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RX thusc ke don o

Bidizem' 60

Diltiazem hydroclorid 60 mg

Hop 3 vix 10 vién nén
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THANH PHAN: Mdi vién nén chua:
Diltiazem hydroclo@ ......................... 60 mg
TAdUGC VA AU ..o, 1vién

CHi PINH, CHONG CHi PINH, CACH DUNG, LIEU
DUNG VA CAC THONG TINKHAC:

Xem td huéng d&n st dung bén trong hop.

BAO QUAN: Noi khd, nhiét dé khéng qué 30°C, tranh anh
sang.

TIEU CHUAN CHAT LUQNG: USP

DE xa tam tay tré em
Poc ky huéng dan sl dung trudc khi dung
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THANH PHAN:
M&i vién nén chua:
Diltiazem hydroclorid ...........ccccccoeenee. 60mg
TAdUGCVIAAU ..o 1vién

CHI BINH, CHONG CHi PINH, CACH DUNG,
LIEUDUNG VA CAC THONG TIN KHAC:

Xem t& hudng dan st dung bén trong hop.
BAOQUAN:

Noi khé, nhiét d6 khéng qua 30°C, tranh &nh
sang.

TIEU CHUAN CHAT LUGNG: USP

RX Thusc ke don

Hop 10 vi x 10 vién nén

COMPOSITION:

Each tablet contains:

Diltiazem hydrochloride................... 60mg
EXCIpIeNt8 G810 v atablet

INDICATIONS, CONTRA-INDICATIONS,
ADMINISTRATION, DOSAGE AND OTHER
INFORMATION:

See the enclosed leafletin box.

STORAGE:

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

SPECIFICATION: USP

izem 60

L
Diltiazem hydrochloride 60 mg

B

Bnip uonduosaiy xy

DE xa tdm tay tré em
DPoc ki hudng dén sif dyng trudc khi diing

SPbK/Reg. No

Ngay SX/Mfg. Date:
HD/Exp. Date

S616 SX/Lot. No :

Sén xuft tai
CONG TY c8 PHAN DUGC - TRANG THIET B| Y TE BINH BINH (BIDIPHAR)
498 Nguy&n Thai Hoc, Phubing Quang Trung, Thanh phd Quy Nhon, Binh Dinh, Viét Nam
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Bidizem' 60

Diltiazem hydroclorid 60 mg

Keep out of reach of children |
Read carefully the leaflet before use

Ma s6, ma vach

Manufactured by.
BINH DINH AND MEDICAL EQUII JOINT STOCK COMPANY
498 Nguyen Thai Hoc Street. Quang Trung Ward. Quy Nhon City. Binh Dinh Province, Vietnam
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—Ftianh phan cdng thire thude: M3i vién nén chira:
- Thanh phén hoat chét:

Diltiazem hydroclorid ...........cccooevvviiivirerennnn. 60 mg
- Thanh phén t4 duge: Lactose monohydrat, hydrogenated
castor oil, PEG 6000, magnesi stearat
2. Dang bao ché:
2.1. Dang bao ché: Vién nén
2.2. M6 ta dang bao ché: Vién nén mau tring, hai mit 16i.
3. Chi dinh:
- Phong ngira va diéu trj 1au dai con dau thit nguc. KHONG chi
dinh cho cac con dau thit ngye cép tinh.
- Dleu tri tang huyét p nhe dén trung binh
4. Lleu dung va ciach dung:
4.1. Liéu dung
- Nguoi I6n: Liéu duy tri thong thuong 1a 1 vién (60 mg) x 3 lin
mot ngdy. Tuy nhién, _ddp tmg b¢nh nhan c6 thé thay doi va yéu
cau liéu luorng ¢6 thé khic nhau déng ké gilra cdc bénh nhén.
Néu cdn c6 thé ting lidu 1én dén 360 mg/ngdy. Liéu cao hon 1én
dén 480 mg/ngdy duge dung 6 loi & mot s bgnh nhan, dac bigt
1a trong dau thit ngyc khong n dinh. Khoéng c6 bing chimg nao
vé suy giam hi¢u qua ¢ nhirng liéu cao nay.
- Nguoi gia va bénh nhan suy than:
Liéu khoi ddu khuyén céo 1a 1 vién (60 mg) x 2 14n mdi ngay.
Nén do nhip tim nén dugc do thuong xuyén trong cdc nhém
bénh nhan nay va khong nén ting lidu néu nhip tim giam xuéng
du6i 50 nhip/phut.
- Tré em: Khong khuyén c4o sir dung cho déi twong nay.
4.2. Cich dung
Dung dudng ubng. Nudt ca vién véi mot lugng nude thich hop.
§. Chong chi dinh

- Qua mén voi diltiazem hodc bat ky thanh phén nao cua thude.
- Hoi chimg suy nit xoang trir khi ¢6 dung mdy tao nhip chirc
ndng tdm that.
- Mang thai; dang du dinh c6 thai, phu nit ¢6 kha ning mang thai
ma khong dung bién phap tranh thai thich hop.
- Suy tim sung huyét.
- Hep dong mach chu ning.
- Sbe tim,
- Ha huy€t ép nghiém trong (huyét 4p tm thu du6i 90 mmHg).
- Bléc nhi thét dd 2 hodic do 3, trir khi dung mdy tao nhip tim
chirc nang tAm tht.
- Chdm nhip tim nfing (dudi 40 nhip/phut).
- Suy thét tréi voi tic nghén phon
- Dung ddng thoi véi dich truyén dantrolen.
- Ket hop véi ivabradin.
- Réi loan chuyén hoa porphyrin cép.
6. Céinh bio va thin trong khi ding thudc
Nhitng bénh nhan c6 vén d& di truyén hiém gap khong dung nap
galactose, thiéu hut Lapp lactase, hodc kém hép thu glucose-
galactose khdng nén ding thubc nay.
Cén quan sat chit ché nhirng bénh nhan ¢6 chirc ning that trai
giam, nhip tim chm (nguy co trAm trong) khoang PR kéo dai,
hoic bi bléc nhi that d 1 phat hi¢n trén di¢n tdm dd (nguy co
trdm trong hon va hiém khi bj bléc hoan toan).
Trudce khi gay mé toan thdn, ngudi duge gdy mé phai dugce
thong béo ve vige diéu trj diltiazem lién tuc. Sy suy gidm co bop
tim, truyén din va tinh ty dong, cling nhu sy gidn ng mach méu
¢4 lién quan téi cic thudc gdy mé co6 thé dugce tdng cudng boi
cdc thuoc chen kénh calci.
Téng ndng do diltiazem trong huyét twong c6 thé dugc quan sét
thay & ngudi cao tudi va bénh nhdn suy thdn hodc suy gan. Céc
chdng chi dinh va than trong cin dugc quan sat mot céch can
thén va gidm sat chat che, dic biét 1a nhip tim, cdn duge tién
hanh vao luc bit ddu didu tri.

TO HUONG DAN SU DUNG THUOC

Céc tac nhan chen kenh calci, chéng han nhu diltiazem, c6 thé
lién quan tgi thay dbi tam trang, bao gom ca trdm cam.

Gibng nhu céc chét dbi khang kénh calci khéc, diltiazem c6 tac
dung trc ché nhu dong rudt. Vi vy nén sir dung diltiazem thin
trong & bénh nhan c6 nguy co phat trién tc rudt.

7. Sir dung thudc cho phy ni¥ c6 thai va cho con bi

7.1. Sir dung thudc cho phu ni¥ ¢6 thai:

C6 rét it dir liéu tir viée sir dung diltiazem ¢ nhimg bénh nhén
mang thai. Diltiazem d& duoc chimg minh 1a ¢ doc tinh sinh
san ¢ céc loai don}; vt (chudt cdng, chudt, tho). Do do diltiazem
khong duge khuyén cdo trong thai ky, cling nhu & phy nir ¢6 kha
nang mang thai khong str dung bi¢n phép tranh thai hiéu qua.

7.2. Thoi ky cho con bu: )

Diltiazem dugc bai tiét trong sita me & ndng d¢ thép. Nén tranh
cho con bu trong khi dung thudc nay. Néu sir dung diltiazem
duoc coi 1 can thiét, nén dung mét phuong phép cho an khac
thay thé vigc cho con b,

8. Tdc dong ciia thudc khi ldi xe va vAn hanh may .

Céc phan mg thuong gap nhu chong mat, kh6 chiu c6 thé anh
kha nang lai xe va sir dung may moc. Tuy nhién, chua c¢6 nghién
cru nao dugc thyc hién.

Khong nén 1ai xe hodc van hanh may khi gip céc tri¢u chimg
trén.

9. Tuong tic, twong Ky, ciia thude

9.1. Tucmg tac cua thudc:

Chéng chi dinh diang dong thoi:

- Dantrolen (truyén): Rung that gdy chét thuong duge quan sét
thay & dong vét khi dung dong thm verapamil tiém tinh mach va
dantrolen. Do d6, c6 nguy hiém tiém tang khi két hop mét chét
dbi khang calci v6i dantrolen.

- Chdng chi dinh dung ddng thoi véi ivabradin do tang tac dung
lam chdm nhip tim cua diltiazem.

Thin trong khi ding dong thoi:

- Lithium: Nguy co tang dgc tinh than kinh do lithium

- Cac din xudt nitrat: Tang tac dung ha huyet 4p va choéng vang
(tdc dung gian mach cong gop): O tét ca cac bénh nhan duoc
diéu tri bing thudc dbi khang calci, viéc ké don cac dan xudt
nitrat chi nén duoc thyuc hién & lidu tang dén.

- Theophyllin: Téng nong d¢ theophyllin trong mau

- Cdc chét doi khéang thy thé alpha: didu tri dong thoi véi cdc tac
nhén ddi khang thu thé alpha c6 thé tao ra hodc lam nang thém
tinh trang ha huyét 4p. Su két hop diltiazem voi chit dbi khang
thy thé alpha chi nén dugc xem xét dudi sy gidm sat nghiém
ngit huyét ap.

- Amiodaron, digoxin: Gia ting nguy co nhip tim chém: can than
trong khi ching dugc két hop voéi diltiazem, dac biét 1a & nguoi
16n tudi va khi dung lidu cao. Nhin chung véi thude d01 khéng
calci khac, diltiazem ¢6 thé gay ra sy gia tang nho ndng do
digoxin trong huyét tuong,

- Chen beta: Kha nang bi loan nhip (nhip tim cham rd rét, chdm
nhip xoang), ri loan din truyen xoang nhi, nhi thét va suy tim
(tac dung hiép ddng). Sy két hop nhu vdy chi duge st dung dudi
sy theo doi 1am sang va ECG chit ché, dic biét l1a lic bat dau
dleu tri.

- Nong d6 trong méu ciia cac chét chen beta véi sinh kha dung
thip (vi du propranolol) c6 thé duoc tang 1én va da quan sat thiy
¢6 sy gia ting nhe nong do cia céc glycosid tim.

- Céc thube chdng loan nhip khéc: vi diltiazem ¢6 dic tinh chéng
loan nhip, viéc ké don dong thoi véi céc thude chdng loan nhip
khac khong dugce khuyén cdo (nguy co gia tang tac dung phu tim
mach). Su két hop nay chi nén duge sir dung dudi su theo doi
chat ché 1am sang va ECG.

- Carbamazepin: Ting nong d0 carbamazepin trong mau:
Khuyén céo dinh lugng ndng do carbamazepin trong huyét
tuong va nén diéu chinh lidu dung néu cin thiét.

- Rifampicin: Nguy co giam nong do diltiazem huyet tuong sau
kh1 bét ddu diéu tr1 v6i rifampicin: Bénh nhén can duoc theo doi
cén thén khi bat dAu hodc ngung diéu tri rifampicin.

- Thube ddi khang thy thé H2 (cimetidin, ranitidin): Tang nong
do diltiazem trong huyét twong. Bénh nhén dang duoc diéu tri
diltiazem nén duoc theo doi can than khi bat dau hodc ngimg
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didu tri thuoc déi khang H2. Sy didu chinh liéu dlltlazem hang
ngay c6 thé cén thiét.

- Clclosporm Tang ndng d§ ciclosporin trong méu: Khuyen cdo
giam lidu ciclosporin, theo ddi chirc nang thén, xéc dinh nong do
ciclosporin trong méau va didu chinh liéu dung khi diéu trj két
hop va sau khi ngung.

Thong tin chung

- Do tiém nang tac dung phy, can thiét chinh lidu cdn than & céc
bénh nhén dang dung diltiazem ddng thoi véi cde thude khéc
dugc biét c6 anh huéng dén sy co bop tim vivhogic din truyén.

- Diltiazem dugc chuyen hoa béi CYP3A4. Mot sy gia tang vira
phai (it hon 2 ]an) néng dj diltiazem huyet tuong trong truong
hop st dung ddng thoi vai mot chit e ché CYP3A4 manh hon
da dugc ghi nhan. Diltiazem ciing 1a mot chét e ché ddng phan
CYP3A4. Str dung dong thoi voi cée co chit CYP3A4 khac co
thé din dén sy gia ting nong d¢ trong huyét tvong cuia hai thude
diéu trj phdi hop. Sir dung dong thoi diltiazem véi mot chét cam
mg CYP3A4 c6 thé din dén giam ndng do diltiazem trong huyét
tuong.

- Benzodlazepm (midazolam, triazolam): Diltiazem lam tdng
dang ké ndng do trong huyét twong ctia midazolam va triazolam
va kéo dai thoi gian ban thai cia chiing. Nén thyc hién cham soc
dgc bigt khi ké don céc thubc benzodiazepin tac dung ngin
chuyén héa bdi CYP3A4 & nhirng bénh nhén sir dung diltiazem.

- Corticosteroid (methylprednisolon): Uc ché qud trinh chuyén
h6a methylprednisolon (CYP3A4) va tc che P-glycoprotein:
Bénh nhén can duge theo ddi khi bit dau diu trj
methylprednisolon. Diéu chinh liéu methylprednisolon c6 thé
cén thiét,

- Céc statin: Diltiazem 1a mot chit e ché CYP3A4 va da dugc
chimg minh 12 1am tang déng k& AUC cua mdt s6 statin. Nguy
co bénh co va tiéu co van do céc statin chuyen héa boi CYP3A4
¢6 thé dugc tang 1én khi sir dung ddng thoi voi diltiazem. Khi ¢6
thé, mot statin khong chuyén héa qua CYP3A4 nén dugc sir
dung cung v6i diltiazem, néu khong phai gidm sat chit ché céc
d4u hiéu va triéu chimg ng doc statin.

- Diltiazem lam tang nong do trong huyét tuong cua imipramin
va c6 kha nang cua céc thudc chéng trdm cam ba vong khac.

- Cac thubc lam taing hoat ddng microsom gan (nhu
phenobarbital, phenytoin) dan dén giam ndng do diltiazem trong
huyét tuong.

- Diltiazem da dugc sir dyng mét céch an toan trong phdi hop
v6i thude loi tidu. Khuyen cdo theo doi thudng xuyén cac bénh
nhén dugc cho dung két hop nay.

- Pidu tri diltiazem hydrochlorid duoc tip tuc ma khong ¢6 van
dé trong qué trinh gy mé, nhung cdc bac si gdy mé nén dugc
théng béo ring bénh nhan dang dugc cho ding thudc déi khang
calci.

- C6 kha nang thudc chen kénh calci c6 thé thinh thoang 1am
giam dung nap glucose.

9.2. Tuong ky cia thudc:

Chua tim thdy thong tin vé tuong ky cta thude.

10. T4c dung khong mong mudn:

Tén sufit: RAt pho bién (>1/10); thudng gdp (21/100 dén <1/10);
it gép (21/1000 dén <1/100); hiém gap (>1/10000 dén <1/1000);
rét hiém ggp (<1/10000); chua rd (khong thé ude tinh tir cac dir
lidu sin c6)

Rét Phé Thudng | Itgip | Hiém | Chuaro
bien gip gip
nhénh c6
thé xay ra),
danh tréng
nguc
Rai loan Dobimg |Ha huyet Viém mach
véan mach ap tu thé (bao gom ca
viém mach
img dong
bach cfiu)
ROi loan Tao  boén,|N6n mua, |Khd Tang san
tiéu hoa kh6  tiéu, [tiéu chady |miéng |nudu
dau da day,
budn non
RO6i loan Tang men Viém gan
gan mit gan siéu vi
(AST,
ALT,
LDH, ALP
tang)
Roi loan da Chimg  do|Mé day Nhay  cam
va mo dudi da anh sing
da (Bao gdm day
simg dang dai
tién khi mat
troi tiép xuc
voi bé mat
da), phu
mach, noi
min do, hong
ban dzg dang
(bao gdom hoi
chimg
Steven-
Johnson  va
doc tinh hoai
tir biéu bi), d6
md hoi, viém
da troc vay,
mun mu
ngoai ban cap
tinh, doi khi
ban do troc
vay cé hq{lc
khong co sot
ROi loan hé Chimg to vu
thdng sinh & nam gioi
san va
nguc
Céc roi Phu ngoai|Kho chju
loan chung {bién
va tinh
trang ving
sir dung

RétPhé Thuong it gip Hiém Chua rd
bién gip gip
Rdi loan Giam tiéu ciu
méu va h¢
bach huyet
Rai loan Cang Thay doi tdm
tam thin thing, mit trang (Bao
ngl gbm ca trim
cdm)
Roi loan hé Nhirc dau, Hoi chimg
thin kinh chong mit ngoai thap
Rai loan Bloc nhi  [Nhijp tim Bloc xoang
tim thét (c6 thé |cham nhi, suy tim
la cac murc sung huyét
o dau tien,
thir hai
hoic thir
ba; bldc

Céc tai liéu hién nay cho thdy nhimg anh hudng cua gian mach
ddc biét 1a phu mét c4 chin phy thudc lidu va thudng gip &
ngudi cao tudi.
11. Qua Iléu va cach xir tri:
11.1. Qué liéu:
Céc tac dyung lam sang cua qua lidu cAp tinh co thé bao gdm ha
huyét ap o rét, c6 thé dan dén ngd quy, chdm nhip xoang c6 hogc
khdng c6 phén ly nhip tim va rdi loan dan truyén nhi thét.
11.2. Céch xir tri khi dung thudc qué lidu:
V1ec diéu tr trong bénh vi¢n bao gém rira da day va/hodc gdy loi
tidu thdm thdu. Cac rdi loan dan truyen c6 thé duqc khic phuc
béng céch tao nhip tim tam thoi. Phuong phép diéu trj dugc dé
Xxuat: atropin, thudc co mach, thubc co bop, glucagon va calci
gluconat tiém truyen
12. Théng tin vé dugc Iy, 1im sang
12.1 Dic tinh dugc luc hoc
Nhém duge ly: Thube déi khang calci, tri dau thit nguc va ting
huyét ap

Ma ATC: CO5AEQ3
Dugc ly va co ché tac dung:
Diltiazem lam giam lugng calci di qua kénh calci vao cac té bao
co tron mach mau va té bao co tim mdt cach c6 chon loc. Viée
nay lam giam ndng dd calci ndi bao 1a tic nhan kich hoat protein

7

o/

e ——
—

0025<
CDNG T
c0 PHA
TRANGT
BINH
iDIPH!/

S
1ON-T.

o——
R




5

co bop. Hoat dong ndy cua diltiazem dan dén sy gxﬁn no cua
dong mach vanh gay ra sy gia ting cung cap oxy cho co tim. N6
lam giam hoat dong tim bang cach diéu chinh nhip tim va lam
giam khang lyc mach mau, do d6 lam giam nhu cau oxy.
Khi diltiazem dugc sir dung don 1¢ hodc dung chung véi tac
nhan chen beta thi tac dung co thit co tlm gidm nhe dugc bdo
c40 & bénh nhén c6 chirc ning thét bao tdn.
12.2 bjc tinh dugc dong hoc:
Hdp thu: Diltiazem dugc hp thu nhanh chéng va gan nhu hoan
toan qua dudng tiéu héa sau khi ubng, nhung bj chuyén héa lan
diu qua ‘gan manh.
Phdn bé: Sinh kha dung dugc béo céo khoang 40% mic du c¢6 sy
khéc biét dang k& trong nong do huyét tvong & tumg cd nhén.
Khoang 80% diltiazem gin két v6i protein huyét tuong.
Chuyén héa: Diltiazem chuyén héa nhanh & gan, mdt trong
nhimg chét chuyén hoa, diltiazem desacetyl da dugc bdo cdo c6
25 —50% hoat tinh ctia thude gbc.
Thai trir: Thoi gian bén thai dugc bdo cdo _khoang 3 -5 gid.
Khoang 2 - 4% lidu dugc bai tiét qua nugce tiéu & dang khong dbi
va phin con lai thai ra du6i dang cic chét chuyén héa trong mat
va nude tidu,
13. Quy cich déng g6i: Hop 3 vi x 10 vién. Hop 10 vi x 10 vién
14. Bneu Ki¢n bio quin, han ding, tiéu chufn chit lugng cia
thude
14.1 Piéu kién bao quan: Noi khd, nhiét do khong qué 30°C,
tranh 4nh séng.
14.2 Han dung: 24 thang ké tir ngay san xuét.
14.3 Tiéu chuan chét lugng: USP
15. Tén, dia chi co s& san xuét

CONG TY CO PHAN DUQC - TTBYT BINH BINH

(BIDIPHAR)

498 Nguyén Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh
Binh Dinh, Vi¢t Nam
DT: 0256.3846500 - 3846040 * Fax: 0256.3846846
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