Ry CORDAMIL 40 MG
Bé xa tém tay tré em
Doc ky hiomg dan si dyng trude khi dimg
Thuéc nay chi ding theo don thudc
Thong bdo ngay cho bdc sy hodc duoc sp nhitng phdn tmg 6 hai
gdp phai khi sir dung thudc

1. THANH PHAN CONG THUC THUOC
M&i vién nén bao phim c6 chira:

Thanh 153 hoat chét: Verapamil hydroclorid 40 mg
Thanh phan té dwoe: Lactose monohydrat, maize starch, povidon K30,

natri starch glycolat, talc, magnesi stearat, silica colloidal anhydrous,
hypromellose, titan dioxid (E 171), macrogol 6000, tartarzin (E 102).

2.DPANGBAO CHE

Vién nén bao phim hinh tron duong kinh 7 mm, mau vang nhat, hai mat 184,
chéc va dong nhat, cic canh nguyén ven, mdt mat ¢ khac chir "V 40".
3.CHIPINH

-Piéutri ting wc%mﬂ 4p nhe dén trung binh va tang huyét ap do bénh thén, sir
dung don 1¢ hay phéi roﬁ v6iliéu phap ha rnmﬂ ap khéc.

-Bicutriva wwocm ngira dtay thit nguc (bao gomca dau thit nguc bién thé).
- Piéu tri va phong 1 logn nhip thit nhanh va giam nhip that trong rung

nhi/cudng ddng nhi. Verapamil khong nén dugc sit dung dé diéu tri rung
nhi/cudng dong nhi & bénh nhan mic hoi chitng Wolff-Parkinson-White.
4.LIEUDUNG, CACHDUNG

Liéu ding

Ngwdilén

Ting \:c\m“ dp: gﬁ diu lidu 120mgx 2 IAn/ngay rdi tang 1én liéu 160mg x 2
lin/ngay néu cin. Trong mot sb trudng hop, co thé ting lidu 1én dén
480mg/ngay, chia 1am nhidu An. C6 thé giam thém huyét 4 ap gum cach két
hop verapamil voi cac thubc ha huyét apkhac, ddc biétla thude loi tidu.
DPau thit ngiec: khuyén nghi ding lidu 120mg x 3 lin/ngay. Lidu 80mg x 3
lin/ngay c6 thé hoan todn phti hop & mét sé bénh nhéan dau thit ngye do
géng strc. Lidu it hon 120mg x 3 lan/ngay khéng ¢6 hiéu qué trong didu trj
dau thit ngire bién thé.
Réi logn nhip théit nhanh: &ing lidu 40-120 mg x 3 lan/ngay tiry thude vao
muitc ) nghiém trong cua tinh trang.

Tré em . i

Tinh trang gia ting vé ty 1€ r6i loan nhip tim & tré em da dwoc ghi nhén. Vi
vay, verapamil chi nén dwoc str dung dwéi su gidm sat cia chuyén giay 1é.
Tré em dudi2 89 dimg liéu 20mgx2-3 lan/ngay.

Tré em tir 2 tudi tr& 18n: ding lidu 40-120mg x 2-3 1An/ngay iy theo tudi va
dohiéuquacha thudc.

Ngwdicao tudi

Khuyén cdo dimg lidu gibng nhur cho ngudi 16, trir cac trudng hop chic
ning gan hodc thin bi suy giam.

Céch dung )

Thudc ding dudng uong.

5. CHONG CHI PINH

-Quéa Bmm véihoat owmﬁ holc véi bat ki ta dugenio cua thude;

-Tut huyét mﬁ?ﬂ%ﬂ ap tim thu < 90mmHg);

- Bloc nhi that d6 hai hodc dd ba; hdi ching suy nit xoang (ngoai trir &
nhitng bénh nhin ¢6 méy tao nhip dang hoat déng); suy tim mét bi; nhip
tim cham 3 rét azo: 50 nhip/phit);

- Phéi Uoﬁ v6i cac thube chen beta (B-blocker) & nhiing bénh nhan ¢6 chirc
ning tim thitkém;

- Hoi chimg Wolff- wm&aumom.érmﬂ

- Cocm mobm théd véj nude ép budi;

- Nhdi méu co tim cip ¢6 bién oEEm nhw nhip tim cham, tut huyét 4p nhiéu
hoiic suy thattréi;

-Phoihgp véiivabradin.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Cén than trong va gidm sat can thén trong cac trudng hop sau:
-Blocknhithatdd 1;

- Tuthuyét ap;

- Nhip tim chdm;

-Suy gan;

- Ré1 loan dan truyén thin kinh co (bénh nhuoc co, hoi chimg Eaton-
Lambert, loan dudng co Duchene ting);
T hudc cé chira lactose. Khong sir dung thude nay cho bénh nhén bi cic vén
32 di truyén hiém gip nhu khong dung nap galactose, thiéu hut lapp -
lactage hay kém hép thu glucose —galactose.
Thubc c6 chira tartrazin (E102), c6 the gy cac phén ing di ting.
7.SUDYNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phu nir c6 thai
Wwoum ¢6 dit liéu vé sir dung thudc trén phu nit c6 thai, chi nén ding thudc
néuloi ich vuot trdi so véi nguy co.
Phu nit cho con bit
<o§um5n qua duoc hang rao nhau thai va bai tiét vao trong sita mot lwong

x4c dinh. C6 bing chimg cho thiy verapamil 1am ting sy bai tiét prolactin
va ¢6 thé 1am tiing tibt siia trong céc trrdng hop c4 biét. Nén ngung cho con
b khi didu tri voi verapamil.

8. ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN
HANHMAYMOC

Tuy thudc vao mic d¢ dap timg, verapamil hydroclorid c6 thé 1am suy kha
nang phan ung & ngudi 1ai xe, van hanh may moc. Didu niy xay ra diic biét
khi bat ddu didu tri, sau khi ting lidu, chuyén sang diéu trj bing verapamil tir
thubc khéc hoic khi sir dung két hop véiruou.

9. TUONG TAC, TUONG KY CUATHUOC

Cée nghién ciru in virro &3 chimg minh ring verapamil dugc chuyén héa
béi hé enzym cytochrom CYP3A4 P450, CYP1A2, CYP2C8, CYP2C9 va
CYP2C18. Verapamil duge ching minh la mot chét e ché enzym
CYP3A4. Tuong tac lam sang dang ké véi céc thubce tre ché CYP3 A4 duge
ghi nhan 13 din dén tang nong d0 ctia verapamil v%&oo_onm trong huyét
thanh, trong khi cac thude cdm tmg CYP3A4 lam gidm nong d6 verapamil
hydroclorid ?&i thanh. Do nén theo doi twong tic thude §bénhnhén,
Bang dudi day thé hién cac trong téc ciia thude 6 thé xay ra dwa trén dic
tinh dugc dénghoc:

Thubc ding két | Anh hwéng cita cic thube khae Chii ¥
hop Ién verapamil va n:» verapamil
1én céc thube khic
Thube chen alpha
Prazosin Téng Cmax cua prazosin (= 40%) | Gy tut huyét 4p higp
ma khéng anh huong dén nira doi | ddng
théi trir
Terazosin Tang AUC (= 24%) va Cmax (=
25%).
Acid acetylsalicylic Xu huéng ting chay
man.

Ethanol

Tang ndng d6 cdn trong huyét
twong.

Thube chéng loan

nhip

Flecainid Anh huémg t6i thiéu dén 46 thanh | Tut huyét dp. Phit phéi
théi felcainid trong huyét tuong c6 thé xdy ra & nhimmg
(<10%); khong anh hudng dén bénh nhén bi bénh co
thanh thai verapamil huy€t thanh. tim phi dai tac nghén.

Quinidin Giam thanh thai quinidin khi uéng
(= 35%).

Thubc diéu tri hen

Theophylin Giam d thanh thai cua theophylin | Gidm thanh thai thubc &
(= 20%). ngudi hit thude

(=11%)

Thube chéng co gidt

Carbamazepin

Tang AUC ciia carbamazepin (=
46%) & bénh nhan bi dong kinh
mét phin dai ding. Téng ndng d6
carbamazepin trong huyét tirong.

Tang ndng do .
carbamazepin. Diéu nay
¢6 thé gy ra céc phan
‘g phy cha
carbamazepin nhu
chitng song thi, nhirc
dAu, mét diéu hoa hodc
chéng mat.

Thubc chéng trdm cim

Imipramin

Téang AUC cua imipramin

Khéng anh wﬂgwhmc
murc dd chat chuyén héa

verapamil.

(= 15%). A >
¢4 hoat tinh,
desipramin.

Thude ubng tri d4i thao dwimg

Glyburid Ting Cmax (= 28%) va AUC (=
26%) ca glyburid.

Khang sinh

Erythromycin | C6 thé 1am ting ndng d cua
verapamil.

Rifampicin Giam AUC (= 97%), Cmax (= Co Eo gidm tac dung ha
94%) va sinh khé dung (= 92%) huyét 4p.
clia verapamil khi uéng.

Telithromycin C6 thé 1am tang ndng 46 clia

Thudc chéng ting huyét 4p, thudc l¢i nidu, thube giin mach

Tang tac dung ha huyét ap.

Thube tri ung thw

Doxorubicin

Duing cing verapamil dudng ubng
1am ting AUC (= 89%) va Cmax (=
61%) ciia doxorubicin.

s} nhifng bénh nhén ung
thu phéi t& bao nho.

Thube khing retrovirus

Ritonavir

Do kha niing trc ché chuyén héa
ctia mbt s8 loai thudc khéng
retrovirus dugc sir dung trong uﬁc
tri nhiém HIV nhu :Hozwﬁﬁ somw
d9 verapamil trong huyét twong c6
thé tang lén.

Barbiturat

Phenobarbital

Ting thanh théi verapamil dudng
ubng (= 5 1an).

Benzodiazepin va

thube chdng lo au khdc

Buspiron Tang AUC va Cmax ctia buspiron
1an luwot 12 3 14n va 4 1in.
Midazolam Tang AUC va Cmax clia

midazolam 1an wot 12 3 1An va 2
tin.

Thubc chen beta

Metoprolol Tang AUC (= 32,5%) va Cmax (=
41%) clia metoprolol ¢ bénh nhin
dau that ngwe.

Propranolol Tang AUC (= 65%) va Cmax (=

94%) cua propranolol & bénh nhén
dau thit ngyc,




Thubc chéng Tang AUC (= 24%)). Ting cac tac dong lén

loan nhip, thudc tim mach (Tinh trang

chen beta bloc nhi that xau di,
nhip tim ting, suy tim,
tinh trang tut huyét ap
& hon).

Phin loai theo hé co quan Phén Gng cé hai

Thudc mé dang hit

(Khong xac dinh)
Réi loan hé mién dich Qué min
R&i loan hé thin kinh Dau diu; chong mat; t8 liét, co giat, rbi

loan ngoai thap

Tang céc tac dong lén
tim mach (Tinh trang
bléc nhi tht xAu di,
nhip tim ting, suy tim,
finh trang tut huyét ép
& hon).

R&i loan tai va tai trong Chéng mit; U tai.

Bléc nhi thit d6 1, 2, 3, nhip tim chim
xoang, ngimg tim; phii ngoai bién; dénh
tréng nguc, nhip tim nhanh; suy tim.

Réi loan tim

Thube chen thin kinh co

Réi loan mach mau Tut rc%mﬁ 4p, d6 bung

Téng tac dung cua thubc chen thin

Bubdn n6n, nén, to bén, tAc rudt, téng sén
nuéu, kho chiu & bung.

Réi loan tiéu hoa

Thube e ché min dich

kinh ¢ £ o
‘ Roi logn da va mé dudi Phu mach, hi chimg Stevens-Johnson,
e da hdng ban da ambwu phat ban dat sén, nbi
Glycosid tim may day, ban xuit huyét, ngira, rung téc.
Digoxin Giam thanh thai todn thén clia I A A £ .
digoxin (= 27%). O cc d6i tuong Wm: E»@s co xwong vamd | Yéu co, dau co, dau khép.
khoe manh: lam ting Cmax = 45~ lién ket
53%, tang zomm dd wﬁi tuong t6i I . . - j R o
trang théi can bing = 42%, ting R6i loan hé sinh san va Ro6i loan cuong duong, vii to & nam gidi,
AUC = 52%. Vit tang tiét stia.
Pbi khang thy thd H2 R&i loan chung va tai Mét méi.
o N - ) duodng ding
Cimetidin Lam ting AUC, gidm d6 thanh thai
Xét nghiép Tiang men gan; ting prolactin mau.

Cyeclosporin Lam ting AUC va ting ndng @b
trong huyét tuong ¢ trang théi cin
béng cta cyclosporin, Cmax =~

45%.

Sirolimus Cé Eo lam tang ndng d9 sirolimus
huyét thanh.

Lam tang ndng d6 tacrolimus huyét
thanh.

Tacrolimus

Thube ha lipid man

Atorvastatin Lam ting ndng d6 atorvastatin
huyét thanh.

s | Lovastatin Lam ting ndng d6 lovastatin wc,v\m»
pi— thanh.
S
B | Simvastatin Lam tang AUC va Cmax clia
SR
EEE

simvastatin twong tng = 2,6 Iin va
4,6 in.

Thubc d6i khing thy thé serotonin

Almotriptan AUC va Cmax cla almotriptan

ting tuong img ~ 20% va = 24%.

Thuéc uricosuric

D6 thanh thai ctia verapamil tang 3 | C6 thé 1am gidm téc

Sulfinpyrazon ) i
1an, sinh kha dung giam =~ 60%. dung ha huyét é4p.

Thuée én dinh tim trang

Lithium Tang gy ddc hai thin kinh cia
lithium

Khac

Nuée budi AUC va Cmax ting. Thoi gian ban

hiy va 4 thanh thai thén khéng
thay d6i.

Cic ché phim thao mbe cé chira cé St. John's (Hypericum perforatum)
P

AUC va Cmax gidm.

Céc chét e ché HMG-CoA reductase (nhom statin):

Pidu tri bing thudc wrc ché HMG-CoA reductase Am~5<mm§~5\ lovastatin) &
nhimg bénh nhan ding verapamil nén dwoc _umﬁ dhu véi lidu Smw nhét c6
hiéu qua va ting dan. Omz cén crmo giam dé lidu statin va diéu chinh lai
ndng d6 cholesterol huyét thanh néu bénh nhan dugc didu tri thém bing
verapamil khi dang st dung thude @c ché HMG-CoA reductase
(simvastatin, atorvastatin hodc lovastatin).

Khéng c6 dit liéu trong tic 1am sang truc tiép in vitro gitta atorvastatin va
verapamil. Tuy nhién, verapamil d& c6 kha ning anh huéng dén dic tinh
dugc dong hoc ciia atorvastatin, simvastatin va lovastatin & ciing mot mirc
do.

Cén thén trong khi dimg <o§@m§: kéthop véi atorvastatin.

Fluvastatin, @Séﬂmﬁﬂ va rosuvastatin khéng dugc or:%a: héa qua
CYP3A4 vakhéng c6 khé ning x4y ra twong tac gifta ching véi verapamil.

10. TAC DUNG KHONG MONG MUON CUA THUGC

Béng tém tht cic phan img c6 hai duge phan nhém theo tAn suét: rét thudng
gap (ADR > 1/10), thudng gip (1/100 < ADR < 1/10), it gép (1/1000 <
ADR < 1/100), hi€ém gip (1/10000 <ADR < 1/1000), rht EoE g3p (ADR <
1/10000) va khéng xéc dinh (khong thé wde tinh tir i 1idu s&n c6).

11. QUALIEU VA CACH XU TRI

Qué lidu:

Triéu chimg: Tyt r&\m" ap, suy tim, 16i loan nhip tim nhu nhip tim nhanh,
nhip tim chim, bléc nhi that va bléc nat xoang muc d6 cao, bét tinh va toan
chuyén hoa da dugc bio céo.

Pi o truong hop tit vong dugc ghi nhén khi ding thudc qua lidu.

Cich xiv tri kkhi diing thude qua lidu:

Trong diéu trj qua lidu nén tap trung hé tro cac chire ning sbng. Ding calci
duong tiém, thudc kich thich beta adrenergic va rira da day duge E.E%m\:
céo.

Thém tach méu khong thé loai bé verapamil hydroclorid.
12.PACTINHDUGC LUCHQC

Nhém dugely: Thudc chen kénh calci chon loc, din xudt phenylalkylamin
MAATC: C08DAO1

Cochétic dung:
Verapamil g\&o&oﬁm trc ché dong ion calci di vao tim va 1€ bao co tron

thanh mach. Nhu cdu oxy clia co tim giam truc tiép 1a két qué ciia tic dong

1én qué trinh chuyén héa c6 tidu thy ning luong cia té bio co tim vA gidm

gién tiép do giam hau ganh.

Téc dong ctia chen kénh calci 1én co tron cac dong mach vanh lam tang tudi

méu co tim va lam gidm co thit mach vanh.

Téc dung ha huyét 4p cta verapamil dua trén su gidm strc can mach ngoai vi

makhdng gdy phan xa :Ew tim nhanh.

Verapamil 3&8&3& cOtac acbm chéng loan n:% tim manh, dc biét déi

v6i loan nhip tim trén thét. Thubc tri hon din nd%mm qua nut nhi thét, nhr

d6 nhip xoang duoc phuc hdi hodc nhip thét tr& nén binh thudng tiry theo

loai réi loan nhip.

13. DAC TINH DUGC BONG HQC

oo 92% <o§mm5: U%&o&oza duge hép thu nhanh vao rudt non. Nbng do

161 da trong huyét twong ciia verapamil dat dwoc trong 1-2 gidr sau khi ding

thubc dang gidi phéng kéo dai. Thori gian bén ity 14 ti 3 dén 7 giv. Khoing
90% verapamil lién két véi c4c protein huyét tuong.

Sinh kha aszm toan than trung binh sau khi ding mét lidu duy nhét 11 xmv xi

22% do chuyén héa bude dhu & gan. Sinh khé dung ting 1,5 dén 2 14n khi

ding da liéu.

O bénh nhan xo gan, ¢6 thé ¢6 ting dang k& sinh kha dung toan than.

Chét nay dugc chuyén héa rong réi. 12 chit chuyén héa d& duge xéc dinh &

ngudi. Két qua trong mot nghién ciru trén ché cho thy, chi ¢6 norverapamil

duoc tim thiy ¢6 tac dung dirge Iy dang k8 (khoang 20% ciia chét me).

Verapamil vé céc chét chuyén héa ciia n6 chi yéu dugc bai tiét qua than va

chi 3-4% lidu dimg duoc thai trir duéi dang khong déi. Khoang 50% va

70% liéu ding thai trir qua thin trong vong 24 gidr va 5 ngay. Téi 16% liéu

dimg duge bai tiét qua phan, Theo két qué ciia ce nghién cira so sanh gitta

bénh nhan suy thin giai doan cubi va cac bénh nhan c6 chirc néang thén binh

thudmg, rbi loan chire ning than khong anh huéng dén duge dong hoc ciia

verapamil. Thoi gian bén thai kéo dai & bénh nhén xo gan do d¢ thanh thai

thép va thé tich phan b cao.

14.QUY CACHBONG GOI

Hoép 3 vix 10vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT

LUQNG CUATHUOC

Pidu kién bio quén:

Béo quan dudi 30°C trong bao bi gbc.

Han dung:

36 thang ké tirngay san xuit. Khong ding thude qua han st dung,

Tiéu chuén chit lwong:

TCCS.

16. TEN, PIA CHI CUA CO SO SAN XUATTHUOC

Co'sésanxudt: S.C.ACHELCORS.R.L.

Piachi: 62 Dr. Victor Babeg street, Baia Mare - Romania (Rumani).




