TILHASAN 60

Vién nén bao phim

Rx

Thude nay chi ding theo don thudc.

Khéng dung thubc qué lidu chi dinh.

Khéng diing thuéc qué han dung ghi trén bao bi.

Péxatim tay tréem.

Pocky huéng dén sir dung trréc khi ding.

Thoéng bao ngay che béc si hodc dwge si nhirng tic dung khéng
mong mubn gép phdi khi sir dung thude.

Néu cAn thém thong tin xin héi ¥ Kién béc si.

THANH PHAN

- Durge chit: Diltiazem hydroclorid 60 mg.

- T4 dwge: Lactose monohydrat, PEG 6000, HPMC K 15000, magnesi
stearat, HPMC 606, HPMC 615, titan dioxyd.

MO TA SANPHAM
Vién nén tron, bao phim mau tréng, hai miat 181 tron, canh va thanh vién
lanh lan.

CHIPINH

- Duphong va diéu trj dai han dau thét nguc. Khéng chi dinh cho cdc con
dau thit nguc cdp.

- Pidutrjting huyét 4p tir nhe t6i trung binh.

LIEULUQNG VA CACHDUNG

Liéu lrgng
Nguoilon:

- Liéuthong thudngla 1 vién (60 mg) x 3 lin/ngay.

- Tuy nhién, dép tmg ctia mdi bénh nhan c6 thé khac nhau va lidu luong

cling khac nhau dang ké giita céc bénh nhan, c6 thé tang 1én dén 360

mg/ngay.

Liéu cao 480 mg/ngay cho thdy c6 hiéu qua & mot sé bénh nhan dau thit

nguc khong 6n dinh. Khéng c6 bing chimg cho thiy thudc giam hiéu

quéliducao.

Liéulwong ¢ mjt sé déi twong lim sang ddc bigt:

- Nguoi cao tudi, bénh nhan suy gan, suy than: Liéu khoi diu khuyén cao
1 vién (60 mg)/ ldn x 2 14n/ngay. Do nhip tim thwong xuyén. Khong tang
liéu néunhip tim dudi 50 nhip/phut.

- Tréem:Hiéuqua va an toan trén tré em chura dugc thidt lap. Khuyén céo
khéng diing thubc cho tré em.

Céch ding

- Dungduong ubng, truéekhi dnva licdinga.

- Néubénh nhan quén dung thuoc uong ngay sau khi nhé ra. Néu thoi
diém nhéra gan véi thm diém ubng liéu tiép theo, b6 qua liéu daquénva
tiép tuc ubng lidu tip theo nhu thuong I¢. Khéng ubng lidu gép déi dé
b cho lidu da quén.

- Bénhnhan khong nén ngung thubc dotngot vi c6 thé gay nhimg con dau
thitngyc trdm trong.

- Khéng cd yéu chu dic biét vé xur Iy thubc sau khi sir dung.

- Khéng nén viat bo thude vao nude thai hay rac sinh hoat. Hoi ¥ kién
duoc s cach bo thube khéng sir dung nira. Nhitng bién phap nay & gitip
bao vé méi truong.

CHONG CHI PINH

- Quaméan véi diltiazem hogc bitky thanh phin nao ciia thudc.

- Hbi ching suy ntt xoang, blc nhi tht d6 2 hodc d6 3 & nhimg bénh
nhan khong dit méy tao nhip thét.

- Cham nhlp tim nang (dudi 40 nhlp/phut)

- Suy thét trai ning kém sung huyét phdi.

- Sir dung ddng thdi véi dantrolen dang tiém truyén hosic phéi hop véi
ivabradin.

- Phunirchoconbu.

- Phunirmang thai hodc c6 kha ning mang thai.

- Suytimsung huyét.

- Porphyriacép.

- Séctim.

- Hahuyét4p ning (huyét p tim thu < 90 mmHg).

- Hepddng mach chinang.

THAN TRQNG VA CANHBAO

- Cntheo dbi chit ch& & nhitng bénh nhan bj suy thét tréi, nhip tim chim
(nguy co lam bénh trdm trong hom), bléc nhi thit do 1 hodc kéo dai

-~

khoang PR trén dién tim db (nguy co lam bénh trAm trong va hiém khi

xayra bléc hoan toan).

Nong db diltiazem trong huyét twong c6 thé ting & ngudi cao tudi va

bénh nhéan suy gan hogc suy thén. Cac trudng hop chéng chi dinh va

than trong cin dugc theo d5i chat ché, dac biét 1a nhip tim nén dugc
kiém tra vio lic bt dAu diéu tri.

- Giam kha ning co bop tim, tinh truyen dan va tinh ty dong, gidn mach
mau lién quan dén thubc gy mé ¢6 thé xay ra khi ding thudc chen kénh
calci. Do d6, bac sT gy mé can dugc thong béao bénh nhan dang st dung
diltiazem.

- Pidu ti bang diltiazem c6 thé gy thay di tim trang, bao gbm trAm
cam. Nhan biét som cAc triéu chimg lién quan la rét t quan trong, dic biét
la & bénh nhan nhay cam. Trong truong hop nay, cAn xem xét ngung sir
dung thubc.

- Diltiazem trc ché nhu dong rudt. Vivay, nén st dung thén trong & nhitng
bénhnhén cé nguy co thc rudt.

- Cintheo ddican thzm & nhimg bénh nhan mic bénh dai thao duong hoac
daithdo duong tie &m tang, vi nguy co gy tang duong huyet
Ché pham c6 chira lactose. Nhimg bénh nhan c6 cac vén dé di truyén
hiém gap khong dung nap vdi galactose, bénh nhan thiéu hut men Lapp
lactase hoic kém hép thu lactose-galactose khéng nén ding thubc nay.

SUDUNG CHO PHU NU'MANG THAI VA CHO CON BU

Phu nir mang thai
Dit liéu vé str dung diltiazem & phu nit mang thai rat han ché. Diltiazem
gay doc tinh sinh san trén dong vat thir nghiém (chudt, tho). Diltiazem
chdng chi dinh sir dung cho phu nit mang thai hodic ¢ kha nang mang
thai nhung khong str dung bién phép tranh thai hiéu qua.

Phu nir cho con b
Diltiazem bai tiét dugc qua sira me véi nong d6 thap Chong chi dinh
dung dlltlazem [+ phu nit cho con bu. Néu cin thiét phai diéu trj véi
diltiazem, can thay thé bang phuong phép cho con b khc.

ANHHUONG CUATHUOC POIVOICONG VIEC
Theo nhlmg béo co vé phan {mg c6 hai cia thuée, cin thén trong do
thudc ¢6 thé gay céc triéu chimg dau dau, chéng mit va khé chiu, anh
huémg dén kha nang 14i xe va vin hanh may méc. Tuy nhién, chua c6
nghién ctru dugce thuc hién.

TUONG TAC, TUONG KY CUATHUOC

Twong tac ciia thube

Phéi hop thubc chdng chi dinh:

Dantrolen (tiém truyén): Gay chét do rung thit dugc quan sét thiy &

ddng vat thir nghiém khi tiém tinh mach déng thoi verapamil véi

dantrolen. Vi vay, két hop thudc chen kénh calci véi dantrolen co6 thé
gay nguy hiém.

Ivabradin: Tang nguy co chdm nhip tim.

PFréi  hop thuoc canthintrong:

Thudc chen alpha: Ting tac dung chéng ting huyét 4p. Piéu tri phéi

hop véi thubc chen alpha c6 thé gay ha huyét &p hogc lam ning thém

tinh trang bénh. Phdi hop diltiazem véi thube chen alpha chi nén dugc
xem xét khi huyét ap duoc theo doi chit ché.

- Thuéc chen beta: Co thé gdy loan nhip (cham nhip tim, mét nhip
xoang), r&i loan dan truyén xoang nhi va nhi thit, suy tim (tc dung cong
hop). Phdi hop nay chi duge ding khi theo ddi chat che lam sang va dién
tAm 9, diic biét lic bit ddu diéu tri.

- Amiodaron, digoxin: Tang nguy co chdm nhip tim, cin thén trong khi
két hop véi diltiazem, dic biét khi dung lidu cao hodc & ngudi cao tudi.
Ciing nhu céc thubc chen kénh calci, diltiazem c6 thé 1am tang nhe nong
d6 chgoxm trong huyét tuong.

- Thuéc chang loan nhip: Vi diltiazem c6 tac dung chéng loan nhip,
khéng khuyén cdo dung diltiazem véi céc thubc chéng loan nhip khéc
do nguy co ting tic dung phu lén tim. Phéi hop nay chi dugc ding khi
theo doi chat chélam sang va dién tim dd.

- Céc dan xudt nitrat: Ting tac dung ha huyét 4p va ngat (tac dyng phu
gidn mach hiép ddng). 0 nhung bénh nhan dung thudc chen kénh calci,
d&n xuat nitrat nén duge diéu chinh ting liéu dan dn.

- Cyclosporin: Ting nbng do cyclosporin trong mau. Cén giam liéu
cyclospox in, theo d&i chirc néng than va nong d6 cyclosporin trong mau.
Chinh liéu trong lic phdi hop va saukhi ngung.

- Phenytom Dlltlazem c6 thé lam ting ndng do phenytoin khi dung

chung. Cin theo doindng dd phenytoin trong huyet twong.

Acetyl salicylat (ASA/LAS): Ting nguy co xuét huyét do tac dong hiép

dbng 1én sy két tap tiéu cu. Than trong khi ding ddng thoi acetyl



sahcylat vdidiltiazem.

- Chdt can ‘quang tia X: Tang nguy co ha huyét 4p khi tiém tinh mach
nhanh chit can quang tia X & nhitng bénh nhén dang dugc diéu tri voi
diltiazem.

- Carbamazepm Tang ndng do carbamazepm trong 1 méu. Cin theo doi
ndng do carba.mazepm trong m4u va chinh lidu néu cén.

- Theophyllm Tang ndng o theophyllin trong mau.

- Thuéce khang H2 (cimetidin va ranitidin): Lam ting nong do diltiazem
trong huyét twong. Bénh nhén dang ding diltiazem can dugc theo ddi
cén thin khi bét dhu hotic ngung dung thubc khang H2. Chinh lidu
diltiazem néu cin.

- Rtfampzctn Cénguy co lam gidm nong 4o diltiazem trong huyét fwong
sau liéu du rifampicin. Bénh nhén cn dugc theo ddi cén than khi bt
dhu hodc ngung sir dung rifampicin.

- Lithi: Tangnguy co gdy doc tinh trén thAn kinh.

Phéi hop thubc cin chity iy:

Diltiazem dugc chuyén héa boi enzym CYP3A4. Dung chung
diltiazem véi chét trc ché manh CYP3A4 1am tang vira (<2 14n) nong [« (4}
diltiazem trong huyét twong. Nur6e budi chim c6 thé 1am ting nong do
diltiazem (khoang 1,2 14n). Bénh nhén diing nuéc budi chim can dugc
theo d6i cac phan tmg c6 hai ctia diltiazem. Tranh ding nuée budi chum
néunghingdco twong tac. Diltiazem ciing 13 chét trc ché CYP3A4, phéi
hop véi cac thudc chuyen héa qua CYP3A4 c6 thé lam ting néng d6
huyet tuong ca2 thuoc Phéi hop diltiazem véi thubc cim ing CYP3A4
6 thé lam giam ndng d6 diltiazem trong huyét twong.

- Statin: Diltiazem 12 thubc trc ché CYP3A4, 1am ting dang ké AUC ciia
mot sé statin. Phéi hop diltiazem véi céc statin chuyén héa qua
CYP3A4 (atorvastatin, fluvastatin va sxmvastatm) lam ting nguy co
bénh co va tiéu co van. Can chinh lidu statin néu cén thiét. Néu co thé,
nén dung diltiazem véi cac thubc nhom statin khong chuyén héa qua
CYP3A4 (nhu pravastatin).

- Benzodiazepin (midazolam, triazolam): Tang ding ké ndng do cua
midazolam va triazolam trong huyét twong va kéo dai thi gian ban thai
clia cac thuoc ndy. Cn than trong khi ding diltiazem v6i benzodiazepin
tac @ong ngén chuyén héa qua CYP3A4.

- Corticosteroid (methylprednisolon): Diltiazem c6 thé 1am tang ndng d6
methylpredmsolon (thong qua \rc ché CYP3A4 va P-glycoprotein).
Bénhnhan can duoc theo doi khi bit diu diéu tri véi methylprednisolon,
chinh liéu néu cin thiét.

Tuwong ky, ciia thude
Khong 4p dung.

TACDUNG KHONG MONG MUON
Nhitng tac dung khong mong mubn dugc phan nhém theo tan sudt: rat
thuong gap (ADR > 1/10), thutng gap (1/100 < ADR < 1/10), it gip
(1/1000 <ADR < 1/100), hiém 2dp (1/10000 <ADR < 1/1000), rét hiém
gdp (ADR < 1/10000), khong rd tAn suAt (thn sudt khong uéc tinh dugce
tirnhimg dir liéu c6 sén).

- Mau, hé bach huyet Giam tiéu chu (khongrd tn suat)

- Tém thén: Cang thing, mét ngu (it gap). Thay ddi tinh cach (khong ro
tan suat)

- Thdn kinh: Nhirc dAu, chéng mit (thudng gap). Hoi chimg ngoai thap

(khong rd tAn suat)

Tim: Bléc nhi thét (c6 thé d6 1,2 hodc 3, bléc nhénh c6 thé xay ra), danh

tréng nguc (thucmg gap). Nhip tim cham (it gip). Bléc xoang nhi, suy

tim sung huyét, mit nhip xoang, ngung tim (khong 15 tan suat)

- Machmau: Bo bimng mat (thuong gap) Ha huyét ap o thé (it gap). Viem
mach (bao gom viém mach mau qua man hay viém tidu mach méu & da)
(khong 1o tan sudt).

- Tiéu héa: T4o bdn, kho tiéu, dau da day, budn nén (thudong gip). Non
mira, tiéu chay (n gip). Khoé miéng (rat hiém gap). Tang sin nudu
(khongrd tan sudt).

- Chuyénhéa, dinh duimg: Ting dudng huyét (khong r& thn sudt).

- Gan, mdt: Tang men gan { {(AST, ALT, LDH, ALP ting) (it gip). Viém
gan (khong rd tan sudt).

- Da, mé dudi da: Ban dé (thuomg gap) Nbi mé day (hiém gdp). Nhay
cam véi 4nh sdng, phit mach, ndi méan do, hdng ban da dang, d6 md hoi,
viém da tréc vay, hoi chimg ngoai ban mun mu toan than cap tinh, ban
&6 tréc vay c6 hodc khong kem theo sbt (khong 1 tAn sut).

- Sinhsan: Vito dnam gwl (khong rd tin sudt).

- Khée: Phingoai bién (rit thuong gap). Kh chiu (thuong gip).

QUALIEU VA CACH XUTRI

-

Tri¢u chimg
Nhimng d4u higu 14m sang cia qu4 lidu cAp diltiazem lién quan dén ha
huyét 4p din dén nght, cham nhip xoang c6 hoic khong c6 phan ly
isorhythmic, ngimg xoang, rbiloan din truyén nhi tht va ngimg tim.

Céach xir tri
Nhiép vién dé diéu tri, rira da ddy, 1o tiéu thim thiu. Réi loan din truyén
6 thé dugc xir Iy bing cach tao nhip tim tam thoi. Pidu trj khic phuc:
atropin, thubc co mach, tic nhan gy co bop, glucagon va calcigluconat
tiém truyén.

DUQCLUYCHQC

Phén loai dugcly: Thubc chen kénh calci, thuge nhém benzothiazepin.

M3ATC: CO8DBOI.

Cochétéc dung

- Diltiazem Ia thudc chen kénh calci. Diltiazem trc ché dong calci vao
trong té bao trong giai doan khir cyc, dodé lam gidm hrong calci phéng
thich tir cac Iudi co twong, dAn dén giam tiéu thy oxy cia co tim. Diéu
nay lam ting kha ning géng sirc va cai thién tht ca cac chi sb cua thiéu
mau cuc bd co tim & bénh nhan dau thit nguc.

- Diltiazem 1am gian dong mach vanh 16n nho, giam dau thit ngyc
Prinzmetal va giam dap mg v6i catecholamin nhung it c6 tic dung trén
mach méu ngoai vi. Do d6, diltiazem khong giy phan xa tim nhanh.
Diltiazem lam gidm nhe nhip tim va ting cung lugng tim, céi thién tuéi
mau co tim va lam giam hoat d6ng cua tim thét. C4c nghién ciru trén
d6ng vét cho thiy diltiazem bao vé co tim truéc nhitng anh huéng cua
thiéu mau cuc bd va 1am giam tén thuong gdy nén bai dong calci qua
mitc trong qua trinh twdi mau tro lai.

DUQCDPONGHOQC
Hép thu: Diltiazem dugc hép thu t&t (90%) sau khi ubng. Nong d6 dinh
trong huyét trong dat dugc sau 3 — 4 gi¢ ding thubc. Do chuyén héa 1dn
dAu, sinh kha dung cua thubc 1440%.

- Phan bé: Diltiazem gén két véi protein huyét twong khoang 80 — 85%
va dugce chuyén héa manh & gan. Khi st dung dai han, néng d6
diltiazem trong huyét twong khong thay ddi. Nong do diltiazem trong
huyét twong & ngudi cao tudi va bénh nhan suy gan, suy than cao hon so
v&ingudi tré tudi.

- Chuyén héa: Chit chuyén héa chinh 1a N-monodesmethyl diltiazem
chiém khoang 35% lugng diltiazem trong méau.

- Thai trir: Thoi gian ban thai cua diltiazem trong huyét twong tir 4 — 8
gid. fthon 5% luong diltiazem dang khdng chuyén héa durgc bai tiét qua
nude tiéu. Diltiazem va cac chit chuyén héa thém tich kém.

Dugcdjng hoc & mptsé i tugnglam sang ddc bi¢t:

- Nguoi cao tuéi: Nong do thuéc trong huyét twong cao hon ngudi tré,
nhung khong c6 nhimg Lhay di16n vé duge dong hoc cua diltiazem.

- Bénh nhén suy gan: Thubc duge chuyén héa chdm & bénh nhan suy gan.
Néng d6 thude trong huyét twong c6 xu hudng cao hon & bénh nhan xo
gando giam chuyén héa oxy héa.

Bénh nhan suy than: Dugc dong hoc khong thay dbi.

QUYCACH PONG GO1
- Hop 03 vix 10 vién nén bao phim. Vibim AVPVC trong.
- Hop 05 vix 10 vién nén bao phim. Vi bAm Al/PVC trong.
- Hop 10vix 10 viénnén bao phim. Vi bAm APVC trong.
BAO QUAN

Noikhd, dudi30°C. Tranh dnh séng.
HANDUNG

36 thang (ké tir ngay san xuat).
TIEU CHUAN CHATLUQNG

USP38.

(HASAN |

San xuét tai
CONG TY TNHH HASAN - DERMAPHARM
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