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NHAN PHU

Rx Thubc bdn theo don

FREGO

Thanh phin: MJi vién nén chira:

Flunarizin dlhydroclond tuong duong voi Flunarizin........... 5mg

Chi dinh, lidu ding va cach dung, chdng chi dinh va cic théng tin
khac: Dé nghi xem to huong dan sur dung trong hop thude

Doéng géi: Hop 5 vi x 10 vién nén

Bao quan: Bao quan ¢ nhiét do dudi 30°C, tranh anh sang.

SDK:

S$6 16 SX, NSX, HD: xem “BN”, “MD”, “ED” trén v hop

San xuit béi: PT KALBE FARMA Tbk.

Kawasan Industri delta Silicon JL.M.H. Thamrin Blok A3-1, Lippo
Cikarang, Bekasi, Indonesia

Nhap khiu béi: .....................

_ DEXATAM TAY TRE EM ‘
DPQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG




FREGO

boc ky hwdng dan sir dung trwde khi dung
Dé xa tam tay tré em
Thong bao ngay cho bac s§ hodc duge s§ nhirng tic dung khong mong mudn gip phai khi sir
dung thude
Thubc nay chi dung theo don ciia bac sy

HUONG DAN SU DUNG THUOC CHO BENH NHAN

Thanh phan:
MJi vién nén chua:
Hoat chit:  Flunarizin dihydroclorid
tuong duong voi Flunarizin ................. 5mg
Té duoc: HPC-SL, lactose, FDC lake yellow No.6, D&C yellow 10 alum lake, natri starch glycolat,
talc, colloidal silicon dioxyd 200, magnesi stearat.

M0 ta san phim: .
Vién nén mau vang kem, hinh tron, hai mat 16i, dudng kinh khoang 8 mm, mét mét cé vach ¢ giira,
mat kia c6 dap chir KALBE.

Quy cach dong goi:
Hop S vi x 10 vién nén.

Thubc ding cho bénh gi?

Vién nén FREGO dugc dung cho nguoi [én.

FREGO dugc ding dé diéu tri du phong con dau nia dau trong trudng hop céc bién phap diéu tri
khéac khong c6 hiéu qua hodc kém dung nap.

Nén dung thudc nay nhir thé nao va liéu lwgng?

Ludn dung vién nén FREGO dung theo béc sy da hudng din ban. Tham khao ¥ kién cia béc sy hoac
dugc sy néu ban khong chéc chén vé cach dung thude.

Ludn udng vién nén FREGO sau bira dn néu c6 thé dé tranh kich tng da day.

Nubt nguy€n ca vién thuée véi nuéc.

Liéu khuyén cdo nhu sau:

Ngwoi lén < 65 tudi va nguoi cao tudi (> 65 tudi):

- 5 mg/ngay, ubng vao budi i, duy tri trong 4-8 tuin.

- Trong thodi gian diéu tri néu xuat hién céc triéu chimg trim cam, ngoai thap hay cac bién c6
bat lgi nghiém trong khac, cin ngimg dung thudc (xem muc canh béo va thin trong khi st
dung).

- Néu sau 8 tudn diéu tri khong c6 su cai thién, bénh nhan can dugc xem nhu khéng dap ung
véi diéu tri va nén nging dung thuéc.

- Thoi gian diéu trj khdng qua 6 thang.

- Khuyen cao chi danh cho bénh nhan < 65 tudi: Néu biéu hién lam sang cua bénh nhén cho

thdy dép ting diéu tri khong day du, c6 thé tang liéu Ién dén 10 mg/ngay nhung cén can nhic
trong kha nang dung nap thudc cuia bénh nhén.

Tré em:
! .‘i\d“""'b-’ -
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- Tréem > 12 tudi, dic b|¢t trong trudng hop dau nira dAu chua duoc chin doan xéc dinh: §
mg/ngay, uong vao budi t6i. Thoi gian didu tri khong qud 6 thang.

- Tré em < 12 tudi: chua c6 bang chimg day du vé hiéu qua va d6 an toan cua flunarizin trén
dbi twong nay. Khong khuyén céo sir dung flunarizin cho tré em dudi 12 tubi.

Khi nao khéng nén ding thudc nay?
Khéng dung vién nén FREGO néu ban:
- Min cam véi flunarizin hay bét cir thanh phin ta duoc nao cua thude
- C6 triéu chiing cua bénh Parkinson tir trudc khi diéu tri
- CO6 tién sir co cac triéu ching ngoai thap.
- C6 bénh trim cam hodc tién sir ¢ hoi chimg trAm cam téi phat

Téac dung khong mong mudn

Ciing nhu céc thudc khéc, cac tac dung khong mong mubn c6 thé xay ra khi ding thudc mac du
khong phai s& xay ra & tit ca cac benh nhan.

Hay cho bdc st cdng sém cang 16t neu ban thiy hodc nghi ngé gdp phdi bit ky tic dung phu nao
sau ddy. Ban cd thé can trg giiip y té.

- Ngia ran hodc té & tay hodc chén (xay ra ¢ it hon 1 trong 100 nguoi)

- U, rit, 6 am gid hoidc tiéng on trong tai (U tai) (xay ra ¢ it hon I trong 100 nguoi)

- Chuyén dong Jerky va cac vin dé& nhu chim, cimg co bép hogc ciing va run ray. Co
gidt hay nhimng chuyén dong bét thuong cua ludi, mat, miéng, ham hodc ¢6 hong. Néu
ban gip bat ky hién tuong nao trong cac phan ung nay, ban ¢ thé cin phai duoc bd
sung mat loai thuoc (tan suét khong duoc biét)

Cic tdc dung khéng mong muén rit thuwong gdp (xdy ra ¢ hon I trong 10 nguoi)
- Tang cén
Cdc tic dung khong mong muén thwong gdp (xdy ra & it hon I trong 10 nguoi) ‘/

- Tang cam giac thém an

- Nghet miii hodc chay nudc mii

- Tam trang khong t6t hodc chan nan

- Réi loan gidc ngu hodc cam thay budn ngu

- Cam gidc Om

- Tao bén

- Pau da day hoic cac vén dé tiéu hoa khac

- Dauco

- Pau 0 nguc

- Céc van dé kinh nguyét nhu kinh nguyét khong déu

- Cam thay mét

Cdc tdc dung khong mong mudn it gdp (xdy ra ¢ it hon 1 rrong 100 nguwoi)

- Cam thay khong hing tha hay lo au, bon chdn, yéu mét hoic thiéu nang luong

- Cam thdy mit phuong huéng

- Téc nghén trong rudt

- Nhan thay nhip tim bét thuong

- Huyét ap thap

- Co giét hoic co thit co; xoin cb

- Sungvua

- R&i loan kinh nguyét

- Mét ham mubn tinh duc

- Sung & ban tay, chan, ban chan hodc cac by phan khac cld Lo thé
- Khd miéng

e immt



- D6 qua nhiéu md hoi
Céc tac dung phu sau ddy da dugc bao cdo, tuy nhién tan suat xay ra khong duge xéac dinh chinh xac
va mirc do thuorng xuyén xay ra dugc phan logi la "khong biét":

- Tiét sita bt thudng & mot sé phu nir

- bodda

- Tang mot sb men gan
Thong bdo cho bdc si cdc tdc dung khéng mong mudn giip phdi trong qud trinh diéu tri.

Nén trianh nhlmg thude hodc thuc phim gi khi ding thube nay?
Ding cdc thubc khdc:
Ban cén thong bdo cho bac sy néu ban dang ding hoic méi diing bt ky thude nao trong céc thude
sau do cac thudc nay c6 kha nang tuong téc véi flunarizin:
- ¢éc thudc chéng tiang huyét ap (c6 thé cin phai diéu chinh liéu).
- cac thudc udng tranh thai (c6 thé gay da tiét sira).
- thudc ngi hoic thude an than (an than qua mirc c6 thé xay ra).
Ding FREGO vdi thuc phim va do uong:
Khéng uong rugu trong khi diing vién nén FREGO.
Tac dung két hop cua vién nén FREGO va rugu c6 thé lam ban cam thdy budn ngu.

Cén lam gi khi mot lin quén khéng ding thudc?

Néu ban quén khong dung FREGO, bd qua lidu di quén. Poi va dung liéu tiép theo nhu thong
thuong va tiép tuc li€u trinh diéu tri.

Khéng dung lidu gap doi dé bu cho liéu da quén.

Néu ban c6 bat ky thic mic nao vé viéc ding thudc, hiy hoi bac sy hoc duoc s§.

Cin bao quén thudc nay nhlr thé nao?

Bao quan ¢ nhiét do duai 30°C, tranh anh sang. Dé xa tam tay tré em

Khong diing vién nén FREGO sau khi hét han. Han ding cua thube duoc ghi trén vo hop.

Khong hily bo thude vao nuéce thai hodc rac thai ho gia dinh. Hoi duoc sy cach hay bé céc thube
khong con sir dung dén. Nhitng bién phap nay s& gitup bao vé mdi truong.

Nhirng ddu hiéu va triéu chirng khi dung thudc qua lidu:

Dua vao céc dic tinh duge ly co ban cia FREGO, cho thiy c6 thé xudt hién dau hiéu giy nga hoic
hén mé khi ding qiia liéu flunarizin.

MOt s trudng hop sir dung qua liéu cép tinh (liéu ding téi 600 mg mot ldn) da duoc bdo cdo va cic
triéu ching x4y ra bao gdm gay ngu, tdm trang lo &u va nhip tim nhanh.

Cin phai lam gi khi ding thudc qué li¢u khuyén cio?

Béo cho bac s§ ngay lap tirc néu ban da ding FREGO nhiéu hon liéu khuyén cdo

C6 thé xur tri truong hop qua liéu c4p tinh bing cach cho dung than hoat, va cac bién phap diéu tri hd
trg. Chua c6 thude giai doc dic hiéu

Nhirng diéu cin thin trong khi ding thudc nay:
Than trong khi ding FREGO:

- Khoéng sir dung thudc qua lidu khuyén céo. Cén theo doi nguoi bénh thudong xuyén, dinh ky,
dac biét trong thoi gian diéu tri duy tri dé phat hién sém cac biéu hién ngoai thép, trim cam
va ngung diéu tri kip thoi.

- Mot sb truong hop mét moi voi mlrc do nang tang dan da dugc ghi nhan khi sir dung
flunarizin. Néu tinh trang nay xay ra, cin ngimg diéu tri véi ﬂunanzlp
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- FREGO c6 thé gay hoa mit chong mat va budn ngu dic biét la khi bat dau diéu tri, khong
nén ding FREGO cho nhiing bénh nhén lam céc cdng viéc nhu van hanh lai xe hodc didu
khién may méc.

- Khéng ding FREGO cho phu nir ¢6 thai do dd an toan cua thubc ddi véi nhém bénh nhéan
nay chua dugc chiing minh. Flunarizin duoc tiét vao trong sira me, do d6 khong nén suir dung
FREGO cho ba me dang cho con bi.

- Diéu tri bing flunarizin c6 thé lam cac triéu chimg ngoai thap nang I&n, xuat hién triéu chiing
tram cam, lam béc 16 bénh Parkinson, ddc biét & nhitng bénh nhan cé nguy co cao vi du nhu
bénh nhan 16n tudi. Do vay can than trong khi sr dung FREGO cho nhiing bénh nhan nay.
Nén cho bénh nhan sir dung thube ngit quing dic biét trong thoi gian diéu tri duy tri dé ¢6
thé sém phét hién cac d4u hi¢u ngoai thap va triéu chimg trAim cam va nén ngung diéu tri.
Ciing can luu y khi sir dung FREGO cho bénh nhén c6 huyét ap thip.

- Nén than trong khi sir dung thudc cho ngudi 16n tudi va cho bénh nhan suy chirc ning thén.

- Nén kiém tra chirc ning gan va chirc nang than khi diéu tri bing FREGO kéo dai.

- Thanh phan thudc chira lactose, khong ding cho bénh nhén bj rdi loan di truyén khong dung
nap galactose, thiéu hut Lapp lactose, réi loan hip thu glucose-galactose.

Mang thai va cho con bii:

Bao cho béc sy cua ban trudce khi dung thudc néu ban dang mang thai hoic dang du dinh mang thai.
Vién nén FREGO khﬁng dugc khuyén céo sir dung cho phu nir mang thai. Ban khéng nén cho con

b néu dang sir dung vién nén FREGO vi mot luong nho thudc c6 thé duoc tiét vao sira me.

Anh hwéng dén khd ndng ldi xe va van hanh mdy méc:

FREGO c6 thé 1am ban cam thay budn ngii. Néu didu nay xay ra ban khong nén 1ai xe hodc van hanh

may moc

Vién nén FREGO chira lactose

Néu ban da dugc bac sy théng bio ring ban khdng dung nap mét sé loai dudng, hdy tham khao yh
kién cua béc s§ trude khi ding thudc nay. (

Khi nao cAn tham vén bic sy, dugc sy?

Hay tham khao y kién bac sy hodc dugc sy cua ban:

- Néu ban dang mang thai hodc cho con bu:

- Néu ban di ding thuc nhiéu hon lidu khuyen cédo.

- Néu c6 bit ky tac dung khdng mong mudn nao xay ra khi sir dung thube, bao gdm ca cac téc dung
khong mong mubn chua duogc liét ké trong t& hudng dan st dung nay.

Néu cin thém théong tin xin héi y kién bdc sp hodc duoc sy

Han diing: 24 thang ké tir ngay san xuét

Tén, dia chi va biéu twong (néu cd) cha co s& sin xuét:

(Q KALBE

PT KALBE FARMA Tbk.

Kawasan Industri Delta Silicon

JI.M.H. Thamrin Blok A3-1 Lippo Cikarang
Bekasi, Indonesia.

Ngiy xem xét sira ddi, cAp nhit lai ndi dung huéng din sit dung thubc: ...............



HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

Dwgc lwe hoe:

Nhom dugc tri liéu: Thude diéu trj chong mit

Thudc chen kénh calci chon loc nhém 1V, [am giam co thit co tron dong mach va tiéu dong mach
Co ché tic dung:

Thubc ngin can sy qua tai calci té bao bﬁng cich giam calci tran vao qua muc qua mang té bao.
Flunarizin khdng ngan can sy 6n dinh ndi moi binh thudng cua calci trong té bao. Flunarizin khong
tac dong trén su co bop va dan truyén co tim.

Tac dung cua flunarizin trong du phong bénh dau nira dau la do kha nang lam giam tan suat clia cac
con dau ntra ddu. Flunarizin cling lam giam mic d6 cua con dau nira dau nhung véi mae do it hon,
va khong c6 anh hudng dén thoi gian cua cac con dau nira dau.

Dugc dong hoc:

Théng thudong, flunarizin dugc ding theo duong udng va né dugc hdp thu nhanh chong va gén nhu
hoan toan qua dudng tiéu hoa (95%). Nong dé dinh trong huyét thanh (Cpax) 12 50 dén 100pg/100
mL sau khi uéng mét liéu don 10 mg dat dugc sau 2-4 gid (Tmax) trén nhiing ngudi tinh nguyén khoé
manbh.

Céc nghién cirtu trong invitro cho thdy mét lugng 16n flunarizin dugc gén két trong mau (99%), chu
yéu voi protein huyét tuong (90%). luong con lai gin voi té bao hong cau (9%).

Céc protein chi yeu tham gia gin két voi flunarizin 1a alpha va beta globulin. Mdc du 6 mét luong
I6n flunarizin duoc gén két trong méau nhung né ciing c6 thé tich phén b trong co thé rét 16n vai thé
tich phan bé trung binh 1a 43 L/kg. Tuy nhién, thé tich nay khac nhau & mdi ca thé, tir 28 dén 300
L/kg. Thé tich phan bd cua flunarizin rat cao trong co thé chi ra ring mét lugng 16n thude duoc gin
két v6i cac mo6.Sd di thé tich phéin bd trong co thé cua flunarizin cao 1a do thoi gian ban huy kéo dai
cia thudc, xAp xi 18 ngay sau khi udng mét lidu don.

Cung véi thoi gian ban huy kéo dai, ndng do cua thude trong huyét tuong ciing dat duoc su én dinh
sau 5- 6 tudn, tham chi c6 thé dai hon khi dung liéu nhéc lai. C6 sy khac biét gitia cac ca thé vé ndng
d6 6 6n dinh cua flunazirin trong huyet tuong: ¢o 16% s6 truong hop cé nong d6 < 0,02 mg. L', 24%
) truong hop c¢6 ndng d6 > 0, 02 dén 0,05 mg.L”, 36% sb truong hop co ndng do > 0, 05 den 0,1
mg.L™, 20% sb trucng hop c6 ndng 6 > 0,1 dén 0 25 mg/L" va 4% s truong hgp ¢6 nong do >
0,25 mg. L, con sb nay c6 thé tuong ung vai su khac nhau vé qua trinh tién chuyén hoa toan than
ctia thudc.

Céc nghién ctu trén dong vat cho thdy flunarizin dat duoc ndng do rét I6n & gan (I 8% tong liéu),
phdi v tuyén tuy, va né duoc tich luy ¢ hé co xuong va ) chirc md. Thubc ciing dé dang qua dugc
hang rao mau ndo, va dat duoc ndng do & té chirc ndo cao gp 5 dén 20 ldn so véi ndng do trong
huyét tuong.

Hap thu qua dudng udng >95%
Thai gian ban huy trung binh 18 ngay
Thé tich phan b 43 L/kg
Ty 1§ gn v6i protein huyét twong 90%

Flunarizin dugc bai xuit chu yéu nho qua trinh sinh tong hgp ¢ gan, va c¢6 khoang dudi 0,01% lugng
thubc dugc bai xuét trong nude tidu dusi dang khong ddi trong vong 24 gio va co khoang dudi 5%
lugng thube dudi dang khong ddi dugc bai xudt trong phan. Cac chat chuyen hoa cha yéu duoc bai
Xuat qua mdt va trong phén, diéu nay phan anh mot luong 16n chit chuyén hoa dugc thanh thai qua

gan, xap xi 120 ml/phat.



Flunarizin dugc bai xuat vao trong sita me. Tuy nhién khong co céc tai liéu dac biét vé viéc bai xuit
cua thude vao trong stia me & nguén cac nghién ctru trén ché cho thdy nong do cua thude trong sita
me cao hon ndng dd trong huyét thanh.

Tudi tac cung c6 mdt chut tac dung 1én dugc dong hoc cua ﬂunanzm Thoi gian ban huy cua thube &
ngudi 16n tudi ¢ thé ngdn hon mot chit so voi ngudi tré tudi, khoang 7,3 + 3,3 ngay.

Chi dinh:
Diéu tri dy phong con dau nira ddu trong trudng hop cic bién phap diéu tri khac khong c6 higu qua
hoac kém dung nap.

Liéu lwong va cich ding:
Nguwoi lén < 65 tudi va nguoi cao tudi (> 65 tudi):

- 5 mg/ngdy, ubng vao budi 1di, duy tri trong 4-8 tuin.

- Trong thoi gian diéu tri néu xuft hién céc triéu chimg tram cam, ngoai thap hay céc bién c6
bét loi nghiém trong khac, cin ngirng dung thudc (xem muc canh bao va than trong khi st
dung).

- Néu sau 8 tudn diéu tri khéng c6 s cai thién, bénh nhin cin dugc xem nhu khong dap tng
véi diéu tri va nén ngirng dung thudc.

- Thoi gian diéu tri khéng qua 6 thang.

- Khuyén cao chi danh cho bénh nhéan < 65 tudi: Néu biéu hién lim sang ciia bénh nhan cho
thdy dap (ng diéu tri khong diy du, c6 thé ting liéu 1én dén 10 mg/ngay nhung cin can nhic
trong kha ning dung nap thudc cta bénh nhan.

Tré em:

- Tré em > 12 tudi, dic bi¢t trong trudng hop dau nira dau chua duge chan doan xdc dinh: 5
mg/ngay, ubng vao bubdi tdi. Thoi gian diéu tri khong qud 6 thang.

- Tré em < 12 tudi: chua c6 bing ching diy du vé hiéu qua va do an toan cua flunarizin trén
déi twgng nay. Khong khuyén cdo sir dung flunarizin cho tré em dudi 12 tudi.

Chéng chi dinh:
- Man cam véi flunarizin hay bat ¢t thanh phén ta dugc nao cua thude
- Cé triéu ching cia bénh Parkinson tir trude khi diéu tri
- Tién sir c6 cac triéu chimg ngoai thap.
- Bénh trdm cam hoic tién sir ¢o hdi chimg trim cam tai phat

Canh bao va than trong:
Thin trong khi st dung thuéc:

- Khéng sir dung thudc qua lidu khuyén cdo. Can theo ddi ngudi bénh thuong xuyén, dinh ky,
ddc biét trong thoi gian diéu tri duy tri dé phat hién som cac biéu hién ngoai thap, trdm cam
va ngung didu tri kip thoi.

- Mot sb truong hop mét moi véi muc d6 néng ting dan di dugc ghi nhan khi sir dung
flunarizin. Néu tinh trang nay Xay ra, can ngung diéu tri v6i flunarizin.

- FREGO c6 thé giy hoa mit chéng mat va budn ngu dic biét 12 khi bit ddu didu tri, khong
nén dung FREGO cho nhitng bénh nhan lam céc céng viéc nhu van hanh lai xe hodc diéu
khién may méc.

- Khoéng ding FREGO cho phu nit c6 thai do do an toan cua thube déi voi nhdm bénh nhén
ndy chua dugc ching minh. Flunarizin dugc tiét vao trong sira me, do d6 khong nén sur dung
FREGO cho ba me dang cho con bi.
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- Didu tri bing flunarizin c6 thé lam céc triéu chimg ngoai thip nang lén, xuat hién tri¢u ching
trAm cam, lam boc 16 bénh Parkinson, dic biét & nhimg bénh nhén cd nguy co cao vi du nhu
bénh nhan 16n tubi. Do vdy cin thin trong khi su dung FREGO cho nhiing bénh nhén nay.
Nén cho bénh nhan sir dung thubc ngit quang dac biét trong thoi gian didu tri duy tri dé c6
thé som phat hién cac ddu hiéu ngoai thap va triéu chiing trim cam va nén ngung diéu tri.
Ciing cin luu y khi stt dung FREGO cho bénh nhan ¢ huyét ap thap.

- Nén thin trong khi sir dung thude cho nguoi 16n tudi va cho bénh nhan suy chic nang thin,

- Nén kiém tra chiic ning gan va chirc ning thin khi diéu trj bing FREGO keéo dai.

- Thanh phin thubc chira lactose, khong dung cho bénh nhan bi t6i loan di truyén khéng dung
nap galactose, thiéu hut Lapp lactose, réi loan hip thu glucose-galactose.

Phu nit cé thai va cho con bu:

Phu nir mang thai: Chua cé dir liéu vé viéc ding thuoc nay cho phy nir ¢6 thai. Cac nghién cu trén
dong vat khdng cho thiy tac hai truc tiép hoic gian tiép dén viéc mang thai, sy phat trién coa phdi
thai / bao thai, qua trinh sinh dé hoac phat trién sau sinh. D& phong ngira, tranh sir dung flunarizin
trong khi mang thai.

Phu nir dang cho con bl: Chua biét ligu flunarizin ¢6 duge bai tiét vao sita me hay khéng. Cac
nghién ciu trén dong vit cho thy flunarizin duoc tiét vao trong sira ddng vit me. Quyét cI;,nh vé
viéc nglmg cho con bl d€ tiép tuc diéu tri holic ngimg didu tri bang flunarizin cdn dugc cin nhéc dua
trén loi fch coa viée cho con b dbi véi tré bu me va céc loi ich ca vide diéu tri dbi véi ngudi me.
Anh hwing dén kha nang ldi xe va viin hanh mdy moéc:

FREGO ¢4 thé gdy budn ngu dic biét 13 khi bit ddu didu tri, can thin trong khi thyc hién cic cong
viéc nhu l4i xe hodc van hanh may mac.

Twong téc véi cdc thude khice va cic dang tuong tic khac:

Rugu, mot sé thube didu tri dong kinh, thude ngu, thude chdng trim cam hogde thude an thin c6 thé
anh huéng dén tic dung ctia flunarizin hodc 1am ting kha ning xay ra cic tic dung khong mong
mudn.,

S dung ddng thai flunarizin vai cac thube ubng tranh thai co thé gay da tiét sira.

T4c dung khong mong mudn:

D% an todn cta flunarizin (liu dung 5 dén 10 mg/ngay) duge danh gia trén 247 bénh nhin diéu tri
bdng flunarizin tham gia vao 2 thit nghiém 1am sang c¢6 ddi chimg gia duoc trong diéu tri chéng mat
va dau nira ddu va trong 476 bénh nhan diéu tri bing flunarizin tham gia vao 2 thir nghiém 1am sang
so sénh trong diéu tri chong mat vi/ holic dau nira dau. Dya trén cac dir ligu an toan tor cée thir
nghiém nay, cac tac dung khéng mong mudn thudmg gép nhét (tin sudt xay ra = 4%) la: ting cin
(11%), budn ngh (9%), tram cam (5%), ting cam gidc thém an (4%); va vi€m mii (4%).

Bao gom céc phan tng bit lgi néu trén, bang sau hién thi cic téc dung khong mong muon da duge
bao cdo khi st dung flunarizin tir ¢4c thir nghiém ldm sang va sau khi luu hanh. Tan suét xay ra duoc
phan loai nhu sau:

R4t thudmg gap 1/10); thuong gap (>1/100 dén 1/10); it gap (=1/1000 dén <1/100); hiém gap
(=1/10000 dén <1/1000); rit hiém gap (<1/10000), khong biét tin suit (khong thé uée lugng duoc tir
cdc dir liéu hién co)

Phén loai hé co
quan

Tac dung khéng mong muén

Phén loai tin suit xay ra

Rét thudng gip

1/10)

Thuong gap
(>1/100 dén 1/10)

ftggp
1/1000 dén
<1100y 7

Khdng biét tin
sudt




Nhiém tring va
nhiém ky sinh
trang

Viém mii

R&i loan chuyén
hda va dinh dudng

Tang cam giac
thém &n

R&i loan tdm than

TrAm cam, mat
ngu

Triéu ching trdm
cam, roi loan giac
ngu, thd o, lo ling

R&i loan hé than
kinh

Ngu ga

Bét thudng trong
phéi hop, mat
plivong hudng, the
o, di cam, bdn
chdn, ué o4, U tai,
veo cd

Bdn chdn, chim
van déng, cing co
béanh rang, 163 loan
van dong, réi loan
ngoai thip,
Parkinson, an
thén, run

Réi loan tim

Panh tréng ngue

R&i loan mach

Ha huyét ap

R&i loan tiéu hoa

Téo boén, khé
chiu & da day,

Téc rudt, kho
migng, roi loan ti€u

budn nén héa
R4i loan gan mat Tang transaminase
gan
R&i loan da va md Tang tiét md hoi Ban do
dudi da
Réi loan co xuong Pau co Co thiit co, co giat |Cimgco

va mo lién két

co

R&i loan v va co
quan sinh duc

Kinh nguyét bit
thudng, dau vii

Rong kinh, rbi loan
kinh nguyét, it kinh
nguyét, phi dai vu;

giam kha nang tinh
duc

Ba tiét siia

R&i loan toan than
va tai vj tri diing
thuée

Mét moi

Phui toan than, phu
ngoai bién, suy
nhuoc

Cac két qua xét
nghiém

Téng can

oped + o -
Qua lieu va cach xir tri:

Fa

Dua vao cdc ddc tinh dugc 1y co ban cia FREGO, cho thdy c6 thé xuit hién ddu hiéu gdy ngu hoic
suy nhuoc khi dung qua liéu flunarizin.

Mat b trudmg hop st dung qué lidu cép tinh (lidu ding t6i 600 mg mét 14n) dd duge bao cdo va ce
triéu chitng xay ra bao gdm gdy ngu, tim trang lo du va nhip tim nhanh.



C6 thé xir tri truong hop qua liéu cAp tinh bing cach cho diing than hoat, rira da day va cac bién phép
didu tri hd trg. ’ ‘
Tri¢u chimg ngoai thdp va trdm cam ciing da dugc bdo cdo & mdt s trudng hop khi sir dung liéu tir
10 dén 40 mg flunarizin trong 3 tudn va trong 15 thang.

Cic diu hiéu va canh bao khac:
Khong ép dung

San xuit béi:

PT KALBE FARMA Tbk.

Kawasan Industri Delta Silicon

JLM.H. Thamrin Blok A3-1 Lippo Cikarang
Bekasi, Indonesia.

TUQ. CUC TRUONG
P TRUONG PHONG

J‘?u yé; n Jﬁly Hiin g



	68

