Rx- Thubc nay chi dimg theo don thude

TO HUONG DAN SU DUNG THUOC
(SPK: VN-22208-19)
1. TEN THUOC:

SARARIZ Cap.

2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:
DPoc ky hudng dan st dung trudc khi diing.

Pé xa tAm tay tré em.

Théng bdo ngay cho bdc sy hodc duge sy nhitng tdc dung khong mong
muén g4p phéi khi s dung thude.

3. THANH PHAN CONG THUC THUOC:
M3i vién nang chira:
Thénk phan hoat chdr:
Flunarizine dihydrochioride .................. 5.9mg
(twong dwong Flunarizine Smg)
Thénh phdn t¢ duge:
Lactose, Povidone, Microcrystalline Cellulose, Magnesium Stearate, Nang
cimg rang.

4. DANG BAO CHE:
DANG BAO CHE: Vién nang cimg.

HINHE THUC CUA THUOC:
Vién nang cimg ¢6 ndp méu xdm va than mau dé chita bét mau tring, ¢6
chir “HDC” v& "% 5" trén nang,

5. CHI DINH:

Pidu tri dy phong con dau nira ddu trong trudng hop cde bign phap didu i
khéc khong c6 hiéu qua hodc kém dung nap.

6. CACH DUNG, LIEU DUNG:

Thudec nay chi nén diing theo sy ké don cila thdy thude.

Ngudi 16m < 65 tubdi va ngudi cao tui (> 65 tubdi)

~ 1 viéo/ ngdy, ubng vao budi 18i, duy tri trong 4 dén 8 tudn.

~  Trong thoi gian didu tri, néu xudt hién cdc trigu chimg twhm cam,

ngoai thép hay céc bién cb bat loi nghiém trong khac, cin ngimg ding
thude (xem muc Canh bdo va than trong khi st dung).

—  Néu sau 8 tun didu trg khong c6 sy cai thién, bénh nhin duge xem
nhu khong dép tmg véi didu tri va nén ngimg ding thudc.

~  Thoi gian didu tri khong qua 6 thang.

—  Khuyén céo chi danh cho bénh phén < 65 tudi: Néu bidu hién lam
sang cfia bénh nhin cho thiy dép tmg chcu trj khéng dhy di, 6 thé
ting lidu 1én &én 2 vien/ngdy nhung cdn cén nhic trong kha ning
dung nap thubc ciia bénh nhan.

Tré em

—~  Tré em > 12 tudi, dac biét trong trudng hop dau nira dhu chua duge
chin doan xdc dinh: 1 vién/ ngiy, ubng vao budi i, Thoi gian didu
tri khéng qué 6 thang.

—  Tré em < 12 tudi: chua ¢6 bang chl.mg dhy da v higu qué va d¢ an
toan ciia flunarizine trén déi trong ny. Khong khuyén céo s dung
flunarizine cho tré em dudi 12 tudi.

7. CHONG CHI DINH;

— Mén cém véi flunarizine hay bt cir thach phin 4 dugc nio ctia
thudc;

~— (6 triéu chimg ctia bénh Parkinson tir trude khi didu tej.

—  Tién sir co cac triéu chung ngoai thap.

—  Bénh trhm cim hofic tidn sir c6 hoi chimg trdm cam tai phat.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC:

~ Khéng st dung thubc qué Léu khuyén cdo. Cin theo déi ngudi bénh
thuong xuyén, dinh k¥, dic biét trong thoi glan didu tri duy tri aé phat
hién sm cac biéu hién ngoai thap, trAm cam va nging diéu trj kip thoi.

~ Mot sb trudng hop mét méi véi mire do ning ting din da duge ghi
nhin khi s dung flunarizine. Néu tinh trang ndy xay ra, cin nglng
diéu tri véi flunarizine.

~  Flunarizine c6 thé 1am ting cdc triéu chémg ngoai thap va trdm cm, va
cling c6 the lam bde 16 hoi chimg Parkinson, ddc biét 13 nhimg bénh
nban c§ t6 bAm, nhu 1 ngust 16n tudi. Vi thé thude phai dugce st dung
c4n than & nhitg bénh nhén nay.

~ Thubc c6 chia lactose, do d6 khong nén duge st dung cho nhimg
ngudi bénh cb cic vin @& di truyén hiém gip cia khéng dung nap
galactose, sy thibu hut Lapp lactase hodc sy hap thu kém glucose-
galactose.

9. 85U DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
Thoi ky mang thai:

Khéng cb bing chimg V& tic dung 6 hai clia flunarizine déi voi bao thai &
stic vat thi nghiém. Tuy nhién, nén cin nhic gitta higu qua trj Hiéu va sy
nguy hiém khi diing thude trwde khi ding thude ndy cho phy nit ¢6 thai.
Thei kv cho con bii: o )

Cic nghién ci trén stc vat cho thay ring flunarizine bai tiét qua sita. Do
d6 nén ngung cho con bl khi ngudi me dang ding flunarizine.

10. ANH HUONG CUA THUGC LEN KHA NANG LAI XE, VAN
HANH MAY MOC:

Flunarizine ¢6 thé gay ngit ga tac dong nay c6 thé trdm trong hon khi ding
ddng thoi vai regu hodic céc thude 1am suy nhwge hé thin kinh trung uong
khéc.

Bénh nhan nén thén trong béi khi dang 14i xe hodc thue hién céc cong viée
nguy hiém khdc ma mét sy canh gidc tinh thin thi c6 thé gay ra tai nan.

11. TUGNG TAC, TUONG KY CUA THUOC:

Da tiét sta da duge bdo cdo & mdt vai bénh nhén nit dang ding thubc
tranh thai dudng ung trong 2 thang diu diéu tri flunarizine.

Cc chit gay cam mg men gan ohu carbamazepme va phenytoin ¢ thé
twong téc v6i flunarizine bing cach tang cudng chuyén hoa. C6 thé cin
thiét ting lidu ding flunarizine.

An thin qua‘muc co thé xay ra khi ruou, thudc ngu hogc thubc an thin
duge dimg dong thoi v6i flunarizine.

Thubde atropine:

Phaij tinh den 14 céc thuoc atropine co thé thém vao cée thc dung khong
mong mudn va d€ dfin dén bi tify, tang nhan 4p cép tinh, tdo bén, khd
miéng .. .

Céce thuéc atropine khac nhau dai dién la thude chéng trim cdm
imipramine, hiu hét céc thude khang histarnin H1 atropine, thubc khing
cholinergic chéng parkinson, thubc chéng co thit atropine,
disopyramide, thudc an thin phenothiazine va clozapine.

Thubc topiramate

Dugce dong hoc cia flunarizine khong bj thay dél boi topiramate. Khi
flunarizine duge ding véi S0 mg topiramate méi 12 git, lam ting 16%
phoi nhidm toan thén voi flunarizine da duge quan sit thiy & nh\mg
ngudi bénh dau mira du so sinh véi mitc ting 14% ¢ nhitng ngudi bénh
chi duoc didu tri v6i flunarizine. Dugc déng hoc cia topiramate & trang
théi én dinh khéng bi anh huéng boi flunarizine.

12. TAC DUNG KHONG MONG MUON CUA THUOC:
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Théng bdo cho bdc si nhitng tic dung khong mong muédn giip phai khi siv
dung thuoc.

13. QUA LIEU VA CACH XU TRi:

Biéu hién: o o

Ciéc truomg hop qué ligu cap (mét lin udng trén 600mg flunarizine) da duwgc
bao céo va cdc tridu chimg quan sat thay 14 an thén, kich déng va ting nhip
tim.

trj qui lidu cap bao gom dung than hoat, gay non hodc rira da day va
didu trj h trg. Chua 6 thudc gidi dge dac higu.

14. PAC TINH DUGC LUC HQC:

Ma ATC: NO7C A03

Flunarizine 14 thubc dbi khéng calei c6 chon loc.

Thude ngin chin sw quad ti calei 1 bio, bing cich gidm calei trdn vao qua
mitc qua mang té bao co tron mach méu, hong cdu va té bio ndo.
Flunarizine khéng tic dong lén sy co bop va din truyén co tim.

15. PAC TINH DUQGC DONG HOC:

Hip thu

Flunarizine dugc hip thu tét (>80%) qua dudmg rudt, dat nong d6 dinh
trong huyet twong trong vong 2-4 gi¢r sau khi ding duéng uéng va dat tinh
trang 6n dinh tir 5-6 tuan.

Phdn b

Lién két véi protein Huyét tirong > 99%. Thé tich phan bS khodng 78 Likg
& nhitng nguoi khoe manh va khodng 207 L/kg ¢ nhing bénh nhén dong
Kinh. Thude qua hang rio méu ndo mdt cich nhanh chéng; néng d6 trong
1o cao hon khodng 10 lin so véi trong huyét trong.

Chuyén héa

Flunarizine dugc chuyén héa chi yéu & gan thanh it nhét 15 chit chuyén
hoéa. Con dudng chuyén héa chii yéu 13 CYP2D6,

Thdi trir

Flunarizine dugc thii trir ché yéu dudi dang thube khéng bién d6i va cic
chat chuyén héa trong phén qua mit. Trong vong 24 den 48 gitr sau khi
ubng, khoang 3 ~ 5% Tiu ding flunarizine dwoc bai tiét qua phin & dang
Kkhéng d6i vi dudi dang chat chuyén hoa vi it hon 1% duge bai tiét & dang
khong d6i trong nude tidu. Nira doi thai trir giai doan cudi cita né thay a6i
tat cao, dso ddng thr 5 ~ 15 gidr trong phan lén céc ca nhén sau khi ding
lidu duy nhit. Mot sb déi twong cho thiy ndng do flunarizine trong huyet
tuong ¢6 thé do duge (> 0,5 ng/ml) trong mét thoi gian dai (1én dén 30
ngay), ¢6 thé do sy tai phan bé thubc tir cac md khic.

16. QUY CACH PONG GOI:
Hop c6 60 vién nang (6 vi x 10 vién nang)

17. PIEU KIEN BAO QUAN, HAN DUNG, TIRU CHUAN CHAT
i N LUQONG:
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