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Composition: Each capsule contains:
Diltiazem HCI

.................................................. 200 mg
Exclplentsiqis 0 wussssmmsamsmma 1 capsule
Indications, Contra-indications, Dosage,

Administration, Other Information :

See the enclosed leafletin box

Storage: In dry place, protected from light, not
exceeding 30°C.

Keep out of reach of children

Read carefully the leaflet before use

Ma s6 ma vach

Manufactured by

BINH DINH PHARMACEUTICAL AND MEDICAL EQUIPMENT JOINT STOCK COMPANY
No. 498 Nguyen Thai Hoc Street, Quang Trung Ward, Quy Nhon City, Binh Dinh Province, Viet Nam
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2. Dang bao ché: Vién nang cimg giai phong kéo dai

3. Dugec lwe hoc:

Nhém dwoe ly: Thube dbi khang (chen) calci, tri dau thit nguc

va tang huyét p

Ma ATC: C08DBO1

Duege Iy va co ché tic dung:

Loi ich didu trj véi diltiazem hydroclorid nhu cai thién sy thiéu

méu cuc by & co tim va 1am giam huyét 4p c6 thé lién quan t6i

kha nang 1am gian mach do wrc ché ludng nhép ciia ion calci vao

céc t& bao co tron cia mach vanh va ciia cdc mach méu ngoai

bién.

1.Tdc djng lén sw thidu mdu cuc bj co tim vi ciu oxygen co
tim

+Cdi thién sw cdn bdng gifta cung va cdu oxygen co' tim

Diltiazem hydroclorid 1am tang ludng méu & mach vanh vao cic

vung thidu mau cuc bd co tim biing cach lam gian dong mach

vanh chinh va cac nhanh bén (& ch6)

Diltiazem hydrochlorid {rc ché sy co thit dong mach vanh tim (&

khi va nguoi)

Diltiazem hydroclorid 1am giam tiéu thy oxygen & co tim ma

khong 1am giam luu lugng tim do 1am giam dugc hdu gianh va

nhip tim thdng qua sy gidn mach ngoai bién (& cho)

+ Tdc dung bao vé co tim

Diltiazem hydrochlorid giit vimg chirc nang tim va sy chuyén

héa nang lugng co tim, lam giam kich thudc nhdi mau co tim,

do trc ché sy nhap qua muc ion calci vao té bao trong trang thai

thiéu mau cuc bd co tim (& chudt céng)

2. Tic dung trén huyét dp

Diltiazem hydroclorid 1am giam dan dén sy tang huyét ap, mac

dAu thude nay tac dong manh trén huyét ap binh thudng (& chudt

cbng, nguoi); thudc ciing 1am giam sy ting huyét 4p do luyén

tdp ndng (& ngudi)

Diltiazem hydrochlorid lam giam huyét 4p ma khong lam giam

dong mau thin va ndo(¢ ché, nguoi)

Diltiazem hydroclorid 1am giam sy phi dai mach va co tim trong

khi 1am giam huyét ap (& chudt cong)

3. Tdc dung trén nhip xoang va h¢ dén truyén cia tim

Diltiazem hydroclorid kéo dai nhe cac khoang cach nhip xoang

tir phét, kéo dai thoi gian dén truyén nhi b6 Hiss, nhung khong

¢6 anh huéng t6i thoi gian din truyén b6 Hiss- tim thét (trén

cho, nguoi)

4. Dugc dong hoc:

Thuée duge hdp thu tt. Kha dung sinh hoc khoang 40% khi

chuyén héa qua gan 13n dAu, c6 thé tang khi dung thudc dai ngay

va khi tang liéu. Khoang 70 - 80% thudc lién két voi protein.

Phén bé: Diltiazem wa m& va c6 thé tich phan bd cao khoang tir

3 - 8 lit/kg. Diltiazem chuyén hoa chu yéu & gan. Hai chét

chuyén hoéa chinh 1a N - monodesmethyl va desacetyl diltiazem,

déu c6 tac dung duge ly khoang 25 - 50% so véi tic dung cia

diltiazem hydroclorid. Thudc dugc chuyén héa chdm & nhimng

ngudi bi suy gan, nhing chét chuyén héa thudong & dang lién

hop glucuronid va sulfat.

Thai trir: Diltiazem dugc thai tror dudi dang cdc san pham
chuyén hoa (khoang 35%) dang khong bién doi qua than khodng
2 - 4%; sb con lai, khoang 60% thai trir qua phan. Nua doi thii
trir ctia diltiazem trung binh khoang 6 - 8 gio nhung co the dao
dong tur 2 - 11 gio. Mac du nua doi thai trir cua thude khong
thay dbi khi dung nhic lai, van c6 mot lugng nho diltiazem cing
nhur chét chuyén héa desacetyl dugc tich liy trong huyét twong.

O ngudi cao tudi, ndng do trong huyét trong cao hon ¢ nguvi
tré, nhung khong c6 nhirng thay déi 1on vé mat dugc dong hoc
ctia diltiazem, Ndng do trong huyét tuong ¢6 xu hudng cao hon
& nhimg ngudi bénh xo gan do giam chuyén hoa oxy hoa. Vol
ngudi bénh suy than, khong can phai diéu chinh lidu vi nhimg
chét e ché dong calci thudng 6 1oi cho nguoi b'énh suy than

5. Quy cich dong goi: Hop 3 vi x 10 vién; Hop 10 vi x 10 vicn.
6. Chi dinh:

- Tang huyét ap v can (tir nhe dén trung binh):

- Pau tht ngyc én dinh

7. Liéu lwgng va cich dung:

* Céach dung:

Ché phim Bidizem®MR 200 1a ché phim giai phong kéo dai

dung mdi ngay 1 1an. Khong nén nhai vién, nén udng voi nuac,

t6t nhit trudce hay trong sudt bira an.

* Lidu luong:

Nguoi lon:
Tang huyét ap vo can (tir nhe dén trung binh) va dau that ngue
+ Liéu uong thdng thuong cho nguoi Ion la 200mg diltiazen

hydroclorid /14n/ ngay.

+ Liéu nay c6 thé tang 1én 400mg

+ C6 thé diéu chinh lidu dung tdy thudc tudi va triéu chimg cua
nguoi bénh.

Nguoi cao tuéi va bénh nhan suy gan, suy than:

+ Cén theo ddi nhip tim va néu nhip tim giam xudng dudi 50
nhip/ phut thi khong nén ting lidu. Nong do diltiazem ¢ thé b

tang lén & nhdm bénh nhén nay.

+ Dau thit nguc va tang huyét ap: Liéu khoi dau thuong 1a 01

vién nang Bidizem*MR 200/ ngay.

Tré em:

Chua c6 dir liéu vé an toan va hiéu qua ¢ déi tuong tré¢ em. Vi

vdy diltiazem khong dugc khuyén cao dung cho tré em.

8. Str dung cho phu nir ¢6 thai va cho con bi:

Chdng chi dinh Bidizem®MR 200 ¢ ngudi mang thai hodc ngui
¢6 thé co thai va ngudi dang cho con bu

9. Tédc dong cia thude khi l4i xe va vin hinh mdy:

Do téc dung lam ha huyét ap cua thude co thé gdy chong mat
hodc chodng vang, nguoi bénh cén than trong khi tham gia cac
hoat dong c6 rti ro 16n doi hoi su tinh tdo nhu lai xe lam viee

trén cao hodc van hanh may mac,...

10. Chéng chi dinh:

Chéng chi dinh Bidizem*MR 200 cho nhirng nguoi bénh sau

+ Nguoi ¢6 bénh tim sung huyét nghiém trong (c6 thé lam trim

trong thém céc triéu chimg bénh tim). ’

+Ngudi bi bléc nhi- thit do 2 va do 3 hodc ¢ hoi chimg yéu
nit xoang (nhip xoang chdm lién tuc (dudi 50 nhip/phut).
ngung xoang, bléc xoang- nhi,...) [co thé gap Gc ché qua mic
nhip xoang va ¢ ché dan truyén tim].

+Ngudi ¢6 tién st qua man cam voi bat ky thanh phin nao cua
thudc.

+Ngudi mang thai hodc co thé dang mang thai.

+Nguoi dang cho con ba

+Nguoi dang truyén Dantrolen (xem thém muc 12.Twong lic
thudc va cdc loai tuong tdc khdc)

H+Két hop véi ivabradin (xem thém muc 12)

v’




11. Thén trong: '

1/ Dung Bidizem ® MR 200 thin trong ¢ nhirng ngudi bénh
sau:

- Ngudi ¢ suy tim sung huyét (triéu chimg bénh tim c6 thé
trAm trong thém)

- Ngudi ¢6 nhip tim cham (duéi 50 nhip mdi phit) hogc 6 blée
nhi- thét do 1 (nhip xoang va dan truyén tim c6 thé bj wrc ché
qué mirc) hodc khoang PR kéo dai dugc phét hién trén dién tim
dd (ECG)

- Ngudi bi ha huydt 4p nghiém trong (huyét ap c6 thé bi giam
hon nira).

- Nguoi ¢6 réi loan nghiém trong vé chirc nang gan- than (tic
dung cua thube c6 thé ting 1én do giam chuyén héa, giam thai
trir). Céc chéng chi dinh va bién phdp phong ngia can duoc
quan sat cAn than va giam sat chat ch&. Pic biét 1a nhip tim, can
dugc tién hanh ltc bit dau dot diéu tr.

- Trong trudng hop gdy mé, bac sy gdy mé phai dugc thong bao
thong tin ring bénh nhan dang sir dung diltiazem. Sy suy giam
co bop tim, dn nhip va sy tu dong cling nhu sy gidn mach c6
lién quan véi cac thubc gay mé co thé dugc tang cudng boi cc
thubc chen kénh Calci.

- Didu tri véi diltiazem c6 thé lién quan t6i nhirng thay ddi tam
trang, bao gém ca trAm cam. Xéc dinh sém céc triéu ching lién
quan rit quan trong, dic biét 13 & nhimg bénh nhén d& méc.
Trong nhimg truong hop ndy, su ngimg thuéc nén dugc xem
Xét.

Diltiazem ¢6 tic dung wc ché nhu dong rudt. Vi viy nén sir
dung thén trong & nhirng bénh nhén ¢é nguy co tién trién tic
rudt.

Theo ddi cin than & bénh nhan dai thao dudng tiém 4n hogc co
biéu hién déi thao dudng 1a can thiét do kha nang tang glucose
mau.

Trong ché phim c6 chira Lactose monohydrat, do d6 can thén
trong voi nhimg bénh nhén ¢ tién sir khong dung nap dudng
hoc bi dai thdo dudng.

2/ Nhirng thin trong quan trong

- Ngimg dot ngét thudc déi khang calci s& 1am trigu chimg ning
thém. Véy khi mudn ngimg ding Bidizem ® MR 200, cn giam
liéu din din va theo ddi cin than ngudi bénh. Din do ngudi
bénh khong dugc ty y nging thudc néu chua xin y kién thiy
thudc.

- Do tac dyng lam ha huyét 4p ciia thudc, nén c6 thé gap chong
mit,... ngudi bénh can than trong khi tham gia vao cac hoat
ddng c6 rui ro 16n doi héi sy tinh tdo nhur l4i xe, lam viéc trén
cao, tiép xuc véi may moc,...

- Dung thudc khac chng loan nhip tim (disopyramid phosphat)
cung voi terfenadin c6 thé gay kéo dai quang QT cua dién tdm
db va loan nhip that.

Thin trong trong si dung

Vi vién nang Bidizem ® MR 200 dugc ép trong vi, nén dén do
ngudi bénh 14y thude khoi vi trude khi ubng.

Din do ngudi bénh khong drge mo hodc nhai vién nang.

12. Tuwong tic thudc va cic loai twong tac Khéc:

atenolol, ...)

Ché phim cua
Rauwolfia
(reserpin...)

cd bat thuong can giam
liéu hay ngimg mét
hogc cé hai thubc

nhip xoang va
din truyén tim,
lam giam co bop
sQi co tim  va
giam huyét ap.
Phai thdn trong
dac biét khi phdi
hop 3 thir thude
(Diltiazem
hydroclorid,
thude phong bé B,
ché pham
digitalis)

Ché pham cua
Digitalis
(digoxin,
metyldigoxin)

C6 thé gap nhip tim
cham, bléc nhi- tht,...
Céc tri¢u chimg ngd doc
digitalis (budn non, non,
nhtre dau, chodng vang,
thi giac bit thuong,...)
gdm ca loan nhip tim,
do ting nbng do ché
phidm digitalis  trong
mau. Lam dién tdm dd
va theo doi thuong ky
doc tinh cua digitalis.
Khi cén, dinh lugng
ndng do cua ché phim
digitallis  trong mdu.
Néu giip bit thuong, cin
giam lidu hay ngimg
mot hodc ca hai thube.

Céach phoi phop
ndy tao tac dung
hiép dong cong,
gay uc ché nhip
xoang  va dan
truyén tim. bic
bi¢t than trong
khi phdi hop 3
loai thude
(diltiazem
hydrochlorid.
thudc phong bé B,
ché pham
digitalis).
Diltiazem
hydroclorid ~ lam
tang n(*)ng do ché
phim digitalis
trong mau.

Thudc chéng

C6 thé gap nhip tim

Cach _phdi hop |

Tén thubc | Dau hiéu, tri¢u chimg | Co ché va yéu to
va diéu tri nguy co
Thudc c6 tac Co thé tang tac dung | Cach phdi  hop
dung chéng lam ha huyét 4p. Do | ndy mang lai tac
ting huyét ap | huyét 4p va didu chinh | dung higp ddng
(thude chéng | lidu lugng cia mdt hogc | cong 1am  giam
tiing huyét dp, ¢4 hai thubc huyét ap
cdc nitrat,...)
Phong bé beta C6 thé gap nhip tim Cach phdi hop
(bisoprolol cham, bléc nhi thit, | ndy mang lai tac
Jumarat, bléc xoang- nhi,... Theo | dung hiép ddng
propanol doi dién tam dd, va néu | cong, gay tc ché
hydrochlorid,

loan nhip tim | chdm, bléc nhi — thit, | ndy tao tic dung
(amiodaron ngung  xoang,...Lam | hi¢p ddng cong,
hydroclorid, dién tdm dd va khi co | gdy Gc ché nhip
mexiletin bat thudong, cdn giam | xoang, tc ché dan
hydroclorid) lifu hay ngimg mot | truyén tim.
hodc ca hai thude.
Aprindin Co thé gap cac tricu | Cach phdi hop
hydroclorid chimg do tang ndng do | ndy tac dung lén
(thuéc  chdng | cua hai thudc trong mau | enzym chung cho
loan nhip) (nhip tim chdam, bldc | ca 2 thude & gan |
nhi- thét, ngimg xoang, | (cytochrom P450)
run, chodang vang, mé | xic  tic  cho
sang,...). Theo doi chuyén hoa cia 2
thuong ky céc triéu thude, hau ,qua
ching 1am sang va lam | lam tang ndng do
dién tam dd néu cén. | cua ca hai thude
Néu gip bit thuong, | trong mau.
hay giam lidu hay
ngung mot hodc ca hai
thudc.
Thube  déi | Co thé gap cic triéu | Diltiazem

khang  calci
nhém
dihydropyridin
(nifedipin,
amlodiphin
besilat,..)

chung nhu ting tac
dung lam giam huyét
ap, do tang néng do chit
dbi khang cua calci
dihydropyridine. Theo
doi thuong ky cdc triéu
chimg lam sang. Néu
gap bit thuong, cin
giam lidu hodc ngimg
chét ddi khang cua calci
dihydropyridine.

hydroclorid ¢
ché enzym gan
(Cytochrom

P450) xuacs tac
cho chuyén hoa
cua nhimg thube
nay, hdu qua la
lam tang nong do
ctia cac thude nay
trong mau.

/

W




. Triazolam
(thudc ngii)

C6 thé gap nhimg triéu
chimng (nhu kéo dai gidc
ngl) do tang ndng do
triazolam trong mau.
Theo ddi thuong ky cac
tri¢u ching 1am sang.
Néu c6 bit thuong, cin
giam lidu hodc nging
dung triazolam

Midazolam
(thuée an thdn
gdy ngu)

C6é thé gap céc tridu
chimg (nhu ting tic
dung an thin va giy
ngu...) do tang ndng do
midazolam trong mau.
Theo ddi thuong ky cac
tri¢u chimg lam sang.
Néu gap bét thuong, cin
giam liéu hodc ngimng
dung midazolam.

Cylosporin
(Thude irc ché
mién dich)

Co thé gip cdc triéu
chimg (r6i loan chirc
ning than,...) do tang
ndng  do cyclospoﬁn
trong mau. Theo doi
thuong ky céac triéu
chimg lam sang. Khi
gip bét thuong, hay
giam lidu hodc ngimg
dung cylosporin.

Carbamazepin
(huéng than,
chéng  dgng
kinh, diéu tri
con hung
cam...)

Triéu chimg (budn ngy,
budn nén, nodn, chéng
mit...)do tang ndng do
carbamazepin trong
mau. Cén theo ddi
thuong ky céc triéu
chimg 1am sang. Néu
gap bt thuong cén
giam liéu hodc ngimng
dung carbamazepin.

Tacrolimus
hydrate (thudc
e ché mién
dich)

Co thé gip cac triéu
chimg (r6i loan chirc
nang than,...)do tang
nong dd tacrolimus
trong mau. Theo doi
thuong ky cac tri¢u
ching lam sang. Néu
gap bat thuong, can
giam lidu hodc ngimg
dung tacrolimus.

Selegiline
hydroclorid
(chéng
Parkinson)

Tac dung va doc tinh
cua Selegilien
hydroclorid c6 thé tang
1én. Theo ddi thuong ky
cic trigu chimg lam
sang. Néu gip Dbit
thudng, hay giam lidu
hogc  ngimg  ding
selegiline hydroclorid

Theophyllin
(gidn phé
quan)

C6 thé gap nhimg triéu
chimg (budn nén, nén,
nhirc ddu, méit ngu,...)
do ting ndng @
theophyllin trong mau.
Theo ddi thuong ky céc
tri¢u ching lam sang.
Néu gip bét thuong,
hdy giam lidu hojdc
ngung dung
theophylline.

Phenytoin

Co thé gap cdc triéu
chimg (thit diéu, chéng
mit, rung giat nhin
cdu,...) do ting ndng do
phenytoin trong mau.
Theo doi thuong ky cac
triéu chimg lam sang.
Néu gap bét thuong, cin
giam lidu hodc ngimg
ding phenytoin khi can.
Tac dung cua diltiazem
hydrochlorid ¢co  thé
giam.

Diltiazem
hydroclorid ¢
ché enzym gan

(cytochrom p450)

xuc tac cho |

chuyén hoa cua |

phenytoin,  hiu
qua la lam tang
nong do

phenytoin  trong |

mau. Va
phenytoin  cung
lam tang chuycn
hoa cua diltiazem
hydroclorid, nén
lam giam nong do
diltiazem

hydroclorid trong |

mau.

Cimetidin
(thudc doi
khdang o thu
thé H2)

Cilostazol
(thuéc ~ chdng
két tdp tidu
cdu)

Téc dung cua cilostazol
¢6 thé tang 1én.Theo ddi
thuong ky céc trigu
chimg 1am sang. Néu
gdp bét thuodng, can
giam liéu hoic ngimg
dung cilostazol.

Thudc tc ché
HIV protease

Co thé gap cac trigu
chung (lam tang tac
dung 1am giam huyét &p
, nhip tim chém,...) do
tang ndng do diltiazem
trong méau. Theo doi

Vinorelbine
tartrate

(chéng u dc
tinh)

Téc dung cua
vinorelbine tartrate c6
thé ting 1én. Theo doi
thuong ky cac tri¢u
chimg 1am sang. Néu
gip bét thuodng, can
giam lidu hodc ngimg
dung vinorebine
tartrate.

(ritonavir, thuong ky cac triéu
saquinavir, chimg 1am sang. lam
mesylate,..) | dien tam dd khi cin.
Néu gap bat thuong, cin
giam lidu hodc ngimg
diltiazem hydroclorid
Rifampicin Téac dung cua diltiazem |
(chéng lao) hydroclorid c6 thé giam.

Theo doi thudong ky cac
triéu chimg lam sang,
va néu co thé duoc thi
dinh luong néng do
diltiazem  hydroclorid
trong mau. Néu gdp bat
thuong, cin ¢ bién
phap thich hop nhu
chuyén sang cic thubc
khac hodc tang lidu
diltiazem hydroclorid

Céc thudc nay (¢

ché enzym gun
(cytochrom

P450), xuc tac
cho chuyén hoa

cua diltiazem
hydroclorid, héu-
qua la lam tang |
ndng do diltiazen,

hydroclorid trong
mau.

RlemplLl]l gay
cam Ung enzym
gan  (cytochrom
P450) xuc tac cho
chiuyén hoa cua
diltiazem
hydroclorid.  hdu
qua lam  giam
ndng do diltiazem
hydroclorid trong
mau

|
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Thude mé C6 thé gap nhip tim | Cach phdi hop
l(isojlu‘ran,‘ chdm, bléc nhi -thit, | ndy mang lai tac
enfluran, ngimg  xoang,...Lam | dung hi¢p dong
halothan...) dién t4m dd va khi gip | cong gy tc ché
bt thuong, cin giam | nhip xoang va irc
litu hay ngimg mot | ché din truyén
hodc cé hai thudc. tim
Thudc gian co | Tac dung cia thudc gian | Diltiazem tc ché
(pancuronium | co c6 thé ting 1én. Hay | sy tiét
bromid, quan sat tic dung cua | acetylcholin  tir
vecuronium thudc gian co, néu gip | céc ngon day than
bromid) bét thuong, cAn giam | kinh tién synap

cia chd ndi thin
kinh co.

litu hay ngimg mot
hodc ca hai thuéc

Thudc  tiém | Rung thit gdy tir vong | Sy két hop cua

truyén thuong dugc quan sat | mot chat déi khang

Dantrolen thdy & dong vat khi tiém | calci va Dantrolen
tinh mach verapamil va | 1a nguy hiém.
Dantrolen dugc dung
dong thoi.

Ivabradin Chdng chi dinh sir dung

dbng thoi Ivabradin vi
tdc dong lam cham nhip
tim cua diltiazem bj
tang thém

13. Tic dung khong mong mudn:

Thudc co thé gdy kho chiu it nhidu & modt s6 ngudi bénh.
Khoang 30% ngudi bénh ding thudc dugc ghi nhan gip tac
dung khong mong mudn lién quan dén kha nang gy gian mach
cua diltiazem. Nhing biéu hién hay gip nhit 12 nhic diu, budn
non, chong mit va phit ¢é chan. Khoang 2% c6 ban dj ting.
Thuong gap, ADR >1/100

Toan than: Phii ¢b chan, dau d4u, chong mit, nga ga.

Tuén hoan: Bldc nhi tht d¢ 1.

Tiéu héa: Budn ndn, tdo bon.

Da: Ngira ngdy, ngoai ban.

It gap, 1/1000 < ADR < 1/100

Nhip tim chdm, may day.

Hiém gép, ADR < 1/1000

Toan than: Ban & m3t voi cam gidc néng bung.

Tun hoan: Bléc nhi thit do 2 va 3, ngung xoang, dau tht nguc
tang thém, danh tréng ngue, tut huyét 4p, tim dap nhanh, ngoai
tam thu.

Tiéu héa: Phi loi, viém gan.

Da: Ban d6 da dang, phu Quincke.

Co xuong khép: Pau co, dau khop.

Thén kinh: Lu 13n hoic mét nga.

Ban do qua mén cam, thuong nhe va thoang qua nhung mét s it
truong hop c6 thé bi ban da dang, viém da tréc vay. Tang men
gan thodng qua va viém gan.

Diltiazem ciing gdy suy tim sung huyét, doi hoi chim séc ky
ngudi bénh khi c6 suy chirc nang thit trai
14. Qui liéu va cich xir tri:
Triéu chung:
Héu hét ngudi bénh udng diltiazem qua liéu s dan dén ha huyét
ap sau khoang 08 gio dung thudc. Nhip tim chidm va bldc nhi
thét tir do 1 chuyén sang do 3, ¢6 thé dan dén ngimg tim. Nua
doi thai trir cla diltiazem sau khi ding qua lidu vao khoang 5.5
dén 10,2 gio.
Diéu tri
Néu nguoi bénh dén sém: Cén rira da day va ubng than hoat dé
giam kha nang hip thu diltiazem. .
Trong trudng hop ha huyét dp c6 thé truyén dich vai mot thude
tang huyét ap (nhu dopamin, levarterenol bitartrat,
norepinephrin). Mudi calci ciing ¢6 thé giup ich trong diéu tri
giam huyét ap va giai quyét mot vai rdi loan tim mach khac, tuy
nhién dung mudi calci dé diéu tri ha huyét ap do qua liéu
diltiazem cho két qua mau thudn. Khi dung mudi calci tiém tinh
mach, ngudi bénh phai dugc theo doi calei huyét va ndng do ion
calci. Néu ¢6 tim dap cham, hodc bldc nhi tht do 2 hodc do 3,
¢6 thé tiém tinh mach atropine sulfat (0,6-1mg). Néu khong do,
¢6 thé than trong cho isoproterenol hydroclorid. Néu that bai ¢6
thé phai dit may tao nhip tim. Cac thude gidng than kinh giao
cam (nhu isoproterenol, dopamin, dobutamin) va thude loi tiéu
c6 thé dung dé diéu tri suy tim. Diltiazem khong bi loai bo bang
thdm phan méau hogc thAm phan mang bung.

Thong bdo cho Bdc st nhitng tic dung khong mong

mudn gap phdi khi si dung thudc.

15. Céc diu hiéu cin lru ¥ va khuyén cdo:
Xin xem cic ndi dung trén. Ngoai ra chua tim thiy thong tin
thém cho ndi dung nay.
Han dung: 24 thang ké tir ngay san xuét.
Bio quin: Noi khd, nhiét do khong qua 30°C, tréanh anh sang.
Dé xa tim tay ciia tré em.
Doc kj hwdng din sir dung triwéc khi dang.
Thudc nay chi ding theo don ciia bic sy.
Néu cin thém théng tin, xin héi y kién Bic si.
Ngay xem xét sira dbi, cp nhat lai ndi dung huong din sir
dung

Céng ty san xudit
CONG TY CO PHAN DUGC — TTBYT BINH DINH
(BIDIPHAR)
498 Nguyén Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh
Binh Dinh, Viét Nam
DT: 056.3846500 - 3846040 * Fax: 056.3846846
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To hwéng din sir dung thudc cho bénh nhén

n nang cimg giai phong kéo dai BIDIZEM® MR 200

- Thube nay chi dwoc dung theo don cua bdc sy.

- Théng bdo cho duoc sy hodc bdc sy nhitng tac dung khéng mong muon gap phai khi sie
dung thuéc.

1. Thanh phan ham lwong cia thube

- Hoat chét: Diltiazem hydroclorid...... 200mg

-Taduge: vira dl.....oooovevvevenniieeeeenn. 1 vién

(Ta dugc: Avicel, Lactose monohydrat, Aerosil, HPMC, Eudragit RS, Eudragit RI.,
Triethyl citrat, Titan dioxyd, bot Talc)

2. M6 ta san phidm

Vién nang cirng mau vang, bén trong c¢6 chira cac hat pellet nho, hinh cau hodc gan nhu hinh
cdu, mau tring, khéng mui.

3. Quy cach déng goi

Hop 3 vi x 10 vién; Hop 10 vi x 10 vién

4. Thuéc dung cho bénh gi?

- Tang huyét &p v6 can (tir nhe dén trung binh);

- Pau thit nguc 6n dinh

5. Nén dung thudc nay nhw thé nao va lidu lwong?

- Céach dung:

Ché phim Bidizem®MR 200 14 ché phim giai phong kéo dai dung mdi ngay 1 lan. Khong
nén nhai vién, nén ubng véi nudce, tot nhat trudc hay trong sudt bira an.

- Puong dung: Dung dudng ubng

- Liéu ding:

+ Vién nang cung giai phéng kéo dai Bidizem® MR 200 dugc st dung theo ding li¢u dung
chi dinh cua bac si - dugc si. Dua vao tinh trang cta tung bénh nhén, bac sy - duoc sy s¢ dua

ra chi dinh liéu phit hop

* M g >



- Bénh nhan va ngudi nha bénh nhén can tuan thi dung ché do lidu duoc ké trén don thude.

+ Nguoi cao tudi, bénh nhan suy gan, suy than can dugc theo doi nhip tim va néu nhip tim
giam xudng dudi 50 nhip/ phut thi can xem xét hiéu chinh lidu, str dung theo v kién bac s
dugc s¥.

+ Khong khuyén céo ding cho tré em vi chua c6 dir lidu vé an toan hiéu quéa & dbi tugng
nay.

6. Khi nao khong nén dung thudc nay?

+ Ngudi c6 bénh tim sung huyét nghiém trong (c6 thé lam trdm trong thém cac triéu chimng
bénh tim).

+Nguoi bi bléc nhi- that do 2 va do 3 hodc co hoi chimg yéu nat xoang (nhip xoang cham
lién tuc (dudi 50 nhip/phit), ngimg xoang, bldc xoang- nhi,...) [c6 thé gip tc ché qua muc
nhip xoang va trc ché dan truyén tim].

+Nguoi ¢6 tién sir qua min cam véi bat ky thanh phan nao cua thude.

+Ngudi mang thai hodc c6 thé dang mang thai.

+Nguodi dang cho con bu

+Ngudi dang truyén Dantrolen

+Két hop véi ivabradin

7. Tac dung khong mong mudn

Thudc ¢6 thé gay khé chiu it nhidu & mot s6 nguodi bénh. Khoang 30% ngudi bénh dung
thudc duge ghi nhan gip tac dung khong mong mudn lién quan dén kha ning gy gian mach
cta diltiazem. Nhitng biéu hién hay gap nhét 1a nhtrc dau, budn nén, chong mit va phu co
chan. Khoang 2% c6 ban di ing.

Thuong gap, ADR >1/100

Toan than: Phu ¢ chan, dau dau, chong mit, ngu ga.

Tuén hoan: Bldc nhi that do 1.

Tiéu hoa: Budn ndn, tdo bon.

Da: Ngira ngay, ngoai ban.

It gdip, 1/1000 < ADR < 1/100

Nhip tim cham, may day.
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Hiém gdp, ADR < 1/1000

Toan than: Ban & mdt v4i cdm gidc ndéng bung.

Tuén hoan: Bléc nhi that d6 2 va 3, ngimg xoang, dau thit ngyuc tang thém, danh trong nguc,
tut huyét ap, tim dap nhanh, ngoai tam thu.

Ti€u hoa: Phi loi, viém gan.

Da: Ban do da dang, phu Quincke.

Co xuong khép: Pau co, dau khop.

Thén kinh: La 14n hodc mét ngu.

Ban do qua min cam, thudng nhe va thoang qua nhung mot sd it truong hop co thé bi ban da
dang, viém da tréc vay. Tang men gan thodng qua va viém gan. '

Diltiazem ciing gdy suy tim sung huyét, doi héi cham soc k§ nguoi bénh khi ¢6 suy chae
nang that trai

8. Nén tranh dung nhirng thudc hoiic thwe phim gi khi dang sir dung nhirng thudc nay?
Cén thong bao ngay cho bac s§ néu dang st dung véi cac ché pham sau:

- Thudc c6 tac dung chéng ting huyét ap nhu thudc chen beta nhu: bisoprolol fumarat.
propanol hydrochlorid, atenolol,... va cac thudc chdng tang huyét ap khac;

- Ché phém cua Rauwolfia (reserpin, ...);

- Ché pham cua Digitalis nhu digoxin, metyldigoxin;

- Thudc chéng loan nhip tim amiodarone hydroclorid, mexiletin hydroclorid; aprindin
hydroclorid; |
- Thudc dbi khang calci nhom dihydropyridin nhu nifedipin, amlodiphin besilat,..;

- Thudc ngu/ thude an than gy ngu: triazolam, midazolam;

- Céc thudc hudéng than, chdng dong kinh, diéu tri con hung cam nhu Carbamazepin;

- Thudc chdng Parkinson: selegiline hydroclorid;

- Thudc gian phé quéan: theophyllin;

- Thubc chéng két tap tiéu cau: cilostazol;

- Thudc chdng u ac tinh: vinorelbin tartrat;

- Thuéc e ché mién dich: cylosporin; Tacrolimus hydrat. ..

- Phenytoin

- Thudc dbi khang & thu thé H2: cimetidin;



- Thudc e ché HIV protease: ritonavir, saquinavir, mesylat,...;

- Thudc chdng lao: rifampicin;

- Thudc mé: isofluran, enfluran, halothan,...

- Thudc gidn co: pancuronium bromid, vecuronium bromid...;

- Thudc tiém truyén Dantrolen;

- Ivabradin

9. Cin lam gi khi mdt 1in quén khong ding thudc?

Néu gan dén lan liéu tiép theo, bo qua liéu da quén. Khéng sir dung lidu gdp doi dé bu lai
liéu da bo qua.

10. Can bao quan thudc nay nhw thé nao?

Noi kho, nhiét d6 khong quéa 30°C, tranh anh séng.

o
11. Nhirng tri¢u chirng va dau hi¢u khi ding thudc qua liéu? 1259:
Hau hét nguoi bénh udng diltiazem qua lidu s& dan dén ha huyét ap sau khoang 08 gior dung ggg;
thudc. Nhip tim chdm va block nhi thit tir d6 1 chuyén sang do 3. c6 thé dan dén ngumg tim. ﬁm
Nira doi thai trir cia diltiazem sau khi ding qua lidu vao khoang 5,5 dén 10,2 gio. PH/AR‘
12. Can phai lam gi khi ding thudc qua liéu khuyén cao? if—g
Néu dung thude qua liéu duge chi dinh, lién hé bac s§ - duoc s§ hodc co sé v té gan nhét dé
duoc tu van va diéu tri kip thoi.
Néu ngudi bénh dén sém: Can rira da day va udng than hoat dé giam kha ning hép thu
diltiazem.
13. Nhirng diéu can thin trong khi dung thudc nay?
* Dung Bidizem ® MR 200 thdn trong o nhitng nguoi bénh sau:
- Nguoi ¢6 suy tim sung huyét (triéu chimng bénh tim c6 thé trim trong thém) "
- Nguoi ¢6 nhip tim cham (dudi 50 nhip mdi phut) hodc ¢6 bléc nhi- that do 1 (nhip xoang :

va dan truyén tim c6 thé bi trc ché qua mirc) hodc khoang PR kéo dai dugc phat hi¢n trén
dién tim d6 (ECG)

- Nguoi bi ha huyét ap nghiém trong (huyét ap c6 thé bi giam hon nira).

- Nguoi ¢6 ri loan nghiém trong vé chirc ning gan- than (tac dung cua thude ¢o thé tang lén

do giam chuyén hoa, giam thai trir). Cac chdng chi dinh va bién phap phong ngira can dugc



quan sat can than va giam sat chat ché. Dac biét 1a nhip tim, can dugc tién hanh luc bit dau
dot diéu tri.

- Trong truong hop giy mé, bac sy gdy mé phai dugc thong bao thong tin rang bénh nhén
dang sir dung diltiazem. Su suy gidm co bop tim, dan nhip va su tu dong ciing nhu sur gian
mach c6 lién quan véi cac thude gdy mé c6 thé dugc tang cudng boi cac thude chen kénh
Calci.

- Diéu trj v6i diltiazem c6 thé lién quan t&i nhitng thay déi tim trang, bao gdm ca tram cam.
Xac dinh sém cac tri¢u ching lién quan rit quan trong, dic biét 1a & nhitng bénh nhan d¢
méc. Trong nhitng trudng hop nay, su ngimg thude nén duge xem xét.

Diltiazem c6 tac dung uc ché nhu dong rudt. Vi vay nén sur dung than trong ¢ nhimng bénh
nhan ¢6 nguy co tién trién tic rudt.

Theo dbi can than & bénh nhan dai thao duong tiém 4n hodc ¢ biéu hién dai thao duong la
can thiét do kha ning ting glucose mau.

Trong ché phdm c6 chira Lactose monohydrat, do d6 can than trong véi nhimg bénh nhén ¢o
tién str khong dung nap dudng hoic bi dai thio duong.

* Nhitng than trong quan trong

- Ngirng dot ngodt thude ddi khang calci sé lam triéu ching ning thém. Vay khi mudn ngimg
dung Bidizem®MR 200, can giam liéu dan dan va theo doi can than nguoi bénh. Do do.
ngudi bénh khong duge tr y ngimg thude néu chua xin ¥ kién thay thudc.

- Do tac dung lam ha huyét ap ctia thude, nén c6 thé gip chong mat,... ngudi bénh can than
trong khi tham gia vao cac hoat dong co6 rui ro lon doi hoi su tinh tdo nhu lai xe, lam vice
trén cao, tiép xuc v6i may moc, ...

- Ding thudc khac chdng loan nhip tim (disopyramid phosphat) cung véi terfenadin co the
gay kéo dai quing QT cua di¢n tm d6 va loan nhip that.

14. Khi nao cin tham van bac s, dwgc s§?

Ban nén tham van béc si, duoc si trong nhitng trudng hop sau:

- Nguoi 16n tudi, ngudi c6 cac vén dé vé gan, than (vi lidu dung c6 thé dugc diéu chinh lai)

- Khi du tinh ¢6 thai, khi mang thai va cho con bu.

- Khi gdp vén dé vé kha ning nubt.

- Khi ding dong thoi cac ché phdm nhu da néu trong muyc 8 ctia to hudng dan nay.

¥
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- Khi chuén bj thyuc hién cac cudc phau thuat 16n can gy mé

- Khi ding qué liéu khuyén cdo.

Néu can thém théng tin xin héi y kién bdc sy hodc dwoc sy

15. Han ding cia thuoc

- Han ding: 24 thang ké tir ngay san xuét.

16. Tén, dia chi, biéu twong ciia nha san xuat

- Tén: CONG TY CO PHAN DUGQC — TRANG THIET BI Y TE BINH DINH (BIDIPHAR)
- Dia chi: 498 Nguyén Thai Hoc, phuong Quang Trung, thanh phd Quy Nhon, tinh Binh
Dinh

- Bi€u tugng nha san xuat:

Yl

Bidiphar

17. Ngay xem xét sira d0i, cip nhit lai ndi dung huwéng din sir dung thude
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