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JILDIEM®

diltiazem

Vaie arale/Oral use

30 comprimés/tablets

SANOFI 7

Compeallion : chtathydrate de difiazem : (0mg, exdpients ¢ Sp. un comprimé,  Médicament autoriséfAuthorized medidne
Excipients & eflet motalre : Huile de ricin hydrogénée, ladase. n® 3400932381 71
Lire attentivement ka notice avant utllisation
Aconservet 3 une température ne dépassant pas 30°C
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Fabricamt/Manufacturer:
SANOH WINTHROF INDUSTRIE
30-36, avenue Gustave Eiffel
37100 Tours - France

Campasition: diltiazem hydrochloride; 60 mg, excipients .41, ane lablet,
Exclplents with a knevm effect: Hydrogenated castor ofl, laclose.

Read carefully the package insert hefore use

Store below 30°C

KEEP OUT OF THE REACH AND SIGHT OF CHILDREN
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Nhan phu dan trén hép thubc
TILDIEM® 60 mg vién nén

R, Thabcbn theo 8o

TILDIEM * 80mg 500
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[ R, - Thulc bén theo don

TILDIEM ®60mg SBK:
diltiazem hydrochloride (60mg). Vién nén.
HBp 2 vi x 15 vién nén. Boc ky hudng dln sir dung
trugic khi diing. Chidinh, cach ding, chéing chi dinh
va cic théng tin khac: xem t& HDSO thufic. S816 SX,
NSX, HD xem "Batch”,"Mig","Exp" in trén bao bl.
Ngay h&t han sir dyng thudc 13 ngay 01 clia thang HD
2000/ (Exp). BAo qudn thubc & nhidt dd khong qua 30°C.

0 DE xa tdm tay trd em. Tiéu chudn: nha sin xust
San xuAt tai: SANOFI WINTHROP INDUSTRIE,
30-36 avenue Gustave Eiffel, 37100 Tours, Phdp
Nhé&p kh&u bdi: Cong ty TNHH MTV Dugc Saigon
(SAPHARCO), 18-20 Nguy&n Truting T9, Quan 4,
Tp.HB Chi Minh, Viét Nam
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Tablets /Oral use

Prescription anly medicine - List1
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diltiozem
Tablets / Oral use
Prescription only medicine - List 1
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dilfiazem
Tahlets /Oral use
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TILDIEM® 60mg
Diltiazem hydrochlorid
Vién nén

Thubdc ban theo don.

Doc ky hweng din st dung thubc triedc khi dung

Néu can thém théng tin, hay hoi bac s hay dwoc si.

+ Hay gilr toa hwéng dén sir dung thubc nay.-Ban cé thé cin
doc lai.

* Thubc ndy dugc chi dinh riéng cho ban, ban khdng duge
duwa cho ngwdi khac ding, ngay ca khi hg cé triéu chirng
giéng ban vi ¢ thé gay hai cho ho.

» Théng bao cha bac sT nhirng tac dyng khéng mong mudn
gap phai khi sir dung thubc.

THANH PHAN

Hoat chét chinh: Diltiazem hydrochloride ..........

Ta duoc: lactose, polyoxyethylene glycol 6000, déu !héu déu,
magnesi stearat vira dd cho 1 vién nén.

DANG BAO CHE VA TRINH BAY

Vién nén. Hop 30 vién (2 vi x 15 vién)

CHI BINH

Thube thude nhém chen kénh canxi.

Thubc duwgc chi dinh diéu tri phang ngtra con dau thét ngyuc
(triéu chirng c6é lién quan dén viéc thiéu twdi mau cho tim),
déc bigt dau thét ngye do géng strc hay dau that nguwe khdng
én djnh bao gdm dau that ngyc do co thit mach vanh.

CACH DUNG, DUONG DUNG, VA LIEU DUNG

Cach dung va duéng ding
Puéng uéng.

Khéng nén nhai ma phai nubt tron vién thube véi mdt ly nuwée,

Liéu dung

N_g@i_[gu: Liéu théng thuwerng mdi 1an 1 vién, ngay 3 lan.
Lieu lwgng tuy thudc vao tinh trang clla bénh nhan va ké toa
cla bac si.

Tré em: Do an toan va hiéu qua cla thubc déi véi tré em
chwa dwgce chirng minh, do doé khéng khuyén ding diltiazem
cho tré em.

TUYET BOI TUAN THU THEO TOA BAC SI.

sé ;an va thei gian dung thubce
Nén ubng diltiazem trivéc ba bka 4n chinh trong ngay.
Theéi gian didu trj; tuén thl theo toa béc sT.

Né&u ban quén dung Tildiem 60 mg vién nén
Lién hé ngay voi bac si

CHONG CHIi B|NH

Néu ban khéng dung nap mét sé loai duéng, can théng bao

cho béac sT biét trvére khi dung thube nay.

Khéng dung Tildiem 60 mg vién nén trong nhitng trwéng hop

sau day:

« dj (rng v6i diltiazem ho&c mét trong c4c té dugre cla thube,

= nhip tim rat cham (dwéi hodc béng 40 IAn/phut),

= réi loan chirc néng nut xoang (loan nhip tim),

= bléc nhi thét 6 2 hay do 3 khéng dat may tao phip (mét sd
réi logn dan truyén).

= suy that trai kém huyé! phdi (suy tim),

« phdi hep v&i thubc dantrolene (tiém tuyén), pimozide,

cisapride, dihydroergotamine, ergotamine, nifedipine, sertindole.

N&i chung, khéng nén dung thuébe (trir khi bac sT chi dinh
trong khi ¢6 thai ho#ic ding két hop véi esmolol (mét s

trvtng hop), thubc chen béta dung cho nguwdi suy tim
(bisoprolol, carvedilol, metoprolol, nebivolol), cac thude chen
béta khac, ivabradine hoac triazolam.

LU Y DAC BIET
Do 6 dau thdu dau trong thanh phin nén thubc co thé gay réi
loan fiéu héa (nhuén trang nhe, tiéu chay).

7{1)/35:

Khéng nén dung thuéc nay cho bénh nhan khéng dung nap Vo
gaclactose suy giam men Lapp lactase, hodc hdi chirng kém
hép thu glusoce hoac galactose (bénh di truyén hiém gap).
E)EPTHUOC NGOAI TAM TAY CUA TRE EM.

THAN TRONG KHI DUNG

Than trong khi ding thude nay &:

* nguoi gia,

» nguwoi suy than hodc suy gan,

« trieéng hop nhip tim cham va mét sé réi loan dan truyén
trong tim,

Phai théng b4o cho bac sT biét ban dang dung diltiazem néu
ban sap dugc gdy mé toan than.

Thubc cé thé lién quan dén cac rdi loan cadm xtc (nhw trdm cam).

Thuée anh huéng trén sy van déng cla rudt. Can than trong
khi dung cho bénh nhan ¢ nguy co bj tc rudt,

Ding theo chi dn cua béc sT.

TUONG TAC VO1 THUOC KHAC

Dé tranh tuong tac thubc co thé xay ra khi dung kém véi
thudc khéc, dac biét néu ban dang dung dantrolene (tiém
truyén), pimozide, cisapride, dihydroergotamine, ergotamine,
nifedipine, sertindole, esmolol (tfrong mdt sé trudng hop), cac
thuéc chen béta diung cho ngudi suy tim (bisoprolol,
carvedilol, metoprolol, nebivolal), cac thubc chen béta khac,
ivabridine hodc triazolam phai bédo cho bac sT hodc dwoc si
biét v& tat ca cac loai thubc ma ban dang diing,

PHU N(¥ €O THAI - NUOI CON BANG S(rA ME

Phu ni¥ c6 thai

Khéng khuyén diing thubc nay cho phy nl ¢é thai hodc phy
ntr dang d6 tudi co thé c6 thai ma khéng ding bién phap
tranh thai ndo. Bao ngay cho béc sT néu ban phat hién ra
minh cé thai va 1am theo chi dan didu trj cda bac sT.

B4o cho b4e sT néu ban dang mudn cd thai.

Phu nir dang thé&i ky nubi con bing sra me

Tranh ding thulc trong théi ky nudi con bing stra me. Néu
ngwdi me nhét thiét phai dung Tildiem 60mg vién nén, thi diva
tré phdi dugc nubi bang phuong phap khc nhuw ba binh.

Ban phai ludn hdi ¥ kién bac sT hodc dwoe sT truwde khi ding
bat ky mdt loai thude nao.

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

Dira trén nhitng tac dung khéng mong muén da dugc ghi
nhén nhw chéng mat (thudng géap), khé chjiu (thwong gdp),
khd naing I&i xe va st dung may méc cé thé bj anh huéng.

TA DUO'C CUA THUGC CO TAC DUNG DAC HIEU
dau thdu dau, lactose.

TAC DUYNG KHONG MONG MUON

Nhw moi loai thuéc, & mét s& ngudi Tildiem 60mg vién nén

c6 thé gay ra mot sb cac tac dung khdng mong muén.

T&n sb cla céc tac dung phy néu ra dwdi day dwge xéc dinh

theo quy wéc sau:

« R&t thwerng gdp (anh huwdng It nhét tir 1 trén 10 bénh nhan
hodc hon).

» Thuéng gép (anh hwéng it nhét 1 trén 100 bénh nhan va it
hon 1 rén 10 bénh nhan).

+ Khéng thwéng gép (dnh hwdng it nhét 1 trén 1.000 bénh
nhan va It hon 1 trén 100 bénh nhan).

« Hiém g&p (&nh hwéng it nhat 1 trén 10.000 bénh nhén va it
hon 1 trén 1.000 bénh nhan).

= Rét hiém gép (anh hudéng it han 1 trén 10.000 bénh nhan).

Réi loan vé tim:

» thudmg gép: mét sb réi loan dan truyén tim, danh tréng nguc

» khéng thueng gép: nhip im qua cham dén mukc khéng chiu ndi

» khéng rd tAn sudt: suy tim sung huyét, cac réi loan dén truyén
tim khéac.

Réi loan v& mach mau:

Céc rdi loan nay lién quan dén thubc va dé xuét hién hon &

ngwdi lon tudi:

» thwéng gép: néng birng mat,

/t ({f



+ khéng thuéng gaip: ha huyét ap tu thé,

= khéng rd tan suat: vidm cae mach mau nha.

Réi loan vé tiéu hoa:

» thuwérng gdp: tdo bén, dau da day, budn nén, kho tidu,

= khéng thwdng gép: nén, tiéu chay,

» hiém gap: khd miéng,

- khéng ra tAn suat: swng nwou réng .

Réi loan vé da:

« thwérng gép: ban dd

* hiém gap: phat ban

« khong ré tan suét;

swng dét ngdt & mat va ¢ (phi mach) do dj tng,

- cac dang phat ban da, nhw ban dd da dang (dac biét ia

hgi chirng Stevens—Johnson va hoai t bidu bi), ndi rép

da toan than cép tinh (tdn theong mém mac hodc phan

(rng kiéu phdng gidp da); ngwng didu trj va ngay lap tuc

dén kham bdc si.

phan (rng da khi tiép xdc v&i anh ndng mat tréi hodc vai

tia UV (phan (rng nhay cam anh sang nhw day sirng da

dang phang trén bé mat da phoi ra anh sang),

db md hoi,

ban dd, déi khi kém véi st va/hodc troc vay

phat ban

Rébi loan vé gan:

= khéng thwérng gép: tdng men gan (thoéng qua).

- khéng ré tAn suat; viem gan trén 1am sang, cac déu hidu
nay sé hét khi ngwng diéu trj.

Réi loan hé thin kinh:

« thwerng gap: nhirc dau, chéng mat,

« khéng rd tan sudt: cac hdi ching ngoai thap (cac rdi loan
baoc gbm co cling, run va cr dong bAt thudng), cac déu
hiéu nay s& hét khi ngung didu trj.

Rébi loan tam than:

» hiém ga&p: bdn chdn, mét ngu,

« khang rd tan suat: thay ddi cam xuc (d3ic bigt 1a trdm cam),

Réi loan hé sinh san:

= khéng rb tAn sudt: trwdng hep vi to & nam gidi, dau higu
nay s& hét khi ngwng didu tri.

Réi loan hé mau va bach huyét:

» khéng rd tin suét: giam sé lwong tiéu ciu trong mau.

Cac réi loan toan than:

» rat thuong gép: phu chi duwéi,

» thudrng gdp: khd chju, mét nhgc.

Néu ban ghi nhén cé bAt ky tdc dung phu nao khéng duge

néu ra trong toa thube nay, hodic ndu bat ky tac dung phu nédo

tré nén trdm trong, hiy bao cho bac sThodc dwoc si.

DU'QC LUC HOC

Db6i khang chon loc kénh calcium vé&i tac déng true tidp trén
tim / ddn xuét benzothiazepine.
(COBDBO1: hé tim mach}

Diltiazem chen ddng calcium di vao xuyén qua mang té bao &
cée sei co tim, co tron mach mau, do vay l1am gidm lwong
calcium ndi bao dén gén Ién cac protein co thét,

Q déna vat:

Diltiazem lam tang Iwu lwong mach vanh ma khéng géy ra
hdi chirng “an cap” luu lwgng mach vanh. Diltiazem tac dong
1&n cac dong mach vanh nhd, thAn mach mau !&n va dong
mach bang hé. Tac dong gi&n mach nay xuat hién & lidu gay
ra anh hwdéng & mirc dd vira 18n khu vige cac déng mach
ngoai bién toan than, trong lic lai khéng géy ra tac dung
inotrop &m tinh,

O naudi:

Diltiazem lam tang lwu lwong mach vanh thong qua viéc lam
gidm strc can mach vanh.

Diltazem ldm gidm céng cla co tim do ¢6 hoat tinh 1am chany’

nhip tim va {&m giam sc can mach mau toan thén vira phai,
Khong co tac dung giam co s@i co trén md co tim khoe marh:
Diltiazem 1am gidm nhe nhip tim va ¢6 thé tao ra mot tae

dong rc ché nhe trén nit xoang bénh Iy. Thuéc iam cham sip,

 »
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“NHA SANXUAT

din truyén nhi-thdt do d6 nguy co gdy hlée nhi-thét.
Diltiazem khéng c6 tac dong trén sy dan truyén tai bo Hiss va
dutyng dan truyén duwéi bé Hiss,

Hiéu qua |am sang cla Diltiazem da dwgc chirng minh théng
qua nhitng nghién clru cé kidm soat trén tét ca cac dang dau
that ngue.

Cac tdc déna xuét hign khi adng sic:

» ¢di thién kha nang gang sirc

» gidm bién dé doan ST chénh xudng (dat 18i da v&i cling mat
mGc géng sire, nhip tim va tich s kép hang dinh khi lam
nghiém phap géng s(c)

Hon nita, do co tdc déng trén dau thét ngye do co thét mach
vanh kiéu Prinzmetal nén thudc da chirng minh dwoc tac
ddng bao vé chéng lai sy co thét cda mach vanh.

DUGQC BONG HOC £
O ngudi, diltiazem nhanh chéng dugc hép thu & rudt. Thude
hién dién trong mau sau khi ding 30 phut,

Néng dé dinh trong huyét tvong dat duoc sau 3-4 giv. Thai
gian ban hiy biéu kién trong huyét tuong ia 4-8 gig,
Diltazem gén 80-85% vé&i protein huyél trong. Diltiazem
duoc chuyén héa chil yéu tai gan, chat chuyén héa chinh co
hoat tinh 1a deacetyldiltiazem. Thube dugc thai trir qua mat
(65%) va qua nwéc tiéu (35%).

Chi c6 0,2 - 0,4% diltiazem dw&i dang khang thay doi dwgc
tim théy trong nwée tidu. NRin chung, cé mét maéi quan hé
chét ché gilra fiéu diing va nong do trong huyét twong, Bét ky
s\ gia tang liéu nao clng déu kéo theo sy gia tang ndng dd
thudce trong huyét tirong. Bidu nay goi ¥ réng khdng cé hién
{irgng bio hoa thubce.

Véi mét liéu ding hang dinh, néng @6 thudc trong huyét
twong dwec duy tri tvong déi hdng dinh.

Cling c6 mat mbi lién hé gitka ndng 4§ thubc trong huyét
twong va hiéu qua. Nong do thude trong huyét twong can dat
dén dé dat hiéu qua mong mudn |4 trong khodng 70 va 200
ng/ml. Con dau thét ngywc cdng nang thi néng 66 thudc trong
huyét twong cang phai cao.

Tinh chét dwge ddng hoc clia thube khéng thay ddi ngay ca
trong trirérng hep suy than. N&ng dd thudc trong huyét trong
O ngwdi gia va bénh nhan bj suy gan hay suy than thudng
cao hon so v&i & ngudi tré.

Diltiazem va cac chat chuyén héa clia né rat khé bj thdm tach.

QUA LIEV

Néu ding qua lidu chi dinh: cén hdi ¥ kién bac sT ngay.

Triéu chirng 18m sang cua ngd doc cép do diing qua lidu bao
gdm tut huyét ap ndng thdm chi tryy tim mach, cham nhip
xoang kém hay khéng phan ly dang nhjp va réi loan dén
truyén nhi-thét.

C4n diéu trj frong bénh vién: riva da day, loi tidu thdm thau,

Réi loan dan truyén co thé xt tri bing cach dat may tao nhip
tam thoi.

Céc thubc gidi déc: atropine, adrenaline, cac chét van mgch
cac thubc cd tac dung tdng co bdép hay tang nhip \t|m
glucagon va calcium gluconate truyén finh mach

BAO QUAN /

Dé thubc ngoai tm nhin va tAm tay clatréem.  ,
Khéng dwege dung thude qua théi han sir dung ed ghi bén
ngodi hdp thudc.

Béo quan thube & nhigt dd khéng quéa 30°C.,

Khéng dugc loai bd thude vao nwée thai hodic thing rac thai
gia dinh. Hay héi dwge sT céch huy bd nhitng thu C khéng
diing nay. Biéu nay sé gitip bao vé mai truding. .

Han ding: 36 thang ké tir ngay san xuét .;7[/

Tidu chudn: Nha san xuét.
Ng_ay cap nhét t& htwéng ddn sl dung: 10/2011 }
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