BIDIZEM® 60

Thudc nay chi diing theo don thudc
Dé xa tdm tay tré em
Boc ki hiréng dan siv dung trwée khi ding

1. Thanh phan céng thikc thudc: Mbi vién nén chira:
- Thanh phan hoat chét:

Diltiazem hydroclorid ...........ooociiic, 60mg
- Thanh phan ta dugc: Lactose monohydrat, hydrogenated castor oil,
PEG 6000, magnesi stearat
2.Dangbao ché:
2.1. Dang bao ché: Vién nén
2.2. Mé ta dang bao ché: Vién nén mau tring, hai mét 161,
3.Chidinh:
- Phong nglra va didu tri 1au dai con dau thdt ngwc. KHONG chi dinh
cho cac con dau thét ngwe cap tinh.
-Didu tri tang huyét 4p nhe dén trung binh
4. Lidu diing va cach ding:
4.1.Liduding
- Ngueoi I6n: Lidu duy tri théng thwong la 1 vién (60 mg) x 3 1an mét
ngay. Tuy nhién, dap (ng bénh nhan co thé thay dbi va yéu céu lidu
lwong co thé khac nhau dang k& gitra cac bénh nhan. Néu can co thé
tang lidu 1&n dén 360 mg/ngay. Liéu cao hon lén dén 480 mg/ngay
dwoc ding ¢ lgi @ mot sd bénh nhan, dic biét 1a trong dau that nguc
khéng én dinh. Khong co bang chirng ndo vé& suy gidm hiéu qua &
nhirng lidu cac nay.
- Ngurdi gia va bénh nhan suy than:
Liéu kh&i dau khuyén cao la 1 vién (60 mg) x 2 1an mdi ngay. Nén do
nhip tim nén duwgc do thudng xuyén trong cac nhém bénh nhan nay va
khéng nén tang lidu néu nhip tim gidm xuéng dwéi 50 nhip/pht.
- Tré em: Khong khuyén cao siv dung cho d6i trong nay.
4.2.Céchdung
Dung dwong udng. Nubt ca vién véi motlwgng nude thich hop.
5.Chéng chidinh
- Qua man véi dittiazem hosc bat ky thanh phan nao clia thube.
- Hoi chirng suy nut xoang trir khi cé diing may tao nhip chirc nang tam
that.
- Mang thai; dang dw dinh c6 thai, phy ni¥ cé khd nang mang thai ma
khong dung bién phap tranh thai thich hop.
-Suy tim sung huyét.
- Hep ddng mach chi nang.
-Séctim.
- Ha huyét ap nghiém trong (huyét &p tam thu duéi 90 mmHg).
- Bléc nhi that 6 2 hodc do 3, triv khi dung may tao nhip tim chirc nang
tam thét.
- Cham nhip tim nang (dw&i 40 nhip/phat).
- Suy that trai véi tic nghén phéi.
- Diing déng theri véi dich truyén dantrolen.
-Kéthop véiivabradin.
-Réiloan chuyén hda porphyrin cap.
6. Canh bao va than trong khi diing thuédc
Nhirng bénh nhan cé vén dé di truyén hiém gdp khéng dung nap
galactose, thiéu hut Lapp lactase, hodc kém hép thu glucose-galactose
khong nén diing thuéc nay.
C&n quan sat chat ché nhirng bénh nhan cd chirc nang thét trai giam,
nhip tim cham (nguy co trdm trong) khodng PR kéo dai, hodc bi biéc nhi
that d6 1 phat hign trén dién tam d6 (nguy co’ trdm trong hon va hiém
khi bi bléc hoan toan).
Trwdc khi gay mé toan than, nguwdi dugc gay mé phai dwoc thdng bao
vé& viée diéu tri diltiazem lién tuc. Sy suy gidm co bép tim, truyén dan va
tinh ty dong, cling nhiw sy gidn n& mach mau ¢o6 lién quan t&i cac thubc
gay mé cb thé durgc ting curdng bdi cac thube chen kénh calci.
Tang nbng do diltiazem trong huyét trong co thé duoc quan sat thdy &
ngudi cao tubi va bénh nhan suy than hodc suy gan. Cac chdng chi
dinh va than trong can dwoc quan sat mot cach cén than va giam sat
chat chd, dac biét 1 nhip tim, cin dwoc tién hanh vao lGc bt dau didu
tri.
Céac tac nhan chen kénh calci, chéng han nhu diltiazem, ¢6 thé lién
quan t&i thay d6i tam trang, bao gdm ca tram cam.
Gibng nhuw cac chét dbi khang kénh calci khac, diltiazem c6é tac dung tre
ché nhu dong rudt. Vi vay nén si dung diltiazem than trong & bénh
nhan c6 nguy co phat trién tc rust.
7. Str dung thubc cho phu ni¥ ¢6 thai vacho con b
7.1. Str dung thuéc cho phu i ¢6 thai:

Co rat it div liéu tir viéc st dung diltiazem & nhi¥ng bénh nhan mang thai.
Diltiazem da dwoe chirng minh 1a ¢6 doc tinh sinh san & cac loai dong vat
(chudt cong, chudt, thd). Do d6 diltiazem khong dwoc khuyén céo trong thai
ky, cling nhw & phu nir c6 kha néng mang thai khong s dung bién phap
tranh thai hiéu qua.

7.2 Thoiky choconbu:

Diltiazem dwoc bai tiét trong sia me & ndng dd thap. Nén tranh cho
con b trong khi diing thudc nay. Néu sir dung diltiazem duwgc coi la can thiét,
nén ding mdt phuong phap cho an khac thay thé viéc cho con bu.
8. Tac dong ctia thubc khi lai xe va van hanh may

Céac phan trng thwong gap nhw chéng mét, khé chiu ¢6 thé anh hudng
dén kha nang lai xe va s& dung may méc. Tuy nhién, chwa co nghién
clru nao dugce thuee hién.

Khong nén 1ai xe hodc van hanh may khi gép cac triéu chieng trén.

9. Twong tac, twong ky cia thuéce

9.1. Twong tac cla thudc:

Chéng chi dinh ding déng thoi:

- Dantrolen (truyén): Rung that gay chét thwdng dwoc quan sat thdy &
dong vat khi dung ddng thdi verapamit tiém tinh mach va dantrolen. Do
d6, c6 nguy hidm tiém tang khi k&t hop mot chat déi khang calci véi
dantrolen,

- Chéng chi dinh diing ddng thdi voi ivabradin do tang tac dung lam
cham nhip tim cla diltiazem.

Thén trong khi ding déng thoi: ,

- Lithium: Nguy co ting doc tinh than kinh do lithium

- Cac dan xuét nitrat: Tang tac dung ha huyét a4p va choang vang (tac
dung gian mach cong gop): O t&t ca cac bénh nhan duoc didu tri bing
thudc ddi khang caici, vigc ké don cac dan xuét nitrat chi nén dworc thiee higén
& lidutang dan.

- Theophyllin: Tang ndng d6 theophyllin trong mau

- Cac chat dbi khang thu thé alpha: diéu tri déng thei v&i cac tac nhan
i khang thu thé alpha c6 thé tao ra hodc lam ning thém tinh trang ha huyét
ap. St két hop diltiazern véi chét d6i khang thy thé alpha chi nén duwoc xem
xét dwdi sip giam sat nghiém ngét huyét ap.

- Amiodaron, digoxin: Gia ting nguy co nhip tim cham: cin than trong khi
chiing dwoc két hop véi diltiazem, ddc biét 1a & ngudi lén tudi va khi ding
li8u cao. Nhin chung v&i thude ddi khang calci khac, diltiazem co thé gay ra
sty gia ting nhd ndng d6 digoxin trong huyéttwong.

- Chen beta: Kha nang bi loan nhip (nhip tim cham rd rét, cham nhip xoang),
rbi loan dan truyén xoang nhi, nhi that va suy tim (tac dung hiép déng). Sw
két hop nhw vay chi duwoc st dung dirdi su theo ddi Iam sang va ECG chat
ché, d3c bigt1a ltc bat dAu didu tri.

- Néng d6 trong mau clia cac chét chen beta véi sinh kha dung thép (vi du
propranolol) c6 thé dwoc tang 18n va da quan sat thay co sy gia tang nhe
ndng d6 cta cac glycosid tim.

- Céac thubc chdng loan nhip khac: vi diltiazem cé déc tinh chéng loan
nhip, viéc ké don ddng thoi voi cac thube chdng loan nhip khac khéng
dwoc khuyén cdo (nguy co gia ting tac dung phu tim mach). Sy két
hop nay chi nén dwoc sir dung dwdi sy theo ddi chat ché lam sang va
ECG.

- Carbamazepin: Tang ndng dd carbamazepin trong mau: Khuyén cao
dinh lwong ndng dé carbamazepin trong huyét twong va nén diéu chinh
lidu ding néu can thiét.

- Rifampicin: Nguy co' giam ndng d¢ diltiazem huyét twong sau khi bat
dhu didu tr voi rifampicin: Bénh nhan cin dwoc theo doi can than khi
bét dAu hoic ngung didu trj rifampicin.

- Thudc d6i khang thu thé H2 (cimetidin, ranitidin): Tang nong @6
diltiazem trong huyét twong. Bénh nhan dang dwoc diéu tri diltiazem
nén duoc theo dbi cAn than khi b4t ddu hodc ngirng didu tri thude ddi
khang H2. Sy didu chinh lidu diltiazem hang ngay c6 thé can thiét.

- Ciclosporin: Tang ndng do ciclosporin trong mau: Khuyén céo gidm
lidu ciclosporin, theo di chivc néng than, xac dinh néng dd ciclesporin trong
mau va didu chinh lidu diing khi didu tri két hop va sau khi ngung.

Théng tin chung

- Do tiém nang tac dung phy, can thiét chinh lidu c&n than & cac bénh
nhan dang dung diltiazem ddng thoi véi cac thubc khac duoc biét co
anh huéng dén sw co bop tim va/hoéc dn truyén.

- Diltiazem duoc chuyén hoa bdi CYP3A4. Mot sy gia tang vira phai (it
hon 2 14n) ndng do diltiazem huyét tuong trong tredng hop st dung
ddng thoi voi mdt chét e ché CYP3A4 manh hon da dwoc ghi nhan.
Diltiazem ciing |4 mot chét e ché ddng phan CYP3A4. S&r dung déng
thei voi cac co chat CYP3A4 khac ¢6 thé dan dén sy gia ting ndng do
trong huyét twong clia hai thubc didu tri phdi hop. St dung ddng thoi
diltiazem v&i mdt chat cam (rng CYP3A4 ¢6 thé dan dén giam ndng do
diltiazem trong huyét twong.

- Benzodiazepin (midazolam, triazolam); Diltiazem lam tang dang k&
ndng @6 trong huyét twong clia midazolam va triazolam va kéo dai thoi
gian ban thai cla chung. Nén thiwc hién cham sbéc dac biét khi ké don
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cac thubc benzodiazepin tac dung ngén chuyén hoéa béi CYP3A4
& nhirng bénh nhan str dung diltiazem.

- Corticosteroid (methylprednisolon): U'c ché qua trinh chuyén hoa
methylprednisolon (CYP3A4) va (rc ché P-glycoprotein: Bénh nhan can
dwoc theo ddi khi bat dau didu tri methylprednisolon. Bidu chinh lidu
methylprednisolon co thé can thiét.

- Cac statin: Diltiazem la mot chat trc ché CYP3A4 va da duoc chirng
minh 13 1am ting dang k& AUC clia m6t sb statin. Nguy co bénh co va
tiéu co’ van do cac statin chuyén hoa bdi CYP3A4 co thé dugc ting tén
khi s dung ddng thoi voi diltiazem. Khi c¢é thé, mot statin khong
chuyén héa qua CYP3A4 nén duwgc sl dung clng véi diltiazem, néu
khong phai giam sat chat ché cac du higu va triéu ching ngd doc
statin.

- Diltiazem lam tdng néng @6 trong huyét twong clia imipramin va co
kha néing cila cac thudc chbng trdm cam ba vong khéac.

- Cac thudc lam tang hoat dong microsom gan (nhw phenobarbital,
phenytoin) dan dén gidm ndng dé diltiazem trong huyét twong.

- Diltiazem da dwoc st dung mdt cach an toan trong phéi hop voi thudc
loi tidu. Khuyén céo theo dbi thwdng xuyén cac bénh nhan dwoc cho
dung kéthop nay.

- Pidu trj dittiazem hydroclorid dwoc tiép tuc ma khong c6 van @& trong
qua trinh gdy mé, nhung cac bac sT gay mé nén duoc thdng bao rang
bénh nhan dang duwoc cho diing thudc d6i khang calci.

- Co kha nang thudc chen kénh calci co thé thinh thoang lam gidm dung
napglucose.

9.2. Twong ky cha thudc:

Chura tim thdy thong tin v& twong ky cta thube.

10. Tac dung khéng mong muédn:

Tan suat: Rat phd bién (21/10); thuwdng gdp (21/100 dén <1/10); it gap
(21/1000 dén <1/100); hiém gap (21/10000 dén <1/1000); rat hiém gap
(£1/10000); chwra rd (khéng thé wérc tinh tir cac di liéu sin c6)

Ratphé | Thuong | figip | Hiém | Chwarg
bién gap gép
Réi loan Giam tidu cau
mau va hé
bach huyét
R&i loan Cang Thay d6i tam
tam than thang, mat trang (Bao
ngd gom ca trdm
cam)
Réi loan Nhirc dau, Hoi ching
hé than chéng mét ngoai thap
kinh
R6i loan Bléc nhi  [Nhip tim Bléc xoang
tim thét (c6 thé [cham nhi, suy tim
1a cac mire sung huyét
do dau tien,
thir hai
hodc thir
ba; bldc
nhéanh co
thé xay ra),
danh tréng
ngwc
Réi loan Bobing |Ha huyét Viém mach
van mach ap tw thé (bao gém ca
viém mach
trng dong
bach cau)
Réi loan Tao bon,|N6n mira, |Khé Téng san
tiéu héa khé  tiéujtiéu chay |miéng |nwdu
dau da day,
budn nén
Réi loan Tang men Viém gan
gan méat gan siéu vi
(AST, ALT,
LDH, ALP
tang)
Roi loan Chirng 4o [Mé day Nhay cam
da vamé da anhsang
dwéi da (Bao gbm day
sirng dang
dai tién khi
méat troi tié
xdc v&i bé
mat da),pht
mach, ndi

Ratphdé | Thwong | jtgip | Hiém | Chward
bién gap gdp

man dé, hédng
ban da dang
(bao gdm hai
chirng
Steven-
Johnson va
doc tinh hoai
tir bidu bi), d6
md hoi, viém
da tréc vay,
mun mi
ngoai ban cap
tinh, doi khi
ban dd troc|
vay co hoéac|
khong ¢o s6t

Réi loan Chirng to va

hé théng & nam gi&i

sinh san

va ngwe

Cac réi Phi ngoai | Khé chiu

loan chung| bién

va tinh

trang ving

s dung

Céac tai lidgu hién nay cho thay nhitng &nh hwéng cla gidn mach déc
biét 13 phil méat ca chan phu thudc lidu va thudng gép & ngudi cao tudi.
11. Qua lidu va cach xir tri:
11.1. Qualiéu:
Céc tac dung 1am sang cla qua lidu cip tinh cé thé bao gdm ha huyét
ap 16 rét, co thé dan dén nga quy, cham nhip xoang c6 hodc khong co
phan ly nhip tim va réi loan dan truyén nhi that.
11.2. Cach xir tri khi dung thubc qua lidu:
Viéc didu tri trong bénh vién bao gdm rira da day va/hoidc gay lyi tiéu
thdm thau. Cac rdi loan dan truyén cé thé duogc khac phuc bang cach
tao nhip tim tam théi. Phwong phap didu tri duoc d& xudt: atropin, thudc
co mach, thudc co bop, glucagon va calci gluconat tiém truyén.
12. Théng tin vé dwgc Iy, 1am sang
12.1Pactinh dwoclwe hoc:
Nhém duoc Iy: Thubce dbi khang caldi, tri dau thét nguc va tang huyét ap
MaATC: CO5AED3
Duoc Iy va co ché tac dung:
Diltiazem lam gidm lwong calci di qua kénh calci vao cac t& bao co tron
mach mau va t& bao co tim mdt cach ¢ chon loc. Viéc nay lam gidm
ndng d6 calci ndi bao l& tac nhan kich hoat protein co bdp. Hoat ddng
nay cla diltiazem din dén sy gian n& cla ddng mach vanh gay ra
sty gia tang cung cp oxy cho co tim. No 1dm gidm hoat déng tim bang
cach didu chinh nhip tim va lam gidm khang lwc mach mau, do dé lam
gidm nhu cau oxy.
Khi diltiazem dugc st dung don 1& hodc ding chung véi tac nhan chen
beta thi tac dung co thét co tim gidm nhe dwoc bao cao & bénh nhan cé chirc
néng thatbao ton.
12.2Pactinh dwgc ddng hoc:
H4p thu: Diltiazem dwoc hap thu nhanh chéng va gan nhw hoan toan
qua dudng tiéu hoa sau khi ubng, nhung bi chuyén hoa 1an dau qua gan
manh.
Phan bd: Sinh kha dung dugc bao cio khodng 40% méc du co sw khac
biét dang ké trong ndéng d6 huyét trong & tirng ca nhan.
Khoang 80% diltiazem gén két véi protein huyét twong.
Chuyén héa: Diltiazem chuyén hoa nhanh & gan, mét trong nhitng chét
chuyén héa, diltiazem desacetyl 44 dwgc bao cao ¢6 25 ~ 50% hoat tinh
chiathube gbe.
Thai trir: Thoi gian ban thai dwoc bao cao khoang 3 — 5 gio. Khoang 2 —
4% fidu dwoc bai tiét qua nwdc tiéu & dang khdng ddi va phan con lai
thai ra dwdi dang cac chét chuyén hoa trong mat va nwéc tidu.
13. Quy cach déng géi: Hop 3 vix 10 vién. HOp 10 vix 10 vién
14. Didu kién bao quan, han dung, tiéu chudn chét lwgng cua thudc
14.1 Didu kién bado quan: Noi khd, nhigt @6 khdng qua 30°C, tranh anh
sang.
14.2 Han dung: 24 thang k& tir ngay san xuét.
14.3 Tiéu chuén chativgng: USP
15.Tén, dia chi co's& san xuit
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