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Rx Thubc ban theo dan Vién nang KALXETIN

5 Mai vign nén nang cimg chira: Fluoxetin HCI tuong  wong vai Fluoxetin 20mg
Ta] HEp 3 wi x 10 vién; Tiu chuln: USP 35.
Chi dinh, chéing chi dinh, ligu dung, cach ding: Xem trang td hurdng dan sif
dung,
Bao quan & nhigt A5 dudi 30 KALBE

Han ding: 24 thang k& tif ngay san xult. Khing ding thudc qua han cho phép.
D€ thubc tranh xa tam tay tré am.
Boc ky hurdng dan s dung trude khi ding. .
SOK; 56 16 5X; NSX; HD: Xem Reg. No; Batch No; Mfg. Date & Exp. Date trén
baao bi jl
San xudt tai Indonesia, boi: PT KALBE FARMA Thik
Kawasan Industri Delta Silican, JI. M.H Thamnn Blok A3-1, Lippa Cikarang,
Bekasl, Indonesla
Doanh nghiép nhip khau:
i Cdc théng tin khic d& ngh| tham khao t& hudng din sif dung kém then .
|

I 165 % 97,5 x 25 mm

Ukuran ;185 x 975 x 25 mm
fort-1] 14 &3 2006 strt

Bahan | Duplex coated 270 g/m? + walar based i3] 15 (3 006 v
fart-3] 20 () 2006 )
) i s s
1 Wama dasar, mama pock geneik dosal [Pus g.«ﬁ 23 35 2006 v uk 185 v 90 5 225 mm >
2 Lo, barcone oo KF Panisen Bldze C e anmn
3 Ak down 50% Fantone 138 C 24 Q7RIOT rspecanon
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4 Flok nama prodk. keor picsogram, ninoa 138 C 213 230401 row speceaton
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KALXETIN CAPSULE

HUONG DAN SU DUNG

Thudc nay chi ban theo don ctia Béc sy
Doc ky hudng dan su dung trude khi dung
Hoi Béc s§ hodac Dugc sy dé biét thém théng tin chi tiét.

KALXETIN - Vién nang

THANH PHAN: Mdi vién nang chira:

Hoat chat: Fluoxetin HC! tuong dwong véi Fluoxetin 20,0mg

Ta duoc: Collidone 25, Polysorbate 80, Avicel pH 101, Maistarke, Talcum, Aerosil 200,
Magnesium stearate.

DANG BAO CHE: Vién nang cling
QUY CACH PONG GOI: Hop chira 3 vi x 10 vién nang.

DUQC LUC HQC

Fluoxetin 1a mét thuéc chéng trim cam mdi, cdu tric héa hoc cua né khong ciing ho véi cdc
thudc chdng tram cam 3 vong (tricyclic), 4 vong (tetracyclic) hodc cac thudc chdng trAim cam
trude do.

Téc dung chdng trim cam cua nd dudng nhu la Gc ché qua trinh hip thu Serotonin cua hé thin
kinh trung uong. O liéu lam sang, Fluoxetin ngan chan su hap thu Serotonin, nhung khdng ngin
chén Norepinephrine trong te bao tiéu cau ciia ngudi. Cac nghién ctu trén dong vt ciing chi ra
ring hiéu qua uc ché sy hap thu Serotonin cua Fluoxetin I6n hon so vdi Norepinephrine.
KALXETIN la thuoc chbng trim cam thong qua thu thé Serotonin dong thoi ciing c6 tac dung dé
diéu tri ching rdi loan &m anh — cudng bic. Chat ddi khang cua thu thé muscarinic, histamine va
a-1-adrenergic co mdi quan hé tuong hd véi tac dung khang cholinergic, an than va tac dung trén
hé tim mach giéng nhu la cia cac thude chdng trdm cam 3 vong (tricyclic) cb dién. Nghién ciru
trén in vitro cho thiy kha ning gin két ciia Fluoxetin v&i cac thu thé nay va cac thu thé khac trén
mang cta té bao ndo kém hon céc thude chéng tram cam 3 vong.

DUQC PONG HQC

Vi liéu duy nhat 40mg/ngay theo duong udng thi nong dd dinh trong huyét thanh 1a 15-55ng/ml
sau 6-8 gio. Thic an c6 thé lam giam kha nang hap thu déi véi thudc nhung né khong lam anh
hudng dén sinh kha dung cua thudc. Ty 1é gén két cua Fluoxetin vdi protein, albumin va o-1-
glycoprotein la 94,5%. Phan én Fluoxetin dugc chuyén héa thanh dang hoat dong, norfluoxetine
va mot sb dang hoat dong khac. Norfluoxetine ¢ hiéu luc va chon loc nhu la mdt chat ngan chin
sw hip thu Serotonin tuong tu nhu Fluoxetin, Ban dau, Fluoxetin duoc dio thai théng qua qui
trinh chuyén héa thanh chét bat hoat tai gan roi thai trir ra ngoi qua than. Thoi gian ban huy cua
Fluoxetin 1a 2-3 ngay trong khi dé thoi gian an huy cua Norfluoxetine 1a 7-9 ngay. Sau 30 ngay
st dung & liéu 40mg/ngay, nong dé Fluoxetin trong huyet tuong dat 91-302 ng/ml va cua
Norfluoxetine la 72-258 ng/ml. Trén nhiing bénh nhan xo gan, thoi gian ban huy cua Fluoxetin
tang thém tur 2-3 ngay tdi 6,7 ngay so voi binh thuong con cua Norfluoxetine 1a 7-9 toi 12 ngay
so voi binh thuong.
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KALXETIN CAPSULE

CHIPINH /[}/\,L.
Dicu tri chiing tram cam. ;

Hiéu qua déi v6i bénh nhan méc cac chung rbi loan trdm cam c6 thé dat duoc trong vong 5 dén 6
tuan.

CHONG CHi PINH _ _

- Khong dung KALXETIN cho nhiing bénh nhan c¢ tién sir di ing vdi cdc thanh phan cua
thude.

- Khéng ding KALXETIN cho nhitng bénh nhan dang & trong giai doan hung cam.

LIEU LUQNG & CACH DUNG: Ding dudng ubng

Diéu tri ban ddu:

Nén khoi ddu o lidu 20mg/ngay vao budi sang. Néu cac déu hiéu lam sang khong tién trién sau
mdt vai tuin diéu tri thi c6 thé tang liéu. Néu su dung trén 20mg/ngay thi nén chia lam hai lan
(co thé vao budi sang va budi trua), va khong nén dung qua 80mg/ngay. Glong nhu cac thude
chéng traim cam khac, cac tac dung cua thuoc ¢6 thé lam cham lai t&i 4 tudn hoac hon nira. Nén
dung liéu thap hon hogc dung ngat quang doi v6i bénh nhin bi suy chirc nang gan va / hodc chirc
nang than. Bong thai nén can nhic ky ludng ddi vdi bénh nhan 16n tudi mic cac bénh khic hoac
phai dung nhiéu loai thudc khac nhau.

Diéu tri duy tri:

Chua ¢6 tai liéu ndo cho biét chinh xac 1a nén diéu tri duy tri Fluoxetin cho bénh nhén trong thoi
gian bao lau. Nam 1987, cac chuyén gia vé tam than hoc théng nhit ring: nhin chung véi con
tram cam cép tinh, thoi gian diéu trj bang thudc co thé kéo dai tir vai thang hodc lau hon. Vin dé
la ngudi ta chua biét chinh xac liéu luong thude chdng trdm cam cin thiét dé diéu tri duy tri nhu
thé nao la thich hop.

CANH BAO DPAC BIET VA PE PHONG KHI DUNG

- Fluoxetin ¢6 thé gay ban do trén khoang 4% s6 bénh nhan, két hop vai cac dau hiéu toan than
nhu sot, tang bach cau, dau khép, phu, hdi ching ong quay — cb tay, kho tho, tang nhe
transaminase, bénh cua hé bach huyét, protein niéu. Mac du sur lién quan nay khong rd rang
va khong cd bang ching cu thé nhung nén ngimg sur dung Fluoxetin néu c6 xuat hién ban do.

- Fluoxetin ¢6 thé gay sut can (glam trén 5% trong lugng co thé) & khoang 13% 56 bénh nhan,

- Fluoxetin c6 thé gy hung phan & mire d6 nang hoac nhe ¢ vao khoang 1% s6 bénh nhan dleu
tri. Tuy nhién céac thudc chong trim cam khéc ciing gdy hung phan nang hoic nhe & mot sb
bénh nhén vdi cac anh huong rdi loan co ban.

- Ciing nhu céc thudc chéng trim cam khac, Fluoxetin c6 thé gdy dong kinh véi ti 1€ 0,2% s6
bénh nhan. Do vay cin than trong khi dung Fluoxetin cho nhimg bénh nhan c¢6 tién st bi
dong kinh.

- Ngudi ta chua danh gia dugc anh hudng cua Fluoxetin ddi vdi bénh nhén c6 tién sir nhdi mau
co tim hay bénh tim trong giai doan chua 6n dinh.

- Nén su dung lidu Fluoxetin thip hon ddi véi nhiing bénh nhan xo gan (xem phédn tac dung
duoc Iy).

- Than trong khi dung Fluoxetin cho bénh nhan suy chie néng thén: ngudi ta chua c6 nhiing
danh gia day du khi dung Fluoxetin kéo dai cho nhimg bénh nhan suy than.

- Batky loai thudc tim than nao, ké ca Fluoxetin déu c6 thé lam giam kha nang phan doén, suy
nghi, hoac diéu khién hanh vi, do vay bénh nhéan can hét strc than trong khi diéu khién may
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KALXETIN CAPSULE

moc, ké ca diéu khién mé t6 cho dén khi c6 thé xdc dinh dugc ring thude khong con gy nén
nhiing tdc dung phu nay.
Sir dung cho phu nir ¢ thai va cho con bii:
Cac nghién ctu vé chire nang sinh san trén chudt va tho ¢ liéu cao hon tir 9 dén 11 1dn so vdi lidu
diéu tri tdi da trén ngudi (80mg) cho thay Fluoxetin khong gdy anh huong c6 hai dén thai nhi.
Tuy nhién chua co nhng nghién ctu day du, ¢ kiém soat trén phu nir ¢6 thai. Do vay chi dung
Fluoxetin cho phu nir ¢4 thai khi viéc ding thudc 1a thuc su can thiét.
Ngudi ta chua biét duge anh huong cua Fluoxetin trén thuc nghiém ciing nhu viéc sinh dé o
ngudi. Viée bai tiét Fluoxetin va cac chat chuyén hoa cua né qua sira me la chua rd rang, do vay
nén thdn trong khi dung Fluoxetin cho phu nir dang cho con bi.
Chua chimg minh dugc tinh an toan khi sir dung Fluoxetin cho tre em.
Khdng thiy c6 nhiing m0| lién quan ve tac dung phu cua thudc véi lUOl tac, ké ca doi VGi nguoi
gla Tuy nhién, chua ¢ day du céc sd lidu c6 y nghia dé xay dl.rng méi lien quan cua tudi téc doi
vai cdc van dé khac khi diéu tri kéo dai, dic biét la dbi vdi nguoi gia dang c6 tinh trang bénh
toan than hay ding ddng thai véi cac thude khac.
D&i vdi bénh nhéan dai thdo dudng: KALXETIN c6 thé gay anh huong téi viée kiém soat dudng
huyét. Trong qua trinh diéu tri co thé xay ra hién tuong ha dudng huyét va dudng huyét sé ting
1én khi ngimg diéu tri.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC

- Sb ligu vé anh hucmg khi phéi ‘hop sir dung Fluoxetin vai cac chit e ché MAQO con glcn han,
do véy khdng nén su dung dong thai Fluoxetin vai cac chat tc ché MAO. Nén ngung su
dung cac chét (ic ché MAO it nhat 1a 14 ngay trudce khi bat dau su dung Fluoxetin va nging
sur dung Fluoxetin trong vong § tuan trude khi diéu tri bang céc thude te ché MAO.

- Sirdung dong thai véi Dlazepam c6 thé gdy keo dai thoi g|an ban huy cua Diazepam.

- Khi s dung ddng thoi vdi cac thude kiém ché gin két véi protein huyct tuong cua Fluoxetin
sé giam xuong va hau qua la sé lam tang Fluoxetin tu do trong huyét thanh, nguy co gy ra
céc tac dung phu s€ cao hon.

- Khi dung dong thoi Fluoxetin vdi Tryptophan c6 thé gay kich dong, bon chén va réi loan
dudng tiéu hoa.

- Céc danh gia khi sir dung dong thoi Fluoxetin véi cac thudc tic dung trén hé thin kinh trung
wong khac chua ddy du, do vy nén than trong khi sir dung ddng thoi hai loai thudc nay

- Chua ching minh dugc lgi ich cua viée sir dung dong thoi Fluoxetin véi ECT. Da c6 mot bao
c4o hién tugng dong kinh kéo dai khi sir dung ddng thoi ECT véi Fluoxetin.

CAC TAC DUNG KHONG MONG MUON

Cac tac dung khéng mong mudn thuong gap khi st dung Fluoxetin bao gom:
- Anh huong |én hé than kinh bao gdm: lo lédng, bon chdn, kich déng va mét ngu
- Ué oai, mét moi hay suy nhuoc co thé

- Runtay chdn

- Rambd hai

- R&i loan tiéu hoa bao gdm: chan an, nén va ia chay

- Hoa mat chéng mat, chodng véng

- Rung minh, 6n lanh

- Theéman

- Giam can
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KALXETIN CAPSULE

- Ngu mé, kich dong
- Viém ph¢ quan, viém miii va ngap ngu ] )
Thdng bdo cho Bdc sy bat ky tdc dung khong mong muoén nao lién quan i viéc su dung thuoc.

QUA LIEU

Pén thang 12/1987 da c6 bao céo 38 trudng hop qua liéu cp tinh Fluoxetin khi ding don doc
hay dung phdi hop vai cac thude khac va / hodc ubng rugu. Trong sé d6 ¢6 2 trudng hop tir vong
khi stir dung Fluoxetin phéi hop véi cac thude tac dung trén hé thén kinh trung uong (mot truong
hop ding maprotiline va mét truong hop dung codein va lemacham) Mot truong horp sur dung
qua liu don doc Fluoxetin (3000 mg) gdy dong kinh nhung né tr mat di ma khéng can diéu tri
bang cac thuoc chong déng kinh dac hiéu.

Triéu ching ndi bat cua qua lidu Fluoxetin la ndn, budn nén, kich dong, bon chdn, hung pha”in va
mot sé dau hiéu kich thich thin kinh trung uong. Ngoai trir hai trudng hop tir vong noi trén, cac
trudng hUp qué lidu con lai déu hoi phuc khong dé lai di chung. Khong c6 thude giai doc dac
hiéu déi véi Fluoxetin. Diéu tri qua liéu Fluoxetin bao gom gdy non, rira da day hay dung than
hoat tinh va diéu trj triéu chiing két hgp véi cac diéu tri hd trg khac.

HAN DUNG: 24 thang ké tir ngay san xuét. Khdng dimg thuéc qua han cho phép.
BAO QUAN: Bao quan & nhiét do dudi 30°C. Trdnh xa tam tay tré em.

TIEU CHUAN: USP 35.

Sén xuit tai Indonesia, bai:

PT KALBE FARMA TBK.
Kawasan Industri Delta Silicon,

JIM.H. Thamrin Blok A3-1 Lippo ;
Cikarang, Bekasi, Indonesia. ) _

Pai dién Nha dang ky
(Sign & stamp herg)

PHO CUC TRUONG

./l?ayé“% Vin Chank

Ho tén: Mimi Yosiani
Chirc danh: Regulatory Manager
PT KALBE FARMA TBK.
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