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MAU NHAN CHAI XIN DPANG KY

EACH TABLET CONTAINS:
Venlafaxine hydrochloride equivalent to
Venlafaxine............ .....37.5mg
Excipient g.5.. per 1 tablet

Indication, dosage, instruction and
contra-indication:
Specification: USP 38
See in the leaflet
Store in a dry place, below 30°C,
protect from light.

Read leaflet carefully before use
Keep out of reach of children
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Venlafaxiti SEBED

Chai 30 vién nén

GMP - WHO

MO1 VIEN CHUA:
Venlafaxin hydroclorid tuong ing
Venlafaxin.... .37,5mg
T4 dugc vifa di L1 vign
Chi dinh, ligu ding, cach diing, chdng chi djnh va
c4c thang tin khéc: xem 3 hubng din si dung.
Tigu chudn: USP 38
Béo quan: Noi kho, nhigt do dudi 30°C,
trdnh dnh sdng.
Boc kj hudng din su dung trudc khi dung
DE xa tdm tay cua tré em
San xuft bm
CONG TY CP DUUC PHAM PHUONG BONG
L6 7, Budng 2 - KCN Tén Tao, P-Tén Tao A,

:Bung ueH
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ORIENT PHARMACEUTICAL CORP. Q. Binh T4n - TP.HG Chi Minh - int Nam

EACH TABLET CONTAINS:
Venlafaxine........ ...37.5mg
Excipient gs...... per 1 tablet

Indication, dosage, instruction and
contra-indication:
Specification: USP 38
Seg in the leaflet
Store in a dry place, below 30°C,
protect from light.

Read leaflet carefully before use
Keep out of reach of children
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ORIENT PHARMAGEUTICAL CORP.

EACH r'lI'ABLET CONTAINS:

Venlafaxine..... PO Y 1111
Excipient q.s. .....per 1 tablet
Indication, dosage, instruction and
contra-indication:
Spacification: USP 38
See in the leaflet
Store in a dry place, below 30°C,
protect from light.

Read leafigt carefully before use
Keep out of reach of children
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Chai 60 vién nén
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Chai 100 vién nén

GMP - WHO

GMP - WHO

MO1 VIEN CHUA:
Venlafaxin hydroclorid tuong ung
Venlafaxin. v 37,5Mg
T4 dugc vira di. -1 vién
Chi dinh, liéu ding, cach ding, chdng chi dinh va
céc thang tin khdc: xem tis huong din sif dung.
Tigu chufin: USP 38
Bdo quan: Noi khd, nhigt d0 dudi 30°C,
trénh dnh séng.
Doc ki hudng dén st dung trude khi ding
D€ xa tdm tay cia tré em
Sén xudt Doi:
CONG TY CP DUGC PHAM PHUONG DONG
L6 7, Puding 2 - KCN Tén Tao, P.Tén Tao A
Q. Binh Tan - TP.H Chi Minh - Viét Nam

MOI VIEN CHUA:
Venlafaxin hydroclorid tuong tng
Venlafaxin................
T4 duge viia di.........
Chi dinh, liéu ding, céch ding, ch6ng chi dinh va
cdc thng tin khéc: xem b hudng ddn sd dung.
Tiéu chudn: USP 38
Bdo qudn: Noi kho, nhiét do duti 30°C,
trdnh dnh sdng
Boc k7 hudng din s dung trude khi ding
D6 xa tdm tay cda tré em
Sdn xudt boi:
CONG TY CP DUQC PHAM PHUONG DONG
L6 7, Buting 2 - KCN Tdn Tao, P.Tan Tao A,
Q. Binh Tan - TP.H8 Chi Minh - Viét Nam
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venlafaxin.................o. 7,5mg Ngay SX:
Ta dugec visa a1 vién s 2
Chi dinh, liéu ding, céch dung, chéng chi dinh va Han Dung:
cac théng tin khdc: xem t¢ hudng dén s dyng. San xuAt bai
Mﬁ%%um.zbm_wrﬂ%w:r_mﬂ a9 duéi 30°C, CONG TY CP DUGC PHAM PHUONG DONG
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Venlafaxine 37.5mg

EACH TABLET CONTAINS:

. Read leaflet carefully before use
Venlataxine hydrochloride equivalent to v

VORIafaRING cvovnensmrsesspmrenssommsrsns 37.5mg Keep out of reach of children
Excipientg.s... » per 1 tablet

Indication, dosage, instruction and contra-indication:

See in the leaflet AR LILRLLL

Specification: USP 38

Store in a dry place, below 30°C, protect from light. ORIENT PHARMACEUTICAL CORP
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EACH TABLET CONTAINS: Read leaflet carefully before use
Venlafaxine hydrochloride equivalent to
Veniafaxing..........cooevrivniiniinennns 37.5mg Keep out of reach of children
Excipientgs...... . per 1 tablet

dosage, and contra-indicati _E—M—
See in the leaflet sbos3206ks s
Specification: USP 38 A
Store in a dry place, below 30°C, protect from light. ORIENT PHARMACEUTICAL CORP
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dlorld tuong ung SPK: S6 L6 SX:
Veniafaxin.......................37,5mg Ngay SX:
Ta dugc vira di 1 vign
Chi dinh, liéu diing, cdch ding, chéng chi dinh va Han Dung:
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EACH TABLET CONTAINS: | Read leaflet carefully before use
Venlafaxine hydrochloride equivaient to
Venlafaxine... 37.5mg Keep out of reach of children
Excipient qs...... per 1 tablet :ﬁ m
Indication, dosage, instruction and contra-indication:
See in the leaflet 8 QLNE 537558
Specification: USP 38 —
Store In a dry place, below 30°C, protect from light. ORIENT PHARMACEUTICAL CORP.
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Box of 6 blisters x 10 tablets

EDXOR

MO! VIEN CHUA:

Doc ki hudng dén sif dung trudc khi ding

D& xa tdm tay tré em

Venlafaxin hydroclorid tuong tng SDK: S& L6 SX:
Venlafaxin 37.5mg Ngay SX:
T4 dugc vira d 1 vién Han Dung:
Chi dinh, lléu dung, céch dung, chéng chi dinh va
céc théng tin khac: xem td hudng dan sif dyng San xudt bdi
Tiéu chuén: USP 38 CONG TY CP DUGC PHAM PHUONG DONG
Béo qudn: Noi kho, nhiét a6 dudi 30°C, L6 7, Dudng 2 - KCN T4n Tao, P.Tan Tao A,
trédnh éanh séng. Q. Binh Tan - TP.Hé Chi Minh - Viét Nam
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EACH TABLET CONTAINS:
Venlafaxine hydrochloride equivalent to
37.5mg

Read leaflet carefully before use

Keep out of reach of children

Venlafaxine

Excipient g.s per 1 tablet

Indication, dosage, instruction and contra-indication:

8l19352041537538
See in the leaflet
Specification: USP 38
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Store in a dry place, below 30°C, protect from light. S AQELITIGAL CO
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MOI VIEN CHUA:

Venlafaxin hydroclorid tuong ung

wemrenens37,5MQ

T4 duge viia al........ccceueee 1 vién

Chi dinh, liéu diing, céch ding, chéng chi dinh va
cdc théng tin khac: xem 16 hudng dan sl dung.
Tiéu chudn: USP 38

Bao quén: Nai kh6, nhiét d6 dudi 30°C,

tranh 4nh sang.
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EACH TABLET CONTAINS:
Venlafaxine hydrochloride equivalent to

Venlafaxine.

Excipient g.s .....per 1 tablet

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

Specification: USP 38

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

Sén xuét bdi

CONG TY CP DUQC PHAM PHUONG DONG
L6 7,Dudng 2 - KCN Tan Tao, P.Tan Tao A,
Q. Binh Tan - TP.Hé Chi Minh - Viét Nam
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HUONG BAN SU DUN

Thude ban theo don

Cong thie : Moi vién nén chira:
Venlafaxin hydroclorid

Tuong ing Venlafaxin s.c.v.s g sssensmsssssssessmasain 37,5 mg

Té dugc : Lactose monohydrat, Avicel (Microcrystallin cellulose)!102, Primellose, Talc, Magnesi stearat, Natri
lauryl sultat, Povidon (PVP) K30.

Dugec luc hoc :
Nhém duge 1y : Chéng tram cam
Ma ATC: N06 AX16
Venlafaxin 1a mot thude chong tram cam dan xuit tir phenylethylamin thudc loai trc ché tai hdp thu serotonin va
noradrenalin. Co ché tac dung chinh xac ctia thude chua duge dénh gid mot cach day du nhung venlafaxin va chit
chuyén héa co hoat tinh 1a O-desmethylvenlafaxin c¢6 kha ning Gic ché tai hip thu setoronin manh va yéu hon mét
chit véi noradrenalin, thude it (e ché tai hap thu dopamin. Venlafaxin tic ché tai hap thu setoronin khéng manh
béng cac thude trc ché chon loc tai hap thu setoronin. Thude khong ¢6 i luc dac hidu trén thu thé histamin,
muscarin va adrenalin-alpha hodc beta. Venlafaxin khong tic ché MAO. Venlafaxin khong c6 tac dung gy ngii va
khang muscarin ctia cac thude chdng tram cam ba vong.

Dwoge dong hoc :
Hdp thu : Venlafaxin hap thu dé dang qua duong tiéu hda, thire an lam cham hap thu nhung khéng anh huéng dén
mic d6 hap thu. _
Phdn b : Venlafaxin va chat chuyén hoa O-desmethylvenlafaxin (ODV) lién két v6i protein huyét tuong thip
(theo thir tu 1a 27% va 30%).
Chuyén héa : Sau khi ubng, thude bi chuyén hoa bude mét & gan qua trung gian CYP 2D6 va CYP 3A4 chu yéu
tao thanh O-desmethylvenlafaxin con hoat tinh. Céc chit chuyén héa khac bao gom : N-desmethylvenlafaxin va
N, O-didesmethylvenlafaxin. Nong d¢ dinh ctia venlafaxin va chit chuyén héa O-desmethylvenlafaxin trong
huyét tuong dat duoc sau khi dang thude theo thir tu la 2 gio va 4 gio.
Thai trir - Thoi gian ban thai Venlafaxin va O-desmethylvenlafaxin tuong tmg la 5 gio va 11 gio. O nguoi X0 gan,
venlafaxin thanh thai ¢ gan giam khoang 50% va cia ODV giam khoanU 30%. Venlafaxin thai trir chii yéu qua
nude tieu dudi dang da chuyén hoa, chi 2% thai trir qua qua phan. O nguoi xo gan, thoi gian ban thai ting khoang3
30% ddi véi venlafaxin, khoang 60% dbi voi ODV. O ngudi suy than, thoi gian ban thai ting khoang 50% ddi véi
venlafaxin, khoang 40% déi v&i ODV. O nguoi thim phan, thoi gian ban thai venlafaxin ting 1,5 1an so v&i ngudi
bénh co6 chire nang than binh thuong. Venlafaxin phéan bd vao sira me.

Quy cach dong goi :
Vi 10 vién, hop 1 vi, hdp 2 vi, hop 3 vi, hop 6 vi va hop 10 vi
Chai 30 vién, chai 60 vién va chai 100 vién

Chi dinh :
Bénh tram cam
Bénh lo au toan thé, bénh lo s¢ tiép xtic xa hoi
Céc bénh lo au khéc : Bénh &m anh — xung luc, ching hoang sg, stress sau chan thuong

Liéu lwgng va cach dung :
Dleu tri trdm cam : Ngudi 16n va tre trén 18 tudi : Liéu khoi dau udng 75 mg/ngay chia 2-3 ¥h\t ng bira an (mot
s6 bénh ¢6 thé khoi dau & lleu thap 37,5 mg/]an/ng,ay trong 4 — 7 ngay dau, sau do tang d&n 75 mg/ngay ty theo
d4p tng clia bénh nhan), néu can thiét co thé tang tGi 150 mg/ngay sau vai tuan dé dat yéu ¢au didu tri. Liéu t5i da
225 mg/ngay.
Tram cam nang hodc ndm vién : Liéu khoi dau c6 thé dung téi 150 mg/ngay, clr sau 2-3 ngay diéu tri c6 thé tdng
thém 75 mg/ngay dén lidu tdi da 1a 375 mg/ngay. Sau do phai giam dan.
Déi v6i nguoi suy gan, suy than nhe khong can chinh liéu. Nguoi bénh suy gan, suy than trung binh, liéu giam
mot nira va ding ngay 1 lan. Can giam heu cho nguoi bénh suy gan, suy than nang.
Uonb thude voi mot lugng nude vira di, udng thude trong biia an.

Chéng chi dinh :
Bénh nhan man cam vdi bat ky thanh phan nao ciia thube
Cac trudng hop ¢6 nguy co cao vé loan nhip tim, tang huyét 4p khong kiém soat duogc.
Dung dong thoi véi IMAO
Phu nir ¢6 thai
Tré em dudi 18 tudi

Than trong khi ding :
Thén trong khi dung cho nguoi suy gan, suy than vira va nang. Can phai giam lidu dung.
Than trong v&i ngudi bénh bi bénh tim nhu: M&i bi nhéi mau co tim hodc bénh tim mach khong 4n dinh hodc




nhing trudng hop bénh c6 thé nang 16n do tang nhip tim. Do nguy co tang huyét ap phu thude. lidu diing nén can
phai theo doi huyét ap trong qua trinh diéu trj khi ding liéu qua 200 mg/ngay. Dinh lugng ndng d6 cholesterol
huyét néu bénh nhan dung thude trong thoi gian dai. Than trong v6i ngudi bénh cé tlen str dong kinh, ngudi bénh
tdng dp luc ndi nhan hodc glocom gde ddng, ngudi bénh cb hung cam hogc bénh nhan r6i loan xuét huyét.

Bénh nhén bi phét ban, may day hogc di ing phai dén thay thube kham dé ¢6 hudng xir ly.

Vi ngudi bénh trdm cam c6 nguy co tu sat cao nén can giam sat chdt ché bénh nhan trong sudt qué trinh didu tri,
nhét la trong giai doan dau tién diéu tri cho t6i khi trim cam da.

Cling nhu céc thuée chéng tram cam khéc, venlafaxin ¢6 thé gay chéng mat, ha huyét ap thé dung 1a ¢ ngudi cao
tudi, vi vay khéng nén l4i tau xe hodc van hanh may méc.

Khi diéu tri bang venlafaxin ma ngimg thudc hodc giam lidu dot ngdt c6 thé gdy cdc triéu chimg mét moi, ngii ga,
nhirc dau, budn ndn, chan &n, kh6 miéng, tiéu chay, kich dong, lo-au; cs‘mgﬂlang, 16 1an, hung cam nhe, cam glac
bit thuong, tang tiét mo hoi va chéng mét. Do do, venlafaxi /q/ducc khuyen cdo, trude khi ngung thude phai giam
liu dan dan it nhat trong mot tun sau dot diéu trj kéo da1/ %erymo‘Dmar{ Déng fhorl phdi giam s4t nguoi bénh dé

lam giam phan (mg khi ngimg thuéc. [ ;’/ CG PHAN \ h \
Trong thudc c6 chira td duge: bt “opAne Lw I
Natri lauryl sulfat: Dung thén trong v6i nguoi ¢6 lan da nh é«’ ,-'vg)w Ythe gayra cac phén (g tai chd nhu cham

chich hogc cam giac dét.

Lactose monohydrat: Khéng str dung thude cho bénh nhan khows

kém hap thu glucose — galactose.
Tuong tac thude :

Mot s6 thude khi dung dong thoi véi venlafaxin c6 thé gay hoi chimg serotonin: Thude cudng serotonin, thude trc

ché chon loc tai hip thu serotonin, thuée uc ché téi hp thu serotonin va noradrenalin, serotonin, thude lam giam

chuyén héa serotonin. Khi bit budc phai dung dong thoi venlafaxin véi mot trong cac thude trén, phai gidm sdt

chat ché nguoi bénh, nhat la giai doan dau tién diéu tri. Dic biét khong duge dung venlafaxin dong thii vai

IMAO vi ¢ thé gdy tuong tac nguy hiém dén tinh mang. Phai ngimg ding IMAO it nhat 14 ngay méi bét dau

dung venlafaxin va phai ngimg dung venlafaxin it nhat 7 ngay méi bit dau dung thudc chdng tram cam khac.

Thude chdng dong mau: Téc dung chéng dong mau ciia warfarin c6 thé tang 1¢n khi dung cung véi venlafaxin.

Thude chéng sbt rét: Nha san xuat artemether clng véi lumefantrin khuyén céo tranh ph01 hop vdi venlafaxin.

Thude diéu trj bénh tdm than: Nong db clozapin tang trong huyét tuong khi dung cung véi venlafaxin.

Thude dopaminergic (entacapon): Nha san xuét entacapon khuyén can than trong khi ding phéi hor vdi

venlafaxin. '

Sibutramin: Tang nguy co doc cho hé than kinh. Nha san xuét khuyén c4o trénh dung ddng thoi.

Moclobemid (mot thuoc e ché MAO-A hodi phuc dugc): Trénh ding phdi hop. Phai ¢6 mot thoi gian 3-7 ngay

nghi thude khi mudn dung thude kia.

Thude serotonergic: Tang nguy co gay hoi chimg serotonin khi phdi hop céc thude serotonergic v6i nhau, khi phdi

hop mot thuoc serotonergic v&i venlafaxin. Hoi chimg serotonin xay ra trong vai gio hodc vai ngay gdm co: vat

v, vi md hoi, ia chay, sot, ting phan xa gén xuong, mét didu phdi, thay ddi trang thai tm than (It lan, hung cam

nhe), rung giat co, rét run hodc run, loan nhip tim, hén mé, dong mau rai rac ndi mach, ting hodc giam huy ap,

suy thén, suy tho, co mat va sét cao.

Cimetidin: Gay Gic ché enzym chuyén héa venlafaxin & gan nhung né anh huorng t&i chét chuyén héa c'hoat tinh

cua venlafaxin 1a O-desmethy! venlafaxin, chét nay ¢6 trong huyét tuong vdi nong do cao. Do déedcMha san Xuat

khuyén céo rang khi str dung dong thoi venlafaxin véi cimetidin chi cin theo dai cac triéu chiing 1am sang ddi véi

nhimg bénh nhén cao tu01 suy chire nang gan hodc trude d6 da timg bi ting huyét ap
Téc dung khong mong mudn:

Thuong gap, ADR > 1/100

Than kinh: Pau dau, mat ngt, budn ngu, chéng mat, suy nhuge, lo 4u, cing théng, kich dong, 4c mdng, hoang

mang.

Tim mach: Run ray, gian mach, nhip tim nhanh, tang huyét ap, phu thudc liéu.

Tiéu hoa: Kho mleng, tdo bén. Ngoai ra con gip budn ndn, non, chan an, &n khong tiéu, dau bung, tiéu chay.

Chuyén héa va néi tiét: Tang hodc giam can, tang cholesterol mau, rdi loan chirc nang sinh duc.

Di tmg: Ngtra, phat ban, kho the.

Khac: Cam giac lanh v sdt, ting tiét md héi, di tiéu nhidu, réi loan thj luc, dau co, dau khop, U tai.

It gap:1/1000 <ADR < 1/100:

Tim mach: Ha huyét ap thé dimg, ngat loan nhip tim, tim d4p nhanh.

Than kinh trung uong va tdm than: Mét diéu phdi, rdi loan van ngén, rdi loan ngoai thap, hung cam nhe, 4o giéc,

co giat, ngat

Trén gan: Viém gan, tdng enzym gan c¢6 phuc hoi.

NGi tiét: chay stra.

Di tmg: Qua man, ban d6 da daﬁg hor*cfl‘ﬁ'ng Stevens-Johnson, phu mach

Khéac: Vét bam tim & da, xuat huyét tiéu hoa, bi tiéu tién, man cam 4nh sang.

Hiém gap: ADR<1/1000

g,ngp -galactose, thiéu hut Lapp lactase hay

bt




Mau: Ri loan tao mau nhu giam bach cau hat, thiéu mau bt san, giam bach cau trung tinh, giam toan thé huyét
cau.
Tim: Khoang QT dai
Khéc: Giam natri huyét, viém tuy va ting té bao wa eosin & phdi. Y nghi tu tir dic biét & tré em.

Huéng dan cach xir tri ADR
Pa sé céc tic dung khéng mong mudn 1a do lién quan dén serotonin nhur budn nén, nén, nhic dau, mit ngt hodc
buon ngl. Do thuc dn khong lam giam hép thu thuoc qua duong tiéu hoa vi vay dé giam tac dung khéng mong
mudn do khéng dung nap thudc nhur budn non nén udng ciing véi thire an.
Venlafaxin thuong gdy tang huyet ap & mot sd ngudi bénh khi dung lidu vuot qué 200 mg/ngdy, nén néu nguoi
bénh da 6 tang huyét ap thi can phai diéu tri tang huyet ap trude khi bit dau dung venlafaxin va phai kiém tra
huyet ap thu’ong xuyén trong suot qua trinh diéu trj bang venlafaxin. V&i mot s6 ngusi bénh néu trong qué trinh
diéu tri ma huyet ap tang lén thi can thiét phai giam lidu hogc ngung thudc.
Néu trong khi didu tri thay xut hién con co giat, phai ngimg thube ngay vi co giat thudng xay ra khi qua lidu.
Giam natri huyét thudng xay ra & nguoi cao tudi va c6 thé do ¢ hoi chimg bai tiét hormon khang nig¢u khong
thich hop khi ding thude trdm cam. Tuy nhién, hoi ching nay hay gdp ¢ loai thude Grc ché thu hap thu serotonin,
trong do c6 venlafaxin. Néu thay ngudi bénh nhét 1a ngudi cao tudi bi budn ngu, 14 1dn hodc co giat khi dung
thude chdng trdm cam, phéi chy y ngay dén giam natri huyét dé diéu tri.

Qua liéu va xir tri :
Qua liéu: Hon mé, ngu lim, ngti ga, thay dbi dién tam do, loan nhip tim va xuat huyét ning.
X tri: Chua c6 thube giai doc dic hidu. Dung than hoat, rira da day néu phat hién sém. Bién phép chu yéu 1a diéu
tri triéu chimg va hd tro ho hép.
Do thé tich méu phan bd cuia venlafaxin 16n trong co thé, nén gy loi niéu, thdm phan, than nhén tao hoic thay dAi
méu c6 thé khong 6 ich.

Tac dung khi vin hanh may moéc va l4i tau xe:
Venlafaxin c6 thé gay chéng mit, ha huyét 4p thé dimg 12 & ngudi cao tudi, vi vay khong nén lai tau xe hodc van
hanh may moéc khi dang dung thude.

Phu nit ¢6 thai va cho con bu :
Thoi ky mang thai: Céc ba me mang thai ding venlafaxin gan ngay sinh c6 thé gdp cdc phan (ng ngting thuoc ¢
tré sau khi sinh. Mot nghién ctru & 150 ngudi ding venlafaxin vao 3 thang dau cua thai ky thay 25 nguoi xa
va thai chet 2 nguoi ¢o thai di dang. Mat du ti [€ nay cao hon khong ¢6 v nghia so v01 n om déi chime ¥ ume |
céc nha san xuat khuyén cdo khong diing veniafaxin cho phu nit mang thai trir khi that can thist.
Thoi ky cho con bu: Venlafaxin va chét chuyén hda O- desm&hylvenlafaxm bai tiét vao sita
dung khong mong mudn trén tré b me. Khéng diing thude cho phu nix nuéi con bu.

Bao quan : Noi khd, mat, nhiét do dudi 30°C, tranh anh séng.

Thudc san xuét theo: USP 38

Han dung : 36 thang ké tir ngay san xuét

Ngay xem xét sira doi, cap nhat lai ndi dung huéng dan sir dung thude : '
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HUONG DAN SU DUNG THUOC CHO BENH NHAN

1.

2.

3.
4.

5.

6.

G

8.

Tén san pham: EDXOR O

— Thudc ban theo don /X

— Doc ky erc’)ng, dan str dung trudc kh{ (

— DE xa tam tay tré em o\

— Thong bao ngay cho bac sy hodc dtro&
thube.
Thanh phén, ham lwgng ciia thue:

— Venlafaxin hydroclorid

Tuong tmg Venlafaxin........ 37,5 mg

— Td dirge: Lactose monohydrat, Avicel (Microcrystallin cellulose)102, Primellose, Talc, Magnesi
stearat, Natri lauryl sulfat, Povidon (PVP) K30.

M@ ti san pham: Vién nén tron, mau trang hoac tring nga, hai mat tron.
Quy cach dong goi :

— Vi 10 vién, hop 1 vi, hop 2 vi, hop 3 vi, hdp 6 vi va hop 10 vi

— Chai 30 vién, chai 60 vién va chai 100 vién
Thubc ding cho bénh gi?

— Bénh trdm cam

— Bénh lo 4u toan thé, bénh lo so tiép xtc xa hoi

— Cac bénh lo 4u khac : Bénh am anh — xung lyc, chimg hoang so, stress sau chdn thuong
Nén dang thude nay nhu thé nao va liéu legng?

— Diéu tri tram cam : Nguoi 16n va tre trén 18 tudi : Liéu khoi ddu udng 75 mg/ngay chia 2-3 lan trong
bita an (mdt s6 bénh c6 thé khai dau ¢ liéu thap 37,5 mg/lan/ngay trong 4 — 7 ngay dau, sau d6 ting
dén 75 mg/ngay tiy theo dap (mg cua bénh nhan), néu can thiét c6 thé ting t6i 150 mg/ngdy sau vai tudn
dé dat yéu cau diéu tri. Lleu t6i da 225 mg/ngay

— Tram cam nang hodc nam vién : Liéu khoi dau c6 thé dung téi 150 mg/ngay, ct sau 2-3 ngay diéu tri
c6 thé tang thém 75 mg/ngay dén lidu t6i da la 375 mg/ngay Sau do phai giam dan.

— Déi voi ngudi suy gan, suy than nhe khong can chinh liéu. Ngudi bénh suy gan, suy thénggrung ihh,
liéu giam mot nira va dung ngay 1 lan. Can giam liéu cho ngudi bénh suy gan, suy than ning!

— Udng thude voi mot luong nude vira du, udng thude trong bira an.

Khi nio khong nén ding thudc nay?

— Bénh nhan mén cam véi bat ky thanh phan nao cta thude thude

— Cac truong hop c6 nguy co cao vé loan nhip tim, tang huyét ap khong kiém soat dugc.

— Duing déng thoi véi IMAO

— Phu nit ¢6 thai

— Tré em dudi 18 tudi
Tac dung khong mong mudn:

Thirong gap, ADR > 1/100

— Than kinh: Pau dau, mét ngi, budn ngu, chéng mat, suy nhuge, lo 4u, cing thing, kich dong, 4c
mong, hoang mang.

— Tim mach: Run ray, gian mach, nhip tim nhanh, tang huyét ap, phu thudc liéu.

— Tiéu hoéa: Kho miéng, tdo bon. Ngoai ra con géip budn ndn, ndn, chan an, dn khong tiéu, dau bung,
tiéu chay.

— Chuyén héa va noi tiét: Tang hoic giam can, tang cholesterol mau, roi loan chire nang sinh duc.

— Di ung: Ngura, phat ban, khoé tho.

— Khéc: Cam giac lanh va sot, tang tiét md hoi, di tiéu nhiéu, rdi loan thi luc, dau co, dau khép, u tai.
It gap:1/1000 <ADR < 1/100:

— Tim mach: Ha huyét ap thé dimg, ngét, loan nhip tim, tim dép nhanh.

— Thaén kinh trung vong va tam than: Mét diéu phéi, ri loan véan ngdn, réi loan ngoai thap, hung cam
nhe, 4o giéc, co giat, ngat.

— Trén gan: Viém gan, ting enzym gan c¢6 phuc hoi.

— Noi tiét: chay sita.

— Di tng: Qua man, ban do da dang, hoi chirg Stevens-Johnson, phu mach




10.

11,

12.

13.

14.

Khéc: Vét bam tim ¢ da, xuat huyét tiéu hoa. bi tle = nam cam anh sang

Hiém gap: ADR<1/1600 i
Mau: Rdi loan tao mau nhu giam bach cau
toan thé huyét cau.

'I‘im Khoéng Q’l‘ d£1i

Nén tranh dung nhlrno 1huoc hoac thue pham gi khi dang st dung thuoc nay"

Mot sb thude khi dung dong thoi véi venlafaxin ¢6 thé gy hoi chimg serotonin: Thude cuong
serotonin, thudc e ché chon loc tai hip thu serotonin, thudc e ché tai hip thu serotonin va
noradrenalin, serotonin, thudc lam giam chuyén héa serotonin. Khi bat bude phai dung dong thoi
venlafaxin v&i mot trong cac thude trén, phai giam sat chat ché nguoi bénh, nhét 1 giai doan dau
tién diéu tri. Ddc biét khong duge ding venlataxin dong thoi voi 1MAO vi ¢6 thé gdy tuong tic nguy
hiém dén tinh mang. Phai ngimg ding IMAO it nhat 14 ngay moi bat dau dung venlafaxin va phai
ngirng dung venlafaxin it nhat 7 ngay méi bat dau dung thude chong trdm cam khac.

Thude chéng dong mau: Tac dung chdng dong mau ciia warfarin ¢6 thé tang 1én khi dung cing vai
venlafaxin.

Thude chdng sét rét: Nha san xuét artemether cing voi lumefantrin khuyén céo tranh phdi hop véi
venlafaxin.

Thube diéu tri benh tam than: Nong do clozapin tang trong huyét tuong khi ding cing voi
venlafaxin.

Thude dopaminergic (entacapon): Nha san xuat entacapon khuyén can than trong khi ding phi hop
vai venlafaxin.

Sibutramin: Tang nguy co doc cho hé than kinh. Nha san xuét khuyén cdo tranh dung dong thoi.
Moclobemid (mot thude e ché MAO-A hoi phuc duoc):Tranh dung phéi hop. Phai ¢c6 mot thoi gian
3-7 ngay nghi thube khi mubn ding thube kia.

Thude serotonergic: Tang nguy co gay hoi ching serotonin khi phdi hop cac thude serotonergic véi
nhau, khi phdi hop mot thude serotonergic voi venlafaxin. Hoi chung serotonin xdy ra trong vai gio
hodic vai ngay gdm co: vat v, v md hoi, ia chay, sot, tang phan xa gan xuong. mét didu phdi, thay
ddi trang thai tim than (14 1an, hung cam nhe), rung gidt co, rét run hodc run, loan nhip tim, hén mé,
déng méu rai rac ndi mach, tang hodc giam huyét ap, suy than, suy tho, co giat va sét cao.

C1met1d1n Gay tc ché enzym chuy én hoa venlataxm 0 gdn nhuno no6 anh lurcmo t&i chét chuyen hé

cao. Do do cac nha san xuét khuyen céo rang khi sir dung dong lhm venlafaxin véi cimet
theo ddi cac tri€u chimg lam sang ddi voi nhitng bénh nhan cao tudi, suy chire nang gan ho_ trude
d6 da timg bi tang huyét 4p

Cian lam gi khi mét lan quén khong ding thude?

Khoéng nén dung lidu gép doi dé bu cho mot liéu lang quén. Néu ban quén udng mét liéu hay udng
ngay khi nhd ra va sau do udng liéu tiép theo vao dang thai diém.

Tham khéo y kién béc si.

Cin bio quén thude nay nhu thé nao?

Noi khd, nhiét do duéi 30"C, tranh 4nh séng.

Nhirng d4u hiéu va triéu chirng khi ding thubc qua liéu:

Hon mé, ng lim, ngu ga, thay doi dién tam do, loan nhip tim va xuat huyét nang

Can phai lam gi khi dung thubc qua liéu khuyén cio:

Chua ¢6 thube giai doc dic hiéu. Dung than hoat, rira da day néu phat hién som. Bién phéap chu yéu
la diéu tri triéu ching va hd tro ho hip.

Do thé tich mau phan bq clia venlafaxin i6n trong co thé, nén gay Igi niéu, tham phan, than nhan tao
hodc thay doi méu c6 thé khong c¢é ich

Nhirng diéu cin than trong khi dung thude nay:

Than trong khi dung cho nguoi suy gan, suy than vira va nang. Can phai giam liéu dung.

Thén trong v6i ngudi bénh bi bénh tim nhu: Mdi bi nhdi mau co tim hode bénh tim mach khong 6n
dinh hoic nhimg truong hop bénh ¢6 thé nang 1én do tang nhip tini. Do nguy co tang huyét ap phu
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thudc lidu dung nén can phai theo doi huyet ap trong qué trinh diéu trj khi dung liéu qud 200
mg/ngdy. Dinh lugng ndng do cholesterol huyét néu bénh nhan dung thude trong thoi gian dai.

— Than trong vé6i ngudi bénh ¢6 tién sir dong kinh, _nguoi bénh tang ap lyc ndi nhan hodc glocom goc
déng, ngudi bénh c6 hung cam hozc bénh nhan rdi loan xut huyet

— Bénh nhan bj phat ban, may day hoic di tmg phai dén thay thudc kham dé co hudng xir ly.

— Vingudi bénh trAm cam c6 nguy co ty sét cao nén cin gidm st chdt ché bénh nhén trong sudt qué
trinh diéu tri, nhit 1 trong g1a1 doan dau tién diéu tri cho t6i khi trAm cam d&.

— Ciing nhu céc thuoc chéng tram cam khéc, venlafaxin c6 thé gdy chong mat, ha huyét 4p thé ding la
o ngu’cn cao tudi, vi vay khong nén lai tau xe hodc vin hanh may moc.

— Khi diéu trj bang venlafaxin ma ngimg thudc hodc giam lidu dot ngot c6 thé gdy céc tricu chimg mét
moi, ngli ga, nhtrc dau, budn non, chén an, kh6 miéng, ti€u chay, kich dong, lo 4u, cing thang, 14 14n,
hung cam nhe, cam gidc bt thudng , tang tiét md hoi va chéng mat. Do do, venlafaxin dugc khuyén
cdo trude khi ngimg thude phai giam lidu dan dan it nhat trong mot tuan sau dot diéu tri kéo dai trén
mot tuan. Dong thoi phai gidm sét nguoi bénh dé lam giam phan tng khi ngimg thudc
Trong thuoc cé chira 1 duoc:

— Natri lauryl sulfat: Dung thdn trong v6i ngudi ¢6 lan da nhay cam vi c6 thé gay ra cac phan ung tai
chd nhu chdm chich hodc cam giac dot.

— Lactose monohydrat: Khong st dung thude cho bénh nhan khong dung nap galactose. thiéu hut Lap pp

lactase hav kém hap thu glucose — galactose.

Khi nio cAn tham vAn bae sy, dwge s : '

— Thong bdo cho bac sy nhitng tac dung khong mong mudn gap phai khi sw dung thudc. ‘
Néu cén thém thong tin xin hoi ¥ kién bdc sy hodc diroc s7
16. Han ding : 36 thang ké tir ngdy sin xuét -
17. Tén/biéu twgng ciia nha sin xudt/nka nhap khiu /chii s6 hitu gidy phép ding ky san phapm:
dsem sz CONG TY CO PHAN DUGE PH/im PHUING DO
2UAC Prkst L8 7, dudng 2, Khu cOng nghiep Tan Tao, . Binh Tan, TP HY !
PHUONG DONC  ©T 0873 7.540.724 - 08 37 540 725 Fax  08.3.7 505807
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18. Ngay xem xét sira doi, cap nhit lai ndi dung huéng dan sir dung thude:
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