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R Prescription drug Box of 10 blisters x 10 capsules

FLUOSTINE Capsule

FLUOSTINE Capsule

Compeosition: Each hard capsule contains Shelf-life: R(O) |

Flunarizine . . . 5.0mg 36 months from the manufatturing date. Zai

(as Flunarizine dihydrochloride 5.9 mg) - (w l IC Ol A SRR A areT
Specifications: In-House. - &K FUAINY LT DUOS

Indication, Administration, Contraindication e e —

and other information: A 1 3 3 s N

Read the package leaflet enclosed AVOA X X355 AN A |

SBK/ Visa No i

Storage conditions: h?;iﬂ Eﬂa{tchDNo - |

Store in a tight container, protected from moisture ig. Date i ad r o ,_ |

and light, beglow 30°C. » HSD/ Exp. Date Lan ‘Eilkil.Q../'.(.-'...ﬁT.. .3&'55 i

KEEP OUT OF REACH OF CHILDREN

READ THE PACKAGE LEAFLET CAREFULLY BEFORE USE

R Thuéc ban theo don Hop 10 vi x 10 vién

F LU OSTI N E Capsule

FLUOSTINE Capsule

Thanh phan: M&i vién nang cirng c6 chira: Han ding:
Flunarizin i 5,0 mg 36 thang ké tir ngay san xuét
(dwéri dang Flunarizin dihydrochlorid 5,9 mg)

) Tiéu chuan: TCCS
Chi dinh, Cach dang, Chong chi dinh va ]
céc thong tin khac: Xem trong t& Hwéng Xuét xir: Han Quéc
dan sir dung thubc kém theo

Diéu kién bao quan: Importer/DNNK:
Bao quan trong bao bi kin, tranh &m, tranh
anh sang, nhiét @6 dwéi 30°C

_ _DEXATAMTAY TREEM ;
DOC KY HPONG DAN SU’ DUNG TRUOC KHI DUNG
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R
FLUOSTINE Capsule

Flunarizin 5 mg

Khuyén cdo:

Doc ky hudng dan sir dung truée khi dimg.

Dé xa tam tay tré em.

Thong bao ngay cho bdc sy hodc dwogc sy nhitng tac dung khéng mong muén gdp phai khi sie
dung thube. Néu can thém théng tin xin hoi ¥ kién bdc sy hodc duoc sy,

Thuéc nay chi dimg theo don ciia bdc sy.

Thanh phan — ham lugng ciia thuée:

Mbi vién nang cimg c6 chira:

Thanh phan hoat chat:

Flunarizin (duéi dang Flunarizin dihydroclorid)............... 5,0 mg

Thanh phan td dwoc:

Lactose hydrate, Sodium starch glycolate, talc, magnesium stearate, vo nang cig.

Dang bao ché: Vién nang cimg.
Quy cach déng géi: Hop 10 vi x 10 vién.

Dwoc lwe hoe:

Nhoém tac dung duoc ly: Thube tri dau nira dau.

Ma ATC: NO7CA03

Flunarizin 1a thuéc c6 hoat tinh khang histamin H1, khang dopamin va khang cholin. Flunarizin la
chit déi van chon loc dbi véi kénh calci. Ung dung ctia n6 trong diéu tri du phong dau nira dau con
dua trén tac dung lam giam dong ion calci di vao té bao. Flunarizin khong tac dong trén su co bop
hay dan truyén cuia tim.

Dwge dong hoc:

Hap thu

Flunarizin dugc hé‘ip thu tét qua dudng tiéu hoa (> 80%), dat nong do dinh trong huyét tuong
trong 2 dén 4 gio sau khi udng. O tinh trang do acid dich vi da day giam (pH da day ting), sinh
kha dung cua flunarizin cé thé thip hon.

Phan b6

Flunarizin gin két vé6i protein huyét twong & ty 1¢ trén 99%, c6 thé tich phan bé khoang 78 L/kg
o ddi tuong khoe manh va khoang 207 L/kg & bénh nhan dong kinh. Piéu nay c6 nghia la
flunarizin phan b rat lén & khoang ngoai mach mau. Thube di qua hang rao mau-ndo mot cach
nhanh chéng, nong d¢ thuéc & ndo cao gap khoang 10 14n so véi nong do trong huyét twong.
Chuyén héa

Flunarizin dugc chuyén héa tai gan thanh it nhét 15 chét chuyén héa. Con duong chuyén hoa
chinh la thong qua CYP2D6.
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Thai trie

Flunarizin duoc thai trir cht yéu qua phan theo duorng mat dudi dang khong ddi va chét chuyén
héa. Sau khi ung 24 dén 48 gid, c6 khoang 3 - 5% liéu duoc thai trir qua phan dudi dang khong
d6i va chat chuyén hoa, va <1% dugc bai tiét qua nuée tiéu dudi dang khong d6i. Nira doi thai
trir pha cudi bién thién nhidu tir 5 dén 15 gi & hau hét bénh nhan sau khi dung liéu duy nhét.
Mbt s6 bénh nhan ¢6 ndng do flunarizin trong huyét tuong c6 thé dinh luong duge (>0,5 ng/mL)
trong thoi gian kéo dai (dén 30 ngay), diéu nay c6 thé do su phéng thich thude tir cac mé khac.
Str dung liéu Iap lai

Néng d flunarizin trong huyet tuong dat duoc trang thai 6n dinh sau khoang 8 tuan ding thude
lap lai v6i lidu duy nhit mdi ngay va co gié trj cao gap khoang 3 l4n so véi khi chi dung liéu duy
nhit. Nong do flunarizin & trang thai 6n dinh ty 18 thuan véi lidu diing trong khoang 5 dén 30 mg.

Chi dinh:
* Diéu tri du phong con dau nira diu trong truong hop céc bién phap diéu tri khic khong c6 hiéu
qua hodc kém dung nap.

Li¢u lwgng va cich ding:
Liéu ding
*  Ngudi 16n < 65 tudi va nguoi cao tudi (> 65 tudi):

- 5 mg/ngay, udng vao budi téi duy tri trong 4 dén 8 tuin.

- Trong thoi gian diéu tri, néu xuét hién cac triéu chimg trdm cam, ngoai thap hay céac
bién cb bét loi nghiém trong khic, can ngimg dung thudc (xem muc Canh bao va than trong
khi sir dung).

- Néu sau 8 tuan diéu tri khong c6 su cai thién, bénh nhan dugc xem nhu khong dép tng
véi diéu tri va nén ngirng dung thude.

- Thoi gian diéu tri khong qua 6 thang.

- Khuyén cao chi danh cho bénh nhén < 65 tudi: Néu bidu hién 1dm sang cua bénh nhan
cho thiy dap tmg diéu tri khong day du, c6 thé tang 1én dén 10 mg/ngay nhung cén cin nhic
trong kha ning dung nap thubc ciia bénh nhan.

* Tréem
- Tré em > 12 tudi, dic biét trong truémg hop dau nira diu chua duoc chin doan xéc dinh:
5 mg/ngay, udng vao budi téi. Thoi gian diu tri khong qua 6 théng.

- Tré em < 12 tudi: chua c6 bing ching dy du vé hidu qua va d¢ an toan cua flunarizin
trén dbi tugng nay. Khong khuyén cdo sir dung flunarizin cho tré em dudi 12 tubi.
Cdch ding
Vi nguy co thudc ¢6 thé giy budn ngu, tot hon la ding thude budi téi trude khi di ngu.

Choéng chi dinh:

* Min cam véi flunarizin hay bét cir thanh phin t4 duoc nao cia thube.
* (6 triéu ching cua bénh Parkinson tir truée khi diéu tri.

* Tién sir c6 cac triéu chig ngoai thap.

* Bénh trdm cam hodc tién sir ¢6 hdi chimg trdm cam ti phat.
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Than trong:
+ Thén trong khi ding thudc:
* Flunarizin ¢6 thé gy ra céc triéu chimg trim cam, biéu hién ngoai thap va hoi chimg

Parkinson, dic biét & ngudi cao tudi. Vi vay can than trong str dung thube & dbi tuong nay.

* Khong sir dung thude qua liéu khuyén céo. Cin theo dai nguodi bénh thudong xuyen dinh ky,
dac biét trong thoi gian diéu tri duy tri d phat hién sém cac biéu hién ngoai thap, trdim cam va
ngtmg diéu trj kip thoi.

= Thoi gian khoi phat hi chimg ngoai thép ¢6 thé chdm (khoang 1 nim). Tinh trang nay
thuong khong nghiém trong nhung ¢6 thé kéo dai subt vai thang sau khi ngtmg ding thube (thoi
gian hdi phuc trung binh 1a 3 thang).

* Viéc hdi phuc co thé khong hoan toan va tién hanh diéu tri Parkinson bang thudc c6 thé cin
thiét. Trong mot s6 trucmg hop, cac triéu chimg van c6 thé ton tai mac du dugc didu tri.

= Céc trudmg hop tram cam thudng xuyén duge béo cio. Tmh trang nay xuat hién sau 5 dén 8
thang ding thuée, thuong khong nghiém trong, Trong mot s truomg hop, st dung thude chdng
tram cam va/hodic nhép vién dugc xem la can thiét ddi véi bénh nhan.

" F]unarlzm c6 thé gay tang cén.

* Mot s6 truong hop mét méi véi mic do nang tang dan da duoc ghi nhan khi su dung
flunarizin. Néu tinh trang ndy xay ra, can ngung diéu tri v6i flunarizin.

* Thudc ¢6 chira lactose hydrate nén nhimg bénh nhan khong dung nap galactose, thiéu enzym
lactase hodc kém hép thu glucose—galactose khong nén dung thudc nay.

+ Céc khuyén cdo ding thude cho phu nir ¢6 thai va cho con bu:

Phu nit co thai:

Hién chua c6 dir lidu vé viée sir dung thubc trén phu nit ¢6 thai. Cac nghién clru trén dong vét
khong cho thdy céc téc dong c6 hai truc tiép hoac gian tiép trong thai ky, trén sy phat trién cua
phoi/bao thai, dbi véi giai doan sinh dé hodc sy phét trién ciia chiing sau khi sinh.

Khong c6 bing chimg cho théy tic dung gy quai thai trén dong vat, ngudi ta du doan duoc
khong c6 tac dung nay trén ngudi. Thue té, hién nay cac hop chét bi cho la gay di tat & nguoi da
dugc ching minh ¢6 tac dung gdy qudi thai trén hai loai dong vit trong cac nghién ciru duoe
thuc hién chat ché.

Vi vy, dé than trong, tot hon la tranh dung flunarizin cho phu nit ¢6 thai.

Phu nir cho con bui:

Hién chua xac dinh flunarizin c6 bai tiét vao sita me hay khong. Cac nghién ctru trén dong vt da
cho thay flunarizin dugc bai tiét vao sita.

Quyét dinh cho ngudi me ngung cho con bu hay tiép tuc/ngimg diéu tri bing flunarizin phai dua
trén loi ich cta sita me ddi véi tré nho so vai loi ich cua viée diéu tri d6i voi nguoi me.

+ Anh huong cua thube dbi véi cong viée (ngudi van hanh may moc, dang 1ai tdu xe va cic
truong hop khac):

Cén dic biét chu ¥, nhat la déi voi nguoi 1ai xe va van hanh méy moéc, vé nguy co budn ngu do
thude gay ra, khi bat ddu diéu tri.
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Twong tic cia thude:

Phéi hop can tranh

+ Ruou

Tang tac dung budn ngi do rugu. Su giam tinh téo ¢6 thé gdy nguy hlem khi dang l4i tau xe va
van hanh mdy moc. Tranh dung thirc uong cé con va cac thude ¢6 chira con.

Phoi hop can leu y

+ Céc thude c6 tac dung atropinic

Cén luu y cac hoat chat atropinic ¢6 thé 1am tang cuong tac dung khong mong mudn cua ching
va dé dang gay ra bi tiéu, con cap cua glaucom tdo bon, khd miéng..

Cac thude atropinic khic c6 thé 1a cac thube chong trdm cam nhom imipramin, phan 16n cac
thube khéng histamin H1 atropinic, cic thubc diéu tri Parkinson c6 tac dung anticholinergic, cac
thude chdng co thét atropinic, disopyramid, cac thude liét thin nhém phenothiazin va clozapin.

+ 8¢ thuoc an than

Cén luu y rat nhiéu hoat chat c6 thé lam tang cudng tac dung e ché than kinh trung uong va gop
phédn lam giam tinh tao. D6 la cac din xuét cua morphin (thubc giam dau, giam ho va diéu tri cai
nghién), cac thudc liét than, céc thude nhém benzodiazepin, cic thuoc giai lo au khac
benzodiazepin (nhu meprobamat), cic thudc an tan, cac thude chéng trdm cam c6 téc dung gay
ngu (amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), cdc thudc khang histamin HI
gy budn ngu, cic thuée chéng tang huyét ap tac dong trén than kinh trung uong, baclofen va
thalidomid.

Cdc truong hop khac

+ Topiramat

Duoc dong hoc cua flunarizin khong bi anh huéng boi topiramat. Khi dang ding flunarizin két
hop véi topiramat liéu 50 mg mdi 12 gio, nong d¢ flunarizin trong mau ghi nhan dugc ting 16%
& bénh nhan dau nira dau so véi 14% & bénh nhan chi ding mot thudc 1a flunarizin. Flunarizin
khong anh huéng trén duoc dong hoc clia topiramat & trang thai 6n dinh.

Tic dung khong mong mudn:

D6 an toan cua thude duge danh gia trén 247 bénh nhan sir dung flunarizin tham gia vao hai thir
nghiém lam sang c6 ddi chiéu véi gia duoc, mot thir nghiém diéu tri dau nira ddu, mot thir
nghiém khéc diéu tri chéng mat, va trén 476 bénh nhan sir dung flunarizin dang ky trong hai thir
nghiém c6 dbi chiéu voi mot thude trong diéu tri chéng mit va‘hodc dau nira diu. Chi dinh diéu
trj chong mét da bi bai bé do quan hé loi ich-nguy co cta thude khong thuan loi. Dua trén dir liéu
g0op vé do an toan tir cac thir nghiém lam sang, tic dung khéng mong mubn thudng gip nhét (tin
suat > 4%) d6 1a: tang can (11 %), budn ngu (9 %), trAm cam (5 %), ting cam giac thém an (4 %)
va viém mii (4 %).

Cac tac dung khong mong mudn duge bao cio khi sir dung flunarizin trong cac thir nghiém 1am
sang (bao gom céc tac dung ké trén) va sau khi luu hanh dwoc tap hop trong bang sau. Tan suét
duoc thé hién bing cac quy udc: rat thuong gap (>1/10), thuong gap (=1/100 va <1/10), it gap
(>1/1000 va <1/100), hiém gap (>1/10 000 va <1/1000) va rat hiém gap (1<1/10 000).

) Rat thuong gap Thuong gap | It gap >1/1000 va L
: dinh
Sh >1/10 >1/100 va <1/10 <1/1000 e
Nhiém khuan va i .
o Viém mii
ky sinh
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R6i loan
mién dich

Qua man

R&i loan chuyén
hoéa va dinh dudng

Téang cam giac
thém an

Hoi chimg tram

Réi loan Tram cam, mat i ‘. i,
P A 5 cam, roi loan giac
tam than ngu =S R
ngu, lanh dam, lo au
Bat an, cham véan
g s ddng, hién tugng
Bit thl:romg“ tror.Ig banh xe ring cua,
) d"f“ hoa van dong, | 14; joan vén dong,
R6i loan ; . mat dinh hudng, tho 8 5i
w1308 Budn ngi S . g run vo can, !19:'
than kinh 0, dicam, bon ching ngoai thap,
chén, cham chap, o | hoi chimg
tai, veo ¢b Parki:lson,’di )
chuyén khoé khan,
budn ngu, run
R&i loan o
. _a Danh trong nguc
tren tim
R6i loan Ha huyét ap, nong

trén hé mach

biung

R6i loan tiéu hoa

Téo bon, dau bung
thuong vi, budn
non

Kho tiéu, tic rudt,
khé miéng, réi loan
tiéu hoa, nén

R&i loan gan mat

Tang transaminase
gan

R&i loan da va to

May day, phat ban,

Phu mach, ngira,

chirc dudi da tang d6 md hoi hong ban
R&i loan trén co- Co thét co tron, co )
G o bau co Cirng co
xuong va toan than co
Rong kinh, roi loan
- ; R&i loan chu ky kinh nguyét, thiéu
R6i loan sinh duc : ¢ e ky . : % en : E—
B e kinh nguyét, dau & | kinh, tang kich Chay sira
va hé nhii ; B
v thude va, giam
libido
R&i loan toan than Phii toan than, ph
va tai vi tri str Mét moi ngoai bién, suy

dung thude

nhugc

Xét nghiém

Tang can

Qui lidu va cdch xir tri:
*  Triéu chung: Mot vai trudng hop qua liéu cép (lidu dung hon 600 mg) da dugc béo cdo. Céc
tri¢u chimg chu yéu la budn ngu, nhip tim nhanh, kich dong. )
*  Xu tri: Su dung than hoat, dicu trj triéu chimg. Khong c6 thude giai doc dic hiéu.
Tich cuc theo doi dé c6 bién phdp xir tri kip thoi.
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Piéu kién bao quan: Bao quan trong bao bi kin, tranh 4m, tranh anh sang, nhiét dé dudi 30°C.
Han ding: 36 thang ké tir ngay san xuét.
Tiéu chuin: TCCS.

Nha sin xuét:
KOREA PRIME PHARM CO., LTD.
100, Wanjusandan 9-ro, Bongdong-eup, Wanju-gun, Jeollabuk-do — Han Quéc.

SPK:
Ngay xem xét sira doi, cip nhat lai ni dung huéong din sir dung thude:

&)
b ]
TUQ.CUC TRUUNG
P.TRUONG PHONG ,
Pham Ghi Vin Hank 5




