https://trungtamthuoc.com/ 36679 by

MAU NHAN Vi XIN PANG KY

CUC \,.__'_,‘_-:'_r YDugc | e (e
PA PHE DU YLi \‘.\\ \\.\\ |
- O e
Lan dau:...20 S 208, Q"*”W “‘"ﬁf*‘ :
O 9
o -
1% 1
\ \
SO
| Q}?"’“ QW
\ 7 )
\&a NG NAM
ar P

Ghi chu: S8 16 SX va HD s& dap néi trén vi thudc.

CTY CP SX - TM DP

L ] ! S
Py x
.. *|¢. YUAT "\J"} G MAI)

IOL H'\

901 /164



httpé://trungtamthuoc.com/

MAU NHAN CHAI XIN DANG KY

: EACH 'ri.?.s'r toum:us: M8i VIEN CHUA:
B leate " " Fluvoxamine maleate.....
| iy - ‘ml:lﬂn R{_Mmmm el 10 iy i e o AUGE Vi . ] VIED
PR ocimons s e g, o g, e g
| s..mﬁ.lufg ' mmﬂwm sirdung.
Specification: U
Store n a dry place, below 30°C, protect from fight. “*““m”"‘“mm”“““
| dlin sir dyng trute khi ding
Read leafiet carefully before use xa thm tay tré em
Keep out of reach of children . SELASK:
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MBI VIEN CHUA:
Fluvoxamine maleate....100mg
T4 dugt ViR Al 1 vién

Chi dinh, liéu ding, cich ding, chéng chi dinh va
céc thdng tin khac: xem 1 hudng dlin sir dyng.

Tiéu chudn: USP

Bao quan: Noi khd, nhiét dg dudi 30°C, tranh anh sédng.

Ry recrptimony Box of 3 blisters x 10 fim-coated tablets
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Fluvoxamine maleate 100mg
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Doc kij huong dan sir dyng trude khi ding
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Fluvoxamine maleate 100mg

| FANZINI

EACH TABLET CONTAINS:

Fluvoxamine maleate....100mg

Excipient g.5....co.. per 1 tablet

Indication, dosage, instruction and contra-indication:
See in the leafiet

Specification: USP

Store in a dry place, below 30°C, protect from light.

R(Mmmm Hop 3 vi x 10 vién nén bao phim

FANZINI

Fluvoxamin maleat 100mg

GMP - WHO

Read leaflet carefully before use
Keep out of reach of children

S

Manutactured by

DONG NAM MANUFAC TURING
TRADING PHARMACEUTICAL CORP
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Box of 6 blisters x 10 film-coated tablets
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Fluvoxamine maleate 100mg
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MBI VIEN CHUA: Doc k§f hugng dan sir dyng trude khi ding
Fluvoxamine maleate....100mg Dé xa tdm tay tré em

T4 duge Vi 0l ] VgD ::;m 5616 5X:

Ch dinh, fiéu ding, céch diing, chéing chi dnh v Hon ding:

céc thong tin khic: xem 1 hutng din s0 dung. prEmye

Tiéu chudn: USP CONG TY CP SX - TM DUGT PHAM DONG NAM

LB 2R, Dubng 1A - KDN Tan Tao, PTan Tao A
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Hop 6 vi x 10 vién nén bao phim

FANZINI

Fluvoxamin maleat 100mg

FANZINI

Fluvoxamine maleate 100mg

EACH TABLET CONTAINS:

Fluvoxamine maleate....100mg

Excipient q.s..........per 1 tablet

Indication, dosage, Instruction and contra-Indication:
See in the leaflet

Specification: USP

Store in a dry place, below 30°C, protect from light

GMP - WHO

Read leaflet carefully before use
Keep out of reach of children
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Manufactured by

DONG NAM MANUFAL TURING
TRADING PHARMACEUTICAL CORF
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Fluvoxamine maleate 100mg
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5 MO VIEN CHUA: Boc kij hueng dan sir dung trute khi ding

i Fluvoxamine maleate....100mg DE xa tim tay tré em
[ T4 dugc vira Al e 1 vién m - SEL8SK:

Chi &jnh, lIéu dung, céch ding, chBng chi ajnh va Han ding:

cdc théng tin khéc: xem t& hudng din si dung. S O
| Tiéu chusn: USP CONG TY CP 5X - TM DU PHAM DONG NAM

At v 3 Ld 2A Dubng 1A - KIN Tén Tao, PTén Tao A
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Fluvoxamine maleate 100mg
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Fluvoxamin maleat 100mg
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EACH TABLET CONTAINS: Read leaflet carefully before use

Fluvoxamine maleate....100mg autof h of child
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R, Thude bén theo don oo o
FAN ZINI /' ')ql"?‘:_ "“«:_;

/.0 ,
Dé xa tim tay tré em -?-; “CONG TY ™
Doc ky hll‘O’IIU dan sir dung trude khmd?un CO PHAN

Thude nay chi ding theo don thude [SARXURT - THUONG WA -

DUGC PHAM
THANH PHAN, HAM LUQGNG CUA THUOC : oL B”G NAt 3
Thémh phén hoat cht: \¥ P S
Fluvoxamin maleat ..............cooevvveninn... 100 mg * TRy

Thanh phan td dige:
Lactose monohydrat, Microcrystalline cellulose (Avicel) 102, Natri lauryl sufat, Povidone (PVP) K30,
Colloidal silicon dioxide (Aerosil) 200, Sodium starch glycolate (DST), Magnesi stearat, Hydroxypropyl
methylcellulose (HPMC) 615, Polyethylene glycol (PEG) 6000, Titan dioxyd, Talc.

DANG BAO CHE :
Vién nén dai bao phim mau tring, hai mat tron.

CHI DINH :
Con tram cam chu yéu.
Ro1 loan xung luc cudng birc 4m anh (OCD).

CACH DUNG VA LIEU DUNG :
Cdch ding : Ding dudng ubng.
Liéu ding :
Trdm cam
Nguoi lom
Liéu Khuven cdo la 100 mg moi ngay. Bénh nhan nén bat dau tir 50 hoaﬁ}\(yxg dung mot liéu duy nhét
vao budi toi. Neu can thiét lidu dung duoc xem xét va diéu chinh trong v80g 3 dén 4 tudn sau khi bét dau
dleu tri. Lidu t01 da 1a 300 mg moi ngay. Lidu 150 mg c6 thé duoc ding nhu mot liéu duy nhét. tdt nhat 1a
udéng vao bu01 tdi. Nén cho tong liéu hang ngay trén 150 mg chia thanh 2 hogc 3 lan trong ngay. Viéc diéu
chinh liéu can dugc xem xét than trong & ting cd nhén, dé duy tri liéu thap nhat c6 hi€u qua.
Bénh nhan trdm cam nén duge diéu tri trong thoi gian it nhét 1a 6 thang dé dam bao rane ho khéng co trigu
chimg.
Tré em va thanh thiéu nién :
Fanzini khong nén dung ¢ tré em va thanh thiéu nién dudi 18 tudi dé diéu tr1 chimg tfarn cam chu yéu. Hidu
qua va sy an toan cua Fanzini chua duge xac dinh trong dicu tri chimg trdm cam cha yéu & tré em.
Ri loan xung luc cudng birc 4m anh
Nguoi lom :
Liéu khéi dau dugc khuyen cdo la 50 mg/ngay trong 3-4 ngay diéu tri dau tién. C6 thé timg bude ting lidu
50 ) mg mdi 4-7 ngay cho den khi dat dugc liéu c6 hiéu luc. Lleu ¢0 hi€u lyc thuomg tir 100 mg dén 300 mg
mdi ngay. Liéu 300 mg mdi ngay cho nguai lom va 200 mg mdi ngay cho tré em tir 8 tudi trd 1én va cho
thiéu nién phai khong duge vuot qua.
Liéu 150 mg c6 thé dugce ding nhu mét lidu duy nhét, tot nhit 1a udng vao budi téi. Nén cho tng liéu hang
ngay trén 150 mg chia thanh 2 hoac 3 lan trong ngdy.
Tré em va thanh thiéu nién : ‘ ‘ ‘
O tré em trén 8 tudi va thanh thiéu nién, c6 gidi han vé liéu ding dén 100 mg/liéu trong 10 tuan. Liéu khéi
dau 1 25 mg mdi ngay. Tang 1én 25 mg mdi 4 dén 7 ngay. Liéu t6i da ¢ tré em 1a 200 mg/ngay. Liéu hang
ngay lon hon 50 mg nén duge chia thanh 2 liéu.
Céc triéu chimg cai thudc gap phai khi ngung ding fluvoxamin
Can tranh ngung diéu tri dot ngdt, khi ngung dung fluvoxamin lidu dung nén dugc gidm tir tir trong mot
thoi gian it nhat la 1 dén 2 tuan dé giam nguy co cac phan g cai thudc (xem muc thdn trong khi ding
thuée va muc tdc dung khong mong muon) Néu céc tridu chimg khong dung nap thude Xay ra sau giam
lidu hodc ngung diéu tri, thi ¢ thé cén nhic ké lai lidu dung trude. Sau d6, bac sicé thé tiép tuc giam lidu,
nhung giam miurc d9 tir tir hon.
Bénh nhan suv gan hodc suy thin ‘
Bénh nhén suy gan hodc suy thdn nén bat dau voi lieu the"ip va phai dugc theo doi can than.

CHONG CHI PINH : ,
Qué min cam véi fluvoxamin hodc véi bét cir thanh phan nao cua thude.
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Chéng chi dinh phdi hop vién Fanzini véi tizanidin, céc chét te ché monoamme oxiéase (MAOIS hodc voi
ramelteon (xem muc fwong tdc th uoc) N
Diéu tr1 voi fluvoxamin c6 thé duoc bét dau: f-/ > ”“J NG TYN
- hai tuan sau khi ngimg dimg IMO khéng hdi phuc , hodc & Wr 0 Ij}:jot,,“;.. >
- ngay tiép theo sau khi ngung ding MAOI dao ngugc (nhu moclobemid, l'ﬂezo Jo PHAM |
Xem muc thdn trong khi diing thuéc khi linezolid dwoc ph01 hop voi ﬂuvoxg };m (G NAM /. S
Cin ngung st dung fluvoxamin it nhét mot tudn trwde khi bat dau didu tri voib ky cha(.gtré che MAOI nao.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Tuw van/ v tudng tu van hoic triéu chimg |am sing tdi té
Trdm cam ¢ lién quan t&i tang nguy co ¢ y tuong tr van, ty gdy ton thuong va t van (nhitng su viéc lién
quan dén il g van) Nguy co nay ton tai cho t&i khi thuyén giam r0 rét. Vi su cai thién bénh khong dat duoc
trong vai tudn dau diéu tri hodc con kéo dai hon nita. nén can theo dai bénh nhén can than cho téi khi bénh
thue sy duge cai thién. Theo kinh nghiém chung trong lam sang, thi nguy co tu van ¢6 thé tang trong cac giai
doan sém cua sy hoi phuc.
Cac tinh trang tdm ly ma dugc ke toa fluvoxamin ¢6 thé di kém v&i tang nguy co cée hi¢n twong lién quan t0i
tw van. Thém vao d6, nhimg diéu kién na} lai c6 thé cing méic véi rdi loan trdm cam chi yéu. Do vay, cin
than trong khi diéu tri bénh nhan c6 céc roi loan tdm ly khac.
Nhitng benh nhdn nao c6 tién st cic hién tugng lién quan t6i ty Van va nhimg ngudi c6 mirc d béo dong vé
co ¥ tur van trude khi khoi dau diéu tri s& c6 nguy co 16n hon vé § tudng tr van va vé muu dd cb gang tu
van, vi vy cin theo di dic biét cic bénh nhan nay trong qud trinh dleu tri.
Dic biét trong giai doan sém cua diéu trj va khi thay ddi liéu lwong, can gism sat chit ch& bénh nhan nhét la
nhimg ngudi c6 nguy co cao khi ding thudc.
Bénh nhan (va ngudi cham s6c bénh nhan) nén dugce thong béo de theo dﬁifwgc/d’aﬂ hiéu 1am sang x4u di, khi
c6 hanh vi hodc ¥ twong tr van va nhimg thay doi bat thudng vé hanh vi,lap tirc thong bdo cho bac si néu
nhirng tri¢u chimg nay xay ra.
Tré em
Fluvoxamin khong nén dugce sir dung trong diéu tri bénh & tré em va thanh thiéu nién dudi 18 tdi, ngoai trir
bénh nhén bi bénh rdi loan xung luc cudng birc 4m anh.
Trong cdc nghién ctru 1am sang, nhimg tré em va thanh thiéu nién dugc diéu tri voi thuoc chong trAm cam da
cho thdy c6 nhiéu ddu hiéu cua cac hanh vi ¢6 lién quan dén ty van (y tuong/ hodc cd tu van) cling nhu sy
thu dich, tirc gian, va hanh vi chom ddi hon nhimg tré em va thanh thiéu nién ding gia duge. Néu can cur vao
nhu cau lam sang dé dwa ra quyét dinh diéu tri v6i fluvoxamin, thi phai theo ddi bénh nhén chat ché vé bat ky
ddu hiéu tw van nao.
Ngoai ra, con thiéu hiéu qua diéu trj khi ding dai ngay & tré em va thanh thiéu nién dung fluvoxamin va anh
hudong cua n6 doi vOi sy tang truong, sy truong thanh, su phat trién vé thai do nhén thic.
Nguoi tré tudi (18 dén 24 tudi) ' _
O bénh nhan dudi 25 tudi bi roi loan tm than ciing da cho thdy tang cdc hanh vi ty van khi dung céc thude
chdng tram cam so v&i cac ddi twong dung gia duge.
Ngudi gia
Khong can diéu chinh liéu hang ngay cho bénh nhén cao tudi, tuy nhién viéc tang liéu nén dugc thyuc hién
cham hon nhitng ngudi trwromg thanh va lidu lugng nén duogc theo doi can than
Suy gan va suy thin
Bénh nhan bi suy gan hodc suy than nén bt dau & liéu thdp va dugc theo ddi can than.
Hiém khi diéu tri bang fluvoxamin c6 lién quan dén tang men gan, phan 1én kém theo cac tri¢u chimg 1am
sang. Trong nhimg trudng hop nay phai ngimg dicu tri.
Phan img cai thudc
Triéu chimg cai thude khi ngung dung thuée 1a phd bién, dic biét néu ngung thude dot ngdt. Trong céc thir
nghlem 14m sang, cdc phan ing phu xay ra khi ngung dung thudc xay ra ¢ khoang 12% bénh nhén dugc diéu
tri v6i fluvoxamin, twong ty nhur ty 1¢ xuat hi¢n & bénh nhén diing gia duge. Nguy co triéu chimg cai thude
c6 thé phu thude vao mot sd yéu th bao gdm thoi gian, liéu diéu tri va ty € giam lidu.
Céc trigu chimg dugc bao cdo ¢6 thé gap khi ngung dung fluvoxamin gbm co: _chong mit, cac roi loan \e
giac quan (bao qom di cam, r01 loan thi gidc va cam giac séc dign), rdi loan gldc ngu (bao gom chimg mat
ngu va cac giac mo dir doi), bdi rdi, dé bi kich thich, kich dong, budn nén va/hodc ndn, tiéu chay, dé mo hé,
hoi hop, run va lo du (xem muc tde dung khong mong muin).
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Nhin chung cdc triéu chimg ndy & mirc d9 tir nhe dén trung binh; tuy nhién & mot sé bénh nhan c6 thé bi nang
va kéo dai. Biéu nay thuong xay ra trong vai ngay déu sau khi ngung diéu tri.

Céc triéu chimg nay 1a han ché va thuong khoi trong vong 2 tudn, mic dit & mot sd nguai co thé kéo dai (2-3
thang hodc hon). /““"""5"8

Vi vay, can giam lidu fluvoxamin tir tir khi dimg diéu tri fluvoxamin trong ,.ai*t’ﬁn,rhﬁéb\’\?m ‘LhanU tuy theo

nhu cau cua bénh nhén (xem muc liéu legng va cdch ding). (3. O jH’f I

Réi loan tAm than/ hung cam t *'m :JL)"C')C',}IHO;,:MM_{‘:
Fluvoxamin can dugc dung than trong & bénh nhan cé tién str bi rdi loan tam\ tha d ﬁgm é@y nhuoc thin
kinh. Can ngung ding fluvoxamin & bt ky bénh nhin nao budc vao giai doan ”'f/ kgﬁl

Hoi ching Akathisia (ndm ngdi khong venfhleu domz) bdn chon tAm than vén doﬁ’g "" TP.HO

St dung fluvoxamin ¢ kém theo phat trién su bon chon khé chiu hodc budn phlen va thuong duge di kem voi
mat kha nang ding ngbi yén lang. Phan ing nay hay gdp trong vai tuan dau diéu trj. O nhimg bénh nhan ¢6
nhimg tridu chimg nay, ting liéu c6 thé gay bét loi.

RO loan hé than kinh

Mic du trong céc nghién ciru trén dong vat fluvoxamin khong gdy co gidt, nén thin trong khi dung thude cho
bénh nhdn c6 tien sir bi roi loan co gidt (nhu dong kinh). Cén tranh ding fluvoxamin cho bénh nhédn bi dong
kinh khong on dinh va bénh nhan dong kinh c6 klem soat nén dugc theo doi can than. Nén ngung ding
fluvoxamin néu dong kinh xay ra hodc néu ting tan suat con co giat.

Trong cac truomg hop hiém d3 c6 bdo cao vé su phat trién “hoi chimg serotonin” hodc céc hién tuong gidng
nhu hoi chimg than kinh 4c tinh khi két hop véi diéu tri bang fluvoxamin, dac biét 1a khi phdi hop vai cac
thudc serotonergic va/hodc céac thube an than kinh khac. Céc hién twong nay dugc biéu thi boi mot s6 triéu
chimg bao gom tang than nhiét, cing do (cimg vimg), co giat co (co rut dot ngot), thay doi trang thai tim than,
bao gdm I 14n, kich thich, kich dong manh tién t6i hoang twong va chodngs ¥i caghdi chimg nay ¢6 thé giy
ra cdc tinh trang ¢6 nguy co de doa tinh mang, nén ngimg dung fluvoxamin Ris-c0 cac hién twong nay va viéc
diéu tri hd tro va diéu tri triéu chimg nén dugc bit dau cang sém cang tot.

Trong trudng hop ngoai 1€, linezolid ¢6 thé duoc két hop véi fluvoxamin véi diéu kién duoc quan sét chat ché
va theo ddi céc tri€u chimg cua hoi chimg serotonin va theo ddi huyét ap. Néu triéu chimg xay ra, bac si nén
can nhéc ngung mQt hodc ca hai thude.

Réi loan chuyén hod va dinh dudng

Ciing nhur cac chat trc ché c6 chon loc tai thu hoi serotonin (SSRIs) khdc, hiém gap tinh trang ha natri mau.
Tinh trang nay c6 thé duogc hdi phuc, khi ngimg diéu tri véi fluvoxamin. Phan 1én cc bdo cdo nay thudc cic
dbi trgng bénh nhén cao tudi.

Mirc duomg huyét binh thuong cé thé bi xéo 1on (vi du ting dudng huyét, ha duong huyét, giam hép thu
glucose), dic biét 1 nhing giai doan dau cua diéu tri. Khi dung fluvoxamin cho bénh nhan c6 tién s bénh
tiéu dudng, c6 thé cin phai didu chinh liéu cua thudc chéng tiéu dudng.

Ri loan mat

Tét gidn dong tir da duge bdo cdo 1a co lién quan den SSRI nhu fluvoxamin. Do vdy can than trong khi ké toa
fluvoxamin cho bénh nhén bj ting dp sudt trong mit hodc bénh nhan cé nguy co bi ting nhan ap goc dong cip
tinh.

Réi loan huyét hoc

Di ¢6 bao cdo vé cdc rdi loan xuat huyét nhu: xudt huyét tiéu hoa, xuat huyét phu khoa va chay médu da khi
dung SSRIs (thudc tre che ¢6 chon loc thu hoi serotonin). Cén thén trong khi ding thudc SSRIs, dic biét &
nhing bénh nhan cao tudi va nhig bénh nhan dung dong thoi nhimg thuoc c6 tac dong Ién chirc nang tiéu
cau (vi du thubc chdng loan thin khong dién hinh va céc phenothiazin, nhiéu thuc TCA (cac thude chong
trAm cam 3 3 vong), acid acetylsalicylic va cac NSAID) hodc céc thudc lam ting nguy co chay mau, cling nhu
bénh nhan c6 tién sir chay mau va nhitng ngudi ¢6 céc tinh trang nguy co (vi du giam tiéu cau hodc roi loan
dong mau).

Réi loan nhip tim

Khong nén phéi hop fluvoxamin voi terfenadin, astemizol hodc cisaprid vi ndng do trong huyét twong c6 thé
tang din dén nguy co cao vé kéo dai doan QT/ xodn dinh.

[idu phép tri liéu bang dién (ECT)

Kinh nghlem lam sang con han ché déi véi cac vide dung dong thoi fluvoxamin va ECT, do d6 can than trong.
San phdam nay c6 chiea:

Lactose monohydrat: Bénh nhan c6 cac van d& vé di truyén khong dung nap galactose, thiéu hut Lapp-lactase
hoic mat kha niing hip thu glucose-galactose khong nén ding thudc nay.

Natri lauryl sulfat: Dung thén trong v&i nguoi ¢6 lan da nhay cam vi ¢6 thé gdy ra céc phén Umg tai chd nhu
chim chich hodc cam gidc dét.
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| ST DUNG THUOC CHO PHU N’U’ CO THAI VA CHO CON BU :

Phy nit ¢6 thai : Dt ligu dich té hoc cho thiy ding SSRI (nhu fluvoxamin) trong khi mang thai, dac biét la vao
cu01 thai k¥ c6 thé tang nguy co tang huyét ap phdi ton tai (bénh ph01) @ tre so sinh (PPHN). Da c6 nguy co
xap xi 5 truomg hop trong 1000 phu nit mang thai. Nhin chung ¢6 | dén 2 tr/u/cng ho’[i*’PPHI\I trong 1000 phu

nir mang thai. ONG TY ™\~
Khong nén ding fluvoxamin trong théi ky mang thai trir khi tinh trang lam sang rcﬁa“ngu*m phu nir cin phai
diéu tri véi fluvoxamin, SAN XUAT “'r":",”ﬁ 1
Cac tricu chimng cai thude ¢ tré so sinh dugc béo céo rat hiém gap khi fll.:\«'();(?a.rrlu'II f a.Hngé cubi thai ky.
MOt s tré so sinh gip kho khan khi an va/hodc khi ho hdp, con co giat, khoné e Ehepmhlet ha duong

huyét, run, truong lyc co bt thuong, bon chon, sg, chimg xanh tim, d& bi kich Thm‘h» “hén'mé, budn ngu, non,
kho ngu va lién tuc khoc sau khi phoi nhiém véi SSRIs (nhu fluvoxamin) va c6 thé can kéo dai thdi gian nam
vién.
Phu nir cho con bu: Fluvoxamin duoce bai tiét mot lrong nho qua sita me. Do vay, khong nén dung thudc &
phu nir dang cho con bu.
Kha ning sinh san :
Céc nghién ctru vé doc tinh sinh san & dong vét cho théy rang fluvoxamin lam suy giam kha nang sinh san ¢
ca nam va nit. Tinh xdc dang cua cac phat hién nay 501 vGi ngudi chua dugc biét.
Fluvoxamin khong nén dung ¢ bénh nhan dang cd mang thai trir khi tinh trang 1am sang cua bénh nhan cén
~ duge dLeu tri voi ﬂuvoxaznm. . )
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC :
Fluvoxamin v&i liéu dén 150 mg cho thiy khong c6 tac dung lén k§ nang tdm than van dong lién quan véi lai
xe va van hanh mdy méc ¢ nhimg ngudi tinh nguyén khoé manh. Tuy nhién budn ngu da dugc ghi nhan trong
khi diéu trj bang fluvoxamin. Vi vdy can thn trong cho dén khi xac dinh duqc’ﬁp/ﬁﬂg cta timg c4 nhén dbi
voi thude.
TUONG TAC, TUONG KY CUA THUOC :
Twong tic duge lue hoc _
Tac dung serotonergic cua fluvoxamin c6 thé ting 1én khi phdi hop véi céc chét serotonergic (bao g(":rm cac
triptan, tramadol, linezolid, SSRI, cic ché pha‘im St. John *s Wort) (xem muc thédn trong khi diing thuéc).
Dung fluvoxamin phdi hop véi lithium (thube duoe dung trong vige diéu tri cho céc bénh nhin ning, khang
thudc) can dugce thue hién can trong, vi lithium (va cling ¢6 thé 1a tryptophan) lam tang tic dung serotonergic
cua fluvoxamin. Can phai han ché viéc két hop nay d6i v6i cdc bénh nhan trim cam nang, va khang thude.
O nhing bénh nhin dung dong thai thudc chong dong mau va fluvoxamin, ¢ thé ting nguy co chay mau. Vi
vdy, nhitng bénh nhn nay can dugc theo ddi chat ché.
Khong udng rugu khi dang dung fluvoxamin.
Thube ire ché monoaminase oxidase
Khong nén phoi hop fluvoxamin vdi céc thude e ché MAOL ké ca linezolid, do nguy co vé hoi chimg
serotonin (xem muc chong chi dinh)
Anh hwdng cua fluvoxamin trén chuyen ho oxy hod cdc thude khic
Fluvoxamin c6 thé e ché chuyén hod cua céc thude dugce chuyén hod bdi mot s isoenzym cytochrom P430
(CYPs). Mot chét chuyén hoa manh CYP1A2 va CYP2C19 duge chimg minh trong cac nghién ctru in vitro va
in vivo. CYP2C9, CYP2D6 va CYP3Y4 bj irc ché dén pham vi nho hon. Cac thuoc dwoc chuyén hoa manh
qua céac enzym nay s€ bi dao thai chdm hon va cé thé cho néng dd cao hon trong huyét twong, khi ching dugc
dung cung v6i fluvoxamin. Viée diéu tri fluy oxamin cung voi cac thude ndy nén dugc bét dau hodc diéu chinh
vé mirc thap nhét trong diy lidu diéu tri clia cac thudc nay. Nong do huyét tuong, anh hudng hodc céc tac dung
bat loi cua cac thuée duge dung phdi hop cin duge kiém soat chat ch& va nén giam liéu ding cua cac thude do
néu can.
Didu nay c6 lién quan dic biét dbi véi nhimg thude c6 chi s tri hep.
Phbi hop véi cic thude ¢6 chi s6 diéu tri hep
Dung phdi hop fluvoxamin véi céc thude ¢6 chi s diéu tri hep (nhu tacrin, theophyllin, methadon, mexiletin,
phenytoin, carbamazepin va cyclosporin) cAn duoc kiém soét cén than khi céc thude nay duge chuyén hod
riéng bi¢t hodc boi to hop cua cac CYP e che bai fluvoxamin.
Khuyén céo dleu chinh liéu cac thudc nay néu can.
Sur gia ting ndng do trong huyét twong cua céc thude chong tram cam ba vong (vi du clomipramin, imipramin,
amitriptylin) va thudc an than kinh (v du nhu clozapin va olanzapin, quetiapin) chu yéu duge chuyén hoa qua
cytochrom P450 CYP1A2 khi dung ciing voi fluvoxamin, dd duge béo cdo. Can giam lieu cac thude nay neu
bt dau sir dung fluvoxamin.
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Thuoe chffng trdm cam 3 vong va an than

Ding déng thoi fluvoxamin véi cdc thude chéng trim cam 3 vong (vi du clomlpramm imipramin,
amitriptylin) va céc thude an than klnh (vi du clozapin, olanzapin, quetiapin) 6 tbz/dﬁa'l t’&i"fﬁnv nong do cac
thudc nay trong co thé. Nén can nhic giam lidu céc thude nay néu ding ﬂuvoxan)d'gf CONG TY (7,

’:\3. nr')l‘H"\lu
Benzodiazepin nl G 4

Nong do trong huyét twong cla cic benzodiazepin duoc chuyén hod oxy hoau (m i‘iﬂ im, midazolam,
alprazolam va dlazepam) c6 thé tang I1én khi ding cling véi fluvoxamin. Can Uxéﬁ he“ﬁﬂf} quod&azepn nay
khi diéu tri ciing véi fluvoxamin. %%

Cdc trieomg hop ting nong dg thudc trong huyét tiwong NZnTe 0

Nong do6 cua ropinirol trong huyét trong c6 thé tang khi duogc ph01 hop v&i fluvoxamin, ting nguy co qua liéu.
Bac si cn theo doi chat ché va giam liéu ropiniol (trong ca thoi gian diéu tri bing fluvoxamin va sau khi
ngung dung thudce).
Vindng d¢ propranolol ting khi phm hop voi fluvoxamin, ¢6 thé can phai giam liéu propranolol.
Nong do warfarin trong huyét twong tang khi phdi hgp véi fluvoxamin, thoi gian prothrombin s& duge kéo dai
trong nhitng trudng hop nay.
Ramelteon
Khi ding vién nén fluvoxamin maleat 100 mg, 2 ldn mdi ngay trong 3 ngay, sau d6 ding phdi hop 1 liéu
ramelteon 16 mg vdi vién nén fluvoxamin maleat, thi di¢n tich dudi duong cong AUC cua ramelteon ting xap
xi 190 lan va Cmax tang xap xi 70 lan so v6i khi chi ding ramelteon.
Cac trudomg hop lam ting cdc tac dung phu
Céc trudong hop doc tinh trén tim da duoc bio cdo khi phdi hop fluvoxamin véi thioridazin.
Nong do cafein trong huyet twong c6 thé tang lén khi dung ddng thai véi fluvoxamin. Vi vay. nhimg bénh
nhan tiéu thu nhiéu d6 udng c6 chira cafein (nhu tra, ca phe coca) nén giam lugng o uong nay xudng khi
diéu tri véi fluvoxamin va céc tac dung khong mong mudn cua cafein (nhu run, danh trong nguc, budn non,
bon chdn, mat ngu).
Terfenadin, astemizol, cisaprid (xem muc thidn trong khi ding thuic)
Fluvoxamin khong anh hudng t6i ndng d6 cia digoxin trong huyét twon
Fluvoxamin khong gy anh huong 161 ndng do atenolol trong huyét wong.
TAC DUNG KHONG MONG MUON CUA THUOC:

Thuong gap, 1/100 < ADR < 1/10
R&i loan chuyén hod va dinh dudng: Chén an
Réi loan hé than kinh: Bdi réi, cang théng, nhtc moi, lo Au, mat ngu, rung minh, budn ngu, dau dfiu_. chong
mat )
R&i loan tim: Péanh tréng nguc/ nhip tim nhanh
R&i loan tiéu hoa: Pau bung, tdo bon tleu chay, khd mi¢ng, kho tiéu, budn non, ndn
R&i loan da va md dudi da: Tang tiét md hoi
Réi loan chung va phan {mg tai noi dung thude: Suy nhwoc, khé &

Ifgap 1/1 000 < ADR <1/100
R&i loan tam than: Ao glac 4 1an
Réi loan hé than kinh: Rdi loan ngoai thap, mat diéu hoa
R&i loan mach: Ha huyét ap (tu thé) o
Réi loan da va md dudi da: Céc phén tmg qua man & da (bao gdbm phi né than kinh mach, phat ban, ngita)
Réi loan co xuong va mo lién két: Dau khop, dau co
R&i loan hé sinh san va vit: Phong tinh bét thuomng (cham)

Hiém gap, ADR <1/10 000
R&i loan tdm than: Con hung cam.
R&i loan hé than kinh: Co giat.
R&i loan gan mat: Chirc ning gan bét thudng
Réi loan da va mo dudi da: Phan img man cam véi dnh sang
Réi loan hé sinh san va vi: Chay dich & nim vii

Tang sudt khong duoc biét
ch loan hé méu va bach huyét: Xuat huyét (vi du: xuét huyét tiéu hod, xudt huyét phu khoa, vét bdm mau, ban
xudt huyét)
R01 loan hé noi tiét: Tang hormon tiét sira, tiét hormon khang niéu khong thich hop
R&i loan chuyén hod va dinh dudmg: Ha natri m4u, ting cn, giam cin
Réi loan tAm thén: Y tudng tu sat, hanh vi tur sat
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Ri loan hé than kinh: Hoi chimg serotonin, céc su cd glong nhu hoi chimg rdi loan than kinh nguy hiém do
dung thudc an than, rdi loan van dong, bon chon, di cam, réi loan vi gidc.

qu loan mét: Glaucoma, giin dg)ng o . m\_

Rai loan co xuong va mo lién két: Loang xwong PRy

Réi loan than va hé tiét ni¢u: Réi loan tiéu tién (bao gdm & nude tiéu, khong k;é;‘n ﬁeJdﬁi:rthléu’nen tiéu rat,
tiéu dém va dai dam) (SANXUT. 'I-JJ\G i

ROi loan hé sinh san va vii: Mét khoai cam, rdi loan kinh nguyét (nhu mét kiir@ it l;m nguyet, chav mau tr

cung, rong kinh) DONG NAM /§
Ri loan chung va phan {mg tai noi dung thude: Hoi chimg cai thuée bao Uom\ﬁéaﬁhung qar\‘thuoc & nguoi
mdi dung.

Cic tri¢u chibng cai thubc gdp phii khi ngung diéu tri véi fuvoxamin:
Ngung dung fluvoxamin (dac bi¢t khi dot ngdt) thuomg dan téi cdc triéu chimg cai thude. Cac tri€u chimg
dugc béo cdo khi ngung ding fluvoxamin gém c¢6: chong mat, cac roi loan v€ gidc quan (bao gdm di cam, roi
loan thi gidc va cam gidc sbc dién). roi loan gidc ngu (bao gom chimg mat ngu va cac giac mo dur doi), bi roi.
dé bi kich thich, kich dong, budn ndn va/hodc ndn, tiéu chay, d6 md hoi, hoi hdp, run va lo du. Noi chung cac
triéu chimg nay tu nhe dén trung binh, tuy nhién, & mot s6 bénh nhan c6 thé ning va’hodc kéo dai. Do viy,
khi khong can diéu tri v&i fluvoxamin nén ngung tir tir bing cach giam liéu dan dén.
QUA LIEU VA CACH XU TRi :
Triéu chung:
Cac triéu chimg khi qua liéu fluvoxamin bao gdm cic van dé vé da day - rudt (nhu budn nén, ndn va tidu
chay). budn ngu. chdng mit, cac van dé vé tim mach (nhu nhip tim nhanh, nhip tim cham, ha huvet ap). Réi
loan chirc ndng gan, co gidt va hon mé ciing dd dugc bao céo.
Fluvoxamin ¢6 khoang an toan rong khi ding qua lidu. K& tir khi duoc lwu hanh trén thi truong, rat hiém gip
béo cdo tir vong do dung qué lidu. Pugc biét lidu fluvoxamin cao nhit da dugc bénh nhan udng 1a 12 gram.
, Bénh nhan nay d3 hdi phuc hoan toan. i khi, cic bién chimg nghiém trong dugc ghi nhan trong trudng
| hop ¢ ¥ ding qua liéu fluvoxamin két hop véi cac thude khéc.
| Cdch xi tri:
Khong c6 thudc giai doc dac hiéu ddi voi fluvoxamin. Trong truomg hop qua lidu, phai rira da day cang sém
cang tdt sau khi udng va phai dugc bat dau diéu tri triéu chimg hd tro.
Sir dung than hoat nhiéu lan két hop v&i nhuan trang thim thau (néu can) ciing duge khuyén cdo. Lgi niéu hay
thim tach khong chac mang lai két qua.
PAC TINH DUQC LUC HOC :
Nhoém duge ly: Thude chdng tram cam, thude tre ché ¢6 chon loc tai thu hdi serotonin (SSRIs)
Mi ATC: NO6ABO08
Co ché tac dung cia fluvoxamin duge cho 1a c6 lién quan dén su e ché tai hip thu serotonin cé chon loc
trong noron nao.
Kha ning dé gin vao céc thy thé alpha adrenergic, beta adrenergic, histaminergic, muscarinic, cholinergic
hoac dopaminergic la khéng dang ké.
Fluvoxamin ¢ ai luc cao v6i thu thé sigma-1, noi ma né déng vai trd nhu mot chat chii véan & liéu diéu tri.
bAC TINH DUQC DONG HOC :
Hp thu: Fluvoxamin duge hép thu hoan toan khi udng. Céc nong do dinh trong huyet tuong dat duge 3 - 8
gi¢ sau khi uong Sinh kha dung tuyét dbi trung binh 1a 53% do cd chuyen ho4 ban dau. Dugc dong hoc cua
fluvoxamin khong chiu anh hudéng khi dung trong bira an.
Phén bé: Fluvoxamin gén in vitro vao protein huyét tuong khoang 80%. Thé tich phan bd (Vd) & ngudi 1a 25
litkg.
Chuyén héa: Fluvoxamin chuyén hod manh qua gan. Méc du in vitro thdy CYP2D6 la i isoenzym chinh tham
gia vao chuyén hoi cua fluvoxamin, nhung nong dj trong huyét tuong ctia nhimg nguoi chuyen hoa yéu qua
xtc tac CYP2D6 ciing khdng cao hon cac nong do cua fluvoxamin ¢ nhirng ngudi chuyén hoa tot.
Thai trie: Thoi gian ban thai trung binh trong huyét tuong la khoang 13 - 15 git sau khi ding lidu don
fluvoxamin, va khi dung lién tiép thi kéo dai hon mot phan (17-22 gi¢s). Ham luong trong huyét twong & trang
thi on dinh thudng dat trong vong 10-14 ngay.
Fluvoxamin chuyén hod manh qua gan, chi yeu qua sy oxy hod khir methyl va cho it nhat 9 chét chuy€ én hoa,
roi dao thai qua than. Hai chat chuyén hoa chinh cho thdy hoat tinh dugc 1y khong dang ké. Céc chét chuyén
hod khéc c( thé khong c6 hoat tinh dugc ly.
Fluyoxamin 12 chét c6 tiém lye @rc ché CYP1A2 va CYP2C19. Mot chét tic ché vira phai duoc phét hién doi
voi CYP2C9, CYP2D6 va CYP3A4.

-
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Fluvoxamin ¢6 dugc dong hoc tuyen tinh v&i liéu duy nhat. Cac nong 6 & trang thai on dinh cao hon cic
nong d6 tinh todn tir dir liéu ding liéu don va viéc tang khong can dbi nay cang rd hon khi dung liéu hang
ngay cao hon
Cic doi twgng dic biét:
Dugc dong hoc cua fluvoxamin tuong duorng véi cac dbi twong sau: ngudi [on khoé manh, bénh nhén cao tudi
va bénh nhan suy than. Chuyén hod cua cac fluvoxamin bi suy yéu 0 bénh nhan suy gan.
Céc nong do cua fluvoxamin trong huyet tuong lic trang thdi on dinh la ca dp 2an & tré em (6-11 tudi) so
v6i thiéu nién (12-17 tum) Nhitng ndng dd trong huyét trong cia thiéu nién ¢ duong nhu & nguoi lom.
QUY CACH PONG GOI :
Vi 10 vién, hop 3 vi, hop 6 vi va hop 10 vi
Chai 30 vién, chai 60 vién va chai 100 vién
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC :
Diéu kién bdo quan: Noi kho, nhiét do duéi 30°C, tranh anh séng.
Han duug 36 thang ké tir ngay san xuat
Thude sian xuit theo USP
TEN, PIA CHI CUA CO SO SAN XUAT THUOC :

\.{_-f"‘ CONG TY CO PHAN SX - TM DUQC PHAM DONG NAM
PN Lo 2A, Buong 1A - KON Tan Tao, P.Tan Tao A,Q. Binh Tan - TP.HCM.
DT:(028) 3754.1748, (028) 3754.1749; FAX: (028) 3754.1750.
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