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Kich thuoc: (Vi 10 vién)

Dai: 98 mm
Rong: 39 mm
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Prescription onl
Ry p y

Venfamed

. Box of 3 blisters of 10 tablets

COMPOSITION: Each fiim coated fablet contains STORAGE: Store at the temperature not meore
VBETETRINE . iasocin s s b 375mg than 30°C, in a dry place, protect from light.

{as Venlafaxine hydrochlonde)

Excipienls g.s. 1 tablel.

INDICATIONS, DOSAGE, ADMINISTRATION,

CONTRAINDICATIONS AND OTHER INFORMATION: Manufactured by:

Please refer to the package insert GLOMED PHARMACEUTICAL COMPANY, Ltd
KEEP OUT OF REACH OF CHILDREN. 35 Tu Do Boulavard, Vietnam-Singapore (ndustrial
READ CAREFULLY THE LEAFLET BEFORE USE. Park, Thuan An, Binh Duang.
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Venfamed / .

| Venlafaxin 37,5 mg ?aé

THANH PHAN: Méi vidn nén chira BAC QUAN: Bé noi kho
VeNaFaNIN.... . v s i bin b e a2 mg  rao, tranh anh sang, nhigt dg
(dudi dang Venlafaxin hydroclorid). khong qua 30°C.

Ta durore vira di 1 vién SBK/ REG. No.:
CHI DINH, LIEU LUONG, CACH DUNG, CHONG
cni BINH VA CAC THOMG TIN KHAC VE SAN  San xudt boi
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PHAM: Xin dgc t& hudng din si dung
DE %A TAM TAY CUA TRE EM. BOC K¥ HUONG
DAN SUf DUNG TRU'G'C KHI DUNG.

CONG TY TNHH DUCC PHAM GLOMED
35 Bai Lo Tv Do, KCN Vit Nam-Singapore,

Thuan An, Binh Drong.

&é 16 8X / Batch No

NSX ! Mig. Daie:

HD / Exp. Date
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. NHAN HOP VENFAMED TAB

- Kich thuac:  (Hop 10 vix 10 vién)
~ Dai: 105 mm
~ Rong:  S55mm
(ao:  45mm oo

Venfamed
Venlafaxine 37.5 mg 7276

Box of 10 blisters of 10 tablats

54 1a 5X / Batch No

itz et COMPOSITION: Each tablet contains . =

Venlafaxine 37.5 mg (as Venlafaxine hydrachlonde)
Excipients g.s. 1 tablet.
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert.

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temperature not more than 30°C. in a dry place, protect
from light

Manufactured by. GLOMED PHARMACEUTICAL COMPANY, Ltd
35 Tu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, Binh Duong e
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THANH PHAN: Mé&i vién nén chira
Venlafaxin 37.5 mg {dudi dang Venlafaxin hydroclorid}
Ta duoe vira di 1 vién. )
CHI DINH, L{EU LUONG, CACH DUNG, CHOP_JG IIﬁmull‘
CHi DINH VA CAC THONG TIN KHAC VE SAN

PHAM: Xin doc t& hudng dan sir dung.

BE XA TAM TAY CUA TRE EM.

BOC KY HU'ONG DAN SU DUNG TRU'GT KHI DUNG

BAO QUAN: Dé noi khé réo, trénh anh sang, nhiét 63 khéng qua 30°C
SDK/ REG. No.:

San xudt béi CONG TY TNHH DU'OC PHAM GLOMED =2
e 35 Bai L6 Tu Do. KCN Viét Nam-Singapore. Thuén An, Binh Ducong [ P
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NHAN Vi VENFAMED TAB

Kich thudc: (Vi 14 vién)

Dai: 112 mm
Rong: 45 mm

@ Venfamed
[ @ Denmmu PHAM GLOMED enfame
| =/ GLOMED PHARMACEUTICAL Co, Lid "

enlataxine. .37 5 mg b
[as Venlkafaxine mydrochloncde) 72!

(bt Vi

@ CONG TY THHH DUDC PHAM GLOMED Venfamed

ED PHARMACEUTICAL Co. Liz Veabstasing....... 37 5 mg b
(2= Venlafavine hydmehioride) 72’

venfamed CONG TY TNHH DUDC PHAM GLOMED
Venlafaun,........ 375 mg T b <1’# GLOMED PHARMACEUTICAL Co., Ltd
agng Venlstaxin hydrockonid) ﬂ

LS venramed ™ CONG TY TNHH DUJC PHAM GLOMED



~ NHAN HOP VENFAMED TAB

__Kich thuéc:  (Hop 2 vix 14 vién)

. Dai: 117 mm
“Rong: 50 mm
Qao: 25 mm

/

Rx Prescription only

Venfamed
Venlafaxine 37.5 mg 7'ab

(T .
Q Box of 2 blisters of 14 tablets

STORAGE: Store al the lemperature nol more than
v 375 mg  30°C, in a dry place, protect from light

COMPOSITION: Each lablel contains.
VenlalfExineg. ..o e e
(as Venlafaxine hydrochieride)
Excipients g s. 1 tablet
INDICATIONS, DOSAGE, ADMINISTRATION,

CONTRAINDICATIONS AND OTHER INFORMATION: Manufactured by:

Please refer fo the package insert. GLOMED PHARMACEUTICAL COMPANY, Ltd
KEEP OUT OF REACH OF CHILDREN. 35 Tu Do Boulevard, Vietnam-Singapore Industrial
READ CAREFULLY THE LEAFLET BEFORE USE.  Park, Thuan An, Binh Duong.

8é 16 SX ! Balch No.:
MSX ! Mifg. Date:
HD / Exp, Date
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Venfamed
B _Venlafaxin 37,5mg 727b

THANH PHAN: MGi vién nén chira BAQ QUAN: P& nai kho
Venlafaxin. ... ... ............3.5mg réo, tranh &nh sang, nhiét
(duéi dang Venlafaxin hydroclorid), dd khdng qua 30°C.

Té duoc vira @i 1 vign, ) SPK/ REG. No.:
CHi BINH, LIEU LIPQNG, CACH DUNG, CHONG

CHI BJNH VA CAC THONG TIN KHAC VE SAN Sén xult bai:

PHAM: Xin doc & hudmg dén sir dung. CONG TY TNHH DUFQIC PHAM GLOMED
BE XA TAM TAY CUA TRE EM. BOC K¥ HUGNG 35 Bai Lo Ty Do, KCN Viét Nam-Singapore,
DAN SU' DUNG TRU'O'C KHI DUNG. Thuan An, Binh Dueng.
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NHAN CHAI VENFAMED TAB

Kich thuoc:  (Chai 30 vién)
Dai: 112 mm

b
L
i i
THANH PHAK: ME| vién nén chira RX Thubc ban thee don BAD QUAN: D& noi khd rdo, trdnh dnh sing,
VBnkalaxin. ..ooccsenrerrrnreaens B o3 TG it 35 khdng qua 30°C,
(o dang Venksfaxin hydroclorid). E{ﬁ ]
— enfamed ' /
DE XA TAM TAY CUA TRE EM. g 86 16 SX { Batch Mg, o
BOC K¥ HUONG DAN SU DYNG Venlafxind7 8 g 7216! NEX | Mig. Date
TRUTC KHI DUNG HD | Exp, Date
CHI BINH, LIEU LUQNG, CACH San ol bai: A =
DUNG, CHONG CHI BINH VA cAc CONG TY TNHH DUTT PHAM GLOD I b
THONG TIN KHAC VE SAN PHAM: 35 Bai L8 Ty Do, KCN Viél Nam-Singypore, | :
L Xin doc & hutmg ddn s dung 3 Chai 30 vién pén Thudn An, Binh Duong A
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NHAN HOP VENFAMED TAB

Kich thuoc:

Dai: 40 mm
Rong: 40 mm
G@o:  60mm

#

Rx Thudc ban theo don

Venfamed
Venlafaxin 37,5 mg 7;1 b

@ Hop 1 chai x 30 vign nén

THANH PHAN: M3i vign nén chira
Venlafaxin : ...at.5mg
[duéi dang Venlafaxin hydrocionid).

Ta durgye wira di 1 vign

CHI BINH, LIEU LUQNG, CACH
DUNG, CHONG CHiI BINH VA CAC
THONG TIN KHAC VE SAM PHAM: Xin
doc iy huong dan sir dung

DE XA T:QM TAY CUA TRE EM.

20C KY HUONG DAN SU DUNG
TRUGC KHI DUNG.

BAO QUAN: Bé nai kivd rdo. ranh anh
s4ng, nhiét dé khdng qud 30°C.

SBK! REG. No.:

5616 SX / Batch No..

NSX/ Mfg. Date:

HD ! Exp. Data:

San xudt béi

CONG TY TNHH DUTT PHAM GLOMED
35 Pai Lo Tu Do, KCN Viét Nam-Singapore,
Thudén An, Binh Duong

. T

(Chai 30 vién)

Prescription only
X

Venfamed
Venlafaxine 37.5 mg 7":’ b

Box of 1 bottle of 30 tablels

3
,

COMPOSITION: Each tablet contains
Venlafaxine. ... e RE 378mg
(s Veniafaxine hydiochlonde)

Excipients q.5. 1 labiet

INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer 1o the
package insert

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET
BEFORE USE.

STORAGE: Store at the lemperahae not mors
ithan 30°C, in a dry place, protect from gt

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY,
35 Tu Do Boul d, Vietnar gar
Industrial Park, Thuan An, Binh Duong. |




NHAN CHAI VENFAMED TAB

(Chai 60 vién)

Kich thudc:

Dai: 112 mm

Rong:

{durfri dang
Ta durgre vira o 7 vie

DE XA TAM TAY CUA TRE EM,
B0C KT HUONG DAN SUF DUNG
TRUTT KHI DUNG

CHI BINH, LIEU LUGQNG, CACH
DUNG, CHONG CHI BINH VA CAC
THONG TIN KHAC VE SAN PHAM:
\: Xin doe t7 hirdng din sur dung

30 mm

R)( Thudc ban theo don

M%Wf&m@@j
Veniafaxin 37.5 mg ﬁ?b

Chai B0 vién nen

™~
BAOC QUAN: Bé nui khd rao, trdnh anh sang,
nhigt 8% khéng qua 30°C

54 16 SX 1 Batch Mo
NSX { Mfg. Date:
HD / Exp. Date.

Sén xudt béi:
CONG TY TNHH DUCIC PHAM GLOMED
35 B LS Tu Do, KCN Vigt Nam-Singa;

Thudn An, Binh Duong.




[ \\4\ Rong:

—

UBL URIA () % 18U | dOH

qq Buw g’/ uIxepeiuBA
pauwiejuaf

NHAN HOP VENFAMED TAB

Kich thudc;

(Chai 60 vién)

Dai: 40 mm

Cao:

40 mm
60 mm

RX Thuc ban thea don

Venfamed
Venlafaxin 37,5 mg Tﬂ b

@ Hop 1 chai x B0 vién nén

THANH PHAN: M1 vign nén chira
Venlafaxin ; a7.5mg
(duréri dang Venlafaxin hydreciorid),

Ta durge vira dii 1 vién.

CHi PINH, LIEU LUONG, CACH
DOUNG, CHONG CHI B|NH VA CAC
THONG TIN KHAC VE SAN PHAM: Xin
doc tir hureng dén str dyng

DE XA TAM TAY CUA TRE EM.

BOC KY HUONG DAN SUIF DUNG
TRUFOC KHI DUNG.

BAO QUAN: D2 noi khi réo, trdnh anh
sang. nhiét d6 khéng qua 30°C.

SBK/ REG. No.:

$6 16 SX / Batch No.:

NSX / Mtg. Date:

HD ! Fxp Date:

San xut bir

CONG TY TNHH DUQC PHAM GLOMED
35 8ai L Ty Do, KON Vi Mam-Singapare,
Thuén An, Binh Duong.

Rx Prescription only

Venfamed
Venlafaxine 37 5 mg mb

@ Box of 1 bottie of 60 tablets

COMPOSITION: Each tablet centains
Verlalaxing.. po aTs5my
{as Venlafaxine hydrochloride).

Exciplents g.s. 1 tablel

INDICATIONS, ADMIMNISTRATION,
CONTRAINDICATIONS AND OTHER
INFORMATION: Flease refer fto the
package insert.

KEEP OUT OF REACH OF CHILDREN,
READ CAREFULLY THE LEAFLET
EEFORE USE.
STORAGE: Siore at the temperaire not mare
than 30°C, in a dry place. protect from kght.

Manutactured by,

GLOMED PHARMACEUTICAL COMPANY, Ltd
35 Tu Do Boulevard, Vielnam- Singapore
Industnal Park, Thuan An, Binh Duor?\w
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HUONG DAN SU DUNG THUOC DANH CHO CANBQ Y TE S
a VENFAMED TAB

Venlafaxin hydroclorid
Vién nén

1. Thanh phin
Hoat chdi: Venlafaxin 37,5 mg (dudi dang Venlafaxin hydroclorid).
Tid duiege: Lactose monohydrat, cellulose vi tinh thé 101, natri starch glycolat, cellulose vi tinh thé 102, magnesi stearat
2. Dang biwo ché: Vién nén
3. Dugre lue hoe va durge djng hoe
Duge luc hoc
Nhom dl.er. ly: Thude chéng trdm cam
Mi ATC: NOGAXI16
Venlafaxin la mt Lhuﬁc chéng trdm cam dén xudt tir phenylethylamin thuge logi e ché tai lld]) thu serotonin v noradrenalin, Co ché tic
dung chinh xdc coa thude chua dwge dinh gid mot cach diy du nhung venlafaxin va chiit chuyén hda ¢é hoat tinh 1 O-desmethylvenlafaxin
¢6 khi nilng tre ché tai hilp thu serotonin manh va ycu hon m(ﬂ chit ddi voi noradrenalin, thude it ire ché tai hip thu dopamin. Venlafaxin trc
ché t4i hip thu setoronin khéng manh bing céc thude e ché chon loc tai hip thu setoronin, Thude khdng c6 4 luc dic hidu trén thu thé
histamin, muscarin va adrenalm-a]pha hoac beta. Venlafaxin khéng e ché monoamin oxidase (MAQ). Venlafaxin khong ¢6 tic dung giy
ngi va khang muscarin ctia céc thude trim cim ba yong,.
Dugc djng hoc
Heip thu ) ) . )
ft nhat 92% venlafaxin dugc hip thu sau khi uéng liéu don. Sinh kha dyng tuyét déi tir 40 - 50%, ndng nd dinh trong huyét twong cua
venlafaxin va ODV dat durgc sau 2 va 3 gio tuong tmg.
Phdn bé
@ lidu diéu tri venlafaxin va ODV it gan voi protein huyét trong (27% va 30% twong (mg).
Chuyén héa
Venlafaxin duge chuyen héa phin 1ém qua gan. Céc nghién ciru in vitro va in vive cho thiy venlafaxin duge chu)ﬁn héa boi emzym
CYP2D6 thanh chét chuyén héa chinh c6 hoat tinh ODV, va duge chuyén hoa boi emzym CYP3A4 thinh chiit chuyén hoa it hoat tinh hon
& N-desmethylvenlafaxin.
Thdi trie
Venlafaxin va chét chuyén héa duge thii trir chit yéu qua than. Xip xi 87% liéu ding diroc tim théy trong nudc tiéu trong vong 48 gitr &
dang khéng ddi (5%), dang ODV khang lién hop (29%), dang ODV lién hop (26%) va céc chit chuyén hoa khéng hogt tinh khéc (27%).
4. Quy cdch dong goi:
Hp 3/10 vi x 10 vién nén.
Hop 2 vix 14 vién nén.
Hop I chai x 30/ 60 vién nén.
5. Chi dinh
Venlafaxin duge chi dinh diéu tri bénh trim cam v dy phong con tai phit triim cdm nang.
6. Li¢u dang va cich ding
Didu tri bénh trém cdm
Nguoi 16n va e trén 18 tum lidu khoi ddu ding 75 mg»nga) c.hm 2-3 l4n trong bira an (mdt s6 bénh nhan c6 thé khoi dau véi ll(‘:l.l thap 375

mg/ngay trong 4-7 ngay dau sau do tang dén 75 mg/ngay), néu can thiét lidu co thé ting toi 150 mg/ngdy sau vai tudn dé dat yéu ciu didu tri. |

Liéu t6i da 225 mg)'nga}'
Tram cam nang hode nam vién: lidu khéi dAu co thé ding t6i 150 mg/ngay, cir sau 2-3 ngiy didu tri co thé ting thém 75 mg/ngay dén liéu
tbi da 375 mg/ngay. Sau dé lidu phai giam dén.
Khong ding thude cho tré em dudi 18 tubi.
Nguoi bénh suy gan, suy than }
Vi ngudi bénh suy gan, suy thin nhe khong cin diéu chinh lidu. \
Ngudi bi suy gan, suy thin trung binh, lidu giam mét nira va ding ngay 1 lin. Khong ding cho ngudi bénh suy gan, suy thin
Ngwoi gia: Khong ¢iin diéu chinh liéu.
Luu y: Liu duge tinh theo venlafaxin (venlafaxin hydroclorid 28,3 mg tirong duong khoang 25 mg venlafaxin). \

7. Chong chi dinh y
Qué mén véi ‘venlafaxin hodc vé’l biit ky thanh phin ndo cua thude.
Cic tl'uong hop cd nguy co cao vé& logn nhip tim, tang huyét 4p khong kiém sodt duge.
Diing déng théi véi thude trc ché monoamin oxidase (MAOL).
Phy nir mang thai._
1ré ecm dudn 18 tudi.

8. Lwu ¥ va thin trong
T ti/ Y dinh et
Nguy co ty tir va ¢6 ¥ dinh ty tr viin kéo dai cho t6i khi bgnh thuyén gidm ding ké. Boi vi linh trang bénh ¢o thé khong cai thién trong | sudl
vai tudn ddu didy tri hofic hon, nén bénh nhin clin duge theo ddi chat ché cho t5i khi bénh duoc cai thidn. Thir nghiém lam sang cho théy
nguy co ty tir ¢ thé tang trong giai doan sém héi phue.
Hii clutng seratonin
Ciing nhu v&i nhitng thu(“)c serotonergic khéc, hji chu‘ng serotonin de doa tinh mang e t thé xay ra khbi didu trj véi venlalaxin, dgc bigt o
nhimg bénh nhin ding dﬁng thoi véi cde MAOL Hﬁl chimg serolonin buo gum cic thay ddi trgng thii tm thiin (lo du, do %Idb, hon mé), mit
n dinh h¢ thin kinh ty cha (nhjp tim nhanh, huyét & ap khong on dinh, tang than nhiét), loan thin kinh co (tang phan xa, mat phm hop),
vihodc cdc triéu chimg tiéu hoa (budn ndn, ndn, tidu chiy).
Glocom gac hep
Gian dﬁngtﬁ c6 thé xay ra lién quan dén venlafaxin. Cén theo ddi chit ché bénh nhén tang nhan 4p hojic bénh nhén cé nguy co b glécdm
gdc hep cip.
Huyét ap

o



[ Tang huyét ap lién quan dén liéu venlafaxin thudng duge béo cio. Can kiém tra huyét ap ddu dan, sau khi bat ddu diéu trj va sau khi tang
| liéu. Sir dung thude théin trong trén nhimg bénh nhén cé thé bi tén thirong do ting huyét ap, nhu suy giam chirc ning tim mach,
Nhip tim
Tang nhip tim cé thé x4y ra, diic bi¢t & liu cao. St dung thude thin trong trén nhimg bénh nhin o thé bi ton thuong do tang nhip tim.
Benh tim mach vi nguy co loan nhip
Venlafaxu: chua duge ddnh gid trén bénh nhin cé tién sir nhdi mdu co tim hay bénh tim khang n dinh. Vi vy, cén than trong khi ding
thudc trén nhimg bénh nhin ndy. Do nguy co ting huyét ap phu thufe lidu dung nén céin phai theo ddi huyét dp trong qué trinh didu trj khi
diing liéu qué 200 mg/ngay. Dinh hrong ndng dé cholesterol huyu. néu bénh nhéin ding thube trong thoi gian dai,
Kinh nghi¢m hfu mai c.hu may loan nhjp tim de dya tinh mang da duge bio cdo vai venlafaxin, dic biét khi qua lidu. Nén cin nhic loi ich
va nguy c¢o trude khi diéu tri I:ang venlafaxin & nhimg bénh nhan ¢6 nguy co loan nhip trdm trong,
Co gm.*
Diéu tri bang venlafaxin cé thé gy co gift. Cin thén trong khi ding venlafaxin trén nhimg bénh nhin cé tién sir co gidt.
Ha natri huyét

@ nhirng bénh nhin mét murée hojic giam thé tich. Nguwoi gid, ngudi dang ubng s thudc 1o tidu ¢ nguy co cao voi cic trigu chimg ndy.

Xuet huye: ving bung

Cc thube tre ché tdi hip thu serotonin ¢6 thé dan dén giam chirc nang tiéu cdu. Nguy co chiy miu mang nhay va da, ké cd xudt huyét tiéu
hoa ¢6 thé Ling 1én ¢ ) nhung bénh nhén ding venlafaxin. Venlafaxin nén dge ding thin trong & nhirng b¢nh nhén dé chay mau, ké c4 bénh
nhén dang ding thube chdng ddng va thude trc ché tidu cdu.

Hung cam/ hunmg cam nhe

Hung cam/ hung cdm nhe xdy ra v6i (i 1¢ nho & nhimg bénh nhin rbi loan tam thin ding thube chéng wrdm cim, ké ¢ venlafaxin, Ding
thudc thin trong & nhimg bénh nhén c6 tién st hodc tién sir gia dinh bi bénh rdi loan lwong cire.

Ngung ding venfaﬁm in

Tréanh ngimg thudc dot ngdt. Trde khi ngung didu trj béng venlalaxin, nén gmm lidu (i lu trong it nhét 1 - 2 tulin ¢é glam nguy cu Xay ra
phan {mg ngung, thube (nhu chéng mat, rdi loan cém gide (bao gum cd di cam). roi loan gifc nge, kich déng hay lo 4u, budn non va/hoiic
ndn, run, hoa mat, nhirc déu va hoi chimg ciim).

Str dung cho tré em: Khong ding venlafaxin cho tré em va tre vj thinh nitn du6i 18 tudi,

trdi hon nguy co.
Sir dung cho phu nir dang cho con hii: Venlafaxin va chét chuyén hoa O-desmethylvenlafaxin duge bai tiét viio s7ra me. Khong ding
venlafaxin cho phu nir cho con bi.

thude khi dang l4i xe hodic vdn hanh miy méc.
9. Tuong tic cia thuée véi cic thude khic va cdc dang twong tic khac
Mgt 56 thide khi ding drfng théi véi venlafaxin ¢o thé gay hoi chimg serotonin: Thube culnyg serolonin, thude e ¢hé chon loc ti hap thu

serotonin, thuéc ire ché tai hip thu serotonin va noradrenalin, serotonin, thube lam %I&m chuyén hoa serotonin. Khi bit bude phii dang déng

thoi venlafaxin voi mit lrong céc thudc trén, phai gidm sét chat ché ngurdd bénh, nhat 14 giai doan ddu tién didu tri. Dac biét khang dugc
ding venlafaxin dong thoi voi IMAO vi 6 thé gay tuong tic nguy hiém tinh mang. Phii ngimg ding IMAO it nhit 14 ngdy moi bt déu
didu tri v&i venlafaxin va phai ngung diéu tri voi venlafaxin it nhit 7 ngdy trude khi bt diu dicu tri vai cac thube chdng trim cam khie,
'nnme chang déng mdu. Téc dung chéng dong mdu cia warfarin cd thé Ling 1en khi ding cling v&i venlafaxin.

Thuée chorig 56t rét: Nha san xuat artemether cting vé6i lumefantrin khuyén céo trénh ding phoi hop voi venlafaxin.
Thude didu tri bénh tém than: ndng do clozapin ting trong huyét tuong khi dung cung véi venlafaxin,

Thudc dopaminergic (entacapon): Nha san xuat entacapon khuyén can thin trong khi ding phéi hop voi venlafaxin.
Sibutramin: Tang nguy co doc cho hé thén kinh. Nha san xudt khuyén cdo tranh ding dbng thoi.

Mogiobem:d (mdt thude re ché MAO-A hdi phuc duge): Tranh dimg phéi hop. Phai o6 mjt thi gian tir 3-7 ngdy nghi thude khi mudn dun,
thudc kia

Thudc serotonergic: Tang nguy co gy hdi chimg scrotonin khi phéi hop cic thude serolonergic voi nhau, kin phdi hop ml;)l thud
serotonergic voi vcnldfuxm Hoi chng serotonin xay ra trong vai gitr hodic vai ngay gém cd: vit va, va md h6i, ia chay, sdt, ting :
gén xuong, mit didu phéi, thay déi trang thdi tdm than (1a 14n, hung cam nhg), rung giat co. rét run hogic run, logn nhip tim, hén mg, dong
méu rai ric ndi mach, ting hofc giam huyét ap, suy thin, suy tho, co gidt vi sdt eqo. '1
Cimetidin: Gay te ché enzym chuyen hoéa venlafaxm & gan nhung, nd khéng anh huwong toi chét chuyen héa cé hoat tinh cla w:nlafixm la
O-desmethyl venlafaxin, chit nay co trong huyét twong vai ndng d6 cao. Do d6, cic nha sin xut k.hu)én c4o rang khi sir dung dbng thoi
venlafaxin véi CImendm chi cin theo doi cde triéu chimg 1dm sang ddi véi nhing bénh nhin cao tudi, suy chire nang gan hodc trude do da
timg bi ting huyét 4p.

Ketoconazol (chdt tic ché CYP344)

Dung dbng thii chit tre ché CYP3A4 (nhur atazanavir, clarithromyein, indinavir, itraconazol, voriconazol, posaconazol, ketoconazol,
nelfinavir, ritonavir, saquinavir, telithromycin) véi venlafaxin ¢é thé Jam tang ndng d6 venlafaxin va chit chuyén héa O-
desmethylvenlafaxin,

Lithi .

Hi chimg serotonin ¢6 thé xay ra khi ding ddng thei venlafaxin véi lithi.

Imipramin

Venlafaxin khong anh hudng dén duge dong hoc ctia imipramin va 2-OH-imipramin, Dién tich dudi dudmg cong (AUC) cia

| 2-OH-desipramin ting 1&n 2,5 - 4,5 14n thy thude vio liéu khi dung venlafaxin lidu h.mg ngay 75 - 150 mg, Imipramin khéng dnh hirdng dén |

dugc dong hoe ctia venlafaxin va O-desmethylvenlafuxin, Thin trong khi ding phéi hop venlafaxin va imipramin,
Haloperidol
Diing dong thoi venlafaxin va haloperidol lam haloperidol giam thanh thai dwémg ubng tdng cing 42%, ting AUC 70%, ting Ciax 88%,
nhung nira doi thai trir khong thay dbi.
Risperidon
| Venlafaxin lam ting AUC cua risperidon 50%.
| Metoprolol

Sir dung cho phy nir ¢é thai: Khong c6 dir li¢u diy du vé vige sir dyng venlafuxin trén phy nir mang thai. Céc nghién ctru trén dong vt cho
thdy thubc gdy djc tinh trén sinh san. Chua bidt nguy co gay djc tinh trén ngudi. Chi ding venlafaxin cho phu nir mang thai khi loi fch virot

Anh hwéng cia thudc 1én khi ning diéu Khién tiu xe va viin hanh midy mée: Venlafaxin cé thé gy chéng mat, an thin. Khéng ding

—

Cic trudng hop ha natri huvet vihodic Hi Chimg Tiét Hormon Chéng Bai Ni¢u Khéng Thich Hop c6 thé x4y ra véi venlafaxin, thuomg gip |

o




" Ding déng thoi venlafaxin va metoprolol lam tang ndng do huyét tirong metoprolol xAp xi 30 - 40%
Indinavir

Ding déng thoi venlafaxin va indinavir 1am giam AUC indinavir 28% va lam gidm Cumax indinavir 36%.
Thudc tdc dpng én h§ than kinh frung wong

Lam tang kha nang tac dyng 1én h¢ than kinh trung vong,

Desrprmmn

Lam tang nbng do huyet tuong cua desipramin.,

Chdt doi khdng thy thé 5-HT)

Co thé gdy hgi chimg serotonin de doa tinh mang, Cén theo dai cén thin bénh nhén dic biét trong sudt giai doan dau didu tri, khi tang lidu
hodge khi ding khai déu thude serotonergic khéc.

Tramadal

C6 thé gay hai chimg serotonin. Nén théin trong khi dang phéi hgp nay.

Tryptophan va (ién chét serotonin khdc

C6 thé gy hoi chimg serotomn Khéng khuyén cdo diing phdi hop nay.
10.T4c dung khéng mong mudn

Rdt thudmg glip, ADR > 1/10

- 'Thin kinh: Khd mi¢ng, nhire diu.

- Tiéu hoa: Bubn non.

- Da: Db md hoi.

Thudng gap, 1/100 < ADR < I/10

- Chuyén hda/ dinh dudng: Tang cholesterol huyét thanh. sut ¢in,

- Thin kinh: Gide mo bét thudmg, giam ham muén tinh duc, chéng mit, ting trrong lire co, mit ngit, bdn chdn, dj cam, an thin, run, 1dn

16n.

- Gidc quan: Gi2n ddng tir, rdi logn thi gidc,

= Tim mach: Tang huyél dp, gidin mach, ddnh Lr('mg ngyc.

- Ho hip: Ngdp.

- Tiéu hoa: Biéng an, tdo bon, nén mira.

- Ni¢u - sinh due: Xudt tinh bit thudmpg, réi logn cwong duong, rdi loan kinh nguyét, tidu rat.

- Chung: Suy nhuge (mgt moi), 6n lanh.

[t gap, 171000 < ADR < 1/100

- Huyét hoc: Bim tim, xuét huyét tidu hoa.

- Chuyén héa/ dinh dudng: Tang can.
| - Thén kinh: Lanh dam, 4o gidc, rung gidt co, kich dgng, suy yéu,
| - Gige quan: Thay ddi cam gidc, U tai.
- Tim mach; Ha huyét ap thé dimg, ngt, nhip tim nhanh.
- Tiéu hoa: Nghién rang, tidu chay.
- Da: Ban, rung toc.
- Niéu - sinh duc: Khodi cam bét thudng (nir), bi tidu.

C hung: Phit mach, phan img nhay cam 4nh séng,
Hiém, 1/10000 < ADR < 171000
- Thén kinh: Dimg ngdi khong yén, mit vin djng, co giit.
- Nigu - sinh dyc: Tiéu khong g chil.
Chur biét (thong wae lwpmg dupe tan sudt)
- I-[u_u.t hoe: Chiy méu mang nhdy, thot gian chay mau kéo dai, gidm tidu cu, logn tao mau. \\]
% ich

i - Chuyén héa/ dinh dudng: Chite ning gan bt thurdmg, ha natri huyét, viém gan, Hgi Chimg T iét Hormon Chéng Bai Ni¢u Khon,

[ Hop (STADH).

Thén kinh: H{i chimg an thin kinh dc tinh, con mé sang, phan tng ngoai thap. loan van ddng mudn, ¥ dinh va hanh vi tr ti, (:hémg miit,

géy hiin.

- Gidc quan: Glécom goce dong.

- Tim mach: Ha huyét ap, kéo dai khoang QT, logn nhijp thét, nhanh nhip thit (k& ca xodn dinh).

- Ho hép: Tang bach clu ra eosin & phéi.

- Tiéu hoa: Viem tyy.

- Da: Ban do da dang, biéu bi nhiém dac, hoi chimg Stevens-Johnson, ngira, may day.

- Co xuong: Tiéu co vén.

- Chung: Phan tmg phin v¢.

Ngung sir dung va hot y kién béc sTnéu cd cdc ddu hi¢u moi bat thiedng xay ra,

C.’ach xir tri tdc dung khong mong mubn

Da s6 tdc dung khong mong mubn 12 do lién quan dén serotonin nhur buon nén, ndn, nhirc diu, mit nga hodc bubn ngu.

Do thire &in khong lam giam hép thu thudc qua dudng tigu hoa vi vy @8 giam tac dung khdng mong mudn do khong dung nap thude nhu

budn nén nén udng thude ciing véi thire an,

Venlafaxin thudng gdy tang huyét dp & mit sb ngudi bénh khi ding lidu vugt qué 200 mg/ngdy, nén néu nguroi bénh da cé ting huyet ap thi

can phai diu tri tang huyei ap trudc khi bit ddu dung venlafaxin va phi kiém tra huyét 4 p thudng xuyén trong xubt qué trinh diéu trj bang

venlafaxin. V&i mot s6 nguén hénh néu trong qué trinh diéu trj ma huyét &p ting Ién thi cin thiét phai giam li¢u hodc ngimg thube.

Néu trong khi diéu trj thdy xuit hién con co gidt, phai ngimg thude ngay vi co gidt thudng xay ra khi qua liéu.

Giam natri huyét tuong xay ra & ngudi cao tudi va co thé do ¢6 hoi chimg bii ti€t hormone khang ni¢u khéng thich hop khi dung cdc thudc
chong trim cim. Tuy nhién, h¢i ching nay hay gfip & loai thude tre ché tai hﬁp thu setoranin, trong dé cd venlafaxin. Néu thiy ngudi bénh




, nhit1a ngudi cao tudi bi budn ngu, 1 13n hodc co giat khi ding thude chéng trim cam, phai chi ¥ ngay dén giam natri huyét dé didu tri.
Théng bio cho béc si nhitng tic dyng khong mong mudn giip phii khi sir dung thude.

11. Qui lidu vi xir tri . ] ) )
Tri¢u chimg: Trigu chimg qua liéu venlafaxin thudng giip nhét bao gbm tim ddp nhanh, thay déi mirc d¢ tinh téo (L ngt lo mo dén hon mé),
gidin dong tur, co gift, va nbn mira. Cde trigu chimg khéc bao gbm thay ddi dién tim db (kéo dii khoang QT, block nhanh, QRS kéo dai),
nhanh nhip thét, nhip tim chdm, ha huyét ap, chong mit va tir vong,
Xir iri- Khéng c6 thude giai doc dic higu. Diéu tri trigu chimg vi diing céc bi¢n phap hatr o Ciin theo doi nhip tim va céc ddu hiéu sinh tdn.

tha} ddi mau c6 thé khong cé ich.
12. Diéu kién bio quin: Bio quin noi kho réo, tranh dnh sing, nhi¢t d6 khong qué 30°C.
13. Han ding: 36 thang ké tir ngdy san Xuit,
14, Tén, dja chi ciia co s& sin xuit:
CGNG TY TNHH DUQC PHAM GLOMED
Dia chi: $6 35 Pai L§ Ty Do, KCN Vit Nam — Singapore, thi x4 Thufin An, tinh Binh Dir
DT: 06503768823 Fax: 0650.3769093 \
| 15. Ngay xem xét siva dbi, cfip nhit lai ndi dung hwéng diin sir dung thube: 19/07/2017 \
\

Co thé - ding than hoat hodc rira da day. Do thé tich phén b cuia venlafaxin Ién trong ca thé, nén gdy loi nidw, thim phén, than nhdn tao hode |



TO HU UNG DAN SU DUNG THUOC CHO NGUO] BENH

1- Tén san plulm
Tén generic hodc tén chung quéc té: Venlafaxin hydroclorid
Tén bigt dugc: VENFAMED TAB
Thuoc ban theo don
D xa thim tay cia tré em |
Doc ki hréng din sir dung trudce khi dang ) . |
Thong bio ngay cho bie sy nhirng tic dung khéng mong mudn gip phii khi sir dung thude. ‘

2- Thanh phiin cta thude
MB&i vién nén chira: |
Hoat chdt: Venlafaxin 37.5 mg (dudi dang Venlafaxin hydroclorid). |
1d dige: Lactose monohydrat, cellulose vi tinh thé 101, natri starch glycolal, cellulose vi tinh thé 102, magnesi stearat.

3- Mo t4 siin phdm o l
VENFAMED TAB cd dang vién nén, diing dé uong. ) |
M5 ta: Vién nén tron mau tring, mot mit c6 khic gach ngang, mot mit co khic chir G.

4- Quy cich dong goi
Hép 3/10 vi x 10 vién nén.

Hop 2 vi x 14 vién nén.
Hf}p 1 chai x 30/ 60 vién nén.
5- Thuéc diing cho bénh gi?
Venlafaxin duge chi dinh diéu tri bénh trim cam va dir phong con tii phat trdm cam nang.
6- Nén dung thube nay nhu thé nao va litu lugng?
Uédng ciing v&i bira 3n.
Diéu tri bénh trdm cdm
Ngudi lon va tré trén 18 tudi: liéu khéi ddu dimg 75 mg/ngdy chia 2-3 lin tron bira dn {rnoa ) b¢nh nhén ¢o thé khoi ddu voi |
lieu thap 37.5 mg;'ng'ly trong 4-7 npdy diu sau do tang dén 75 me/ngdy), néu can thidt lidu c6 thé tang 16i 150 mg/ngay sau vai
tu&n dé dat yéu cdu diéu trj. Liéu toi da 225 mg/ngdy.
Trdm cam nﬁng )’10<r(. nédm vign: liéu khai diu co thé dung toi 150 mg/ngdy, cir sau 2-3 ngay die &u trj ¢6 thé tang
mg/ngdy dén lidu t6i da 375 mg/ngay. Sau dé lidu phai gidm dén.
Khéng ding thudc cho tré em dudi 18 tubi.
Ngirdi bénh suy gan, suy thdn |
Vi ngudi bénh suy gan, suy thin nhe khong cén didu chinh lidu,
Newdi bi suy gan, suy than trung binh, lidu giam mot nira va ding ngay 1 1dn. Khong diing cho ngurdi bénh suy gan, suy than ‘
nang. ‘
|
|

Npwdi gia: Khong cén diéu chinh liu,
Luu y: Licu duqn. tinh theo venlafaxin (venlafaxin hydroclorid 28,3 mg twong duong khoang 25 mg venlafaxin).

7- Khi nﬁo khong nén diing thude nay?
Qu4 min véi venlafaxin hodic véi bét ky thinh phin ndo cta thube.
Céc truémg hop cb nguy co cao v& logn nhjp tim, ting huyét 4p khong kiém sodt duge. "
Ding ddng thoi voi thude e ché monoamin oxidase (MAOQI).
Phy nir mang thai. ;
Tré em dudi 18 tudi. 7

8- Téc dyng khong mong mudn
Rt thudng gap, ADR>1/10
- Thiin kinh: Khé miéng, nhirc dau.
- Tiéu hda: Budn nén. |
- Da; D& md héi. | L2\
Thuong gip, 1/100 < ADR < 1/10 ' N2
- Chuyén héa/ dinh dudng; Tang cholesterol huyét thanh, sut can. ‘\,\_:_
- Thén kinh: Giic mo bAt thuong, giam ham muén tinh dyc, chéng mat, ting truong lyc co, mat ngd, bon chon, dj cam, an

thén, run, 1lin 16n.

- Gide quan: Gian dbng tir, réi loan thi gidc.
- Tim mach; Tang huyét dp, gisn mach, danh tréng nguc
- Hb hip: Ngdp.

Tiéu héa: Biéng i, tio bén, ndén mira.

Niéu - sinh duc: Xuét tinh bit thuong, réi loan cwong duong, rdi loan kinh nguyét, tidu rat.

- Chung: Suy nhuge (mét méi), én lanh,

It gap, 171000 < ADR < 1/100

Huyét hoc: Bim tim, xuét huyét tiéu hoa.

Chuyén hoa/ dinh dudng: Tang cén.

Thin kinh: Lanh dam, do gidc, rung gidt co, kich dong, suy yéu.

Gide quan: Thay dbi cam gidc, U tai.

Tim mach: Ha huyét 4p thé dimg, ngdt, nhjp tim nhanh.

Tiéu héa; Nghifn ring, tiéu chiy.

Da: Ban, rung toc, |

Niéu - sinh dyc: Khodi cam bét thuong (nir), bi tidu.

'

Hiém, 1/10000 < ADR < 1/1000

= Chung: Phit mach, phdn tmg nhay cim énh sdng. ‘



- Thin kinh: Ping ngf“)i khéng yén, mdt van déng, co giat.

- Niéu - sinh dyc; Tiéu khong tw chu.

Chua biét (khong udc lugng duge tdn sudt)

- Huyét hoe: Chiay mau mang nhiy, thai gian chay mau kéo dai, giam tidu ciu, loan tao mau.

- Chuyén héa/ dinh dudng: Chirc niing gan biit thudmg, ha natri huyét, viém gan, HOi Chimg Tiét Hormon Chéng Bai Nigu
Khéng Thich Hop (SIADH).

- Thin kinh: Hpi chimg an théin kinh ée tinh, con mé sang, phén img ngoai thap, loan van déng mudn, y dinh va hanh vi ty tir,
chéng mat, giy hin,

- Gidc quan: Glécom poc dong.

- Tim mach: Ha huyét 4p, kéo dai khoang QT, loan nhip thit, nhanh nhip thit (ké i xodn dinh),

- Hé hép: Tang bach cfu ua cosin & phéi.

- Tiéu hoa: Viém lyy.

- Da: Ban do da dang, bidu bi nhiém doe. hoi chimg Stevens-Johnson, ngita, may day.

- Co xuong: Tiéu co vin.

= Chung: Phan tmg phan vé.

Ngung sir dung va hoi y kién bdc st néu cd cdc ddu higu moi bdt thirong xdy ra.

Cich xi tri tdc dung Khong mong mudn

Da 56 tac dung khéng mong mudn 13 do lién quan dén serotonin nhu budn nén, nén, nhirc diu, mét ngi hoiic budn ngil.

Do thirc &n khong lam giam héip thu thufic qua dirdng tiéu hoa vi vy dé gidm téc dung khong mong mudn do khong dung ngp

thufic nhu budn nén nén udng Lhuoc cung voi lhuc an,

Venlafaxin thuoug gdy tang huyét ap & mot s6 ngudi bénh khi diing ligu viret qud 200 mg,muay, nén néu ngudri bénh di cé

tang huyél ap thi ¢in phai dneu trj tang huyét ap trude khi bit diu dung venlataxin va phai kicm tra huycl ap thuémg xuyén

trong xuit qué trinh dibu rj bﬁng venlafaxin. Vi mt s0 ngudi bénh néu trong qui trinh didu tri ma huyét ap tang 1én thi céin

Lh:a.l phai giam ]u:u hoac ngimg thude.

Néu trong khi diéu trj thiy xuat hign con co g]al phi ngimg thube ngay vi co glat thurdng xay ra khi qua liéu.

ding céc thude chéng tram cam. Tuy nhién, hoi chu‘ng ndy hay giip o logi thudc trc ché tai hip thu setoronin, trong dé
venlafaxin. Néu thdly nguoi bénh nhdt 13 ngui cao wdi bj budn ngw, 16 1n hoje co gidt khi dung thude chéng rim Lujn
|

Giam natri huyét tuong xdy ra & ngudi cao tudi va ¢ thé do cd hi chimg bai tiét hormone khéng nigu khéng thich ]105‘]\;‘/

¢hd ¥ ngay dén gidm natri huyét dé diéu trj.
Thong bio cho bic si nhing tic dung khéng mong mubn giip phéi khi sir dung thudc.

9- Nén trdnh ding nhirng thube hojc thue phim gi khi dang ding thude nay?

Mgt so thudc khi ding darzg thoi vai venlafaxin co thé gay héi chiing serotonin: Thube cudng serotonin, ﬂluoc te ¢hé chon lpe
tai hap thu serotonin, thude ire ché tii hip thu serotonin va noradrenalin, serotonin, thudc lam giam chuyén hoa serotonin, Khi
bét buge phai ding déng thavi venlafaxin véi mat trong cac thudc trén, phai gidm sdt chat ché ngudri bénh, nhét 14 giai doan dau
tién ditu irj. Dic biét khing dugc dung venlafaxin dbng thai véi IMAO vi ¢d thé gy tuong tac nguy hiém tinh mang. Phai
ngimg dung IMAQ it nhét 14 ngay mai bat diu didu tri véi venlafaxin va phéi ngung didu tri véi venlafaxin it nhat 7 ngay
trudec khi bit ddu didu trj véi cde thude chbng trdm cam khac.

Thudc c.‘zang dong mau: Téc dung chbng ddng mau cia warfarin cd thé tdng 1én khi dung clng v&i venlafaxin.

T?moc chong sot rét: Nha san xuat artemether cang voi lumefantrin khuyén céo tranh ding phéi hop voi venlafaxin,

Thudc diéu tri bénh tém than: ndng do clozapin ting trong huyét tuong khi ding ciing véi \renlafnm

Thuée dopaminergic (entacapon): Nha san xufit entacapon khuyén cfin thin trong khi diing phéi hop vai venlafaxin,
Sibuiramin: Tang nguy co djc cho hé {hﬂ.ﬂ. kinh. Nha san xudt khuyén cdo tranh ding ddng thoi, )
Moc!abemrd (mét thude (re ché MAO-A héi phue duge): Tranh ding phoi hop. Phai ¢d mét thai gian tir 3-7 ngay nghi thude
khi muén diing thubc kia.

Thude serotonergic: Tang nguy co gdy hoi chimg serotonin khi phéi hop cic thufc serot tonergic véi nhau, khi phﬁl hop mt
thude serotonergic véi venlafaxin. Hoi chimg serotonin xdy ra trong vii gitr hodc vai ngdy gbm ¢o: vl vi, va md hoi, ia chay,
sét, tang phén xa gin xwong, méit diéu phdi, thay dbi trang thai tim than (1G lin, hung cam nhe), rung gidt co, rét run hoc run,
loan nhip tim, hén mé, déng mau rai rac ndi mach, ting hodc giam huyét 4p, suy thén, suy thé, co gidt va sbt cao.

Cimetidin: Gay trc ché enzym chuyén hoa venlafaxin & gan nhing n6 khing anh huéng téi chét chuyén hoa ¢a hoat tinh cia
venlafaxin 1a O-desmethyl venlafuxin, chiit niy c6 trong |1uyu tirong voi nunu d6 cao. Do dé, cac nha san xuét khuyén céo
rﬁng khi sir dung déng thai venlafaxin voi cimetidin chi cin theo dai cac tricu chimg 1dm sang déi véi nhitng bénh nhin cao
tudi, suy chirc ning gan hojc trude d6 da timg bj tang huy & ap.

Ketoconazol (chat ke ché CYP344)

Ding ddng thoi chét irc ché CYP3A4 (nhu atazanavir, clarithromycin, indinavir, itraconazol, voriconazol, posaconazol,
ketocenazol, nelfinavir, ritonavir, saquinavir, telithromyein) véi venlafaxin ¢6 thé lam tiing néng d¢ ven]afaxm va chilt chuyén
héa O- desmethylvenlafaxin.

Lithi
Hoi chimg serotonin co thé xay ra khi ding déng thai venlafaxin voi lithi.
Imipramin

Venlafaxin khong anh huéng dén dirge dong hoc cia imipramin va 2-OH-imipramin. Di¢n tich dudi dudng cong (AUC) cua
2-OH-desipramin ting 1én 2,5 - 4,5 lin thy thude vao liéu khi ding venlafaxin lidu hing ngay 75 - 150 mg. Imipramin khéng
anh hudng dén duge dong hoc ciia venlafaxin va O-desmethylvenlafaxin. Thén trong khi ding phéi hop venlafaxin va
imipramin.

Haloperidol o

Diing ddng thi venlafaxin va haloperidol lim haloperidol giam thanh théi dudng udng tong cong 42%, ting AUC 70%, ting
Crmax 88%, nhung nira doi thai trir khdng thay déi.

Risperidon

Venlafaxin lam ting AUC cia risperidon 50%.

Metoprolol

Dung déng thoi venlafaxin va metoprolol 1am tang ndng 49 huyét tuong metoprolol xdp xi 30 - 40%.

Andinavir




Dung déng thai venlafaxin va indinavir lam giam AUC indinavir 28% va lam gidm Crax indinavir 36%.
Thudc tdc dgng Ién hé than kink trung wong
Lam ting kha nang tic dung 1€n hé than kinh trung vong.
Desipramin
Lam tang ndng do Iluyel luong cua desipramin.
Chat déi khdng thu thé 5-HT,
C6 thé gdy hdi ching serotonin de dga tinh mang. Cin theo dai ¢én than bénh nhan dc biét trong subt giai doan diu didu tri,
khi tang liéu hojic khi dung khéi ddu thuée serotonergic khic.
Tramadbo!
Co thé ghy hoi chimg serotonin. Nén thin trong khi ding phéi hop nay.
Tryptophan va tien chdt serotonin khde
C4 thé gy hdi chimg serotonin. Khon g khuyén cdo ding phéi hop nay.
10- Cin lam gi khi mjt lin quén diing thunc"
Co thé uung thude ngay khi nho ra, néu gin lidu tiép theo bd qua lidu da quén va udng lidu ké t1ep vao git thuong 1€, Khong
uong liu gp dbi d& bi cho liéu bo sat.

| 11~ Ciin biio quiin thudc niy nhw thé nie?

Bao quan noi kho réo, tranh danh sang, nhiét d k}wng L]Llcl AP

| 12- Nhirng déu higu va trifu chirng khi ding thudic qui_ lidu

Trigu chimg qua lidu venlafaxin Uu.rong gip nhfit bao gbm tim ddp nhanh, thay i mire do tinh tdo (tir ngd lo mo dén hén mé),

gidn dong tr, co gidt, \'é non mira. Cde wrigu chimg khic bao gdm thay dbi dien 1am dd (kéo dai khoang QT, block nhinh, QRS
kéo dai), nhanh nhip thét, nhip tim chdm, ha huyét ap. chéng mat va ur vong,

| 13- Cin phai lam gi khi dang thufic qui lidu khuyén cio?

Khong c6 thu&c gidi de diic higu. Bitu trj trigu chimg va dung cic bign phip h trg. Cin theo doi nhip tim va cac déu higu
sinh t6n. Co thé ding then hoat hoge ria da dd} Do thé tich phin b6 ciia venlafaxin 1on trong co thé, nén gdy lgi niéu, thim
phdn, thin nhin tgo hoge thay dbi méu c6 thé khong co ich.

14- Nhirng diéu cfin thin trong khi dimg thudc niy?
T tur/ y dinh v tie
Neuy co ty tif va ¢d y dinh ty tir viin keéo dai cho t6i khi bénh thuy€n giam dang k&, Béi vi tinh trang bénh ¢é thé khéng cai
thién trong subt vai tuan_ ddu diéu trj hoje hon, nén bgnh nhin cin duge theo dgi chit ¢hé cho 16 khi bénh duge cdi thign. Thi
nghiém lim sang cho thiy nguy co tur tr 4 theé téng trong giai doan sém hai phuc.
Hgi ching serotonin
Ciing nlur véi nhimg thude seratonergic khdc, héi chimg serotonin de doa tinh mang o thé xdy ra khi didu trj voi vcn]afa i
dac biét & nhitng bénh nhén ding dﬁng thoi véi cde MAOL Hi chimg scrotonin bao gom cie thay déi trang thai ta
du, do giac, hén mE) mél 6n djnh hé thin kinh tr chi (ohip tim nlmnh hmel ap khéng on dinb, téng than nhiét), lo
co (ting phan xq, mit phdi hop). vi/hoic cée triéu chimg tidu hoa (budn nan, ndn, tiéu chay).
Gldcom goc hep !
Gian déng tir co thé xdy ra lién quan dén venlafaxin. Cén theo doi chat ¢ha bénh nhén ting nhin 4p hoge bénh nhin c6 nguy co
bi glécdm goc hep cép.
Huyét dp
Tang huyét 4 ép lién quan dén lidu venlafaxin thudng duge bio cdo. Cin kiém tra huyét &p déu dan, sau khi bit dau diéu trj va
sau khi tang lidw. Sir dung thude than trong trén nerng bénh nhin ¢ thé bi t6n thuemg do ting huy ét ap, nhur suy giam chire
ning tim mach.
Nhijp tin
Tang nhip tim co thé xay ra, dic biét & lidu cao. Str dung thube than trong trén nhitng bénh nhén cb thé bi tén thirong do ting
nhip tim.
Bénh tim mach va nguy co logn nhip
Venlafaxin chua duge danh gid trén bénh nhéin co tién sir nhdi mau co tim hay bénh tim khéng dn dinh. Vi vay, cin than trong
khi ding thube trén nhimg bé¢nh nhéin nay. Do nguy co ting huyel 4p phu thude liéu diing nén c¢én phai theo dai hu)'ét ap trong
qué trinh diéu trj khi ding lidu qua 200 mg/ngay. Dinh lugng ndng dd cholesicrol huycl néu bénh nhin dung thude trong thai
gian dai.
Kinh nghi¢m hu mai cho thiy loan nhlp tim de doa tinh mang da dugc bio cdo vdi venlafaxin, dac biét khi qua lidu. Nén cin
nhiic lgi ich va nguy co trirée khi didu tri bing venlafaxin & nhimg bénh nhan c6 nguy co loan nhip trim trong.
Co gidt
Diéu trj bing venlafaxin ¢6 thé gy co giat. Cin than trong khi dang venlafaxin trén nhimg bénh nhin cd tién sir co gift.
Ha natri huyét
Cic trudmp hop ha natri huyét vishoge HBi Chimg T iét Hormon (.hﬁng Bai Nigu Khong Thich Hop co thé xay ra voi
venlafaxin, thuéng gip ¢ nhimg bénh nhéin méit nudc hode giam thé tich. Ngudi gia, ngudi dang mm1 thude loi tiu ¢ nguy co
cao voi cac trigu chitg nay.
Xudt huyét ving bung
Cac thude trc ché tai hdp thu serotonin ¢é thé din dén gidm chic ning tiéu cdu. Nguy co chiy mau méng nhay va da, ké ca
Xuét huyet tidu héa cb thé tang lén & nhimng bénh nhin ding venlafaxin. Venlafaxin nén duge ding thén trong ¢ nhiing bénh
nhén dé chay mau, ké ca bénh nhan dang ding thude chéng déng va thude tre ché tidu céu,
Hung cam/ hung cam nhe
Hung cam/ hung cém nhe xdy ra voi ti 1¢ nho ¢ nhing bcnh nhén réi loan tim thin dung thude chung triim cam, ké ci
venlafaxin, Ding thube thin trong & nhiing bénh nhén c6 tién sit hoac tién st gia dinh bi bénh réi loan hrdmg cyre.
Ngimg dimg venlafaxin
Tranh ngimg thube d6t ngdt. Tride khi ngung dibu trj bﬁng venlafaxin, nén gidm lidu tir tir trong it nhiit 1 - 2 tufin @ giam
nguy co xay ra phin (mg ngung thube (nhu chong mjt, rdi logn cam gide (bao gGm cé dj cam), roi loan gide ngy, kich dong
hay 1o u, budn nén vashodic ndn, run, hoa mat, nhirc ddu va hoi chimg clum).
Sir dung cho tré em: Khiong ding venlafaxin cho tré em va tré vi thanh nién duoi 18 tudi.
Str dyng cho phy nir ¢é thai: Khong ¢6 du Lidu d1y dii vé viée sir dung venlafaxin trén phy nir mang thai. Cac nghién cfru trén
dong viit cho ihﬁ) thude gdy ddc tinh trén sinh san. Chua biét nguy co gy ddc tinh trén nguoi. Chi ding venlafaxin cho phu
nir mang thai khi lgi ich vugt trgi hon nguy co.




Sir dung cho phu nir dang cho con ba: Venlafaxin va chiit chuyén hoa O-desmethylvenlafaxin duge bai tiét vao sira me.
Khéng ding venlafaxin cho phy nir cho con bi.

Anh hwéng cira thube 18n khi niing didu khién tau xe vii viin hinh miy mée: Venlafaxin co thé giy chong mjt, an thin, |
Khéng ding, thudic khi dang 14i xe hoiic vin hinh mdy mde.

i 15- Khi ndo cﬁn tham vin bic sy?

Nen l.ham viin bic si trong. nhiing trugng hop ¢6 cic ddu hi¢u mai bit thuong xay ra.
Néu cin thém théng tin xin .ﬁw J kién bic sj hodic dugc si. |
16- Han ding cia thug - |
36 thing ké tlr ngdy san xudt. ) |
17- Nha sin xuit/chi s¢ hiru gifiy phép diing ky san phim
7 CONG TY TNHH DUQC PHAM GLOMED
Nha may Glomed 1: 86 35 Pai Lo Ty Do, KCN Viét Nam — Singapore, thi xa [Thudi An,
~Z7 tinh Binh Duong.

| 18- Ngay xem xét sira ddi, ¢dp nhit laj ndi dung hwéng din sir dung thudc. '
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