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Diltiazem STELLA 60 mg

Tén thudc -

Diltiazem STELLA 60 mg

Cac dédu hiéu lwu y va khuyén céo khi dung thuéc

DEé xa tam tay tré em

bBoc ki hwéng dan st dung trwedre khi diing

Thanh phan cong thirc thudc

Thanh phan hoat chét:

B R T Tl N T 130 (5 iy s ot R p dtpvssind S yssadero s s 60 mg
Thanh phéan ta duwoc:

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

Vién nén.

Vién nén tron, mau tring, hai mat khum, mot mat khac logo “Qg ", mot mat khac “60”.

Chi dinh

pieu tri va dw phéng con dau that nguec.

Cach dung, liéu dung

Cdch ding

Diltiazem STELLA 60 mg duwoc ding bang dwedong uéng. Udng thubc véi mot ly nwdc trede
bira &n, udng nguyén ven vién thuéc, khong dugc nhai, bé, nghién.

Liéu ding

Nguwoi [on: Liu thwdng dung la mét vien 60 mg x 3 [an/ngay. Tuy nhién, dap ng ctia bénh
nhan co thé thay ddi va nhu cau ligu lwong co thé khac nhau dang ké gitra cac bénh nhan.

Né&u can cé thé ting litu dén 360 mg/ngay. Liéu cao hon Ién dén 480 mg/ngay da duoc st
dung cé lgi & mot sé bénh nhén dac biét la trong dau that ngwc khéng 6n dinh. Khong co
bé&ng chirng nao ve viéc gidm hiéu qua & nhirng lieu cao nay.

Ngm?‘ﬁ cao tubi va bénh nhén suy chikrc ndng gan hodc than: Liéu khéi dau khuyén cao la mot
vién 60 mg x 2 Ianfm;.}a},r Nén do nhip tim thurdng xuyén cho cac nhom bénh nhan nay va
khong nén tang lieu néu nhip tim giam xudng dudi 50 nhip/phat.

Tré em: Tinh an toan va hiéu qua & tré em chuwa dugc thiét 1ap. Vi vay khuyen cao khéng
dung diltiazem cho tré em.

Chéng chi dinh

Man cam vai diltiazem hoéc bat ky thanh phan nao cta thudc.

R6i loan hoat ddng ndt xoang.

Bloc nhi that do 2 va do 3.

Suy thét trai kém theo sung huyét phoi.

Nhip tim cham du¢i 50 nhip/phut.

Phu nir cho con bu.

Dung dong thoi véi dantrolen tiém truyén.

Két hop v&i ivabradin.

Bénh nhan ha huyét ap nang (huyet ap tam thu duéi 90 mmHg).

Bénh nhan bi nhéi mau co tim cap tinh va sung huyet phdi trén X-quang phoi.

Canh bao va than trong khi ding thubc

Can theo ddi chat ché déi v&i nhirng bénh nhén bi suy gidm chirc néng tam that trai, nhip tim
cham (nguy co tram trong) hodc cé biée nhi that do 1 hay khoang PR kéo dai dwoc phat hien
trén dién tam do (nguy co tram trong va hiém khi bléc hoan toan).

Tang ndng do diltiazem trong huyét trong co thé thdy & ngudi cao tubi va bénh nhan suy
than hodc gan. Nén cén than tuan th chéng chi dinh, than trong va giam sat chét ché, dac
biét 1a nhip tim khi bat dau diéu tri.

Trong trrdng hop gay mé toan than, phai thdng bao cho bac sTgay mé bénh nhan dang dung
diltiazem. Tinh trang giérn co bép, dan truy‘én va tinh tw dong ctia tim clng nhw gidn mach
mau do thudc gay mé co thé bi gia tdng bé&i cac thudc chen kénh calci.

Pidu tri bang diltiazem c6 thé lién quan dén nhung thay doi vé tinh khi, bao gom tram cam.

Quan trong 1a& nhan biét sm céc triéu chirng co6 lién quan, dac biét & nhirng bénh nhan dé

mac. Trong trurd'ng h:;vp nhw vay, nén xem xét ngwng thudc.

Diltiazem c¢6 tac dung ¢ ché nhu ddng rubt. Vi vay nén dung than trung doi UD’I nhung bénh
nhan c6 nguy co tién trién tac rudt.

Can theo doéi can than ddi véi bénh nhan dai thdo dwdng tiém an hoac rd rang do kha nang
tang glucose mau.

Str dung thuéc cho phu nir cé thai va cho con bu

Phu nir co thai

C6 rét it dir liéu tlr viéc sir dung diltiazem cho phuy ni¥ c6 thai. Diltiazem d& dwgc chirng minh
la ¢é doc tinh sinh san & mot s6 loai ddng vat (chunt cong, chudt nhat, thé) Do dd, diltiazem
khéng duwoc khuyén céo str dung cho phu ni cé thai, cling nhw & phu ni¥ c6 kha nang c6 thai
khong st dung bién phap tranh thai hiéu gua.

Phu ni¥ cho con bu

Diltiazem bai tiét qua stra me va chua biét dwgc anh hudng co thé xay ra véi tré con b, do
d6 khong nén cho con b trong théi gian dung thudc.

Anh hwéng cta thudc 1én kha ndng l4i xe, van hanh may méc

Trén co s& bao céo phan tkng ¢6 hai cia thude nhw chéng mat, ngu ga (thuﬁ:fng gap), cé thé
thay d6i kha nang lai xe va van hanh may maéc. Tuy nhién, chwa cé nghién ctru -nao dugc
thire hién.

Twong tac, twong ky, cua thude

Twong tac cua thuéc

Thuéc chéng loan nhip: Diltiazem cé d&c tinh chéng loan nhip, do d6 khéng nén dung phoi
hop véi thude chéng loan nhip khac vi chiing lam téng cac tac dung ngoai y trén tim do phoi
hop tac dung.

Khi dung phm hop diltiazem v&i carbamazepin, ciclosporin va theophylin, diltiazem |am ting
ndng do cac thudc nay trong mau. Do dé can phai diéu chinh liu trong thei gian phoi hop va
sau khi ngirng phoi hop.

Thubc d6i khang thu thé H.,: Khi str dung cimetidin hodc ranitidin dong thoi voi dll'[lElZEl'n cac
thubc nay lam tang nong ﬁﬂ cuia diltiazem trong huyét twong.

Thuéc chéng dong kinh: Diltiazem ¢6 thé tang doc tinh ctia carbamazepin.

Diltiazem c¢6 thé dwoc st dung an toan dong thoi v&i cac thudce chen beta, thude loi tiéu,
thudc (rc ché enzym chuyen va cac thudc tri tdng huyét &p khéc; nhwng khi dung phoi hop
cac thudc nay, ngwdi bénh can phai duoc theo dai thuedng xuyeén.

Thuéc chen alpha: Khi dung dong thoi cac thude chen thu thé alpha v6i diltiazem (vi du
prazosin).can phai theo doi chat ché huyét ap d{png mach, vi phdi hop 2 thudc nay c:n thé gay
ra hiép dong tac dung lam gidm huyét ap cta nguoi bénh.

Dantrolen (tiém truyén): Rung nhi that gay tlr vong thurd'ng Xuyén du*crc quan sat thay & dong
vat khi dung dwdng tinh mach déng thoi verapam:l va dantrolen. Do do6, cé thé gay nguy hiém
khi dting déng thoi thude doi khang calci va dantrolen.

Ivabradin: Chung chi dinh dung déng thD’i v@i ivabradin do tac dung g:ém nhip tim cdng gop
cua diltiazem vai ivabradin.

Amiodaron, digoxin: Tang nguy co nhip tim cham; c”an than trong khi két hop voi diltiazem,
d&c biét & nguoi 1&n tubi va khi st dung liéu cao.

Céc dan xuét nitrat: Tang tac dung ha huyét ap va choang vang (céng gop tac dung gién
mach). O tét ca nhitng bénh nhan dwoc diéu tri véi thude dbi khang calci, chi nén ké don cac
dan xuét nitrat & lieu tang dan.

Phenytoin: Khi ding dong thoi véi phenytoin, diltiazem co the lam téng nong do phenytoin
trong huyét twong.

Acetylsalicylat: Vi tdng nguy co chay méau do tac dung cong gop tiém &n trén sir két tap tiéu
cau, nén than trong khi dung dong th&i acetylsalicylat voi diltiazem.

Chét can quang tia X: Anh hudng trén tim mach (nhu ha huyét ap) co thé tang & nhirng bénh
nhan diéu tri v&i diltiazem khi tiém tinh mach nhanh mot chat can quang tia X dang ion hoa.
Pac biét than trong & nhitng bénh nhan dung déng thoi diltiazem va chat can quang tia X.
Rifampicin: Nguy co gidm nong do diltiazem trong huyet twrong sau khi bat dau diéu tri voi
rifampicin. B&nh nhan can dwoc theo di can than khi bat dau hoac nguwng diéu tri rifampicin.
Lithi: Nguy co gia tang dbc tinh than kinh do lithi.

Diltiazem dwoc chuyén héa b&i CYP3A4. C6 sy téng vira (< 2 1an) nong do diltiazem trong
huyét twong & treeong hop dung ﬂnng thoi v&i mot chét e ché CYP3A4 manh hon dé dugc
ghi nhan. Nudc ép budi chum cé thé lam tang muc ti€p xdc diltiazem (1,2 lan). Bénh nhan
diing nuéc ép budi chim nén dwgc theo doi s gia tang cac tac dung khéng mong muén cua
diltiazem. Nén tranh dung nm:rc ép bl.rr:‘.'rl chum néu nghl ngir co suw trong tac. Diltiazem cling
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Statin: Diltiazem |a mdt chat (¢ ché CYP3A4 va lam tang dang ké AUC clha mdt so statin.
Nguy co bénh co va tiéu co van téng do dung dong thoi diltiazem véi statin duoc chuyén héa
b&i CYP3A4 (vi du atorvastatin, fluvastatin, va simvastatin). Biéu chinh liéu statin c6 thé can
thiét. Khi c6 thé, khuyén céo dung statin khong dugc chuyén héa bdi CYP3A4 (vi du
pravastatin) véi diltiazem.

Benzodiazepin (midazolam, triazolam): Diltiazem lam tang dang k& néng dé midazolam va
triazolam trong huyét trong va kéo dai thoi gian ban thai. Nén chém sdc dac biét nhirng bénh
nhan st dung diltiazem khi ké don benzodiazepin tac dung ngén chuyén héa béi CYP3A4.
Corticosteroid (methylprednisolon): Diltiazem c6 thé lam tang nong do methylprednisolon
(thdng qua sur trc ché CYP3A4 va co6 thé trc ché P-glycoprotein). Bénh nhan can duoc theo
ddi khi bt dau didu tri véi methylprednisolon. Biéu chinh liéu methylprednisolon cé thé can
thiét.

Thubc gdy mé: Cac thubc chen kénh calci ¢ kha néng lam tang (rc ché co b6p co tim, tinh
dan truy@n, tinh tw dong cling nhw 1am gidn mach cua cac thudc gay mé. Nén diéu chinh lieu
can than clia thufc gay mé va thude chen kénh calci khi sir dung déng thoi.

Buspiron: Khi dung ddng thei, diltiazem c6 thé lam tang tac dung va tang dfc tinh cua
buspiron. Diéu chinh liéu ti€p theo cd thé can thiét trong qua trinh ding doéng thoi voi
diltiazem, va nén dua trén danh gia lam sang.

Clonidin: Nhip xoang chdm dan dén nhap vién va dang may tao nhip tim da dugc bao cao
lién quan dén viéc str dung dong thoi clonidin véi diltiazem. Theo ddi nhip tim & nhirng bénh
nhéan dung déng thoi diltiazem va clonidin.

Quinidin: Diltiazem lam tang dang ké AUC .. thoi gian ban thai va lam giam do thanh thai
dudng udbng cua quinidin twﬂng rng la 51% 36% va 33%. Theo doéi cac tac dung khong
mong mudn clta quinidin va diéu chinh li€u cho phu hop.

Twong ky cua thudc

Do khéng c6 cac nghién ciru v& tinh trong ky ctia thubc, khdng tron 1an thude nay véi cac
thudc khéc.

Tac dung khéng mong muén cua thudc

Rét thuong gdp (ADR 2 1/10)

Toan than: Phu ngoai vi.

Thwong gadp (1/100 < ADR < 1/10)

Than kinh: Bau dau, chéng mat.

Tim: BI&c nhi'that (c6 thé 12 db 1, d6 2 hoac G 3; bléc nhanh c6 thé xay ra), danh tréng nguec.
Mach: D6 birng.

Tiéu héa: Tao boén, kho tiéu, dau da day, budn ndn.

Da va mo6 dwdi da: Ban do.

Toan than: Kho chiu.

it gap (1/1.000 s ADR < 1/100)

Tam than: Cang thang, mét ngq.

Tim: Nhip tim cham.

Mach: Ha huyét ap thé ding.

Tiéu héa: Nbn, tiéu chay.

Gan-mat: Tang enzym gan (tang AST, ALT, LDH, ALP).

Hiém gdp (1/10.000 < ADR < 1/1.000)

Tiéu hoa: Khd miéng.

Da: May day.

Chura ré tan sudt (khéng thé wérc tinh tir cdc di¥ liéu cé sédn)

Mé&u va bach huyét: Giam tiéu cau.

Tam than: Thay doi tdm trang (gdm ca tram cam).

Than kinh: Hoi chirng ngoai thap.

Tim: Bl6c xoang nhi, suy tim sung huyét, nglrng xoang, ngirng tim (v tam thu).

Mach: Viém mach (gdm ca viém mach mau hdy bach cau).

Tiéu hoéa: Tang san nudu.

Chuyén héa va dinh dwong: Tang glucose huyét.

Gan-mat: Viém gan.

Da va mé dudi da: Nhay cam véi anh sang (bao gdm day sirng dang lichen & ving da tiép
xtic véi &nh sang mat trdi), phil mach, phat ban, hong ban da dang (bao gom hoi chirng
Stevens-Johnson va hoi chu'ng hoai t&r da nhiém dac), d6 md hai, viém da tréc vay, hdi chirng
ngoai ban mun mu toan than cap tinh, thinh thoang ban da tr6c vay co hoac khong co sot.
Hé sinh san va vd: Va to & nam gioi.

Qua liéu va cach xur tri

Triéu chirng

Hau hét ngwdi bénh ubng diltiazem qua lidu sé dan dén ha huyét ap sau khoang 8 gi¢ dung
thudc. Nhip tim cham va bléc nhi thét tir dd 1 chuyén sang dd 3, c6 thé dan dén ngirng tim.
Thoi gian ban thai clia diltiazem sau khi ding qua liéu vao khoang 5,5 - 10,2 gio:

Diéu tri

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

Trong tried'ng hop ha huyét ap cé thé truyén calci gluconat va cac thudc dopamin, dobutamin
hodc isoprenalin. Tredng hop ngwdi bénh bi nhip tim cham va bléc nhi that mic do cao co
thé ding atropin, isoprenalin. Néu théat bai cé thé phai dat may tao nhip tim.

Péac tinh dweoc Iwe hoc

Nhém duwoc ly: Thube chen calci chon loc c6 tac dung truc t|ép Ién tlm dan chat benzo-
thiazepin.

Ma ATC: CO8DBOL.

Diltiazem |a thuSc chen kénh calci thudc dan xuét cla benzothiazepin. Thudéc han ché sy
xam nhap kénh cham calci vao té bao va do dé lam giam s phong thich calci itr noi dur trir
& lwdi co trong. Pigu nay dan dén giam so lwgng calci ¢ san trong té bao, giam tiéu thu oxy
clia co tim. Thudc lam ting kha nang gang strc va cai thién tat ca cac chi s6 cua thiéu mau
co tim cuc bd & bénh nhan dau that ngire. Diltiazem lam gidn ddng mach vanh lén, nho va
lam gidm sw co that clia con dau that ngwc do co mach (Prinzmetals) va dap tng voi
catecholamin nhung it c6 tac dung trén mach mau ngoai vi. Do dé khéng c6 kha nang phan
xa nhip tim nhanh. Viéc gidm nhe nhip tim cting v&i sy gia téng cung lweng tim gidp cai thién
twéi mau co tim va lam cho tAm that lam viéc it lai. Trong cac nghién clru trén dong vat,
diltiazem bao vé co tim chéng lai nhirng anh hwéng ctia thi€u mau cuc bg va lam giam cac
thiét hai do nhan qua nhiéu calci vao té bao co tim trong qua trinh tai twéi mau.

Pac tinh dwoc dong hoc

Héap thu

Diltiazem dwoc hép thu gén nhw hoan toan gua duong tieu héa sau khi udng nhuwng bi
chuyén héa gua gan lan dau nhiéu dan dén sinh kha dung khoang 40%. Nang dg dinh trong
huyét twong dat duoc sau khodng 3 - 8 gio udng 1 ligu thubc, tay thudc vao dang bao ché.
Phéan bé

Khoang 80% diltiazem lién két voi protein huyét twong. Thuﬁc duroc tiét vao sira me.
Chuyén héa

Thudc dwoc chuyén héa nhieu & gan, chl yéu béi cytochrom P450 isoenzym CYP3A4; mot
trong cac chat chuyén hoa, desacetyldiltiazem, c6 hoat tinh 25 - 50% so voi diltiazem.

‘Thoi gian ban thai cla diltiazem khoang 3 - 8 gio, tly thufjc vao dang bao ché.

Thai tror

Khoang 2 - 4% lieu dung dugc bai tiét vao nwéc tidu dum dang khong d6i va phan con lai
dwoc bai tiét vao mat va nuéce ti€u dudi dang chét chuyén héa.

Diltiazem va cac chét chuyén hoda cla né it bj tham tach.

Quy cach déng goi

Vi 10 vién. HOop 3 vi.

Chai 100 vién. HOp 1 chai. |

Pigu kién bao quan, han dling, tiéu chuén chat lwgng cha thudc

Piéu kién bao quan

Bao quan trong bao bi kin, noi khé, trdnh 4nh sang. Nhiét do khéng qua 30°C.
Han dung

24 thang k8 tir ngay san xuét.

Tiéu chuin chat lwong

USP.

Tén, dia chi cua co s& san xudt thudc
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