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KALXETIN CAPSULE

HUGNG DAN SU DUNG

AP

Thube ndy chi bin theo don cua Bic 5§ _/j/
Doe ky huimg din s dung teude khi diing

Hoi Béc s§ holic Duge sy dé biét thém thang tin chi tié.

KALXETIN - Vién nang

THANH PHAN: M3i vién nang chira:

Hoat chat: Fluoxetin HCI wong dwong va&i Fluoxetin 20,0mg

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

DANG BAO CHE: Vién nang cimg
QUY CACH BONG GOIL: Hép chita 3 vi x 10 vién nang.

DUQC LUC HOC

Fluoxetin 1d mdt thude chdng trim cam mdi, cdu tric héa hoc cita nd khong ciing ho véi cic
thudc chéng trim cam 3 vong (tricyclic), 4 vong (tetracyclic) hode cic thude chéng trim cam
trude db.

Tac dyng chong trim cam cia nd duémg nhw 1 tic ché qua trinh hdp thu Serotonin ciia hé thin
kinh trung wong. O lidu 1im sang, Fluoxetin ngan chin su hdp thu Serotonin, nhung khong ngin
chain Norepinephrine trong té béo tiéu ciu cia ngudi. Cic nghién ciu trén ddng vt ciing chi ra
riing higu qua tc ché sy hlf thu Serotonin cia Fluoxetin Ién hon so véi Norepinephrine.
KALXETIN I thude chéng tram cam thong qua thy thé Serotonin dong théi cling ¢6 tdc dung dé
diéu trj chimg rdi loan 4m anh — cudg bire. Chét déi khang ca thy the musearinic, histamine va
a-1-adrenergic €6 mbi quan hé tuong hd vai tac dung khing cholinergic, an thin va téc dyng trén
hé tim mach gidng nh 14 cia céc thu&:héngu-m cim 3 vong (tricyclic) cd dién. Nghién ciru
trén in vitro cho thiy kha niing giin két ciia Fluoxetin véi cic thu thé nay va cic thy thé khéc trén
ming cia té bio ndo kém hon cdc thude chéng trim cam 3 véng.

DUQC DONG HOC

V@i liéu duy nhat 40mg/ngay theo dudmg udng thi ndng dd dinh mhuyé( thanh la 15-85ng/mi
sau 6-8 git. Thirc &n ¢4 thé lam gidm kha nang hip thu i véi nhung né khéng lam anh
huong dén sinh kha dung cua thue. Ty 1§ gén két cua Fluoxetin véi protein, albumin va a-1-
glycoprotein ld 94,5%. Phin 16n Fluoxetin duge chuyén héa thanh dang hoat dng, norfluoxetine
va mdt sd dang hoat dgng khéc. Norfluoxetine c6 hiéu luc va chon loe nhy 1a mt chit ngin chin
sy hip thu Serotonin tuong ty nhu Fluoxetin. Ban diu, Fluoxetin duge dio thii théng qua qua
trinh chuyén hoa thanh chat bat hoat tai gan roi thii trir ra ngoai qua thin. Thoi gian ban hity cia
Fluoxetin 12 2-3 ng4y trong khi d6 thai gian én hiy cua Norfluoxetine la 7-9 ngay. Sau 30 ngiy
st dung . liéu 40mg/ngdy, ndng dd Fluoxetin trong huyét twong dat 91-302 ng/ml va cia
Norfluoxetine [d 72-258 ng/ml. Trén nhimg bénh nhin xo gan, théi gian han hiy cua Fluoxetin
ting thém tir 2-3 ngay 1&i 6,7 ngdy so vdi binh thudng con cua Norfluoxetine 13 7-9 16i 12 ngdy
so v hinh thuimg.
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CHI DINH Y
Diéu tri chimg trdm cam.
mqu&iwﬁwhmmc_amﬁimuimdmcamimmmm;s&aa

CHONG CHI PINH
- Khong ding KALXETIN cho nhang bénh nhin ¢6 tién su di tmg vdi cdc thanh phin cua

- Khéng ding KALXETIN cho nhimg bénh nhin dang & trong giai dogn hung cam.

LIEU LUQONG & CACH DUNG: Ding dutmg udng

Diéu tri ban déu:

Nén khéi ddu ¢ lidu 20mg/ngdy vio budi sing. Néu cdc ddu higu lam sing khdng tién wién sau
mét vai tudn didu tri thi co thé ting litu, Néu su dung trén 20mg/ngay thi nén chia lam hai lin
(c6 thé vao budi sing va budi trua), vi khong nén dimg qué 80mg/ngay. Gidng nhy cic thudc
chéng trim cam khic, cdc tic dung ciia thude c6 thé lam chim lai t&i 4 tudn hodc hom nia. Nén
diing liéu thiip hon hodc ding ngit quing d&i vai bénh nhin bj suy chirc niing gan va / hoge chic
ning thin. Dong théi nén cin nhic ky ludng déi véi bénh nhin ldn wdi mic cac bénh khac hode
phai diing nhiu logi thude khic nhau.

Diéu tri duy tri;

Chua ¢6 @i liéu ndo cho biét chinh xdc la nén didu tri duy tri Fluoxetin cho bénh nhin trong thi
gian bao lau. Nam 1987, céc chuyén gia vé tam thin hoc thdng nhit ring: nhin chung véi con
trdm cam cip tinh, théi gian di¢u tri bang thudc c6 thé kéo dai tir vai thing hodc 1au hon. Vin dé
I3 nguii 1a chusa biét chinh xéc lidu lugng thube chdng trdm cam cin thiér dé diéu trj duy tri nhu
thé néo la thich hop.

CANH BAO PAC BIET VA BE PHONG KHI DUNG

- Fluoxetin c6 thé gdy ban dé trén khoang 4% s& bénh nhin, két hop voi cic diu higu toan than
nhu sét, ting bach cdu, dau khép, ph, hdi chimg éng quay ~ ¢ tay, khé tho, ting nhe
transaminase, bénh cta hé bach protein niéu. Mic do sir lién nay khdng rd ring
vit khang ¢ bing ching cu thé nhung nén ngimg su dung Fluoxetin néu c6 xuit hién ban do.

- Fluoxetin c6 thé gy sut ciin (giam trén 5% trong lugng co thé) & khodng 13% s bénh nhén,

- Fluoxetin ¢ thé giy hung phin & mirc 86 nding hoc nhe & vio khoang 1% s6 bénh nhan diéu
tri. Tuy nhién céc thude chéng trim cim khic cing gdy hung phan ning hoc nhe ¢ mét sé
bénh nhan vai céc anh huong rdi loan co ban.

- Ciing nhu ¢ée thude chéng trdm cdm khic, Fluoxetin c6 thé gdy ddng kinh véi ti 1§ 0,2% sb
bér'd'lnlﬁn.bo\réycinlhiﬂwﬂskhidungFhoxeﬁndmnhﬂ'ngmm:étiéns&bi
ddng kinh,

- Ngudi ta chua dinh gia duge anh huang cua Fluoxetin d6i vai bénh nhin c6 tién sir nhdi méu
o tim hay bénh tim trong giai dogn chua én dinh,

- Nén sir dung lidu Fluoxetin thip hon déi véi nhiing bénh nhin xo gan (xem phin tic dung
duge I§).

- Than khi dung Fluoxetin cho bénh nhin suy chie ning thin: ngudi ta chua ¢ nhiing
dénh gid day di khi Fluoxetin kéo ddi cho nhimg bénh nhin suy thin,

- Batky loai thubc tim thin néo, ké ca Fluoxetin déu cd thé lam giam kha nang phin dodn, suy
‘nghi, hodc diéu khién hanh vi, do vy bénh nhin cin hét sirc thin trong khi diéu khién may
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mae, ké ca didu khién md 16 cho dén khi c6 thé xae dinh duge ring thude khong con gy nén
nhiing tic dung phu nay, A~
St dung cho phu nit ¢d thai va cho con bii:

Cac nghién ciru vé chire nang sinh san trén chudt va thé & lidu cao hon tir 9 dén 11 ln so véi liéu
diéu tri 15i da trén ngudi (80mg) cho thdy Fluoxetin khing gdy dnh huong c6 hai dén thai nhi.
Tuy nhién chua c6 nhimg nghién ciu diy di, co kiém sodt trén phu nir ¢é thai. Do viy chi dung
Fluoxetin cho phy nit ¢6 thai khi viéc dung thudc 1a thue sy ¢in thiél.

Ngudi ta chua biét duge dnh huong cis Fluoxetin trén thuc nghiém cling nhu viée sinh dé &
ngudi. Vige bai tiét Fluoxetin va cic chit chuyén hda cua né qua sia mg la chua rd rang, do viy
nén thin trong khi dung Fluoxetin cho phy nir dang cho con b,

Chura ehirg minh duge tinh an todn khi sir dung Fluoxetin cho tré em.

Khéng thiy c6 nhimg mdi lién quan vé tic dung phu cia thude vai twbi tic, ké ca dbi vai ngudi
gid. Tuy nhién, chua c6 dy du cde s6 lidu c6 ¥ nghia dé xay dung mdi lien quan cia wdi tie 48
voi céc vin dé khac khi didu tri kéo dai, dic biét 14 ddi vai ngudi gia dang c6 tinh trang bénh
toan than hay ding ddng thdi vai cac thude khic,

DAi véi bénh nhin dii thio duémg: KALXETIN c6 thé gay anh huong 16i viée kiém sodt duimg
huyét. Trong qué trinh diéu tri ¢6 thé xay ra hién twong ha duéng huyét vi duimg huyét sé ting
1én khi ngimg diéu tri.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC

-S4 ligu vé anh huomg khi phoi hop sir dung Fluoxetin véi cic chat ic ché MAO con gidi han,
do viy khéng nén si dung dong théi Fluoxetin véi cde chit de ché MAO. Nén ngimg su
dung cdc chit te ché MAO it nhdt la 14 ngay truée khi bat ddu sir dyng Fluoxetin vi ngimg
su dung Fluoxetin trong vong S tudn trude khi didu tri bng cic thudc tic ché MAO.

Sir dung ddng thisi véi Diazepam c6 thé giy kéo dai thi gian bin hiy cua Diazepam.

Khi sir dung ddng thoi véi cdc thudc kiém ché gin két vai protein huyét tuong ciia Fluoxetin
s& giam va hiu qua la s& lam ting Fluoxetin tu do trong huyét thanh, nguy co gy ra
cdc tac dung phy sé cao hon.

Khi diing d%ng thoi Fluoxetin vai Tryptophan co the gay kich dong, bén chon va rdi loan
dutmg tiéu hoa.

Ciic danh gia khi sir dung dbng thii Fluoxetin voi cae thube tic dung trén hé thin kinh trung
wong khdc chua ddy du, do vy nén thin trong khi sir dung déng thoi hai loai thude nay.

Chua chimg minh dugc lgi ich cia vige s&dungam thoi Fluoxetin véi ECT, Da ¢6 mt bio
cdo hién twong dong kinh kéo dai khi s dung dong thoi ECT véi Fluoxetin.

CAC TAC DUNG KHONG MONG MUON

Ciic tée dung khéng mong mudn thuémg gap khi s dung Fluoxetin bao gdm:
Anh huong én hé than kinh bao gdm: lo lang, bdn chén, kich déng va mit ngi
U# oai, mét moi hay suy nhuoe co thé

Run tay chin

Ra md hai

Réi loan tiéu héa bao gdm: chin an, ndn vi ia chiy

Hoa mit chéng milt, chodng ving

Ring minh, &n lanh

Thém an

Gigm ¢a@n
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- Ngi mé, kich dong
= Viém phé quan, viém mili va ngdp ngi ]
Théng béo cho Béc s7 bl k tdc dung khong mong mudn ndo lidn quan tGi vide sie dung thude. CJ?

QUA LIEU
Dén thing 12/1987 di co6 béo cdo 38 trudng hop qud liéu cip tinh Fluoxetin khi ding don dic
hay ding phéi hgp vdi cac thudc khac va / hodc udng rugu. Trong sb dé ¢6 2 truang hop tir vong
khi sir dung Fluoxetin phdi hop véi cic thube tic dung trén hé thin kinh trung wong (mdt trudmg
hop ding maprotiline va mdt truomg hop ding codein va temazepam). Mt truémg hgnu} dung
qua liéu don dée Fluoxetin (3000 mg) giy dong kinh nhung nd ty mét i ma khéng cén diéu in
bing cic thude chong dong kinh dic hieu.

Triéu chimg ndi biit cua qua lieu Fluoxetin k4 ndn, budn nén, kich dgng, bon chén, hung phin va
mét sé ddu higu kich thich thin kinh trung wong. Ngoai trir hai truémg hop tir vong néi trén, cic
truimg hop quéd liéu con lai déu héi phyc khang eﬂ: di chimg. Khéng ¢o thube gidi doc dic
hiéu dbi véi Fluoxetin. Diu tri qua liéu Fluoxetin bao gdm gy non, ria da day hay dung than
hoat tinh va diéu tri trigu chimg két hop vai cac diéu tri hd tro khac.

HAN DUNG: 24 thing keé tir ngay san xuit. Khing dimg thudc qua han cho phép.

BAO QUAN: Bio quin ¢ nhiét dd dudi 30°C. Trdnh xa tam tay mé em.

TIEU CHUAN: USP 35.

Sin xudt tai Indonesia, bai:
PT KALBE FARMA TBK.
Kawasan Industri Delta Silicon,

JIM.H. Thamrin Blok A3-1 Lippo
Cikarang, Bekasi, [ndonesia.

D
PHO CYC TRUCNG

Npuyén Vin Chank

Chirc danh: Regulatory Manager
PT KALBE FARMA TBK.
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