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Diltiazem STELLA 60 mg

Tén thudc

Diltiazem STELLA 60 mg

Céc dau hiéu luu y va khuyén céo khi dong thude

BE xa tam tay tré em

Boc ky hurémg dan sir dyng tnrére khi diing

Thanh phin cdng thic thude

Thanh phén hoar chat:

Diltiazem hydrochlode........ccooecncevicnvisniin doina i R A R P S L A BER A 60 mg
Thanh phin ta dupc:

Dicalci phosphat dihydrat, glycerol dibehenat. povidon K30, magnesi stearat, talc.

Dang bao ché

Vien nen.

Vién nén tron, mau tréng, hai mat khum, mot mét khic logo B, mdt mat khic “60",

Chi dinh

Bigu trj va du phong con dau that ngure,

Céach ding, ligu diing

Céch ding

Diltiazem STELLA 60 mg durge ding béing dhrirng udng. Udng thude véi mdt ly nuée tnrde
bla an.

Lidu ding

MNouen Jén: Ligu thurdmg diing 12 mar vién 60 mg x 3 13n/ngdy. Tuy nhién, dép Ung cta bénh
nhan cb thé thay ddi va nhu c&u ligu lrong cb thé khéc nhau dang ké gilra cac bénh nhan.
NEu can ¢6 thé t&ng ligu dén 360 mgfnoay. Ligu cao hon lén dén 480 mafngay Ja duoc sir
dung cé lgi & mit s6 bénh nhan déc biét 1A rong dau thit ngue khdng 6n dinh. Khdng cé
bang ching nao vE vide gidm hiéu qua & nbikng lidu cao nay.

Nouoi cao tudi va bénh nhan suy chire ndng gan hodc than: LiBu khdi ddu khuyén cdo 1a mit
vien 60 mg x 2 lan/ngay. Nén do nhip tim thudmg xuyén cho céc nhdm bénh nhan nay va
khéng nén tang ligu néu nhip tm gidm xudna dudi 50 nhip/phit.

Tré em: Tinh an toan va hiéu qua & tré em chuwa duoc thiét tap. V1 vay khuyén cao khong
dung diltiazem cho tré em.

Chéng chi djnh

M&n cam vii diliazem ho#ic bét ky thanh phin nao cia thubc.

R&i loan hoat ddng nat xoang.

Bldc nhl that do 2 va db 3.

Suy that tral kém theo sung huyét phéi,

Mhip tim cham dudn 50 nhipiohit.

Phu nir cho con ba.

DOng dbng thivi véi dantrolen Gém truyen.

K&t hop vén ivabradin,

B&nh nhan ha huy&t ap nang (huy&t 4p tm thu dwéi 90 mmHg).

Benh nhan bj nhdi mau co tim cap tinh va sung huyét phdi rén X-quang phai.

Canh bao va thén trong khi ding thusc

Can theo ddi chét ché d&i véi nhirng bénh nhan bj suy gidm chire ndng tam thét trai, nhip tim
ch&m (nguy co trém trong) hodc co blbe nhl that d6 1 hay khoang PR kéo dai dugc phét hign
trén dién tam dd (nguy co tram trong va hiém khi bldc hoan toan).

Tang nong db diltiazem trong huyét twong cé thé thdy & nguwri cao wdi va bénh nhan suy
thén ho&c gan. Nén cin than 1uén thi chdng chi dinh, than trong va gidm sat chat ché, déc
bi&t 12 nhip um khi bat 65u didu tr.

Trong trudng hop géy mé toan than, phai théng bao cho béac sTgéy mé bénh nhan dang ding
diltiazem. Tinh trang giam co bop, dan truyén va tinh ty ddng cia tim cling nhw gidn mach
mau do thubc gay mé cd thé bj gia tang bdi cac thudc chen kénh calgi.

Di2u rj bang diliazem c6 thé lien quan dén nhirng thay ddi v& tinh khi, bao gBm tram cam.
Quan trong 12 nhan biét sérm cac triéu chirng ¢6 lién quan, dac biét & nhirng b2nh nhan dé
mac. Trong trorémg hop nhu vay, nén xem xét ngung thude.

Diltiazem co tac dung rc ché nhu dang rudt. Vi vay nén dang than trong d&i v nhimg bénh
nhén cé nguy co tién trién tie rubt.

Cé&n theo dbi chn than dbi véi bénh nhan dai thaos dudmng 68m dn hodc 18 rdng do kha néing
1ang glucose mau.

Str dung thudc cho phu nlr ¢é thai va cho con ba

Phy ni) co thai

Co r&t it dir ligu tir vige sir dung diltiazem cho phy nir ¢6 thai. Diltlazem da dugc chirng minh
l& ¢ ddc tinh sinh san & mit s6 loai dang vat (chudt cong, chudt nhat, thd). Do doé, diltiazem
khéing duoc khuyén céo sir dyng cho phy ni cé thai, cling nhur & phuy nir €6 kha nang cé thai
lkhéng s&r dung bién phap tranh thai hiéu qua.

Phu nlr cho con b

Diltiazem bai bét qua sbra me va chura biél dugce anh hudng cé thé xay ra voi tré con ba, do
dd khong nén cho con bl trong théd gian dong thudc.

Anh hwéng ciia thubc 1én khé néng 14i xe, van hanh may méc

Trén co s& bao cao phan (rng co hai cia thube nhu chong mat, ngd ga (thurdmg gép), cb thé
thay d&i kha nang la xe va van hanh may méc. Tuy nhién, chua cé nghién ciru nao duge
thire hién,

Twomng tic, wong ky cia thude

Twong réic cua thude

Thuée chéng loan nhjp: Dilbazem cb dac tinh chéng loan nhip, do dé khéng nén ding phéi
hop von thude chiing loan nhip khac vi chung lam ting cac 1ac dyng ngoai y rén tim do phoi
hop tac dyng.

Khi ding phéi hop diltiazem v&i carbamazepin, ciclosporin va theophylin, dilliazem lam 1ang
nbng dé cac thube nay rong mau. Do dé can phéi digu chinh héu trong thivi gian phéi hep va
sau khi ngirng phdi hop.

ThuGc ddi khang thy thé H .- Khi stir dung cimendin hoAc ranitidin ddng thévi véi diltiazem, cac
thufc nay lam tang nong do cla dilbazem trong huyét trong.

Thube chéng déng kinh: Dilbazem co thé 1ang djc tinh cia carbamazepin.

Dilbazem cé thé duoc sir dung an loén ddng thot véi cac thube chen bela. thude loi tidu,
thudc Uc ché enzym chuyén va cac thudc 1 tng huyét ap khac; nhung khi ding phéi hop
cac thube nay. ngudn bénh cén phéi dugce theo déi thuéng xuyén.

Thubc chen alpha® Khi dung dong thol cac thuée chen thy thé alpha véi dilbazem (vi dy
prazosin) c&n phai theo ddi chat ché huyét ap dong mach. vi phéi hop 2 thudc nay cb thé gay
ra higp ding tac dyng lam giarm huyél ap cla ngudn bénh.

Danirolen (iém truyén). Rung nhi thét gay W vong thuong xuyén dugc quan sat thdy & dong
val khi dung duong tinh mach dong thon verapamil va dantrolen. Do do, c6 thé gay nguy hiém
khi dung déng thoi thube ddi khang calo va dantrolen.

lvabradin: Chong chi dinh dung dbdng thot vin vabradin do tac dung giam nhip om cong gbp
coa diltiazem von ivabradin,

Amijodaron. digoxin: Tang nguy co nhip tim cham: can than trong khi két hep vii diltlazem,
dac biél & nguron 160w va ki sir dung hgu cao.

Caéc dan xuél nitrar: Tang tac dung ha huyél ap va chodng vang (cling gdp tac dung gian
mach). O 141 ¢a nhirng bénh nhan dugc diEu 1 von thubic d6i khang calci. chi nén ké don cac
dén xvat niral & lizu tAng din.

Phenytom: Khi dong dong thdi véi phenytoin, diliazem cd thé lam tang ndng d¢ phenytoin
trong huyél tuong,

Acetylsalicylat: V1 tang nguy co chay mau do tac dyng ciing gip uém an trén sy kél tip téu
cau. nén than trong khi dung dong thoi acetylsalicylat von diltiazem.

Chdr can qguang ba X: Anh huéng rén bm mach (nhu ha huyél 4p) c6 thé tang & nhirng bénh
nhan diéu tn vé&i diltiazern khi bém Gnh mach nhanh md! chal can guang ba X dang ion héa.
BDac bigt than trong & nhikng bénh nhan ding dong théi diliazem va chal can quang va X.
Rifampicin: Nguy co giam nbng dd diliazem trong huyét wong sau khi bAt diu didu trj voi
rfampicin, Bénh nhén cin dugc theo ddl cln than ki bt d&u hodc ngung dibu trf rdampicin.
Lithi: Nguy co gia tang dic tinh than kinh do lithi.

Dilvazem dugc chuyén hoa biri CYP3A4. Co sy lang vira (< 2 [An) néng dd dilbazem trong
huyét wrong & vueng hop dung dding théi véi mt chéat bre ché CYP3A4 manh hon da dugc
ghi nhén. Nwéc ép budi chim cd thé lam tdng mic tép xuc ditiazem (1,2 [an). Bénh nhén
dung nuére ép budi chim nén dugc theo dii sir gia tang cac 1ac dung khdng mong mudn cia
dilvazem. Nén réanh ding nudc €p budi chim néu nghi ngdr cd sy Wwong tEc. Diliazem clng
I mot chét irc ché CYP3A4. DOng ddng thoi véi cac chit nén CYP3A4 khac c6 thé dan dén
s\ gia ting ndng d¢ rong huyél lwong cua thubc digu trj phéi hgp. Ding dong thai diltiazem
véi mit chét cdm (rng CYP3A4 cé thé din dén gidm ndng df diltiazem trong huyél wong.
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Statin: Diltiazem & mft chét rc ché CYP3A4 va lam ting dang ké AUC cla mdt sd statin.
Mguy co bénh co va tiu co van tang do ding dong thiri diltiazem véi statin dugc chuyén hda
b&i CYP3A4 (vi du atorvastatin, fluvastiatin, va simvastatin). Bi&u chinh liu statin cd thé cin
thigt. Khi cé thé, khuyén cao ding statin khéng dugc chuyén héa béi CYP3A4 (v du
pravastatin) vdi diltiazem,

Benzodiazepin (midazolam, triazolam): Diltiazem |am tang dédng k& ndng d) midazolam va
triazolam trong huyét trong va kéo dai théd gian ban thai. Nén chdm séc dac bigt nhirng bénh
nhan sir dung diltiazem khi k& don benzodiazepin tic dung ngan chuyén héa bdi CYP3A4.
Corticosteroid (methylprednisolon): Diltiazem ¢6 thé 1am ting ndng dj methylprednisolon
(thong qua sur tre ché CYP3A4 va c6 thé (rc ché P-glycoprotein). Bénh nhén can duec theo
dbi khi bédt dAu digu Irj wéi methylprednisclon. Bigu chinh lidqu methylprednisolon cé thé
cBn thir.

Thudc gdy mé: Chc thube chen kénh calci cd kha nding Iam t&ng rc ché co bép cor tim, tinh
dan truy&n, tinh ty dong cling nhur 1am gidn mach cla céc thudc gay mé. Nén digu chinh ligu
céin than cOa thudc gay mé va thudc chen kénh calci khi str dung ddng thi.

Buspiron: Khi ding déng théi, diftiazem ¢é thé lam tang tac dung va tang ddc tinh cla
buspiron. Bigu chinh héu tiép theo co thé can thiét rong qua trinh ding ddng théid v
diftinzem, va nén dira trén danh gia IAm sang.

Clonidin: Mhip xoang chdm din dén nhap vién va ding may tao nhip tim da dugc bao céo
lién quan dén viéc sir dung ddng thii clonidin véi diltiazem. Theo ddi nhip um & nhirng bénh
nhéin ding ddng theri diltiazem va clonidin,

Quinidin; Diltiazem lam 13ng dang ké AUC, .., thivi gian ban thai va 1am gidm dd thanh thai
durérng ubng cla quinidin trong (rng 1A 519, 36% va 33%. Theo ddi cdc tAc dung khéng
mong mufin cda quinidin va digu chinh liéu cho phi hep,

Tuong ky cia thubc

Do khéng c6 cdc nghién clru v& tinh trong ky cla thube, khdng trin 1an thude ndy véi céc
thubc khac.,

Téac dung khéing mong muén cia thude

Rt thudmg gp (ADR 2 1/10)

Toan tharn: Phi ngoai vi.

Thudng glip (14100 s ADR < 1/10)

Than kink: Bau d3u, chéng mat,

Tim: Bl6c nhi thét (co thé 12 dd 1, df 2 hodic dd 3; blée nhanh cé the ¥ay ra), danh trdng ngurc,
Mach: Bd birng.

Tiéu hoa: Tao bén, khé figu, dau da day, budn non.

Da va md dudi da: Ban db.

Toan than: Khé chiu.

ft gap (1/1.000 S ADR < 1/100)

T&m thén: Cang thang, mat ngo.

Tim: Mhijp tim cham.

Wfach: Ha huyét &p thé dirng.

Tigu hoa: Nan, tigu chay.

Gan-mét: TAng enzym gan (1ang AST, ALT, LDH, ALP).

Hiém gdp (1/10.000 S ADR < 1/1.000)

Tiéu hda: Khé miéng.

Da: May day.

Chura rd tn suét (khéng thé wét tinh tiy cdc di lidu cd6 sdn)

Mau va bach huyét: Giam tiéu cau.

Tam than: Thay ddi tam trang (gdm ca trdm cam).

Thén kinh: H&i chirmg ngoai thap,

Tim: Bléc xoang nhi, suy tim sung huy&t, nglrng *oang, nglmg tim (vé tAm thu),

Mach: Vigm mach {gdm ca viém mach mau hiry bach cau),

Tiéu hda: Tang san nurdéu.

Chuyén héa va dinh durdng: Tang glucose huyét.

Gan-mét: Viém gan.

Da va md dudi da: Nhay cam vdi anh sang (bao gdm day sirng dang lichen & wing da bép
xUc v&i anh sang mét tréi). phd mach, phat ban, hdng ban da dang (bao gdm hdi ching
Stevens-Johnson va hdi chirng hoai 1 da nhiém ddc), dé ma hai. viém da mac vay, héi ching
ngoai ban myn mu toan than cip tinh, thinh thodng ban da rdc vay ¢d hodc khdng cé siL
Hé sinh sdn va vi: Vi to & nam gidi.

Qua liEu va cach xir tri

Triu chikng

Hau hét ngurévi bénh udng diltiazem qué ligu sé dan dén ha huyét 4p sau khodng 8 gidr ding
thudc. Nhip tim ch@m va bldc nhT that tir dd 1 chuyén sang dd 3, c6 thé dan dén nglrng tm.
Théri gian ban thai cia diltiazem sau khi dung qua ligu vao khoang 5,5 - 10,2 gid.

Piéu trf

Néu ngudi bénh dén sém: Can na da day va udng than hoat dé giam kha néng hap thu
diltiazem.

Trong trrdng hop ha huyét &p cb thé truyén calci gluconat va cdc thudc dopamin, dobutamin
hodac isoprenalin. Trrérmng hop ngudi bénh b nhijp bm cham v& blde nhi that mirc dé cao co
th& dung atropin, isoprenalin. Néu that bai cd thé phai dit may tao nhip im.

Péc tinh dwere Iwe hoc

Nhém duge ly: Thude chen calci chon lpc cé tac dung tnsc tiép |én tim; dan chat benzo-
thiazepin.

Ma ATC: CO8DEO1.

Diltiazem I thudc chen kénh calei thudc dan xudt eda benzothiazepin. Thudc han ché sy
xam nhap kénh cham calci vao 1€ bao va do dé lam giam sir phong thich calci tir nei dy rlr
& ludi co trong. Didu nay dan dén giam s6 lueng calci o san trong (e bao, giam tiéu thy oxy
cOa co tim. Thudc lam ting kha nang géing suc va ca thién tit ca cac chi 56 cia thigu mau
cor tim cyc bd & bénh nhan dau that ngyre. Dilvazem lam gidn dong mach vanh lon. nhd va
lam giam sy co that cia con dau that ngyc do co mach (Prinzmetals) va dap ung voi
catecholamin nhung [t ¢ tic dyng trén mach mau ngoai vi. Do do khodng co kha néng phan
%a nhjp bm nhanh. Viéc giam nhe nhip bm cOng véi sy gia tng cung lurong tim guup céi thign
Wwéi mau co lim va lam cho tam that lam wigc It lai. Trong cac nghién curu tén ddng vaL
diluazem bao v& co bm chdng lai nhirng anh hudng cia thiéu mau cyc bd va lam giam cac
thiét hai do nhan qua nhigu calci vao 1€ bao co bm trong qua rinh (& ot mau.

béc tinh duge dgng hoc

Hap thu

Diliazem duge hip thu gan nhu hodn toan qua dudng béu hda sau khi udng nhung bj
chuyén héa qua gan lan dau nhiéu dan dén sinh kha dung khodng 40%. Ndng d¢ dinh trong
huyét trong dat dugc sau khodng 3 - 8 gidr ubng 1 lidu thude, ny thudc vao dang bao ché.
Phin bo

Khodng B0%6 diltiazem lign két véi protein huyét eong. Thude duge HEt vao sira me.
Chuyén hda

Thude duge chuyén hda nhidu & gan, chi yéu bdn cytochrom P450 isoenzym CYP3A4: mit
trong cac chdt chuyén hda, desacetyldiliazem, cé hoat tinh 25 - 50% so w&i diltiazem.
Thén gran bén thai cla diluazem khodng 3 - 8 gi¢, wy thude vao dang bao ché.

Théi trir

Khoang 2 - 4% h&u dung dugc bai tiét vao nudc béu dudi dang khdng déi va phan con lai
duoc bai vét vao mat va nude tiéu dudi dang chét chuyén hoa.

Dilvazem va cac chat chuyén hoa cda nd it bi thdm tach.

Quy cach dbéng gol

VI 10 wign. HOp 3 vl

Chal 100 vién. Hop 1 chai.

Pidu kién bao quan, han ding, tiéu chuédn chat lwgng cia thubc

Pigu kién bao quéan

Béo quan trong bao bl kin, noi khd, trdnh anh sang. Nhiét d§ khong qua 30°C.
Han ding

48 thang ké Wr ngay san xuit,

Tiéu chuéan chéat lugng

USP.

Tén, dja chl cla cor s&r san xudt thudc
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