé, thd nhanh, thér kho khé hode khd tho

Hiém gip (c6 thé anh hwéng dén 1 trén 1.000 nguwii)

* cam thay hao himg bat thudng, hoat déng qua mitc va khong bi tic ché (hung cam)

Rét hiém gip (c6 thé anh hwéng dén 1 trén 10.000 ngudi)

* dautim

«  dotta

cb ging tu tir

+ con kinh gidt (con co giat, dong kinh ¢6 co giat)

» dabi tréc hodc bi céc vét do tim trén da

»  viém hodc tic déng mach trong nio

 co thit co ma ban khéng the kiém soéat duoe anh huong dén mat, dau, co, co thé va hé
than kinh - do tam thoi thiéu mau cung cap cho nao

»  giam sO luong € bao mau (té bao héng cau. bach cau va tiéu ciu) cd the lam cho ban dé
bi nhiém khudn va lam cho ban dé bi chay mau va bam tim
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«  nhiét 48 co thé ting dot ngdt, huyét ap rit cao va co git nghiém trong (H6i ching 4c tinh
do thudc an thén kinh’). Khong chéc chin rang tac dung phu nay l1a do methylphenidat
hodc do cac thude khac 6 thé duge dung phéi hop véi methylphenidat.

Khong biét (khong thé woe [rong tan suit tir di¥ liéu cé sin)

« nhimg suy nghi khéng mong mudn tiép tuc tr lai

*  ngét xiu khéng r& nguyén nhan, dau ngue, the nhanh (c6 thé 1a ddu hidu cia cac vén dé vé
tim)

+  t& liét hodc c6 cc vin dé ve vin dong va thi luc, nhitng khé khin trong phat am (cé thé 1a
dAu hiéu cia cdc van d& vé mach mau trong néo cta ban)

«  cuong duong kéo dai, doi khi gdy dau hodc tang sb l4n cuong duong.

Néu ban c6 bat ky tac dung phu nao & trén, hiy di kham béc sy ngay.

Cic tac dung phu khéac sau day, néu tré nén nghiém trong, hiy bao voi bac sy hodc

dwge s§ cia ban:

Rit thwong gip (c6 thé anh hwing dén hon 1 trén 10 ngirdi)

+  dau dau |
cam giac cing thing g o
»  khong thé ngh duoc. [

Thwong gip (c6 thé dnh hudng dén 1 trén 10 ngudi)

* dau khép

* nphin mo

»  chung dau ddu céing thing

¢+ khd miéng, cam gidc khat

+  kho bat dau gide ngit

« than nhiét cao (s61)

«  ¢O vAn d& vé ham mubn tinh duc

+  rung téc hodc thua toc bat thudng

* coclngco bép, chudt rat co

*  mat hodc giam ngon miéng

«  khdng c6 kha nang xuit hién hodc duy tri sy cuong duong

« ngira, phat ban hodc ndi ban dé ¢6 ngira (may day)

* cam thay budn ngd hodc ngh ga bat thuong, cam thiy mét moi

« nghién riang hodc can chit ring, cam gidc hoang so

> ¢am gidc ngira ran, cam giac nhu kién bo, hodc té da

»  tang ndng d9 alanin aminotransferase (men gan) trong mau

+  ho, dau hong hoac kich trng mdi va hong; nhiém khuan duong hd hap trén; viém xoang

« huyét dp cao, tim dap nhanh (nhip tim nhanh)

» chodng vang (chéng mat), cam thay yéu, co nhitng van dong ma ban khéng thé kiém sodt,
trd nén nang dong bat thudng

»  cam thdy mudn gay han, kich dong. Io ldng, chan nan, kich thich, cang thing. bon chén va
hanh vi bt thuomg

*  kho chiu ¢ bung hodc kho tiéu. dau vung da day. ticu chay, cam théy bi 6m. kho chiu da
day va bi om.
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it gap (c6 thé dnh hwéng dén 1 trén 100 nguwoi)

+  khd mét

*  tao bon

*  kho chiu ¢ nguc

+  méu trong nudc tiéu

+ thoo

*  rung lic hodc run

« tang nhu cau di tiéu

e dau co, co rit co

* tho nhanh hodc dau nguc

* cam giac nong

+  ting két qua xét nghiém gan (thdy trong xét nghiém mau)

+ gian di, cam thdy khong yén hodc budn rau, néi qua nhiéu, phong bi qua mirc vé moi
truong xung quanh, c6 van dé vé gidc ngi.

Hiém gip (co thé anh hwing dén 1 trén 1.000 ngwoi)

+ cam thay mat phuong huéng hodc It 1dn

*  ¢6 ric rbi khi nhin hodc nhin dbi __

*  sung nguc & nam gioi 12

+ d6 md hoi qua nhiéu, do da, ban da ndi do.

Rét hiém gip (c6 thé anh huong dén 1 trén 10.000 nguoi)

*  chudt rit co

»  vétdod nho trén da

»  chitc nang gan bat thuong bao gdm suy gan dot ngot va hon mé

* thay d6i két qua xét nghiém - bao gdm xét nghiém gan va mau

«  suy nghi bt thuong, thiéu cam giac hay cam xic, lam nhiing viéc lap lai nhiéu lan, bi am
anh boi mot didu gi d6

+ cam giac t& & ngon tay va ngon chan, ngira ran va thay doi mau sac (tir trang sang xanh,
sau do do) khi bi lanh (‘hién tugng Raynaud').

Khong biét (khong thé wée lwgng tin suat tir dir liéu sin co)

« dau nta dau

« dong tir bi gidn

o sOt rit cao

* nhip tim chdm, nhanh hoac c¢é thém nhip

* mot con kinh gidt nang (‘co giat con lom’)

* tin vao nhirng diéu khong ding su that

« dau da day nang, thudng xuyén c6 cam giac ém va bi ém

Anh hwong dén tang trudng

Khi sir dung dai hon mot nam, methylphenidat co thé lam giam su tang trurong ¢ mot 5O tré

em. Diéu nay anh huong dén it hon | trén 10 tre.

« ¢6 thé it tang can hoac tang truong chiéu cao.

» bac sy cua ban sé xem xét can than chiéu cao va can ndng cua ban. cling nhu muc do ban

dang an.
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« néu ban khong phat trién nhu mong doi, ché dé diéu tri bang methylphenidat ctia ban c6 thé
duoc nglmg lai trong mot thoi gian ngin,

Bao cdo vé cde tac dung phu

Néu ban gip bit k¥ tic dung phy ndo thi hiy béo véi bac s¥, duge s§ hodc didu dudng cia
ban. Diéu nay bao gbm bét k¥ cac tic dung phu nao cé thé xiy ra ma khéng dwoe ligt ké
trong to huéng dan nay.

CAN TRANH THUOC NAO HOAC LOAI THUC AN NAO KHI DUNG

CONCERTA?
Hay bao v6i bae s§ néu ban dang ding, gan day co ding hodc cd thé ding bat ky loai thude
nao khac.,

Khéng diing methylphenidat néu ban:

« dang ding mot loai thude duoc goi la ‘chét (rc ché monoamin oxidase' (MAQI) dé didu tri
trAm cam, hodc ding MAOI trong 14 ngdy qua. Pang ding mot MAOI cing véi
methylphenidat cé thé gy tang huyét p dot ngot.

Néu ban dang ding cac loai thudc khac, methylphenidat cé thé anh huéng dén higu qua cia

chiing hay c6 thé gdy ra céc tic dung phu. Néu ban dang ding bét cir Joai thube nao sau day,

hdy héi bac s¥ hodc duge s¥ ciia ban trude khi ding methylphenidat:

»  cac thube khac dé didu tef trAm cam

«  céc thube dé diéu tri cac vAn dé sirc khoe tim thin ning

«  céc thube chéng dong kinh

»  céc thube ding dé giam hodc ting huyét ap

»  mdt s6 ché pham chita ho va cam lanh cé chita nhitng thudc ¢6 thé anh hudng dén huyét
ap.

Piéu quan trong la hdi dupe s¥ cita ban khi ban mua bat ky san phiam néo trong 56 nhirng san

phém nay

*  cac thude chong déng dé ngan ngira cuc méu déng.

Néu ban c6 bit ky nghi ngdr gi v& viéc ligu thude ban dang ding cé trong danh sach trén hay

khong, hidy hoi bac s¥ hode dugce s¥ cla ban trude khi ding methylphenidat.

Xin vui 1ong béo cho bac s§ hoidc duge s§ néu ban dang ding hodc gin day da ding bat ky

loai thude nao khéc, ké ca thube mua khéng c6 don ké.

CONCERTA v6i con

Khéng dung céce thie ubng chira cdn khi dang diing thudc nay. Con cd thé lam cho céc tic

dung phu cta thudc nay tra nén toi t& hon. Hay nhé ring mot s6 thuc pham va thudc cd chia

con.

LAM Gi NEU BAN QUEN UONG CONCERTA?

Néu ban quén ubng CONCERTA

Khong dung lidu gdp déi dé b cho liéu di bi quén. Néu ban quén mot 1idu. hdy cho cho dén
thei diem diing lidu tiép theo.
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LAM THE NAO PE BAO QUAN CONCERTA?

Dé thubc nay xa tAm nhin va tdm tay tré em.

Khéng sir dung thude nay sau ngay hét han dugc ghi trén nhan.

Gitr cho chai déng kin dé tranh 4m. Khong bdo quan & nhiét dé trén 30°C. Bao bi ¢6 chua
mot hodc hai tii silica gel. Nhimg tii nay duge sit dung dé gitt cho céc vién nén dugc kho va
khéng dugc an nhiing t1 nay,

Khéng vit bo bét ky loai thube nao qua hé théng nurde thai hoac chét thai gia dinh. Hay hoi
duoc sy ctia ban céch virt bo cac loai thude mi ban khéng con sir dung. Nhitng bién phdp nay
s& gilp bao vé mdi truong.

CAC DAU HIEU VA TRIEU CHUNG KHI DUNG QUA LIEU CONCERTA

D4u higu ctia qua lidu ¢ thé bao gdm: bi dm, cam gidc bi kich dong, run, ting cc cir dong
khong kiém soat duoc, co rit ca, kinh giat (c6 thé sau d6 14 hén mé), cam thiy rat vui, bi lan
16n, nhin thdy, cam thiy hodc nghe thdy nhitng diéu khong ¢6 that (3o giac), & md hoi, do
birng, nthire dau, sét cao, thay d6i nhip tim (chdm, nhanh hogic khong déu), huyét dp cao, gidn
ddng tir va khé mili va migng.

LAM GI TRONG TRUONG HQP QUA LIEU?
Néu ban ubng qué nhiéu thudc, hiy bao vdi bac s§ hodc goi xe ciu thuong ngay. Néi cho ho
biét ban da udng bao nhiéu vién.

NHUNG THAN TRONG PAC BIET NAO BAN CANLUU Y? IP

Hay bdo voi bac sy trude khi ding CONCERTA néu: \&”

»  ban ¢ vin d& vé gan hosc thin

+  ban ¢6 van dé khi nudt hodc khi phai nudt toan bd vién nén

* ban bj hep hoic tc nghén dudng rudt hodc dudng din thac dn

> ban da tirng bi cac con kinh gidt (con co gidt, triéu ching co gidt, bénh ddng kinh) hodc
6 bit ky két qua bit thudng khi tham do ndo (EEG)

» ban did tung lam dung hodc bi I¢ thudc vao rugu, thudc ké don hoic thudc dung khéng
phai muc dich diéu trj bénh

> ban la con gai va dd bat dau co kinh nguyét (xem phan "Mang thai, cho con bii va trdnh
thai' bén dudi day)

*  ban bi tinh trang kho kiém sodt, cac tinh trang bi co rit bt ky phan nao ctia co thé lip di
lap lai hodc ban ldp di 1ap lai am thanh va cac tu ngir,

»  ban bi huyét ap cao

*  ban c6 mot van dé vé tim ma khéng nam trong phin ‘Khi nao khéng dimg CONCERTA'
O trén

- ban c6 mdt vén dé vé sirc khoé tdm than khong nam trong phan ‘Khi ndo khong ding
CONCERTA' ¢ trén.

Cac van dé vé sirc khoe tam than khac bao gom:
- tAm trang dao déng (tir hung cam dén trdm cam - con duoc goi 12 ‘rdi loan luémg

cue’)
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- bat dau tré nén gdy han hoic thir dich, hode sur gdy hén cua ban trd nén té hon
- nhin thay, nghe thdy hay cam thiy nhiing thir khong co thét (40 gidc)
- tin vao nhiing didu khong dung su thét (hoang tuéng)
- cam thdy nghi ngd bit thudng (paranoia)
- cam gidc bi kich ddng, lo lang hodc cing thing
- cam thdy chan nan hoac ¢d t0i.
Hay béo cho béc s§ hodc duoce s§ clia ban biét néu ban c6 bét ky didu ndo & trén, trude khi
bit dau diéu tri. Didu nay 1a do methylphenidat ¢6 thé lam cho nhiing van dé nay toi té hon.
Biéc s§ s& theo d&i xem thube anh huréng dén ban nhu thé nio.
Trong sudt qud trinh didu tri, bé trai va thanh thidu nién 13 nam gidi c6 thé bit ngd bi cuong
dwong kéo dai. Didu nay ¢ thé gay dau dén va c6 thé xay ra bt ¢l lic ndo. Piéu quan trong
4 lign hé ngay vdi bac sy néu cuong duong cta ban kéo dai hon 2 gid, dic biét néu c6 dau.
Nhirng kiém tra ma bdc s§ ciia ban sé thwe hign trwée khi ban bat ddu udng
CONCERTA
Nhiing kiém tra nay 1 d& quyét dinh lidu methylphenidat ¢6 phai [a thude phi hop cho ban
hay khéng. Bac s§ s& trao ddi vai ban vé:
»  bArky loai thudc nao khac ma ban dang ding
+  liéu co bat k¥ tién sir gia dinh ndo vé dot tir khong 3 nguyén nhan hay khong
»  batky van dé y té nao khac (nhu céc van dé v& tim) ma ban hodc gia dinh ban c6 thé ¢é
*  ban dang cam thiy nhu thé ndo, ching han nhw cam thiy hung phan hay budn nan, cé
nhiing suy nghi kv la hodc néu ban da timg ¢é nhimg cam x0c nay trong qua khi hay
khong
«  }éu ban ¢6 mdt tién sir gia dinh v& 'tics' (khé kiém sodt, 1ap di 1ap lai su co rGt cia bt ky
phin ndo cua co thé hay lap lai am thanh va tir ngif) hay khong
o bit ky vin dé v& stic khoe tdm than hodc hanh vi ma ban hodc cac thanh vién khéc trong
gia dinh da timg c6. Bac sy s& thao luiin xem ban ¢6 nguy co bl tam trang dao dong (tir bi
hung cam dén bi trAm cam - con duoc goi [a ‘rdi loan ludng cuc’) hay khéng. Ho s& kiém
tra tién sir stic khoé tdim than coa ban, va kiém tra xem liéu co bét ky thanh vién gia dinh
nao coa ban ¢d tien sty wr, 181 loan ludng cuc hay tram cam hay khang.
Diéu quan trong 13 ban cung cip cang nhiéu théng tin cang tot, Diéu ndy s& gitip bac sy quyét
dinh liéu methylphenidat cé phai la thude phi hop cho ban hay khang. Bac sy cla ban cé thé
quyét dinh ring can lam cdc dénh gid y khoa khac trude khi ban bét dau ding thude nay.
C6 mot phau thuit
Hiy bao v&i bac s§ cua ban néu ban s& cd mdt cude phau thudt. Ban khéng nén ding
methylphenidat vao ngay phiu thut cia ban néu cd sir dung mot loai thude gay mé. Diéu nay
la do ¢6 nguy co ting huyét 4p dot ngdt trong qué trinh phau thuat.
Xét nghiém ma tay
Thude nay ¢o thé cho két qua duong tinh khi xét nghiém vé sir dung ma tiy. Didu nay bao
gf’)m cac xeét nghiém dugc sit dung trong thé thao.
Mang thai, cho con ba va tranh thai
Néu ban dang mang thai hodc dang cho con bi. nghi ring ban ¢6 thé mang thai hodc dang
dinh ¢o con, hay hoi ¥ kién bac sy trude khi dimg thude nay.
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Khong biét lidu methylphenidat ¢6 anh hwdng dén thai nhi hay khong. Hiy béo véi béc s§

hodic duoe s§ ctia ban trude khi sir dung methylphenidat néu ban dang:

* ¢O quan hé tinh duc. Bac s¥ s& thao ludn cach tranh thai vdi ban.

» mang thai hoic nghi ring ban c6 thé mang thai, Bic s¥ s& quyét dinh xem ban nén ding
methylphenidat hay khéng.

+ cho con bu hay 1én ké hoach cho con bu. Cé thé methylphenidat vao dugc siia me. Do dé,
bic sy s& quyét dinh liéu ban nén cho con ba khi ding methylphenidat hay khéng.

Lai xe va sit dung may moc

Ban cé thé cam thdy chéng mat, gip van dé vé tap trung hodc bi md mat khi dung

methylphenidat. Néu nhiing diéu nay xay ra, ¢¢ thé nguy hiém néu lam nhimg viéc nhu lai

xe, sur dung may moc, di xe dap hoéc cudi ngua hodc tréo cay.

Thudc nay co thé anh hudmg dén kha nang lai xe cia ban. Khéng 14i xe trong khi diing thudc

nay cho dén khi ban biét thude nay téc dong dén ban nhu thé ndo. Khi 1ai xe cé thé 13 mot vi

pham néu kha ning dé 141 xe an toan ciia ban bi anh huéng.

CONCERTA ¢6 chira lactose

Thube nay c6 chira lactose (mdt loai duong). Néu bac s¢ cho ban biét ring ban khéng thé

dung nap hodc tidu hda duge mt s6 loal dudng, hdy néi chuyén véi bac sy trude khi dung

thude ndy.

KHI NAO CAN THAM VAN BAC SY HAY DUOQC SY?

Khong diung methylphenidat néu ban cé bit ky tinh trang ndo & trén trong phin Khi ndo
khéng dang CONCERTA?. Néu ban khéng chic chin, hiy trao dbi v6i bac sy hodc duogc s¥
c0a ban trude khi ding methylphenidat, Diéu nay 13 do methylphenidat ¢6 thé 1am cho nhiing
van dé nay tdi t& hon.

Hay che bae sy hodc duoc s¥ cua ban biét néu ban ¢é bt k¥ tinh trang ndo & trén trong phan
Nhirng thiin trong ddc biét ndo ban can lwu §? twude khi bat ddu didu tri, Diéu nay la do
methylphenidat ¢6 thé lam cho nhitng vin dé& nay tdi 18 hon. Bac sy s& theo di xem thube
anh hudng dén ban nhu thé nio.

Xin vui 1ong bao cho béc s§ hodc duge 5§ néu ban dang diing hojic gin day da ding bét ky
loai thude nao khac, ké ca thude mua khong co don ké.

Neéu ban dang mang thai hoic dang cho con b, nghi ring ban dang c6 thai hodc dang dinh cé
thai, hiy hoi ¥ kién bac s§ trude khi dung thude nay,

Lutn ludn ding thude nay ding nhu bic s¢ da ndi vdi ban. Kiém tra véi béc s§ hodc duge s¢
ciia ban néu ban khong chic chén.

Néu ban gap bt kv tac dung phu nao thi hdy trao ddi véi bac sy, duge sy hodc diéu dudng
coa ban. Didu nay bao gom tat ca cac thc dung phu cé thé xay ra ma khong duge liét ké trong
hudng dan nay.

Khéng viit bo bat k¥ loai thude nao théng qua hé thong nudce thai hodc chét thai gia dinh.
Hay hoi duge s¥ cia ban cach vit bo cac loai thude ma ban khong con su dung. Nhing bign
phap nay s& giup cho bao vé moi truong.

Néu ban can thém thong tin, hay trao ddi voi bace s¥ hoae duoc sy cua ban.
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HAN DUNG CUA CONCERTA
24 thang ké tir ngay san xuét.

TEN VA PIA CHi CUA CONG TY SAN XUAT

San xuit tai: Janssen Cilag Manufacturing LLC

State Road 933 KM 0.1, Mamey Ward, Gurabo, Puerto Rico, My

Dong gobi tai: AndersonBrecon Inc

4545 Assembly Drive, Rockford, 1L, 61109, M§

Kiém tra chit lwong dé xuit xwéng 16 thude tai: Janssen Ortho LLC
State Road 933 KM 0.1, Mamey Ward, Gurabo, Puerto Rico, My

Co s¢ dang ky: Janssen-Cilag Ltd., Thai Lan ‘ ) i
Moi ciu hoi/Bdo cdo tac dung ngoai y/Than phién chat lwgng sén phim xin lién hé:
VPDD Janssen-Cilag Ltd., TP H6 Chi Minh.

Phién ban: UK PIL Feb2017
PIL Concerta UK PIL Feb2017 vl
Ngay xem xét lai: 10 thang 4 nam 2017
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