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° Diéu tri cac roi loan tram cam chl yéu

° Ngan nglra tram cam tai phat va tram cam tai

dién.
§ ow_mc tri cac rdi loan lo du toan thé.
f\

ow_ u tri réi loan lo au xa hoi.
T

Ve Lkl

owmmc tri cacroiloan hoangloan.  — /.~



Liéu dung

Liéu khéi dau Liéu toi da
RGi loan tram cdam 75 mg, mot lan/ngay 225 mg/ngay
chi yéu
x%w_om: lodutoan 75 mg, mot [an/ngay 225 mg/ngay
thé
RGi loan lo du xa 75 mg, mot lan/ngay  Khdng ¢ bang chirng cho
hdi thay tang liéu lam tang
hiéu qua diéu tri.
R6i loan hoang 37,5 mg/ngay x 7 ngay 225 mg/ngay
loan Sau do tang lén 75 o
mg/ngay w\wﬁww 19

+) Viéc tang liéu c6 thé thuc hién sau khoang théi gian 2 tuan hoac dai hon,
nhwng khodng cach gitra cac lan tang lieu khéng dwoc dwdi 4 ngay.

+) Bénh nhan dung vién nén venlafaxin giai phong tirc thoi cé thé chuyén sang dung
vién nang venlafaxin giai phdng kéo dai vdi liéu hang ngay tuwong duong

}
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Y 4 it nhat 14 ngay sau

ngteng diéu tri véi MAOI w?é m.ﬁ_.@_i
l N R .. '

Ngung venlafaxin it nhat

7 ngay trudce khi didu tri
bang céc thuéc MAOI

_H__H__H_ EFEXOR

Theo débi khi bat
dau diéu tri or khi —
tang lieu ~—sa

—29fos]2w01%

— Chuyén déi véi MAOI
« Nén ngirng dung venlafaxin it nhat 7 ngay trwdc khi diéu tri bang cac thuéc MAOI
« Chi dwoc dung venlafaxin it nhat 14 ngay sau khi ngirng diéu tri v&i MAOI
— Dung ddng thoi SSRI va SNRI
 Can duwoc theo ddi can than, dac biét trong giai doan bat dau diéu tri va khi ting liéu



Cach dung

* Nén duoc dung cung v&i thirc an va nén dung vao cung
mot thoi diém moi ngay

* UBng nguyén vién nang, hodc cé thé m& nang thudc rac
toan bd lvgng thudc vao mot thia day nwdce sét tdo. Sau
d6 nudt hon hop thudc/thirc dn nay, khdng nhai va
udng tiép theo d6 mdt coc nuwdec dé dam bao d3 udng
hét toan bd vi hat. e
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Suy Than - Suy gan — Nguoi cao tudi

Suy than

Bénh nhan dang tham tich
mau

Suy gan

V. .

Tré em va thiéu nién

Bénh nhéan cao tudi

Tai liéu thong ti

Lieu khéi dau

Mtrc loc cau than (GFR): 10 - 70 mL/phut, nén giam
tlr 25% dén 50% tong liéu hang ngay.
Giam 50% tong liéu hang ngay

Nhe dén trung binh: nén giam 50% téng liéu hang
ngay.

Chua cé du dit liéu cho viéc stir dung & bénh nhan
duwdi 18 tudi
Khong cé hiéu chinh liéu ddc biét nao dwgc khuyén

cao dua trén tudi cua bénh nhan e
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Do ¢4 su thay d6i Idn vé dé thanh thai gitta cdc bénh nhan, can ca thé hda lieu

dung cho tirng bénh nhan



Tai liéu théng tin ¢

Ngirng dung thudc

Can giam dan liéu khi ngung thudc va theo ddi bénh
nhan can than.

Venlafaxine XR: giam 75mg/ngay, thoi gian gitta cac
lan gidm liéu la 1 tuan

Thoi gian can thiét dé gidm liéu phu thudc vao liéu

dung, thoi gian diéu tri va dap *rng cua tirng bénh e
A ]
nhan o ST

Lam dung va phu thudc thudc
Khong cho thay bang chirng vé su & thudc thudc, xuat
hién dung nap, hoac can tang liéu theo thoi gian.
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Uc ché manh sy tai thu hdi serotonin va norepinephrin va cling trc ché yéu sy tai thu héi dopamin

Tac dung ch&ng tram cam ctia venlafaxin duoc cho 1a do kha ndng tac dung trén hoat dong dan truyén than
kinh & hé than kinh trung wong. Venlafaxin va ODV khong c6 ai luc vai receptor muscarinic, histaminergic
hodc o,-adrenergic in vitro. Tac dung tai cac receptor nay c thé lién quan dén céc tac dung khac da thay &
cac thudc chdng tram cam khac nhu tac dung khang cholin, tac dung an than va tac dung trén hé tim mach

8
5-HT = serotonin; NE — Noradrenaline
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Tai liéu théng tin chy

Nghién clru trén roi loan tram cam chu yé

Nghién ctru 12 tuan, cé doi chirng dung gia duoc.
Nhom bénh nhan ngoai tri cé céc réi loan tram cdm nang theo tiéu chuan chan doan DSM
I1I-R hoac DSM-IV.

So sanh Venlafaxin XR 75 dén 150mg/ngay, Venlafaxin IR 75 dén 150mg/ngay va nhom ding gia dugc trong 12 tuan.

" Venlafaxin XR 6 tac dung vugt trdi han so vdi nhom gia dugc
_ Gldducc (n=29) @  Venlafaxin XR*® (n=92} ¥ Yenlafaxin IR (n=57) W bt ddu tif tudn diéu tri thil 2 tinh trén tdn g &ém trdm Gm
o m Hamilton (HAM-D) va diém thanh phan HAM-D Depressed

Mood Item, bat dau tir tudn diéu tri thi 3 trén tong diém tinh
theo thang Montgomery-Asberg Depression Rating Scale
(MADRS) va & tudn thi 4 theo thang diém Clinical m_oi_
Impressions (CGl) Severity of lliness Scale. il

Yo dung ndy g duy ¥ cho 8én it thoi gian diku i 2210 /21"
Venlafaxin XR cling cho thay <6 hiéu qua hon ro rét so vdi
Venlafaxin IR @ tudn thi' 8 va tudn thi 12 trén tong diém

HAM-D va diém CGI Severity of lliness Scale va @ tudn thi 12

trén tat ca cac tidu chi danh gid. (P<0.05)

Ti 1& dap ing duge duy il %




Tai liéu thong tin

Nghién clru trén réi loan tram cam chud yéu

Nghién cru thi hai so sanh hiéu qua diéu tri ca venlafaxin giai
phéng kéo dai liéu tir 75 dén 225 mg/ngay v&di nhém dung gia duorc
trong hon 8 tuan.

Sy cai thién duy tri so véi gia dugc dugc ghi nhan bat dau tir tuan
thi 2 trén thang diém CGI Severity of lliness scale, bat dau vao tuan
th 4 trén diém HAM-D toan phan and MADRS toan phan, va bat

dau vao tuan thi 3 trén diém thanh phan HAM-D Depressed Mood

—— Alll\l
v
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TUONG TAC THUOC

» Cac chat trc ché enzym monoamin oxidase (MAOI): Cac
tac dung khong mong mudn nghiém trong da duoc ghi
nhan trén cac bénh nhan vira ngirng dung MAOI va bat
dau dung venlafaxin, hodc vira ngirng diéu tri bang
venlafaxin dé bat dau dung MAOI bao gdm run, rung giat
co, toat mo hoi, budn nén, nén, dd birng, chdng mat va
tdng than nhiét va&i cac dau hiéu tuwong ty nhu hdi chirng
an than kinh dac tinh, co giat, va tl vong.

» Cac thudc tac dung trén than kinh trung wong: can than
trong khi dung két hgp. Hoi chirng serotonin: cé thé xuat
hién khi diéu tri, dac biét khi dung cling cac thudc anh
hudng dén hé dan truyén than kinh serotonergic hodc vdi
cac thudc lam gidam chuyén hda serotonin hodc vai tién
chat cla serotonin.

» Cac thudbc gay kéo dai khoang QT: Nguy co kéo dai khoang
QT va/hoéc loan nhip that

11

Tai liéu thong tin ¢
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Phu nir cé thai & cho con bu

Anh hwéng téi kha ning sinh san, phu niv cé
thai va thoi ky cho con bu: D6 an toan cua
venlafaxin khi dung cho phu nit co thai chua
duwoc thiét [ap. Chi nén dung cho phu nit ¢ thai
khi loi ich vuot troi so vai nguy co cé thé gap
phai.

Anh huédng trén kha ning lai xe va van hanh
may moc: nén than trong khi lai xe hoac van
hanh mdy mdc nguy hiém

17
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Tac dung phu

R67 loan mdu va hé bach huyét: Hiém: M4t bach cau hat*$, thidu mau khong tai tao*®)
giam toan thé huyét cau*$, giam bach cau trung tinh*8. Rat Hiém: Giam tiéu cau*.

RGi logn hé mién dich: Hiém: Phan (rng phan vé*s.

Réi loan ndi tiét: Hiém: Bai ti€t khong hop ly hormon chéng bai niéu*s. Rat Hiém: Tang
tiét prolactin mau*.

Réi logn trao d6i chét va dinh dwdng: Thudng gap: Chan an. Hiém: Ha natri mau*.

Réi logn tdm than: Rat thuong gap: Mat ngu. Thuong gap: Cac gidc mo bat thuong, lo
lang, giam ham muén tinh duc, kich déng*, rdi loan khodi cdm. It gép: Trang thai 1an
16n*, hwng cam, hung cam nhe, mat nhan cach, do giac, cuc khodi bat thuwdng, nghién
rang*, tho 0. Hiém: Mé sang*s.

Réi loan hé than kinh: Rat thuwdng gap: Pau dau*, chdng mat, budn ngl. Thuong gap:
Tam ly bdn chdn*, run, di cdm, loan vi gidc. it gdp: Ngat, rung giat co, rdi loan thang
bang*, réi loan phdi hop*, roi loan van dong*. Hiém: Hoi chirng an than kinh ac tinh*$
hdi chirng serotonin*3, co giat, réi loan truwong lwc*. Rat hiém: Roi loan van déng
cham?™. rf\\v\_ﬂm\ﬁv
R6i logn mat: Thudng gdp: Gidm thi luc, réi loan diéu tiét, gidn dong tr. Hiém:
m_mcnmwB goc déng*S. Réi loan tai va tai trong: Thwdng gap: U tai*.

P 4



Tac dung phu

R6i logn tim: Thuemg gp: Nhip nhanh, danh tréng nguc. Hiém: Xodn dinh*$, nhip nhanh that*s
rung tam that*$, kéo dai thoi gian QT dién tam do*.

R6i loan mach: Thudng gap: Tang huyét ap, dé birng mat. it gap: Ha huyét 4p tw thé dirng, ha
huyét ap*.

Réi loan hé hép, nguc va trung that: Thuong gap: Khé thd*, hay ngdp. Hiém: Bénh phéi ké*$,
Tang bach cau ai toan tai phoi*s.

R6i loan tiéu héa: Rat thuong gap: Budn ndn, khd miéng, tdo bén. Thudong gap: Tiéu chay*, non.
It gdp: Xuat huyét tiéu hda*. Hiém: Viém tuy*.

Réi loan gan mat: it gap: Xét nghiém chirc ndng gan bat thuwong*. Hiém: Viém gan*s.

Réi loan da va mé dudi da: Rat thudng gap: Tang tiét moé héi*. Thuwong gap: Ban do, nglra*, do
mo hoi dém*. it gap: N6i mé day*, rung toc*, xuat huyét dudi da, phan &ng nhay cdm vai dnh
sang. Hiém: Hoi chirng Stevens-Johnson*$, hoai tir biéu bi do nhiém ddc*$, phu 3mn:*wa:m

*§ .
ban da dang™*3. . NP

290 5/ 2
Réi loan co xwong va mé lién két: Thwong gap: Tang truwong luc. Hiém: Tiéu co van*s.
Réi loan than va tiét niéu: Thudng gap: Kho tiéu, bi tiéu, dai rat*. it gdp: Tiéu tién khong kiém
soat*.
Réi logn hé sinh san va vu: Thuong gap: Roi loan chirc nang cwong duwong, rdi loan xuat tinh. it

gap: Bang huyét*, rong kinh*.
14
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Tai liéu thong tin ¢

Tac dung phu khi ngirng thuéc dot ngot hay

giam liéu

Cac triéu chirng sau day da duoc bao cao co lién quan dén viéc ngirng

dung thudc dot ngdt hodc giam liéu, hodc diéu trj vdi liéu giam dan

 hung cdm nhe, lo au, kich dong, cang thang, nham lan, mat ngd hodc roi
loan gidc ngl, mét mai, budn ngt, di cdm, chdng mat, co giat, nhirc dau,
chéng mat, dau dau, cac triéu chirng gidng nhu cum, U tai, mat phoi
hop va thang bang, run, d6 mo hdi, khé miéng, chan &n, tiéu chay, buén
ndn va non

* Phan I&n cac phan &ng ngirng dung thudc thuong nhe va ty khoi ma
khong can diéu tri

15



Thong tin - Efexor 37.5mg Tai liéu théng tin che

* Han sir dung: 36 thang

« Bdo quan: < 30°C, tranh anh sang, va dé thudc trong bao bi déng kin, tranh anh
sang.

* Bao bi déng gdi: HO6p 1 vi x 7 vién nang.

* Trong cong thirc cla vién nang giai phdong kéo dai venlafaxin cé chira spheroid
gilp gidi phéng thudc cham trong duwdng tiéu hda. Phan khéng hoa tan cua céc
spheroid nay bj thai trir va c6 thé tim thay trong phan

« Sdn xudt bdi: Pfizer Ireland Pharmaceuticals, Little Connell, Newbridge, Co
Kildare, Ireland.

* Pdng goi va xudt xwdng bai: Pfizer Biotech Corporation, Hsinchu Plant, No.290-
1, Chung Lun, Chung Lun Village, Hsinfeng, Hsin Chu, Pai Loan

* Phan phdi: Cong Ty C6 Phan Dugc Liéu TW2, 24 Nguyén Thi Nghfa, Dcmpbt‘_,_,,jo.

—I—nz /{l\uv.m._waﬁ.; = _\@\l
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Efexor XR

Piéu tri cac rdi loan tram cam chu yéu

Ng&n nglra trdm cam tai phat va tram cam tai dién.
 Diéu tri cac roi loan lo 4u toan thé.

e Piéu tri rdi loan lo du x3 hoi.

 Diéu trj cac roi loan hoang loan.

 Khong cho thay bang chirng vé s 1& thudc thudc, xuat

!;;un/

hién dung nap, hodc can tang liéu theo thoi gian. 277

Théng tin ké toa dé duge Bo Y Té phé duyét ngay 22 thing 8 nam 2016 EFEXOR XR

>

17 Venlafaxin 37,5mg



Tai liéu théng tin cho cdn bé y té

THONG TIN KE TOA

THANH PHAN: Vién nang chiia 37,5mg venlafaxin (dang mudi hydroclorid).
DANG BAO CHE: Vién nang gidi phong kéo dai diing dudng udng. CHi DINH:
Diéu tri cac rdi loan trdm cdm chi yéu. Ngan ngifa trdm cdm tai phat va trdm
¢am tai dién. Diéu tri cac ri loan lo du toan thé. Diéu tri réi loan lo du xa hdi.
Diéu tri cac réi loan hoang loan. LIEU DUNG & CACH DUNG: Vién nang gidi
phdng kéo dai nén duoc diing cling vdi thiic an va nén diing vao cing mat
thai diém méi ngay. Udng nguyén vién nang cling vdi nudc, khdng chia nhd,
bé, nhai hodc hda tan vién nang, hodc ¢d thé sit dung bang céch md nang
thudc cén than va réc toan bd luang thudc ¢6 trong nang vao mét thia day
nudc s3t tdo. Sau d6 nudt ngay lap tic hdn hop thudc/thic an nay, khang
nhai va udng tiép mgt cdc nudc dé ddm bao da udng hét toan bd vi hat.

LIEU KHO1 DAY LIEUTO1 DA
Cacréiloan trém R R T 225mg/ngay
c@m chi yéu mot ldn/ngay e
Rdi loan lo du 75mg, ding 225 mg/ngay
toan thé mat ldn/ngay o oy )
Réi loan lo du 75mq, ding Khdng c6 bang chiing cho
xa hoi mot lan/ngay thay tang liéu lam tang hiéu
: qua diéu tri cia thudc
Rdi loan 37,5 mo/ngay trong 7 2T
hodng loan ngay. Sau d nén tang

liéu lén 75mg/ngay

Vié tang liéu venlafaxin dang gidi phdng kéo dai 6 thé thuc hién sau khodng
thi gian 2 tudn hodc dai han, nhung khodng cach gidia cdc Idn tang liéu khang
dugc dudi 4 ngay. Can luu y theo ddi va danh gid bénh nhan trong sudt qua trinh
diéu tri. Trong cac thif nghiém lam sang vdi vién nang venlafexin gidi phéng kéo
dai, quy trinh gidm liéu dugc thyc hién bang cach gidm 75mg/ngay, théi gian
gitfa cac I3n gidm liéu 13 1 tudn. Thai gian cin thiét dé gidm liéu phu thudc vao
liéu ding, thai gian diéu tri va ddp (ng cla ting bénh nhan. Suy thdn: bénh nhan
cd micloc cau than (GFR) tir 10 dén 70mL/phdit, nén giam tir 25% dén 50% tdng
li€u venlafaxin diing hang ngay. Vdi bénh nhan dang loc mdu, nén gidm 50%
tdng liéu hang ngay clia venlafaxin. Suy gan: & mic d tit nhe dén trung binh,
nén gidm 50% téng liéu venlafaxin hang ngay.  mot s& bénh nhan, ¢ thé gidm
han 50% liéu venlafaxin. Do c6 sy thay ddi IGn vé dd thanh thai gidia cc bénh
nhn, can ca thé ha liéu dung cho titng ddi tugng. Tré em va thiéu nién: Chua c6
du dit liéu cho viéc sit dung venlafaxin & bénh nhan dudi 18 tudi. Bénh nhdn cao
tudi: Khdng c6 hiéu chinh liéu dac biét nao dugc khuyén cdo dya trén tudi cla
bénh nhan. CHONG CHi DINH: Man cdm vdi venlafaxin hoic bt et thanh phin
nao ca thudcKhang ding ddng thai venlafaxin vdi cic thudc c ché enzym
monoamin oxidase (MAOI). Chi dugc ding venlafaxin it nhdt 14 ngay sau khi
ngimg diéu tri vdi MAOL. Khodng céch nay c6 thé rit ngdn lai trong truéng hgp
duing cc thudc MAOI ¢6 héi phuc Nén ngimg dung venlafaxin it nhdt 7 ngay trudc
khi diéu tri bdng céc thudc MAOL THAN TRONG: T ti/cd y dinh tu ti hodc bénh
¢dnh ldm sang xdu di: Bénh nhan nén duac theo ddi can than va quan sit chat ché
cdcdau hiéu bénh canh Iam sang xau diva biéu hién ca y dinh ty td. Bénh nhan,
gia dinh, va nhiing nqudi cham séc hénh nhén can dugc nhac nhé ludn canh gidc
vé s xudt hién cac ddu higu lo 3 kddng, céc con hodng loan, mét ngd, bit
rit, thdi do thu dich, hung hapg, Bdc dong, ching ndm ngdi khang yén
(akathisia), hung cam nhe, hung ¢ e thay d3i bt thudng khac trong hanh
vi, triéu chiing tram cdm xdu di,% infrttr sat, dac biét khi bdt dau diéu tri hodc

khi c6 bat ky thay d8i nao vé liéw-hajic ché ag liéu. Nguy co tu ti bt budc phi
dugc xem xét, dac biét & nhimg bénh nhan trdm cam, va nén ding liéu thap nhat
kem theo gidm sét bénh nhan chidt ché dé gidm nquy co qua liéu. Gdy xuong:

EFEXOR XR

Venlafaxin 37,5mg

Nghién cuu dich t& hoc cho thdy nquy cg gdy xuong tang Ién & cc bénh nhan
dung thudic tc ché tai thu hdi seratonin bao gém ¢ venlafaxin. Tré em va thiéu
nién: Hiéu qua clia thudc trén bénh nhan dudi 18 tudi chua dugc xdc dinh rd. Nén
theo ddi thuting xuyén can nang va do huyét ap cho tré em va thiéu nién sit dung
venlafaxin. Nén ngling diéu tri bang venlafaxin cho tré em va thiéu nién c6 huyét
dp tang cao lién tyc. Néu diéu tri trong thai gian dai nén kiém tra ndng do
cholesterol trong huyét thanh ctia bénh nhan. B3 an toan cia thudc khi ding cho
bénh nhi dudi 6 tudi chua dugc danh qid. Cde phdn tng tuong ty hdi ching an
thdn kinh dc tinh (NMS): Hoi ching serotonin hodc cac phan (ng tuang tu hgi
chitng an than kinh dc tinh de doa dén tinh mang <6 thé xuat hién, dac biét khi
st dung ddng thai véi cac thudc serotonergic khac hodc vdi thudc lam giam
chuyén héa serotonin hodc vdi thudc chdng loan than, thudc ddi khdng dopamin
khac. Céc triéu chiing c6 thé bao gdm thay ddi trang thdi tam thén (kich ddng, o
gidc, va hon mé), rdi loan hé than kinh ty dang (nhip tim nhanh, huyét dp khang
dn dinh va ting than nhiét), bat thung than kinh c (tang phan xa, mat phdi
hap) 6 kém hodc khang kém theo cic tridu ching tiéu hda (budn ndn, ndn va
tiéu chdy). Trong trutdng hop diing ddng thasi venlafaxin vdi cac thudc khdc cé anh
hudng dén hé dan truyén than kinh lién quan dén serotonin va/hodc dopamin,
cac bénh nhan cdn duoc theo ddi chat ché, dac biét khi bat dau diéu tri va khi
tang liéu. Khang khuyén cdo sit dung ddng thai venlafaxin vdi tién chat cia
serotonin (nhu bd sung tryptophan). Glaucom gdc déng: Gidn ddng ti 6 thé xudt
hién. B&nh nhan bi tang nhan ap hodc cd nquy (o glaucom géc dong cap tinh can
phdi dugc theo ddi chat ché. Hé tim mach: than trong khi sit dung. Tang huyét ép
phu thudc liéu dung da dugc ghi nhan. Can kiém tra huyét ap, cing nhu khdo sat
ki tién can tang huyét p trudc day. (6 thé xuat hién tinh trang tang nhip tim, dac
biét khi dung & liéu cao. Gic truéng hap kéa dai khodng QT, xodn dinh (TdP), nhip
nhanh that va dt ti da dugc bdo cdo. Phn lén do st dung thudc qua liéu hodc
trén nhitng bénh nhan ¢d cac yéu t6 nquy co khdc gdy kéo dai khodng QT/xodn
dinh. Co gigt: Tuong ty cdc thudc chdng trdm cdm khdc, nén than trong cho bénh
nhén cd tién sif co giat. Hung cdm/Humg cdm nhe: thén trong cho bénh nhén cé
tién sir ban than hodc gia dinh ¢d rdi loan ludng cyc. Hung hdn: théi d3 hung han
€6 thé xudt hién, trong trudng hgp nay nén gidm liéu hodc ngimg ding thudc,
than trong cho bénh nhan cd tién can théi dd hung hdng, gay han trudc day. Ha
natri mdu: c6 thé xuat hién, thuéng gap trén bénh nhan mét nudc hoic gidm thé
tich tudn hoan. Cac bénh nhén cao tudi, bénh nhan dung thudc Igi tiéu va bénh
nhan bi gidm thé tich phan bd do cac nquyén nhan khac c6 thé cd nquy co ha
natri mau cao hon. Chdy mdu: Cac thudc tc ché thu hdi serotonin ¢6 thé anh
hudng dén su két tap tiéu cau. Nén sit dung thén trong venlafaxin cho cic bénh
nhan cd nquy co xut huyét, bao gdm cac bénh nhan dang dung cac thudc chang
ddng va cac thudc c ché két tap tiéu cu. Gidm cdn: Ding ddng thai venlafaxin
hydroclorid va cdc thudc gidm cdn khong dugc khuyén cdo. Venlafaxin
hydroclorid khdng dugc chi dinh st dung dan ddc hay phdi hgp véi cic thudc khdc
dé giam can. Cholesterol huyét thanh: Nén do ndng d cholesterol huyét thanh
trong qud trinh diéu tri dai ngay. Ngimg diing thudc: Cc téc dung khi ngung
thudc da duoc biét rd thuting xay ra khi diing thudc chdng trdm cdm , can gidm
dén liéu khi ngung thudc va theo déi bénh nhan cin than. Lam dung va phu thugc
thudc: Khiing cho thdy bang chiing vé sy 1é thudc thudc, xudt hién dung nap,
hodc cén ting liéu theo thisi gian. TWONG TAC THUGC: Cdc chdt tic ché enzym
monoamin oxidase (MAOI): Cac téc dung khang mong mudn nghiém trong da
duoc ghi nhdn trén cic bénh nhdn vifa ngimg ding MAOI va bt ddu ding
venlafaxin, hodc vita ngimg diéu tri bing venlafaxin dé bt ddu dung MAOI, bao
gdm run, rung giat cc, toat md hai, budn ndn, ndn, dd bimg, chéng mét va ting
than nhiét véi cdc ddu hidu tuang ty nhu hi ching an than kinh dc tinh, co git,
va tlrvong. Cdc thudc tdc dung trén thdn kinh trung wong: Can than trong khi két
hop. Hai chuing Seratonin: ¢6 thé xudt hién khi diéu tri, dac biét khi ding ciing céc
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thudc anh hudng dén hé dan truyén than kinh serotonergic (bao gém cc triptan,
SSRIs, cac thudc SNRIs khac, lithium, sibutramin, fentanyl va cdc dan chat,
tramadol, dextromethorphan, tapentadol, meperidin, methadon, pentazocin,
hodc St. John's Wort [Hypericum perforatum]), hodc véi cac thudc lam giam
chuyén héa serotonin (nhu MAOI, bao gom linezolid (khang sinh i ché MAD
khang chon loc ¢6 hdi phuc] va xanh methylen); hodc vdi tién chat cla serotonin
(nhu céc ché pham bd sung tryptophan). Néu can diing déng thai venlafaxin va
mét thudc SSRI, thudc SNRI hodc mat chét chi van receptor 5-hydroxytryptamin
(triptan), bénh nhan cin dugc theo dai cdn than, déc biét trong giai doan bat déu
diéu tri va khi tang liéu. S dung dong thai venlafaxin véi cac tién chat cla
serotonin (nhu cac ché phdm bé sung tryptophan) khéng dugc khuyén co. Cdc
thudc gdy kéo dai khadng QT: Tang nguy co kéo dai khodng QT va/hodc loan nhip
that. ndinavir: chua dugc biét rd. Ethanol: Khdng nén udng rugu trang khi ding
venlafaxin. Haloperidol: Cén can nhac khi diéu tri dong thai bang haloperidol va
venlafaxin. Gimetidin: ( trang thai n dinh, cimetidin tc ché sy chuyén héa qua
gan lan ddu cda venlafaxin, tuy nhién, cimetidin khang anh huéng dén dugc
dong hoc cia ODV. §f céc bénh nhan cao tudi hodc bénh nhan réi loan chiic nang
gan, tuang tac nay cd thé rd rét hon. Imipramin: Venlafaxin khéng lam anh hudng
dén dugc ddng hoc clia imipramin va 2-0H-imipramin. Cin can nhdc diéu nay khi
bénh nhan dugc diéu tri dong thai vdi imipramin va venlafaxin. Ketoconazol:
Nghién ctu dugc dong hoc vdi ketokonazol trén bénh nhan chuyén hda binh
thutng (EM) va bénh nhan chuyén hda kém (PM) qua CYP2D6 cho thay ndng do
clia ca venlafaxin va 0DV trong huyét tuong cao hon sau khi udng ketokonazol.
Metoprolol: Metoprolol khang lam thay ddi dugc dang hoc cla venlafaxin hay
0DV, dan chét chuyén héa cd hoat tinh clia thudc nay. Can than trong khi st dung
ddng thai venlafaxin va metoprolol. Risperidon: Venlafaxin lam ting AUC clia
risperidon khodng 32% nhung khang lam thay ddi cd y nghia céc thang sé duac
ddng hoc cla cac thanh phan c6 hoat tinh (risperidon va 9-hydroxyperidon). Y
nghia lam sang cla tuong tac nay chua duge biét rd.. Diazepam: Venlafaxin
khang lam anh huéng dén dugc ddng hoc va dugc luc hoc clia diazepam va chat
chuyén héa c6 hoat tinh clia nd 1d desmethyldiazepam. Lithium: Venlafaxin
khdng anh hudng dén dugc ddng hoc clia lithium (xem muyc § trén, Thudc Tac
dung trén Than kinh Trung uang). Cdc thudc lién két manh vdi protein huyét tuong:
Venlafaxin lién két vdi protein huyét tuong vdi ty Ié khang cao (27%); do dd, khi
dung venlafaxin cho bénh nhan dang udng mét thudc khac cé ty I& két hap vdi
protein huyét tuong cao cd thé sé khang lam tang ndng dd ty do cla thudc dé.
Cdc thudc chuyén héa qua isoenzym cytochrom P450: Vienlafaxin dic ché tuong ddi
yéu CYP2D6, khdng tc ché CYP3A4, CYP1A2 va CYP2(Y in vitro. Khd ndng dnh
huéng ctia cdc thudc khdc tdi venlafaxine: Venlafaxin dugc chuyén hda chi yéu
thanh chat chuyén hda c6 hoat tinh 0DV qua hé thdng enzym cytochrom P450
(YP2D6 va qua CYP3A4 13 con dudng chuyén hda phu. Tuang tdc thudc — xét
nghiém: Xét nghiém sang loc mién dich nudc tiéu cho két qud duong tinh gia véi
PCP va amphetamin da dugc bao cdo. Anh huténg téi kha ning sinh san, phu
nif ¢d thai va thai ky cho con bi: D an toan clia venlafaxin khi dung cho phu
ni 6 thai chua dugc thiét Iap. Chinén ding cho phu ni ¢d thai khi loi ich vugt trdi
50 vdi nguy ca ¢6 thé gap phai. Anh hudng trén kha nang lai xe va van hanh
may moc: nén than trong khi 14i xe hodc van hanh mdy méc nquy hiém. TAC
DUNG KHONG MONG MUGN: Sau day liét ké cic tc dung khang mang muén
cla thudc phan loai theo hé co quan (System Organ Class - SOC) va theo phan loai
tan sudt cla Hoi dong cac td chic Y khoa qudc té (Council for International
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Organizations of Medical Sciences - CIOMS) theo thif tu gidm dén mic d6 nghiém
trong ddi véi mdi bac phan loai. Rat thuang gap: =1/10. Thung gap: =1/100
dén <1/10. It gap: =1/1.000 dén <1/100. Hiém: >1/10.000 dén <1/1.000. Rt
Hiém: <1/10.000. Rdi loan mdu va hé bach huyét: Hiém: Mat bach cdu hat*,
thiéu mau khang tai tao™, gidm toan thé huyét cdu™’, gidm bach cdu trung
tinh*. Rét Hiém: Gidm tiéu cdu*. Rdi logn hé mién dich: Hiém: Phan ting phan
V&*3, Rdi logn ndi tiét: Hiém: Bai tiét khang hop Iy hormon chdng bai niéu**. Rat
Hiém: Tang tiét prolactin mau*. Rdi logn trao ddi chdt va dinh duiing: Thudng gap:
Chan an. Hiém: Ha natri mau*®. Rdi logn tdm thdn: Rat thuong gap: Mat ngd.
Thudng gdp: Cac gidc ma bat thudng, lo ldng, gidm ham mudn tinh duc, kich
ddng*, di loan khodi cam. It gap: Trang thdi lan 16n*, hung cdm, hung cdm nhe,
mat nhan cach, do gidc, cyc khodi bat thuéing, nghién ring®, thir ¢. Hiém: Mé
sdng™*. Rdi loan hé than kinh: Rét thung gap: Dau dau*, chéng mat, budn nqu.
Thung gap: Tam Iy bén chdn*, run, di cam, loan vi gidc. It gap: Ngat, rung giat
€0, rdiloan thang bang*, rdi loan phdi hap*, rdi loan vén ddng®. Hiém: Hai ching
an than kinh ac tinh*, hai ching serotonin®*, co giat, rdi loan truong lyc*. Rat
hiém: Rai loan van ddng cham*. Rdi logn mat: Thuing gap: Giam thi luc, rdi loan
diéu tiét, gian ddng t. Hiém: Glaucom gdc déng™s. Rdi loan tai va tai trong:
Thuing gap: U tai*. Rdi loan tim: Thuing gap: Nhip nhanh, danh trdng nquc.
Hiém: Xodn dinh*§, nhip nhanh that*, rung tam that*, kéo dai thai gian QT
dién tam d6*. Rdi loan mach: Thudng gap: Tang huyét ap, d bimg mét. ft gap: Ha
huyét dp tu thé dung, ha huyét dp*. Rdi loan hd hdp, nguc va trung that: Thuting
gap: Kha thé™, hay ngdp. Hiém: Bénh phdi k&*’, Tang bach cau i toan tai phdi™,
Rdi fogn tiéu hda: Rét thudng gap: Budn ndn, khd miéng, tdo bon. Thudng gap:
Tiéu chay*, nn. [t gdp: Xudt huyét tiéu hda*, Hiém: Viém tuy*. Rdi loan gan mat:
It gdp: Xét nghiém chic ndng gan bat thudng*. Hiém: Viem gan**. Rdi logn da va
mé duidi da: Rét thudng gap: Tang tiét md hai*. Thuang gap: Ban d6, ngua®, do
mé héi dém*. [t gap: NGi mé day*, rung toc*, xudt huyét dudi da, phan ung nhay
cdm vdi anh sang. Hiém: Hoi ching Stevens-Johnson™:, hoai tif biéu bi do nhiém
dac**, phimach®, hdng ban da dang™*. Rdilogn coxurong va ma lién két: Thugng
gap: Tang truong Iuc. Hiém: Tiéu co van*®. Rdi loan thdn va tiét niéu: Thuding gap:
Khé tiéu, bi tiéu, dai rét*. ft gap: Tiéu tién khdng kiém soat*. Rdi logn hé sinh sdn
va vii: Thudng gap: Rai loan chic ndng cuong duong, rdi loan xuat tinh. It gap:
Béng huyét*, rong kinh*. Rdi logn chung va tinh trang nai st dung thudc: Thudng
gap: Mét mdi, suy nhugc, 6n lanh*. Rét hiém: Xust huyét Niém mac*. QUA LIEU:
3 co bdo cao vé viéc qué liéu venlafaxin khi diing két hap vdi nigu va/hodc cic:
loai thudc khdc. Cac biéu hién dugc bdo cdo nhiéu nhat khi qud liéu bao gom nhip
tim nhanh, thay déi cp dg y thic (ti budn ngl dén han mé), gian déng td, co
giat va nén. Cac biéu hién khac dugc béo cdo bao gém thay ddi trén dién tam dé
(vi du, kéo dai khoang QT, block nhanh, kéo dai khodng QRS), nhip nhanh thét>
nhip tim chdm, h3 huyét ap, chéng mt, va td vong. Nén ké dan venlafaxin
liéunhd nhat két hop vdi theo déi chat bénh nhan dé gidm nquy co qué liéu. HAN
S\ DUNG: 36 thang. BAO QUAN: Bao quan & nhiét dd dudi 30°C, tranh &nh sdng
va @é thudc trong bao bi dénq kin, tranh anh sing. BAO BI DONG GOI: Hap 1vi
x 7 vién nang. Tiéu chudn: Nha san xuit. NHA SAN XUAT: San xust bi: Pfizer
Ireland Pharmaceuticals, Little Connell, Newbridge, Co Kildare, Ireland. Bdng
qdi va xudt xudng bdi: Pfizer Biotech Corporation, Hsinchu Plant, No.290-1,
Chung Lun, Chung Lun Village, Hsinfeng, Hsin Chu, i Loan. NHA PHAN PHOI:
Cong Ty (G Phdn Dugc Liéu TW2, 24 Nguyén Thi Nghia, Quin 1, TP. HCM
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