TILDIEM® 60mg

Diltiazem hydrochlorid

ién nén

Thubc bén theo don.

Doc ki hwémng dén sir dung thubc trwére khi diing.
| Néu cin thém théng tin, hdy hi bac si hay durge si.
| - Hay gi toa hwéng dn s dyng thubc nay. Ban co thé
{ cén doc lai.
|- Thudc nay duge chi dinh riéng cho ban, ban khing dwge
' dwra cho ngudi khac ding, ngay ca khi ho cé tridéu ching
: giéng ban vi ¢ thé gay hai cho hg.
| - Théng béo cho bac T nhirng tac dyng khéng mong mubn

i gép phdi khi str dung thubc.

THANH PHAN

Hoat chét chinh: Diltiazem hydrochloride .......... 60mg

Té duwgc: lactose, polyoxyethylene glycol 6000, dau thdu diu,
magnesi stearat vira du cho 1 vién nén,

DANG BAO CHE VA TRINH BAY
Vién nén. HBp 30 vién (2 vi x 15 vién)

CHI BINH

Thube thude nhém chen kénh canxi. ‘

Thubc dwge chi dinh didu ti phong nglra con dau thét nguc (tidu
chirng cé lién quan dén viéc thidu twéi mau cho tim), dic biét dau
thét ngyc do gang strc hay dau thét ngyc khéng &n dinh bao gém
dau that ngye do co thét mach vanh.

CACH DUNG, BPUO'NG DUNG, VA LIEU DUNG

Céch diing va dwéng ding

Budrng udng.

Khéng nén nhai ma phai nubt tron vién thudc véi mét ly nuére.

Lidu ding

ugm_m: Lidu thong thréng méi Ian 1 vién, ngay 3 ian.

Ligu Itrgng tly thudc vao tinh trang cla bénh nhén va ké toa cla
bac si.

Tré em: ©6 an toan va hidu qua cla thude ddi véi tré em chura durgre
chimg minh, do d6 khéng khuyén ding diltiazem cho tré em.
TUYET BOI TUAN THU THEO TOA BAC ST

S6 1&n va th&i gian dung thude

Nén ubng diltiazem truérc ba bira &n chinh trong ngay.

Thévi gian didu trj: tuén thi theo toa béc sT.

Néu ban quén dung Tildiem 60 mg vién nén

Li&n hé& ngay véi béc sT

CHONG CHI BINH

MNéu ban khdng dung nap mét sb loai dwérng, cin théng béo cho bac

<7 bit trurdre khi dung thude nay.

Khong dung Tildiem 60 mg vién nén trong nhimg trrérng hop sau

day:

- diung véi diltiazem ho&ic mdt trong cc ta duge clia thube,

- nhip tim rit cham (duw&i hodc bing 40 1An/phat),

- réi loan chirc nang nit xoang (loan nhip tim),

- blbc nhi that d§ 2 hay do 3 khong dat may tao nhip (mot sé réi
loan dan truyén).

- suy that tréi kém & huyét phdi (suy tim),

- phéi hgp véi thubc dantrolene (tiém truydn), pimozide, cisapride,
dihydroergotamine, ergotamine, nifedipine, sertindole.

N6i chung, khdng nén ding thudc (trir khi bac s7 chi dinh) trong khi

c6 thai hodic diing két horp véi esmolol (mét sb trémg hop), thube

chen béta ding cho ngudi suy tim (bisoprolol, carvedilol, metoprolol,

nebivolol), cac thubc chen béta khéc, ivabradine hodc triazolam.

LUV ¥ DAC BIET

Do c6 dau thau déu trong thanh phan nén thubc co thé gay réi loan
tiéu hda (nhuin trang nhe, tigu chay).

Khéng nén ding thudc nay cho bénh nhan khéng dung nap véi
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gaclactose, suy giam men Lapp lactase, ho#ic hiii chirng kém hép
thu glusoce hodc galactose (bénh di truydn hiém gap).
DPE THUGC NGOAI TAM TAY CUA TRE EM.

THAN TRONG KHI DUNG
Thén treng khi diing thube nay &:
ngurdri gia,
* ngudi suy than hodc suy gan,
+  trwdng hep nhip tim cham va mét so rdi loan din truyén trong
tim.
Phai thdng bédo cho bac sT biét ban dang ding diltiazem néu ban sap
durgre gay mé toan than.
Thubc c6 thé lién quan dén cac rdi loan cam xic (nhw trdm cam).
Thube &nh hudng trén sy van dong cla rudt. Cin than trong khi
dung cho b&nh nhén cé nguy co bj tac rudt.
Dung theo chi din clia bac si.

TUONG TAC VO THUOC KHAC

DA tranh twong tac thudc c6 thé xay ra khi dung kém véi thube khac,
d4c biét ndu ban dang ding dantrolene (tiém truydn), pimozide,
cisapride, dihydroergotamine, ergotamine, nifedipine, sertindole,
esmolol (trong mdt sb trwdmg hep), cic thube chen béta ding cho
ngudi suy tim (bisoprolol, carvedilol, metoprolol, nebivolol), c4c thubc
chen béta khéc, ivabridine hodc friazolam phai bao cho bac si hodc
durgre sT bidt vd tAt ca céc loai thudc ma ban dang dung,

PHY NCF CO THAI - NUOI CON BANG S(PA ME

Phy nir cé thal

Khéng khuyén ding thude nay cho phy nl ¢6 thai hodic phy nir dang
a8 tudi cé thé cb thai ma khéng dung bién phap tranh thai nao. Bao
ngay cho bac s7 néu ban phat hién ra minh c6 thai va lam theo chi
dan didu trj cla béc sT.

Béo cho béac s ndu ban dang mudn cé thai.

Phuy nir dang th&v ky nudi con bng sira mg

Tranh diing thubc trong thei ky nudi con bang sira me. Néu ngudi
me nhét thiét phai ding Tildiem 80rg vién nén, thi dira tré phai dugc
nudi bng phwong phap khac nhw bu binh,

Ban phdi lubn hdi ¥ kién bac sT hodic dwgc si trwdre khi diing bét ky
mét loal thude nao.

TAC PONG CUA THUOC LEN KHA NANG LAI XE VA VAN
HANH MAY MOC

Dyra trén nhirng téc dung khong mong mudn da dwge ghi nhan nhuw
chong mat (thiedmg gap), khd chiju (thudmg géip), kha nding 1ai xe va
sir dyng mdy méc cb thé bj dnh hurdmg.

TA DUQC CUA THUOC CO TAC DUNG DAC HIEU
déu thdu déu, lactose.

TAC DUNG KHONG MONG MUON

Nhwr mgi logi thubc, & mdt sb nguéi Tildiem 60mg vién nén co thé gay

ra mdt sb céc tac dung khdng mong mubn.

TAn sb clia cAc tAc dyng phy néu ra dudi day duge xac dinh theo

uy woc sau;

Rét thuong gap (anh huwéng it nhéit tir 1 trén 10 bénh nhan
hodc hon).

- Thudrng gép (&nh hudng it nhét 1 trén 100 bénh nhan va it hon
1 trén 10 bé&nh nhén).

- Khing thuémg g&p (anh hwdng it nhét 1 trén 1.000 bénh nhan va
ithon 1 trén 100 bénh nhan).

- Hiém gip (&nh hwémng it nhét 1 trén 10.000 bénh nhan va it hom
1 trén 1.000 bénh nhan).
R4t hiém gap (anh huwéng it hon 1 trén 10.000 bénh nhan).

R&i loan vé tim:

- thuwémng gap: mét s6 réi loan din truyén tim, danh tréng ngyc

- khéng thudmg géip: nhip tim qua cham dén mirc khéng chiu ndi
khéng rd tn sudt: suy tim sung huyét, cdc rdi loan din truyén
tim khac.

Réi loan v& mach méu:

ICéG l'gl loan nay lién quan dén thudc va dé xuét hién hon & ngudi

on tudi:

- thwdng gdp: ndng birng mat,



- khéng thuwéng gép: ha huyét ap tw thé,

- khéng rd tAn suét: viém cac mach mau nhé.

Rbi loan vé tiéu héa:

- thierérng gép: tdo bén, dau da day, budn ndn, khé tidu,

- khdng thiréng gép: ndn, tiéu chay,

- hiém g#p: khé miéng,

- khéng rd tn suit: sung nudu ring .

Réi loan vé da:

- thwong gép: ban dé

- hiém g&p: phat ban

- khong rd tan suét:

» swng ddt ngdt & mat va cb (phi mach) do dj Gng,

+ cac dang phét ban da, nhw ban dd da dang (d3c biét |4
héi chi*ng Stevens-Johnson va hoai i bidu bi), ndi rép da
toan than cép tinh (tdn thwong niém mac hodc phan (g
kidu phdng gidp da); ngwng didu tri va ngay lap tirc dén
kham bac si.
phan (&ng da khi tip xdc véi anh ndng mét trdr hodic véi tia
UV (phan (ng nhay cam &nh séng nhw diy sirng da dang
phéng trén bé mét da phoi ra dnh séng),

+  db mb hdi,

* ban dd, d6i khi kém v&i sbt va/hodc tréc vay

« phat ban

R&i loan vé gan:

- khdng thwdng gdp: t&ng men gan (thoang qua).

- khoéng rd tAn sut: vidm gan trén 1am sang, cac dAu higu ndy sé
hét khi ngung didu trj.

Réi loan hé than kinh:

- thuwdng gép: nhire du, chéng mét,

- khéng rb thn suét: cac hdi chirng ngoai thap (céac rbi loan bao
gbm co cirng, run va clr ddng bét thuwirng), cac dAu hidu nay sé
hét khi ngung didu tri.

Réi loan tam thn:

- hiém gap: bdn chén, mét ngd,

- khéng rd tAn suét: thay dbi cadm xdc (d4c biét 14 trdm cam),

R&i loan hé sinh sén:

- khbng rd tan suét: treérng hop v to & nam gidi, ddu hidu nay
s& hét khi ngueng diéu tri. .

Ré&i loan hé méu va bach huyét:

- khong rd tAn suét: gidm sbé legng tiéu ciu trong mau,

Céc réi loan toan than:

- rét thuémg gép: ph chi duwrdi,

- thudng gdp: kho chju, mét nhoc.

Néu ban ghi nhan cé bét ky tac dung phy nado khong dugc néu ra

trong toa thudc nay, hodic ndu bt ky téc dung phy nao tré nén trim

treng, hay bao cho béc si hodic dwgc si.

DUQC LYC HOC

Béi khang chon loc kénh calcium véi tac ddng tne tidp trén tim / dn
xuét benzothiazepine.

(COBDBO1; hé tim mach)

Diltiazem chen dang calcium di vao xuyén qua mang té bao & cac sgi
co tim, co tron mach mau, do vy lam gidm lwong calcium ndi bao
dén gén &n cac protein co thét.

Diltiazem lam tang Iwu lrgng mach vanh ma khéng gay ra hdi chimg
“&n cip” leu legng mach vanh, Diltiazem tic dong Ién cac dong
mach vanh nhd, thdn mach méu I&n va djng mach bang hé. Tac
ddng gi&n mach nay xuét hién & lidu gay ra anh huéng & mac 40
vira lén khu vigc cac ddng mach ngoai bign todn than, trong lic lai
khéng gay ra tac dung inotrop &m tinh.

Q ngudi:

Diltiazem lam tang Iwu lrgng mach vanh théng qua viéc lam gidm
strc cdn mach vanh,

Diltiazem lam gidm cong cla co tim do cd hoat tinh lam chém nhip
tim va ldm gidm sirc cdn mach mau toan than vira phai.

Khéng cob tac dung gidm co sgi co trén md cor tim khée manh.
Diltiazem lam gi&m nhe nhip tim va c6 thé tao ra mdt tac ddng (rc ché
nhe trén nat xoang bénh Iy, Thudc lam cham s din truydn nhi-thét
do d6 nguy co' gay bléc nhi-thit. Diltiazem khéng c6 téc déng trén sy
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dén truyén tai bo Hiss va duong din truyén dudi bo Hiss.

Hiéu qué 1dm sang cla Diltiazem d& dwgc chirng minh théng qua

nhirng nghién ctru cé kiém soét trén t4t ca cac dang dau thét nguc.

t hi rc:

- cdi thién kha ndng géng sirc

- gidm bién @6 doan ST chénh xuéng (dat téi da véi ciing mét
mirc géng sire, nhip tim va tich s kép hdng dinh khi lam
nghiém phap géng sirc)

Hon nia, do cd tac déng trén dau that ngwre do co thét mach vanh

kidu Prinzmetal nén lh:gc da chirng minh dwgre tac ddng bao vé

chéng lai sy co thét cla mach vanh.,

DUQ'C BONG HOC

O nguéi, diltiazem nhanh chéng duge hip thu & rudt. Thude hién
dién trong mau sau khi diing 30 phuit.

Nbéng dé dinh trong huyét twong dat dugc sau 3-4 giér. Thévi gian
ban hdy bidu kién trong huyét twong 13 4-8 gidv. Diltiazem gén 80-
85% v&i protein huyé@ tirong. Diltiazem duge chuyén hoa chil yéu tai
gan, chét chuyén héa chinh ¢6 hoat tinh |2 desacetyldiltiazem. Thubc
duoc thdi trr qua mét (65%) va qua nuée tidu (35%).

Chi c6 0,2 - 0,4% diltiazem dwéi dang khéng thay dbi duge tim thdy
trong nuée tidu. Nhin chung, 6 mdt méi quan hé chat ché gitra lidu
diing va ndng d trong huyét tuong. Bt ks gia tang lidu ndo cling
déu kéo theo sy gia tang ndng dd thubc trong huyét terong. Bidu nay
goi ¥ ring khdng c6 hién trong bio hda thude.

Véi mét lidu ding héng dinh, nbng d8 thubc trong huyét twong dugc
duy tri tweng ddi hang dinh.

Ciing c6 mét méi lién hé gitra ndng dd thudc trong huyét trong va
hiéu qua. Néng @8 thubc trong huygtmng cin dat dén 6& dat hiéu
qua mong mudn 14 trong khodng 70 va 200 ng/ml. Con dau thét nguc
cang néng thi ndng d6 thudc trong huyét trrong cang phai cao.

Tinh chét duge ddng hec clia thudc khéng thay dbi ngay ca trong
trwéng hop suy than. Néng do thube trong huyét twong & ngudi
gia va bé&nh nhan bj suy gan hay suy than thwérng cao hon so véi
& ngudi tré.

Diltiazem va cac chét chuydn héa clia né rét kho bj thm tach.

QUA LIEU

Néu diing qua liéu chi dinh: cin héi ¥ kién bac sT ngay.

Triéu chimg 1am sang clia ngd djc cip do ding qué lidu bao gdm tyt
huyét &p ndng tham chi tryy tim mach, cham nhip xoang kém hay
khéng phén ly déng nhjp va réi loan din truyén nhi-thét,

Cén didu trj trong bénh vién: nira da day, loi tidu thim thiu.

Réi loan dan truydn b thé xir tri bing cach dit may tao nhjp tam
thri.

Céc thubc gidi ddc: atropine, adrenaline, cac chét vAn mach, céc
thubc cd tac dyng tang co bép hay tang nhjp tim, glucagon va
calcium gluconate fruydn finh mach

BAO QUAN =

Dé thubc ngodi tm nhin va tAm tay cla tré em.

Khong dwge ding thube qué théi han st dyng cb ghi bén ngoai
hép thube.

Bdo quan thudc & nhiét dd khéng qué +30°C.

Khéng dugc logi bd thubc vao nwdre thai hodic thung rac thai gia dinh.
Hiy héi dwgre si cach hiy bé nhimg thubc khéng ding nay. Didu nay
& gilip bdo vé mdi tnromg.

Han diing: 36 thang ké tir ngay san xuét

Tiéu chudn: Nha san xuét.
Ngay cap nhat t& hwéng dén str dyng: 10/2011

NHA SAN XUAT

SANOFI WINTHROP INDUSTRIE.
30-36, avenue Gustave Eiffel
37100 Tours, France.
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