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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim SIBETINIC
(Thude ban theo dom)

SIBETINIC - Vién nén bao phim:
¢ Cong thire (cho mjt vién):

- Flunarizin TR

(twong dwong flunarizin dihydroclorid crrenes 5,9 MQ)

- Té duge.. vira dit 1 vién .
(Lactose, dextrose khan, tinh bot sin, PVP K30 (polyvinylpyrrolidon), DST (Natri starch glycolat), |
bét talc, magnesi stearat, HPMC 615 (Hydroxypropyl methylcellulose), PEG 6000 (Polyethylenc
glyeol), titan dioxyd).

¢ Tic dung duge Iy:
Cic diic tinh dwoce lwe hoc:
ot - Flunarizin 14 din chét difluor cda cinarizin. N6 ¢6 téc dung khéng histamin H1, an thin,
va tac dung dbi khéng calei c6 chon loc.

-Mcnﬁuchianuﬁﬁiu]dtéb&o,bﬁngdcbgﬁmu]dmmwmfmqmmm
té bao. Flunarizin khong tac dong trén sy co bop, khong tre ché nit xoang nhi hodc nhi thit,
klﬁnglémtﬂngﬁnsﬁﬁm,khﬁngeéliednngch&ngﬂnghuy&ip.ﬁ(\\

Céc diic tinh duoc djng hoe:

- Hip thu: Thube dwge hip thu qua dwimg tiéu héa < 80%, dat ndng dj dinh trong
huyét twong trong vong 2 dén 4 giir sau khi uéng va dat trang thii 6n dinh & tun thir
s-g.ngﬁéuuenaoaamﬁdgmm,ammapngmnmmwm
thap hon.

- Phiin bé: Thube giin véi protein huyét twong > 99%. Thé tich phan bé 16m, khodng 78
lit/kg & nhimg ngudi khoe mgnh va khodng 207 lit/kg & nhimg bénh nhin djng kinh,
¢6 mire 4§ phiin bd cao ngoai mach. Thude nhanh chéng qua hang rio miu-ndo, ndng
a3 thude & ndo gip khoing 10 Iin so véi ndng dj trong huyét twong.

- Chuyén hod: Thube dwge chuyén héa qua gan thanh it nhit 15 chét chuyén héa.

-~ Duimg chuyén héa chinh la qua CYP2D6.

- Thii trir: Thude dwge thii trir chit yéu qua phin theo dwdng mit dusi dang thube gbe
va che chilt chuyén héa. Sau khi ung 24-48 giv, 6 khoang 3-5% lidu dwge thii trir
qua phin duéi dang thube g va cic chit chuyén héa, va < 1% duge bai tiét qua
dwimg tiét nigu, Nira dbi thai trir thay ddi nhidu tir 5-15 gi & hiu hét céc bénh nhin
sau khi dimg lidu don. O mt s6 ngwdi, ndng 44 trong huyét twong ciia flunarizin c6
Mhdm(:-ﬂémogxnfnl}hngﬁﬁgiukéndﬁ(chodén&ﬂnﬂy],dihniyeé
thé do sy phong thich thubc tir cic mé khic.

+ Chi dinh:

- Dy phong dau nira diu dang cé dién (6 tién tridu-cim gidc chii quan trude khi xiy ra

m mhnmipﬁﬁhmhunhmmgmmmgbﬁlﬁngﬁﬁhtriﬁu}.
trj tri¢u chirng chéng mit do réi loan chirc niing h¢ théng tién dinh
¢ Litu dimg, cich ding, dwimg ding:

- Dy phong dau nira diu:

+ Ijéukh&ldin:l]ﬁngviobnﬁl&ﬁi.

o Bénh nhiin dw6i 65 tudi: 10 mg (2 vién)/ngay.
o _Bénh nhin trén 65 tudi: S mg/ngay
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o Néu trong giai doan diéu tri nay, xdy ra ciic tri¢u chimg trim cim, ngoai thip,
hodc cdc tic dung khong mong mudn khdc, nén ngirng didu tri. Néu sau 2 thing
khéng ¢6 sy cii thi¢n ding ké, bénh nhin dwge xem nhw la khéng dép img va
nén ngimg didu tri.

+ Diéu trj duy tri: 5 mg/ ngay.

- Chéng mit: Liéu hang ngay twong tw nhur ding cho dau nira diu, nhung didu trj khai
ainchikeodumaznmuém.mmmmaueung,th-maduﬁzmtng,nén
khéng cé sy cdi thi¢n ding ké sau 1 thing d6i véi chéng mit man tinh, 2 thing a6i véi
chéng mit tur thé, bénh nhén dwge xem li khong dip émg va nén ngimg didu tri. S
- Liéu lrgng & b¢nh nhén suy gan: Vi thude dwge chuyén héa & mire 33 1én & gan nén
dunsdgtuﬁhhﬁéuhmbdebhhnhhﬁy.mnﬁdﬁuzsw, g vio
budi

¢ Chéng chi dinh:

- Qué mén v6i flunarizin hay bét cir thanh phin no cta thubc. S
- Khong ding flunarizin & bénh nhin c6 tién sir trim cim hofc dang c6 trigu chimg |~
Parkinson truéc dé hodic cdc réi loan ngoai thap khic.

¢ Téc dyung khong mong muén:

- Thudmg gip (ADR> 1/100)

+ TKTW: Budn ngii, mét méi.

+ Tiéu héa: Ting ngon mi¢ng, ting cin.

- It giip (1/1000< ADR < 1/100)

+ TKTW: Trigu chimg ngogi thip (vin djng chim, cimg do, ngdi nim khing yén,

logn vin djng, run), trim cim.

+ Tiéu héa: Kho mi¢ng.

- Hiém giip (ADR< 1/1000)

+ Tiéu héa: Budn nén, dau da dy.

+ Khidc: Ting tiét siva.

- Tén suft khéng xic dinh: ,\\k
+ TKTW: Lo ling.

+ Da: Phét ban.

+ Co xwong: Pau co,

Théng bio cho bic si nhimg tic dyng khing mong muén gip phai khi sir dung thudc

¢ Twong téc véi thube khac:

- Vige ding ddng thdi ruou, thube an thin va thude ngii véi flunarizin Am ting thc
dumphubn&nngﬁ.ﬂumrﬁnkh&ngblchﬂngmm&bhhnﬁnmmmg
thuoe chen beta.

- Duge ding hoc cita flunarizin khong bj dnh hwéng bi topiramat. Trang thai duge
djng hoc on dinh cia topiramat khong bj inh hwéng béi flunarizin.

- Vige sir dyng lau dai flunarizin khéng inh hwong dén ndng 4§ trong huyét twong ciia
phenytoin, carbamazepin, valproat hay phenobarbital. Nong dj trong huyét twong

cic thude trj djng kinh loai nay so véi nhimg ngudi khoe manh ding lidu twong f.
Dj gin két véi protein huyét twong ciia carbamazepin, valproat va phenytoin khéng
bj dnh hwing khi ding ddng thoi véi flunarizin.

¢ Thin trong khi diing thude:

- Diu tri nay ¢ thé gia ting tri¢u chimg ngoai thap, trim cam va boc phét hi chimg
Parkinson, dfc biét & bénh nhin dé c6 nguy co nhw ngudi gid. Vi vdy nén thén trong &
nhimg bénh nhén nay.
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- Trong mdt s6 truomg hop hiém: Mét moi c6 thé gia tang trong didu tri flunarizin, trudmg
hop ndy nén ngung diéu tri.
- Khéng vuot qué lidu quy dinh.

-Bénhnhhphhmm&udanmmkym,dacwwmmnm&m tri, dé
¢6 thé phét hién sém triéu chimg ngogi thép hay trdm cim va ngung didu trn;gx
diéu trj duy tri, khong dat higu qua diéu trj thi ngung diéu trj.
- Khéng sir dyng cho b¢nh nhin khing dung nap Galactose hojc thiéu enzym Lactose
hoiic kém dung nap Glucose-Galactose.
¢ Tic djng ciia thube khi l4i xe va vin hanh miy méc:

-Bﬁﬁhﬁnngﬁcéﬂéxﬁym,&emlﬁcb&ﬁumﬁmmmmm y
dong nhu 14i xe hogic vén hanh méy méc nguy hiém.

¢ Sir dyng cho phy nir ¢6 thai va cho con bii:

- Sy an toan cua flunarizin khi ding trén phy nit ¢6 thai chua duge x4c nhin nén khéng
str dyng cho phu nir c6 thai.

- Khdng ¢6 dir liéu n6i vé sy bai tiét qua sira & ngudi. Do d6, khong khuyén khich sir dung
flunarizin trén phy ni¥ cho con b,

¢ Qui lidu vi cich xir tri:

- Trigu chirng: Mt vai trromg hop qué lidu cép (cao dén 600 mg udng 1 lén) da duge bio
cdo, tridu chimg duge quan sét 1a budn ngt, kich déng, nhip tim nhanh.
- Diéu trj: Khong c6 thude giai dge dac hiéu, Trong vong 1 gio sau khi udng qué lidu nén sic
rira da day. C6 thé ding than hoat néu thy thich hop.

¢ Trinh bay:

- Hop 10 vi x 10 vién.

- Chai 100 vién.

¢ Han dimg:

- 36 théng ké tir ngay san xuét.

+ Bio quin:

- Noi khd mat, nhiét d§ dudi 30°C, tranh énh sang.

¢ Tiéu chuén: TCCS a
DEXA TAM TAY CUA TREEM ey
BOCKY HUONG DAN SUDUNG TRUGCKHIDUNG (7 7 lfinf; Hang
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG

THONG BAO CHO BAC STNHUNG TAC DUNG KHONG MONG MUON GAP
KHI SU DUNG THUOC

CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D dudmg C — KCN Tén Tao — Q.Binh Tén — TP.HCM
DT : (08) 37.541.999 — Fax: {03)37543999




