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1. Thanh phan

Thanh phan: Thanh phan chinh trong mdi vién nén Luvox 100mg 14 Fluvoxamine ham
luong 100mg cung cac ta dugc vira du.

Nhém thube: Thude Luvox 100mg thudc nhém cac thude hudng tim than.

Dang bao ché: Dang bao ché ciia thudc 1 dang vién nén bao phim.

2. Tac dung - Chi dinh ciia thuéc Luvox 100mg

Tac dung ciia thude Luvox 100mg

Thudc Luvox 100mg Abbott vdi hoat chit Fluvoxamine maleate 1a hoat chat chinh, c6 co
ché tac dung chua rd rang nhung dugc cho 1a c6 lién quan dén su (e ché tai thu nhan
serotonin c6 chon loc & cac noron nao.

Thanh phan Fluvoxamine maleate ciing anh hudng rat it dén qua trinh tao ra chat dan
truyén than kinh Noradrenaline. D3 ¢ cac nghién ciru dé chirng minh cho sy gin két cia

thanh phan nay vao thu thé, cho rang Fluvoxamine maleate c6 kha ning gin vao cac thu
thé nhung 1a khéng dang ké nhu histamin, a-adrenaline, b-adrenaline, muscarine cholin,
serotonin, dopamine.

Pac tinh dwoc dong hoc

Hap thu: Thudc dugc hap thu hoan toan sau khi uéng. Nong d6 dinh trong huyét twong
dat dugc sau khi udng 1a khoang 3 dén 8 gio. Thic an khong anh hudng dén sy hap thu
thudc.

Phan bd: Fluvoxamine gan véi protein khoang 80%.

Chuyén hoa: Thudc chuyén héa manh qua gan. Thé tich phan b 1a 25 lit/kg.



Thai trir: Fluvoxamine dugc thai trir chu yéu qua than dudi dang c6 hodac khong c6 hoat
tinh.

Chi dinh ciia thudc Luvox 100mg

Thudc Luvox 100mg 13 mot trong cac thudc hudng tim than duoc chi dinh:

Diéu tri bénh tram cam, diéu tri cac triéu chirng cua bénh tram cam, roi loan tram cam.
Piéu trj bénh rdi loan cudng bic 4m anh (OCD).

3. Li¢u dung - Cach dung thudc

Liéu dung thudc Luvox 100mg

Thudc Luvox 100mg dugc bac si chi dinh theo lidu lugng khéac nhau gitta cac bénh nhan
khac nhau. Liéu khuyén cao thong thuong:

Nguoi bi tram cam: udng 50-100mg, udng liéu don vao budi téi. Sau do ting lidu dan dén
khi dat duoc liéu c6 hiéu lyc (thuong 1a 100mg/ngay). Liéu trén 150mg tré 1én nén dugc
chia 1am nhiéu lan udng trong ngay.

Nguoi bi 1di loan xung luc cudng birc 4m anh: udng 50 mg mdi ngay, udng trong 3-4
ngay lién tiép. Tang liéu dan cho t&i khi ¢6 hidu qua.

Chu ¥ liéu t6i da 12 300mg/ngay ddi v4i ngudi 10n, va 200mg /ngay dbi voi tré >8 tudi.
Pdi voi bénh nhan suy gan, suy than can khoi du véi lieu thép, sau do than trong theo
doi.

Viéc diéu tri nén than trong theo ddi dap tng va hiéu qua trén ting bénh nhan, danh gia
dinh ky va duy tri cho bénh nhan dung liéu thip nhit c6 hiéu qua. Néu khong c6 cai thién
trong diéu tri, nén xem xét viéc ngirng uéng Fluvoxamine.

Cach dung thudc Luvox 100mg hiéu qua

Thudc Luvox 100mg duge dung theo dudng ubng, tot nhat nén ding thude sau khi in dé
dat hiéu qua t6t nhat. Nudt nguyén vién thudc, khong nhai hodc bé v trude khi nubt.

Can tuén theo liéu dung ma bac si da chi dinh, khéng tu ¥ thém bét liéu thude.

4. Chong chi dinh

Khong chi dinh thubc cho ngudi bi man cam voi bat ky thanh phan nao trong thudc
Luvox 100mg.

Bénh nhén bi suy gan suy than ning t6t nhat khong dung Luvox 100meg.

Truong hop bénh nhan dang cé thai hodc dang cho con bu can su cAn nhic cia bac si
trude khi quyét dinh str dung.

5. Tac dung phu
Trong qué trinh st dung thudc Luvox 100mg, bénh nhan c6 thé xuat hién mot sb tac dung
ngoai y véi ty 1 thip va khong phai ai ciing bi.



Mot sb tac dung khong mong mudn dugc bao cdo: c¢d cac biéu hién budn nédn, tiéu
chay, kho thé, budn ngu, chéng mat, dau dau, xuat hién di ung, phat ban, co thé mét moi,
nhip tim nhanh, danh tréng nguec,...

Trén day chua phai tat ca tac dung phu c6 thé c6. Mat khac mot s biéu hién c6 thé 1a
triéu chimg cta bénh trim cdm ma khong phai do thudc gy ra. Néu bénh nhéan c6 bat ky

biéu hién la thudng nao trong qua trinh str dung thudc thi can thong bao véi bac si ngay
dé c6 phuong an diéu tri hiéu qua hon.

6. Twong tic thudc

Can luu ¥ mot sb thude co thé giy twong tac voi Luvox 100mg khi sir dung ddng thoi,
nén tranh cac sy tuong tac thude co thé xay ra vi no 1am thay doi tac dung thong thuong
ctia thudc d6i véi co thé, mat khac c6 thé 12 nguyén nhan gia ting ty 1& xuat hién cac tac
dung ngoai y.

Can luu y tranh két hop voi cac thue chdéng trdim cam 3 vong, thudc an than, thude
chuyén hoa qua oxy ¢ gan nhu warfarin, lithium, Propranolol, chat rc ché MAO khong

thuan nghich.

Tt nhit bénh nhan nén ghi lai danh sach cac thuéc dang st dung diéu tri cho bac si dé
duoc xem xét cin than va yén tdm su dung Luvox 100.

Ngoai ra bénh nhan can kiéng st dung ruou va cac ché pham.

7. Luu y khi sir dung va bao quan

Luwu y va thin trong

Bénh nhan bi mic suy gan suy than nén thin trong vé lidu lugng khi st dung thude
Luvox 100mg.

Than trong v&1 bénh nhan co tién st co giat, tién st rdi loan chay mau.

Than trong khi chi dinh cho ngudi cao tudi, tré em.

Theo ddi qué trinh sir dung thubc véi nhitng bénh nhan c6 tién sir lién quan téi tu van
hodc ¢6 y dinh tu van.

Luwu y khi st dung cho phu nir cé thai va ba me cho con bu

Phuy nit dang mang thai hodc dang cho con b can dugc can nhac loi ich va nguy co trudc
khi quyét dinh str dung, nén tranh dung. Trudng hop dung can c6 chi dinh va tham khao
trude vé 1oi ich - nguy co véi bac si.

Bao quan

Can bao quan thudc Luvox 100mg noi thoang mat, trong ti kin

Khong dé noi co nhiét do trén 30 d6 C. Dé xa tam tay cua tré nho.

8. Uu nhuoc diém ciia Luvox 100mg
Uu diém:



Thudc duge bao ché duéi dang vién nén dong thanh vi do do rt thuan tién cho bénh nhan
trong qué trinh st dung va bao quan thudc.

Thudc duge san xuat boi Abbott - ddy 1a cong ty hang dau thé gidi trong linh vuc nghién
clru va san xudt duoc pham, cung cdp cho thi trudng nhirng san pham chat luong, dam
bao quy trinh kiém nghiém khat khe.

Mot nghién ctru chi ra rang diéu tri som bang Fluvoxamine c¢6 thé lam giam tinh trang
viém trén cac té bao than kinh thé van thong qua co ché hd trg biéu hién cytokine chong
viém trong khi giam giai phong cytokine gy viém trong ndo. Diéu nay cho thay vai tro
ctia Fluvoxamine nhu mot bién phéap can thiép diéu tri tiém ning tic dong vao qua trinh
viém té bao than kinh lién quan dén Parkinson. [1].

Maic du cac nghién ctru con han ché va ¢& miu con nho tuy nhién co thé so bd két luan
rang fluvoxamine c6 thé 1am giam nhe ty 1¢ tir vong do moi nguyén nhdn va co thé 1am
giam nguy co nhép vién hoac tir vong ¢ bénh nhan ngoai tra véi COVID-19 nhe. [2].

Mot nghién ciru d chi ra rang fluvoxamine ¢ hiéu qua nhu céc loai thuéc chéng tram
cam ba vong cii va hiéu qua dang ké hon so véi gia duoc. [3].

Nhuoc diém:

Thube khong stir dung dugc cho phu nit ¢6 thai va ba me cho con bu.

Trong qué trinh su dung co thé xuét hién mot sd tac dung khong mong mudn nhu mét
moi, danh tréng nguec, ...

9. Tai liéu tham khao:
T& huéng dan st dung thude
Duoc Thu Quéc Gia Viét Nam
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Luvox'100 mg

vién nén bao phim
100 mg fuvoxamine maleate

a Abbott
grc k¥ huomg din sir dung trrde khi dung,
xa thm tay tré om,
Thang bao ngay cho bic 8§ hodo dirge s§ nhitng the dung khdng mong mubn gap phal khi st dung thube.
Thude ndy chi dung theo don thude. Néu chn thém thong tin, hity hél bac s hode dirge .

Dang bao ché - Thanh phn
Luvox 100 mg 1A vién nén bao phim hink ovan, hal mat (81, co khia, mau trhng dén tring nhat ding duimg ubng. C6 thé

b vidn nén thanh hal phin bAng nhau
Thanh phAn hoat chdt: fuvoxamine maleate. M vién chira 100 mg fluvoxamine maleate.

Thanh phin t& duoe: 4
Nhén vién: mannitol (E421), tinh bdt ngd, tinh bdt tidn gelatin hoa, natr stearyl fumarate, keo sillic khan.
Bao phim: hypromellose, polyethylene glycol 6000, bit talc, titaniumdioxyde (E171).

Dic tinh dugee Iye hoe

Nhom duge ly - didu tri: thude chéng trm cdm, thudc tre chéd chon lpc sy tal thu hdi serotonin (SSRI).

Ma ATC: NOGABOS

Cac nghién ciru vé& gén két thy thé da ching minh rang fluvoxamine 14 chét trc ché tai thu hdi serotonin manh & nghién
o0y in vitro cang nhu in vivo va cb &i lyc thdp véi cac phan nhom thy thé serotonin, Kha nang gén két cia fluvoxamine vao
céc thy thé alpha adrenergic, beta adrenergic, histaminergic, muscarinic, cholinergic hogc dopaminergic khéng dang ké.
Fluvoxamine ¢b &i lye cao voi thy thé sigma-1, véi vai tro 1a mdt chét chi vén & lidu didu tri.

Bac tinh duwoc dong hoc

Hép thy
Fluvoxamine duoc hép thu hoan toan sau khi uéng. Néng do dinh trong huyét twong dat dugc trong 3-8 gi¢r sau ding

thubc. Sinh kha dung tuyét d6i trung binh Ia 53% do cb chuyén hoa ban d4u.
Duoc dong hoc clia Luvox khong chju &nh huéng khi ding trong bira an.

Phén b6
Trong nghién ctru in vitro, fluvoxamine gén v&i protein huyét tuong 14 80 %. Thé tich phan bd (Vd) & nguei la 25 litkg.

Chuyén héa

Fluvoxamine chuyén hoa chinh qua gan. Mac di nghién ciu in vitro cho théy CYP2DB la isoenzyme chinh tham gia véo
chuyén hoa fluvoxamine, nhung ndng 88 thubc trong huyét tuong clia nhirng ngudri chuyén héa yéu qua xic tac CYP2D6
khang cao hon nhiéu so véi nhing ngudi chuyén hoa l%l qua isoenzyme nay. :

Théi gian ban thai trung binh trong huyét twong la khodng 13-15 gidr sau khi ding liéu don fluvoxamine, va kéo dai hon
(17-22 gi&r) khi diing lidu I3p lai. Ngng 86 thubc trong huyét twang dat trang thai &n dinh 10-14 ngay.

Fluvoxamine chuyén hoa manh qua gan, chi yéu qua sy oxy hod khir methyl va tao ra it nhét 9 chét chuyén hoa, réi dao
thai qua than. Hai chAt chuyén hoa chinh cho thAy hoat tinh duge Iy khong dang ké. Cac chét chuyén hoa khac co thé
khéng c6 hoat tinh dugc ly. -

Fluvoxamine 1& chét (rc ché manh CYP1A2 va CYP2C19; rc ché vira phai d8i véi CYP2CS, CYP2D6 va CYP3A4.
Fluvoxamine c6 duge ddng hoc tuyén tinh khi dung lidu don. Cac néng d & trang thai dn dinh cao hom céc ndng dd tinh
toan tir dir liéu dung lidu don va viéc tang khong theo ty 18 ndy cang rd hon khi ding lidu hang ngay cao hon.

Céc dbi tvong déc biét:

Duge ddng hoc cua fluvoxamine ti duong & ngudi Ién khoé manh, bénh nhan cao tudi va bénh nhan suy than.
Chuyén hoa cla fluvoxamine bj suy yéu & bénh nhéan suy gan.

Néng a6 cia fluvoxamine trong huyét tuong lic trang thal dn dinh & tré em (6-11 tudi) cao gép 2 IAn so véi thanh thiéu
nién (12-17 tubi). Néng @6 thubc trong huygl tuong cla thanh thiéu nién tuong duong ngudi lén.

Dir ligu an toan tién Iam sang
Khong co bgng chirng ﬂ kha nang gay ung thu hodc gay dét bién véi fluvoxamine.

éing sinh 53 goc i isd
Céc nghién clu sinh san & dong vét cho théy kha nang sinh sén bLsuy iam, téng 1 vong phdi thai va giam trong lugng,
thai nhi. Cac anh hudng da duoc quan sat thy & lidu g_&p 2 14n lidu diéu tr & ngudri. Ngoai ra, ty 18 tir vong tré so sinh
tang 1én & nghién clru tién va hau sinh ciing da dugc ghi nhan.

Su phu thubc vé thé chit va tam Iy
Kha nang lam dyng, dung nap va I thugc vé thé ch&t & dugc nghién cu & md hinh loai linh trudng khong phai ngudr.
Két qué |2 khong tim thay bang chirng vé si phy thude.

Quy cach déng goi
Hop 2 vi x 15 vién nén bao phim.

Chi djnh diéu tri
- Con trém cam chi yéu.
- Rébiloan &m anh cudng ché (OCD).

Liéu ding va cach ding

ufu khoi dbu khuyén céo la 50 hodc 100 mg, nén ding don lidu vao budi ti. Bac s§ co thé tang lidu dan dan dén khi dat
dugce libu cb higu lgc. Libu cb hidu Iy thuéng 1a 100 mg méi ngay va nén duwgre didu chinh dya trén dap (ng cla timg
bénh nhan. Libu ding hang ngay khong nén cao hom 300 mg. LiBu Ién hon 150 mg nén dugc chia thanh nhidu lidu nhd.
Theo huéng din cia Té chic Y 1& lhg iéri, nén tiép tyc ding thude chéng trAm cdm trong it nhét 6 thang sau khi hdi
phyc khéi con trAm cam. Ngoai ra, mét Iigu hang ngdy cb dinh 100 mg duge khuyén cao dé dy phong trdm cam tél phat.

| " M ] B
Naui I6n: v o
Libu khéi ddu duge khuyén céo 14 50 mg/ngay trong 3-4 ngay. LIdu ¢é higu e thudmg tir 100 mg dén 300 mg mdi ngay.
Béc s§ nén tang libu dn dén khi dat duge lidu co |3¢u o, .X| da |& 300 mg mdi ngdy.

3 o A B A LT
Libu 16n dén 150 mg co thé ding don libu, tét nhat udng vao budi 18, Lidu hang ngdy ién han 150 mg nén chia thanhy

2 ho#c 3 libu nhé hon, N :
Néu bénh nhan dap (ng 1t véri thube, ¢ thé tidp tye didu tr| & lIdu da didu chinh trén m3i ca nhan. Néu khdng c6 cai thién
trong vong 10 tuéin, béc s§ nén can nhic lal vle: d?bu tr] vérl fluvoxamine, Méc d chura cé cac nghién ciru h thdng chi ra,
réing vige dibu trf véi fluvoxamine kéo da trang bao |u, nhung v OCD 14 tinh trang man tinh, nén vigc can nhéc tidp tye
dibu trf trén 10 tuln & nhimg bgnh nhan dap rng 1A hep 1y, LII?u diing nén dugc didu chinh cAn trong dwa trén tirng bénh
nhén d& dam béo libu th&p nhét c6 higu qua. QuA trinh iU tr| cia banh nhan nén dugc béc s danh gid dinh ky. Nhidu
l;_ggh nhl:‘guvﬁ my&;‘ c4o tr] ligu thém tam Iy hanh vi kh c& dap trng 16t vél ligu phap ding thude.
em v an W nién. . M0 20 R

Libu khéi d4u khuyén cdo cho tré em trén B tubi va thanh thidu nian 1 25mgingdy, nén udng vao budi téi trwérc khi m
Téng lidu dan thém 25mg cho m&i 4-7 ngay tly vao mirc d§ dung nap cho dén khi dat dugc lidu didu tri c6 hidu
didu trj o6 higu lirc thurdng tir 50mg dén 200mg méi ngay, lidu tA] da & tré em khéng nén vurgt qua 200mg/ngay. Néu lidu
232?13“’ 16n hon 50mg/ngay, nén chia thanh 2 lidu dé udng. Néu 2 1idu khdng bing nhau thi nén ding [i8u Ién han vao,

i trérc khi di ngu. : : t 45407




TAu ching cal ihudc gap phai Khi NgUng dung (UYOXamine
CAn tranh dirng didu tri a0t ngdt. Khi ngung duing fluvoxamine, lidu dung nén dugc glam tir tir trong mét khoang thei
glan it nhat 14 1 hodc 2 tuAn d8 gidm nguy cor céc phan Ung cai thubc (xem myc Cdnh béo vi thin trong djc bigt khi
dong thube va myc Tée dung khéng mong mudn) Néu céc trigu chirg khong dung nap thubc xdy ra sau gidm libu
hodc ngurng didu tr thi cAn nhéc ké lailidu diing tnrde. Sau do, bac s§ o thé tiép tuc gidm libu nhung mirc 80 tir tir hon,

Suy gan hodc suy than
Bonh nhan dang bj suy gan hodc suy than ndn bit dhu voi 1idu thép Luvox va phai duge theo doi cAn than,

Fluvoxamine dang vidn nén nén uding viri nurdre va khong nhal vien thube.

i dinh
&,’,‘3,.";;{‘@ i b Bnh ahan bl 8] g (1 cam) vt hoal chit hoic bl KI (4 due o,

Chng chi dinh Luvox kit hop vt tizanidine vi cae cht iro ché monoamine oxidase (MAOIs) (xem muc Tuéng the thube).

Didu i v fuvoxaming et thd duge bt dhy

+ Sau 2 tudn ngumg ding MAOIs Kidng hdi }‘muc‘ hodc

» VAo npdy tidp theo sau khi ngung ding MAOIs Wi phye (vI du moclobamide, linezolid).

Nén ngung ding fuvoxamine it nhat 1 tuAn trrde khi bt dAu didu tr vl bAt ky MAOI nao.

Fluvoxamine dang vién gidi phong nhanh khdng nén ding chung v pimozide va ramelteon (xerm myc Tuong tae thu be)

Canh bao va than trong die bidt khi ding thude

%v&u' m,m_ﬂmgmm\m.llm&w

m cAm 118N quan 11 ting nguy co oo y trdng tur van, tu hal va ty vAn (nhing sy vide lién duan dén ty vAn), Nguy cor
nay 190 tal cho &1 khi cd thuy@n gidm rd rét. Vi sy cdi thign bénh cb thé chira dat dugce trong val tudn dAu didu trj hode
18u hom, ndn theo ddi bénh nhan cAn than cho 1o khi bénh cdi thign. Theo kinh nghiém chung trén 1Am sang, nguy co tur
villin 00 thé tng trong gial doan sém cda qué trinh binh phyc.

Cac tinh trang tAm thAn khac (ma dugc ké fluvoxamine) co thé lidn quan véi tng nguy co XAy ra s viéc lién quan 161 ty
vAn. Ngoai ra, nhimg tinh trang nay lai co thé cang mac voi réi loan trdm cam chi yéu. Do vay, can theo doi than trong
khi didu tri bdnh nhan ob cac rgi loan 14m than khéc.

Nhirng b&nh nhan tidn sir co cac hién t lién quan &1 ty vlin hodc c6 mirc dd béo ddng vé ¥ turémg tir vAn trurére khi didu
i s& 06 nguy co' 16m hom vé ¥ tudng tur vén va muru db cb géng ty vén, vi vay cAn theo di déc bigt trong qué trinh didu tri.
Dac biét giam sat chat ché nhimg bénh nhan cé nguy co cao trong gial doan bt dAu didu trj va trong khi thay ddi lidu luong.
Bénh nhan (va ngudi cham soc bénh nhan) nén duge théng bao dé theo ddi cac déu hidu 1am sang nang hom, hanh vi/ y
tudng tw vén hodc nhirng thay ddi bt thuomg vé hanh vi, 18p tirc xin ¥ kién bac s§ ndu nhirng triéu chimg nay xay ra.

Iré em

E‘“J‘é&%”“"" khong nén duoc si dung trong didu trj bénh & tré em va thanh thiéu nién dudi 18 tudi trir khi bi réi loan am
n ng blrc.

Khdng khuyén cao diing fluvoxamine trong didu trj trAm cam cho tré em vi thidu kinh nghiém 1am sang trong didu tri.

Trong cac nghién ciru 1Am sang, tré em va thanh thidu nién dugc diéu tri bang thuée trdm cam c6 nhiéu hanh vi lién quan

tu van (¥ twdng/ hodc o géng tw van) va bidu hign thi dich (chil yéu 1 gay hdn, tire gidn va hanh vi chéng ddi) hon nhiing

tré em va thanh thiéu nién dng gia duge. Khi nhu ciu 1am sang cin dua ra quyét dinh diéu trj véi fluvoxamine, nén theo

dbi bénh nhan chat ché vé cac déu hiéu mubn ty van. '

Hon nira, chua c6 dir liéu vé an toan dai han dbi vi sy tang truémg, trséng thanh va phét trién vé nhan thirc va hanh vi

& tré em va thanh thiéu nién khi dung fluvoxamine. |

Mét phan tich lgng hop céc nghién ciru lam sang c6 déi chirng gia dugc, ngudi I6n dudi 25 tudi bj réi loan tam thin c6.
nguy co gia tang hanh vi ty van khi ding cac thubc chéng trdm cam so véi diing gia duge. * (

2 b
D ligu trén nguoi cao tudi khdng khéac biét cé ¥ nghfa |am sang so véi ngui tré & lidu diing hang ngay. Tuy nhién, chinh
liéu trén ngudi cao tudi nén chdm hon va thyc hién cén trong.

n/ hié an va | |
S dung fluvoxamine cé lién quan dé n chimg khdng yén, déc treng béi sy bdn chdn khé chiu hodc dau bubn
va cén di chuyén thuéng xuyén kém véi mét khd nang dimg ngdi yén tinh. Phan (g nay hay gap trong nhig tudn déu
tién didu tri. Tang lidu thubc co thé bat Igi ndu bénh nhan gap nhirng trigu chirng nay, Laady* W

Suy gan va suy thén

Bénh nhan bj suy gan hodc suy than nén khéi ddu véi lidu thép va phai dugc gidm sét cin than, T

Hiém khi diéu tri bang fluvoxamine c6 lién quan én tang men gan. Trudmg hep cd tng thudng kém theo céc tridu ching
1am sang. Trong nhimg trréng hop ndy nén ngung didu trj. ;

Réi loan hé than kinh
Mac du trong cac nghién clru trén déng vét fluvoxamine khéng gay co giat, bac sy nén c4n trong trudre khi ké fluvoxamine
cho bénh nhan co lin str réi loan co gidt. Nén tranh ding fluvoxamine cho bénh nhan co ddng kinh khdng &n dinh va véi
bénh nhan dbng kinh co kiém soat nén dugc theo ddi can than. Nén ngiing didu tr véi fluvoxamine néu bénh nhan gap
con co giat hodc néu tang tan suét con co giat

Hiém gap c4c bao céo vé phat trién hdi chirng serotonin hoac biéu hién gidng héi chimg rdi loan thn kinh ac tinh do thuéc
an thén khi didu tri bang fluvoxamine, d4c biét 14 khi phdi hop véi cac thubc serotonergic va/ hodc cac thubc an thn khac
(xem muc Twong tic tlluﬂc). Céc hdi chirng nay dac trungbdri céc triéu chimg sét cao, clng d&, co giat co, rdi loan
thén kinh tur chd gém bién dong nhanh cc déu higu'sinh ton, thay dbi tri giac gom I IAn, kich thich, kich déng, lo mo va
hén mé. Vi céc héi chimg nay c6 nguy co de doa tinh mang, nén ngirng ding fluvoxamine khi co cac hién twong nay va
wu tién diéu trj triéu ching trudre.

Cang nhu céc mf&‘gﬁ acchz chon loc tai thu héi serotonin (SSRIs) khéc, ha natri mau dwoc bao c4o trong vai hep

hiém gap va tinh trang nay co thé duoc hdi phyc khi ngimg didu trj fluvoxamine. Mt vai treémg hep lién quan dén hoi
ching roi loan bai tiét hormon chéng lgr tidu. Phén I6n cac bao céo nay xay ra & bénh nhan cao tudi. \ !

i loan dueng huyét c thé xay ra (vi dy tang duéng huyét, ha d huyét, gidm h&p thu glucose), dac bigt trong glal doan
dhu dibu tri. Bénh nhan cb tién can tiéu dudmg, nén chinh liéu cac thudc didu trj tidu durdmng trong khi diing ciing fluvexamine.
Budn non, 46 khi kém non 1a nhimg tc dyng phy thuting gép nhét c6 lién quan dén didu tri bing fluvoxamine, Tuy nhién,
46 dung néy thutmg diu di trong hal tulin dau cda qué trinh didu tri. : v

Tét gian a%e»la 4{r 88 dugc bio céo o6 lién quan dén SSRIs nhur fluyoxamine. Do vay cAn thn trang khi ké don fluvoxamine
cho bénh nhan bj tang &p subt trong mat hodc co nguy co tang nhan ap goc déng cép tinh, A '

R loan huyét hoc

Da gap cac rutng hop bt thubng vé chay méu & da nhu bAm méau va ban xuét huyét cing nhu cac bidu hign chdy mau
khac nhu xult huyét iéu hoa hogc xuét nzy&: phy khoa/ bang huyét sau sinh khi dungoqs?mm Cén than u:" mauno
SSRIs, déic bigt néu bénh nhan 1 nguéi cao tudl hodc bnh nhan dang dung thudo tae ddng 1én chirc nang tidu clu (vi
dy thube an th&n khbng dién hinh, phenothiazine, thube chéng trm cam 3 vbr:a (TCA), acetylsalicylic acid, thudc chéng
viém khong steroid va thubc 1am tang nguy co chdy mau. Cong cAn than trong néu bdnh nhan cd tidn st vi réi logn chdy
mau hogc bat ky dibu kién din 161 nguy co d6, vl dy giam tidu chu hogc réi logn ddng mau, =~ A
SSRIs ¢4 thé 1am tang nguy co bing huybt sau sinh. (xem myc Khd ndng sinh sdn, mang thal va cho con b va mic
Téc dyng khéng mong mubn) Vi

m&(mu' s ine, nbng 44 trong ﬁuyﬂumngmhta}hnndl ntomizoh hoiu o o ‘M" i
ng cung uvoxamine, ne, cisapride c& téng 1&n,
ddn toi nguy co kéo dai khoang QT/ dinh. Do v@y, khdng nén két hop fluvoxamine véi Siia
Fluvoxamine c6 thé 1am gidm nhe nhip tim (2-6 nhip i s, o TR i e
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480 nhamg phan tng cal hudc khi bénh nhén ngimg didu trf vé1 fluvoxamine, mac di nhomg bAng chimg tién [4m
gcaon:‘vag E!pm sang ll:;\mgu:hgo thay dung mz%c nay gay phy thu lhqbc. Céc tridu ching dugc bﬁ%uﬂn khi ngung ding
fluvoxamine gdm: chodng vang, cac rdi loan vé giac quan bao gbm di cAm (c4m gidc kién bo/ budn udn trén da), rél loan
thi gidc va cdm giac sbc dtgn‘ rgi loan giAc ngd (bao gdm chirng mét ngu va céc gidc mo' der doi), bbi réi, dé bi kich thich, lan
160, cAm xic bAt &n, dau du, budn ndn va/holic ndn, lidu chay, ab md héi, hbi hdp, ring minh va lo Au (xem muc Téc dyng
khéng mong mudn). Nhin chung, cac tridu chimg nay & mic d4 tir nhe dén trung binh va ty qua khoi; tuy nhién & mot
b bénh nhan co thd bj ndng va kéo dal. Didu ndy thurémg xdy ra rong vong val ngay dAu ngung dibu tri. Do vay, cAn giam
lidu fluvoxamine tr i true khi dirng didu tri va theo dap img ctia tirng bénh nhan (xem muc Lidu Ivgng va céch dung)

Fluvoxamine cgn dirgre dung than trong & bdnh nhan €6 lidn sir hung cam/ huhg cdm nhe. Chn ngung ding fluvoxamine
trén bénh nhan bt dAu bidu hign tinh trang hung cam,

th e -nf chon loc s 181 thu hdl serolonin (88RI) cb thl gdy ra cde trigu chimg rbi loan chire néng tinh dyc (xem
ﬁai crac w;g khéng mong mudn), DA co cde bo cao vb 1l logn chirc ndng tinh dyc kéo dai, khi cdc tridu chimg tiép

didn mac du da ngung s dung SSRIs
Kh ndng sinh san, mang thal va eho con bii

gﬂ?ﬂl::m 1 cho thy ding SSRIs khi mang thal, dac biét cudl thai ky €6 thé tang nguy co tré sinh ra bj tang &p phdi
dai ddng (PPHN). Khodng 5 trurdng hop trong 1000 thal phy dugc duan sat co nguy co nay. Nhin chung, ty 16 tir 1 dén
2 g hop PPHN trong 1000 phy nir mang thai. ¥

Knhdng nén dung fluvoxamine trong theri ky mang thai trir khi {inh trang 14m séang cia thai phy chn phéi didu tj fluvoxamine,
Céc tridu chimg cal thudc & tré méi sinh da duge md ta khi fluvoxamine dugc diing & cudi thal lf‘v Nhimg bidu hién gbm
«ho khan khi cho bu va/ hoac khi hd hdp, con co giat, khdng &n ginh v than nhigt, ha duemg huyét, run, truong lyc co bit
thundmg, hét hodng, xanh tim, kich thich, & d&, lo me, ndn, khé ngl va ludn khéc léc sau khi me ding SSRIs 3 thang cubl
thai ky va cd ma"&n kéo dai thoi gian ndm vién.

DU liéu quan sat duoc cho thiy nguy co bang huyt sau sinh tang (duéi 2 1n) sau khi dung SSRI lrun% théng trudre khi
sinh. (xem muc Canh béo va than trong déc biét khi ding thuéc vA muc Tée dung khéng mong mubn)

Bai tiét qua sra me )
Fluvoxamine dugc bai tiét mdt lugng nhd qua stra me. Do vy, khang nén dung thuée cho phy nir dang cho con bi.

Cac nghién ctu 33 ddc tinh sinh san & dgng vét da chi ra ring fluvoxamine lam suy gidm kha nang sinh san & nam va ni.
Tinh xac dang ciia cac phét hién ndy dbi véi ngudi chura dugc biét.

Fluvoxamine khéng nén diing & bénh nhan dang mubn mang thai trir khi tinh trang 1am sang clia cac bénh nhan cin dugc
diu tri vori fluvoxamine.

Anh hwéng cla thude 18n kha nang 14l xe va van hanh may méc

Fluvoxamine véi liéu dén 150 mg cho thdy khdng anh hurdng kha naing lai xe va van hanh may méc & nhirng ngudi tinh
nzuyen khogé manh. Tuy nhién bun ng 4 dwoc ghi nhan trong khi didu tri bang fluvoxamine. Vi vay, can than treng cho
dén khi xac dinh dugc dap (g cUa tirng ca nhan adi véi thube.

Twong téc thubc va cac dang twong tac khac
Khéng ph%i hep fluvoxamine véi mmg MAO!, ké c4 linezolid do nguy cor v& hdl chimg serotonin (xem myc Chéng chi djnh).

A e c il e g 0x = 1 NUOC KNa .
Fluvoxamine co thé (rc ché chuyén hoa cia cac thubc dugc chuyén héa o dinh bdi isoenzyme cytochrome P450 (CYPs).
Kha naing trc ché manh CYP1A2 va CYP2C19 da dugc chimg minh trong céc nghién clru fn vitro va in vivo. Cac isoenzyme
CYP2C9, CYP2D6 va CYP3Y4 bj irc ché & mirc 46 yéu hon. Céc thube ma d chuy@n héa manh qua céc isoenzyme
nay co thé cho ndng dd cao hon hodic thap hon (vi dy treég hep cla cac tidn chat nhu Clopidogrel) trong huyét teong cia
hoat chét/ chat chuyén hoa, khi ching dugc ding cung véi fluvoxamine. Viéc didu trj fluvoxamine clng véi cac thudc nay
nén dugc bit ddu & lidu thdp nhét & mirc dibu tri cla cac thubc nay. Ndng dd thubc trong huyét twong, dnh hurdng hodc
céc tac dung bét Igi cla cac thube duge ding phéi hop cln dugce kiém soat chat ché va nén gidm lidu/ tang lidu dung cla
cac thube 6 néu cAn. Bidu nay cé lién quan dac biét d&i vl nhimg thubc cé chi sb didu trj hep.

Ramelteon

Khi diing vién nén fluvoxamine maleate 100 mg gidi phéng tirc thi, 2 13n mai ngay trong 3 ngay, sau dé ding phéi hop 1 lidu
ramelteon 16 m%vd'i vién nén fluvoxamine maleate gidi phéng tirc thi, dién tich duéi dwéng cong (AUC) clia ramelteon
téng xAp xi 190 I&n va C.,,, tang xép xi 70 1n so véi khi chi ding ramelteon. ;

cgn theo d6i b&nh nhan égn than khi dung phéi hop fluvoxamine véi cac thubc cb chi sé didu tri hep (nhu tacrine,

theophylline, methadone, cart va cy vi cac thubc nay dugc ehuyén héa b
cac CYP cb thé bj (rc ché béi fluvoxamine,

Khuyén céo didu chinh ligu cac thubc nay néu cin.

Do chi s6 diéu tri hep clia pimozide va kha nang kéo dai khodng QT 63 duoc ghi nhan, chdng chi dinh sir dyng ddng theri
pimozide va fluvoxamine (xem myc Chéng chi djnh). 3 ’

DAcébéocéod&ngﬂuvoxaminewngmcmﬁdﬁngﬁmcamhbng(vldudombmm.mpmm_mmyﬁm va cac
do

: : i )
thuée an than (vi dy clozapine, olazapine, queliapine) lam ting ndng a8 thubc trong huyét twong do cac thube ndy duge ch
héa chi yéu béi cytochrome P450 :Az.nen::anmgcgia?ﬁ‘}%uummﬁcmymumnieuquméuu-;cun:‘{lwﬁmnufn

Ngng 46 trong huyét tvong cla céc benzodiazepine chuyén héa bdi qua trinh héa (vi dy triazolam, midazolam,
alprazolam va diazepam) c6 th& tang hon khi dung két hop fluvoxamine. Nén giam lidu cac benzodiazepine nay khi didu
tri cung voi fluvoxamine. G

Ngng d6 cua ropinirol trong huyt tuong cb !hg téng khi dugc phéi hop véi fluvoxamine, vi vy ting mxy co qué lidu. Véi
ng fluvoxamine va

céc nguyén nhén ndy, bac s cAn theo doi chiit ché va gidm lidu ropinirol (trong ca théi gian didu trj

sau 61v.rl"|lg r?ounq dﬂr:gxt:‘uéc). . iy by &

Vi nbr propra trong huyét trong tang khi hgp vori fluvoxamine, can gidm lidu propranolol khi ding chung.
Khi sir dyng cling véi fluvoxamine, ndng a8 warfarin trong huyét tuong tang déng ké va kéo dai thei gian P:m';umu':

G0 gap mot Eﬂ trrong hop riéng bigt " 6c tinh trén tim khi phdi hop fluvoxamine véi thioridazine. )

N&ng 64 caffeine trong méu s& tang hon khi dang dibu tri bing fluvoxamine. VI thé, bdnh nhan dang tidu thy nhidu thire
ubng c6 chira caffeine nén gidm 1um;g:& khi %u trf fluvoxamine A8 tranh cac tac dung khéng mong mudn cda caffeine
$-|h‘u run, tim d4p nhanh, budn nén, bdn chdn va mét nga). :

o sidenafil: xem myc Cdnh béo va thin trong ddic bigt khi ding thuéc

Su glucuronid héa
Fluvoxamine khéng cé dnh hurémg 161 ndng 49 cua digoxin trong huyét tuang.

Dao thai qua than

Fluvoxamine khong gay anh hurémg t¢i ndng 9 atenolol trong huyét trong,
Tac dyng serotonergic cla fluvoxamine cé th tang I8n khi hop véi céc chét ic (bao c4c triptan,
t';?mauoe,ssm.mwémhsuom'-wm)'(‘fmmw?mamuonmnmm( Lo ,m
uu\voxamln-pmhqpvailnhlumﬂidwcmuonqv»cmiuuimwmmlnn&ng,khénghnée.vuimlummobﬂ
n‘malmha“m‘mmww cla nén két hop ndy cin than trong di véi

BAnh nhan dang dung thudc udng chéng déng méu cing vé1 fluvoxamine cAn dugc béc s theo ol cdn frong vi od th

1ang nguy co chay mau.
Cling nhy cac thubc didu tr tam thin khac, khbng uéng rrgu khi dang diing fluvoxamine.” '

[




Tuong ky
Khéng ap dung ddi véi thuda vién,

Téac dung khéng mong mudn
Nhnrn: ‘;‘c dung phy duge ghi nhan trong cac n hién ciru 1Am sang & nhing thn sult duge 1igt ké duél déy, thuimg co
Jién quan dén bénh trAm cam va khdng nhat (il lidn quan dén vige didu tr],

TAn sut ude tinh: rdt thudmg gap (>1/10), thudng gadp (>1/100 dén <1/10), it

dp (>1/1000 dén <1/100), hik
(>1/10000 adn <1/1000), rdt hiém gap (<1/10000), khong duge bidt (khong thé Fomds

uie tinh tir che dir iBu hign cb)

Téc dyng khong [Thudng gdp |lt gdp Hiém gip Rt hidm gdp Thn suflt khéng durge
mong mudn theo biét
h¢ co quan
RAI toan h ndi tidt Tang hotmon tiét stra,
tiét khong thich hop
harmon chéng bai nidu
R&I logn hé chuyén [Chan an Ha natri mau, t4ng can,
hda va dinh dudng gidm can
RS loan tam thin Ao gidc, 1 1&n, d& |Con hung cam Y tuémg tiy sat, hanh vi
gdy gb ty sat
R loan hé thAn  [B&i rdi, cang . |Réi loan ngoai Co gidt H6i chirng serotonin, cac
Kinh thing, lo &u, |thap, mat didu hoa sy cb gibng hdi chimg
mét ngu, ring rgi loan than kinh 4c tinh
minh, budn do diing thuéc an than,
ngu, dau ddu, chimg khéng yén/ bbn
chong mat chdn, dj cam, réi loan
vi gidc
R&i loan mat Tang nhan ép, gian
ddng to
R&i loan tim Danh tréng
nguc/ nhip tim
nhanh
Ha huyét ap (tv Xuat huyét (Vi dy: xuét -
R6i loan mach thé) huyét tiéu hoa, xuét
huyét phu khoa, ban xuét
huyét, bAm mau)
Roi loan tiéu héa  [Pau byng,
tao bon, tiéu
chay, kho
miéng, khd
tiéu, budn
ndn, nén
R loan gan mat Chirc ndng gan
bét thuding
Ri loan davamé [Tang tiét md [Cac phan ang qua |Phan (g man
dudi da héi mén & da (bao gbm [cadm véi dnh
phis né thn kinh  [sang
mach, phat ban,
ngura)
Rl loan co xuong Dau khép, dau co “Gay xuong
va md lién két Y
R&i loan than va hé Réi loan tidu (bao gdm i
tiét niéu nude tidu, tidu khong by,
chu, tidu rat, tidu dém va
tidu ddm) ¥
Réi loan hé sinh Phéng tinh bat Tiét stra bt Mat khoai cam, rdi loan
san va tuyen vi thudng (cham) thudng kinh nguyét (nhu mét
kinh, it kinh nguyét, chay
mau tlr cung, rong kinh)
Bang huyét sau sinh**
Réi loan chung va [Suy nhugre, H8i chirng cai thubc bao
phan (rng tai noi -~ |mét mdi g6m hdi chirng cai thude
dung thude & tré so sinh.

*Céc nghién ciru dich té chii yéu dugc thyc hign & bénh nhan trén 50 twdi cho thy tang nguy co gy xwong khi diing cac
SSRI va TCA. Co ché dén 161 nguy co ndy chura duoc biét. ;

**Téac dung phy nay da dugc béo cao cho nhom diéu tri clia SSRIs (xem myc Cénh béo va thén trong dic bigt khi ding
thube va muc Kha ndng sinh san, mang thai va cho con bu) :

i v hai mi ‘
Ngung dung fluvoxamine (dac bigt 1a ot ngdt) th dan 161 cac trigu chimg cai thudc. Do vay, khi khong can didu trj voi
nn?voxaming. nén giam lidu dan trudc khi ngung thude (xem myc m lwgng va céch ding va myc Canh bdo va thin
trong dic bigt khi ding thuéc) ;

Qué lidu va cach xir tri

Trigu chirng

Triéu chimg duge béo cao gbm cac vén dé da day-rudt (budn nén, ndn va tiéu chy), budn ngi, choang vang. Bidn cb tim
mach (nhip tim nhanh, nhip tim ch&m, ha huyét ap), réi loan chirc nang gan, co gidt va hdn mé.

Fluvoxamine c6 khodng an toan rong khi dung qua lidu. K& tir khi dugc Iru hanh trén thi tredng, rét hiém gép bao cdo tr
vong khi ding qué lidu. Lidu fluvoxamine cao nhat dugc biét bé&nh nhan da udng 1a 12 gram. Bénh nhan nay da hdi phyc
hgan toan. DI khi, g:c bién chirng nghiém trong han da duge ghi nhan trong trrémg hop cb y ding qué lidu fluvoxamine
két hop véi cac thude khac. :

Didu td 8

KhOng oomuécgma%cdbc higu 86i véi fluvoxamine. Trong truémg hop qué lidu phai rira da day cang sém cang tét sau

khi ubng va bét dAu di u!ﬂ::‘l’uch&nghéw. y

Sir dyng than hoat nhidu I8n két hop véi nhudn trang thdm thdu (néu cdn) cling duge khuyén cdo. Loi nidu hay loc:mau

khong ré mang lai két qua.

Tiéu chudn chéit luvgng ‘ a . A

Tiéu chudn co' s, .

Han dung va diéu kign bao quan KIS TG TR AT T

24 thang ké tir ngay san xuét. ! "

Khéng bao quan trén 30°C. Gitr thudc trong bao bi géc, & noi khé rao va tranh anh sang. L IR i

Nha san xudt ; ' 7 Y 4 B B
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