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VENLIFT OD-150
VENLAFAXINE EXTENDED

VENLIFT OD -150

1 BUSTER STRIF OF 7 CAPSULER

“D0 NOT EXCEDD INDICATED DOSE”
“KEEP OUT OF REACH OF CHILDREN'
"READ THE INSTRUCTIONS CAREFULLY

BEFORE USING”

VENLIFT OD -150

RELEASE CAPSULES
150mg
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Manufactured by :
TORRENT PHARMACEUTICALS LTD

INDIA

VENLIFT OD-150

Compositon:

Each hard gefatin capsule conlains
Venlafaxine Hydrochloride Ph, Eur
Venlalaxine 150 mg

{In the form of extended-release pellets)

Dasage & Administration
As directed by the Physician,

Swallow whale capsule, do nat crush or chew

Indication, Conlraindication,
Precaution and Side effects
Please see the enclosed leaflet
Storage condition:

Store below 36C
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VENLIFT OD 150

Vién nang giai phong kéo dai Venlafaxine......150 mg

CANH BAO PAC BIET:

Thudc ban theo don

Poc ki hudng din st dung trudc khi dung.

Né&u can thém thong tin, xin hdi y ki€n béc si.

Xin thong bdo cho béc si bi€t cdc tic dung ngoai ¥y xdy ra trong qud trinh s dung.
Pé thudc xa tim tay tré em.

Khong ding thudc di qud han st dung.

THANH PHAN
MJbi vién nang gidi phdng kéo dai ¢6 chita: ’&/
Hoat chat: o

Venlafaxine hydrochloride Ph.Eur tuong duong Venlafaxine...........150 mg (dudi dang ham
Td dugc: Sugar Globules (20/30#), HPMC 2910 E15 LV (Hypromellose), Colloidal Silicon
Dioxide (Aerosil 200), Methyl Alcohol , Methylene Chloride, Talc , Ethyl cellulose (45 cps),
Hydroxypropyl methyl cellulose (HPMC 6 c¢ps), Nang ¢d s& “0”, mau cam, trong sudt.

DUQC LUC HQC:

Cd ch€ tdc dung chong trim cidm cia venlafaxine trén ngudi dugc cho 1a liéu quan téi kha ning
tdc dung trén hoat dong din truyén than kinh & hé than kinh trung wong. Cdc nghién cifu tién
lam sang da chi ra ring venlafaxine va chit chuyén héa cé hoat tinh cia né O-
desmethylvenlafaxine (ODV) la cdc chdt @c ché€ manh sy tdi hip thu serotonin va
norepinephrine thin kinh, @c ché y&€u sy tdi hdp thu dopamine. Venlafaxine va O-
desmethylvenlafaxine (ODV) khoéng c¢6 4i luc dang ké ddi vdi cdc thu thé muscarinic
cholinergic, H1-histaminergic hodc 1-adrenergic trén in vitro. Tdc dung dudgc 1y tai cdc thu thé
nay dugc cho la ¢6 lién quan dén tdc dung phu khdc da thdy & cdc thudc chong trim cdm khéc
nhu cdc thude khdng cholinergic, cdc thudc an thin, cdc tic dung trén tim mach. Venlafaxine va
O-desmethylvenlafaxine (ODV) khong ¢6 tdc dung tic ch€ monoamine oxidase (IMAO).

DUGC PONG HQC:

Trang thdi 6n dinh néng d6 clia venlafaxine va O-desmethylvenlafaxine (ODV) trong huyét
trong dat dude trong vong 3 ngay khi di€u tri da liéu. Venlafaxine va O-desmethylvenlafaxine
(ODV) cho thdy ddng hoc tuyén tinh trong khodng liéu 75 — 450 mg/ngay. Thdi gian ban thai
bi€u ki€n 1an lugt 1a 5£2 va 11x2 gid, thé tich phin bd biéu ki€n (3 trang thdi 8n dinh) 1dn lugt
1a 7,5 £ 3,7 va 5,7 + 1,8 L/kg. Venlafaxine va O-desmethylvenlafaxine (ODV) lién két t5i thiéu
(1an lugt 1a 27% va 30%) vdi protein huyé&t twong & ndng do diéu tri

Hap thu

Venlafaxine dugc hdp thu 6t va chiu chuyén héa buSc diu qua gan manh. O-
desmethylvenlafaxine (ODV) la chat chuyén héa chinh duy nhat ¢é hoat tinh. Dua trén cd sd
clia cdc nghién cifu can biing khdi lugng, it nhat 92% liéu don venlafaxine dung dudng udng
duge hdp thu. Sinh khd dung tuyét d6i clia venlafaxine khodng 45%.
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U&ng vién nang gidi phdng kéo dai Venlafaxine (150 mg mdi 24 gid) thudng cho k&t qui Cmax
thdp hon (150 ng/ml d5i vdi venlafaxine va 260 ng/ml ddi vdi O-desmethylvenlafaxine ( ODV))
va Tmax dai hon (5,5 gid dGi véi venlafaxine va 9 gid d6i véi O-desmethylvenlafaxine (ODV))
so vdi vién nén gidi phéng e thi venlafaxine (sau khi uéng 75 mg mdi 12 gid vién nén gidi
phéng nic thi venlafaxine, Cmax 1a 225 ng/ml d6i v&i venlafaxine va 29( ng/ml d6i véi O-
desmethylvenlafaxine (ODV); Tmax 13 2 gid d6i véi venlafaxine va 3 gid déi vdi O-
desmethylvenlafaxine (ODV)). Thifc dn khéng dnh hudng dén sinh kha dung cda venlafaxine
ciing nhut chat chuyén héa ¢6 hoat tinh O-desmethylvenlafaxine (ODV). Thdi gian udng (sdng
hay chiéu) vién nang gidi phéng kéo dai Venlafaxine 75mg khéng 4nh hudng dén dugc dong
hoc clia venlafaxine va O-desmethylvenlafaxine (ODV).

Chuyé€n héa va thai trir

Sau khi hap thu, venlafaxine trdi qua qud trinh chuyé&n héa truSc hé tudn hoan rdng rai tai gan,
chti yéu thanh O-desmethylvenlafaxine va mdt phin thanh N-desmethylvenlafaxine, N,O-
didesmethylvenlafaxine va cdc chit chuyén héa khdc. Cac nghién cifu in vitro cho thiy sy hinh
thanh cida O-desmethylvenlafaxine (ODV) dudc xic tdc bdi CYP2D6 diéu ndy di duge xdc nhin
trong mot nghién cifu lm sang cho thiy ring & cdc bénh nhin véi mic CYP2D6 thip (chuyén
héa yéu) thi ndng d6 venlafaxine ting va ndng dd O-desmethylvenlafaxine (ODV) gidm so vdi
bénh nhin ¢6 CYP2D6 binh thudng (chuyén héa manh). Tuy nhién sy khdc biét giita CYP2D6
chuyén héa han hep va tdng rdi khong du kién tinh quan trong vé mit lam sing bdi vi tong
venlafaxine va O-desmethylvenlafaxine (ODV) tuong ty nhu nhau & ¢4 hai nhém, venlafaxine
va O-desmethylvenlafaxine (ODV) cling c¢6 sy twong duong hoat tinh va hiéu luc xét trén tinh
dugce 1¥.

Khodng 87% liéu venlafaxine dugc fim thdy trong nudc ti€u trong vong 48 gid dudi dang
velafaxine khong ddi (5%), O-desmethylvenlafaxine (ODV) dudi dang khdng lién hgp (29%),
O-desmethylvenlafaxine (ODV) dang lién hgp (26%) hoic mdt s6 chdt chuyén héa khodng 6
hoat tinh khdc (27%). Do vay thin 1a con dudng thai trir chi y&u clia venlafaxine vi cdc chit
chuyén héa cia né.

Poi tugng diic biét

Tubi tdc va gidi tinh : Mot phan tich dude ddng hoc trén 404 bénh nhin diéu tri vdi venlafaxine
2 lin/ngdy vi 3 lin/ngiy cho thay nong d6 huyé&t tuong dinh & liéu thong thudng ciia
venlafaxine hoiic O-desmethylvenlafaxine (ODV) khong bi thay ddi bdi twdi hodc gidi. Do viy
khong can phai chinh liéu & d6i tuong nay.

Chuyén héa manh/yéu ciia CYP2D6 : Nong dé huyét nrong clia venlafaxine & nhimg ngudi
chuyén héa yéu cia CYP2D6 cao hon so vdi ngudi chuyén héa manh ciia CYP2D6. Do AUC
toan phin cla venlafaxine va O-desmethylvenlafaxine (ODV) twong ty & ¢4 hai ddi tugng nay
nén khong cin phéi chinh liéu & ¢ hai nhém.

Bénh gan: Trén 9 bénh nhin xd gan, dic tinh duge dong hoc phin bd ciia cd venlafaxine va O-
desmethylvenlafaxine (ODV) thay d6i ddng k€ sau khi uSng venlafaxine. Thdi gian bédn thédi cda
venlafaxine kéo dai khodng 30% va d6 thanh thdi gidm khodng 50% & bénh nhidn xd gan so v4i
ngudi ¢é chic ning gan binh thudng. Thoi gian bdn thdi cliia O-desmethylvenlafaxine (ODV)
kéo dai khodng 60% va dd thanh thidi gidm khodng 30% & bénh nhin xd gan so vdi ngudi cé
chifc ning gan binh thudng. O bénh nhin xd gan ning d6 thann thdi venlafaxine suy gidm ddng
ké hon (khodng 90%) so véi ngudi binh thudng. Khdng cén chinh liéu & bénh nhin nay.



Bénh thian: Trong mdt nghién citu suy than, thdi gian ban thdi cda venlafaxine sau khi uéng kéo
dai khodng 50% va do thanh thdi gidm khodng 24% & bénh nhan suy thin (mic loc cau thin =
10 — 70 ml/phit) so v8i ngudi binh thudng. G bénh nhan thdm tich, thdi gian bdn thai cla
venlafaxine kéo dai khodng 180% va d6 thanh thdi gidm khodng 57% so vdi ngudi binh thudng.
Thdi gian bdn thédi ciia O-desmethylvenlafaxine (ODV) kéo dai khodng 40% mic du d6 thanh
thai khong ddi 3 bénh nhan suy thin (mic loc cAu thadn = 10 — 70 ml/phit) so véi ngudi binh
thudng. G bénh nhan thim tich, thoi gian ban thai clia O-desmethylvenlafaxine (ODV) kéo dai

khodng 142% va thanh thdi gidm khodng 56% so véi ngudi binh thudng. Khéng cdn chinh li€u &,

doi tugng bénh nhan nay.

CHI PINH PIEU TR]

Tram cdm: Vién nang gidi phéng kéo dai Venlift OD (Venlafaxine HCI) dugc chi dinh di€u tri
bénh trim cidm.

R&i loan lo au lan tda (GAD): Venlift OD dugc chi dinh diéu tri rdi loan lo 4u lan téa dudc dinh
nghia trong s8 tay hudng din chun dodn va thdng ké cdc r6i loan tim thin (DSM-IV)

LIEU LUGNG VA CACH DUNG

Venlift OD dugc udng theo liéu don vao bita dn sdng hoic t5i & cling mot thdi di€m trong ngay.
Nén nudt cd vién ciing vdi nudc, khong chia liéu, bé, nhai nat hay dé trong nudc.

Liéu khéi ddu

Trdm cdm: D&i vdi hau hét cdc bénh nhan liéu khdi ddu 1a 75 mg/ngay, dung liéu don. Trong
cdc danh gid thi nghiém 1am sang, hiéu qué cla Venlift 3 bénh nhan trim cdm vita liéu khdi
diu cia venlafaxine 1a 75mg/ngay. G mdt s6 bénh nhan, liéu khdi ddu la 37,5 mg/ngay trong 1
— 7 ngay, theo ddi cdc bénh nhan mdi diing thudc trudc khi ting liéu 1én 75mg/ngay. Bénh nhan
khong ddp tng vdi liéu 75mg/ngay thi hiéu qua c¢6 thé dat dugc khi ting liéu t6i da xap xi 225
mg/ngdy. Néu can ting liéu 1én 75mg/ngay va thuc hién ngit quing khdng dudi 4 ngay vi nong
dd huyét tong hiing dinh cda venlafaxine va cdc chat chuyén héa clia né dat duge & hdu hét
bénh nhan trong 4 ngay. Pdnh gid hiéu qué trong cdc tht nghiém 1am sang, thi viéc ting liéu
chudn cho phép thuc hién ¢ 2 tudn mdt 1an hodc hon vdi liéu trung binh khodng 140 — 180
mg/ngay.

R&i loan lo du lan téa (GAD): Hau hét & cdc bénh nhian liéu khdi dau l1a 75 mg/ngay, dung liéu
don. Pdnh gid hiéu qud 14m sang trén cdc bénh nhin GAD ngoai trd liéu khdi diu 1a 75
mg/ngay. G cdc bénh nhin dang lidu 37,5 mg/ngdy trong 4 — 7 ngay cin theo dbi d€ diéu chinh
ting liéu 75 mg/ngay. Mic di mdi quan hé liéu ddp Wng hiéu qua & bénh nhan GAD chua duge
thi€t 14p rd rang trén cdc nghién citu ¢d dinh liéu nhung cdc bénh nhin chic chin khong ddp
tng véi li€u khdi ddu 75 mg/ngay thi liéu hiéu qua ting t3i da xap xi 225 mg/ngay. C6 thé ting
liéu 1én 75 mg/ngay néu cin va thuc hién khong dudi 4 ngay.

Chuyén cic bénh nhan dang diing vién nén Venlift

Bénh nhin trim cdm dang diéu tri vdi vién nén Venlift c6 th€ chuyén sang Venlift OD vdi liéu
twong ¢ng nhu tit 37,5 mg x 2 lan/ngay dén 75 mg/lan/ngay. Tuy nhién viéc diéu chinh liéu &
ting bénh nhin 12 cin thiét.

Bénh nhan suy gan

Gidm thdi va ting nira doi thdi trif & cd vién nén va vién nang gidi phéng kéo dai Venlift dugc
quan sit & bénh nhan xd gan so vdi ngudi binh thudng. Li€u khdi diu nén gidm xudng 50% &
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bénh nhin suy gan trung binh. Do ¢6 sif bi€n ddi thanh thdi nhi€u & titng bénh nhén xd gan, chi
dinh liéu 18 rang ciing cAn dudc thuc hién § mot s§ bénh nhén.

Bénh nhan suy thin

Gidm thadi v ting nita ddi thdi i & ¢4 vién nén va vién nang gidi phéng kéo dai Venlift duge
quan sit § bénh nhin suy thin (GFR = 10 — 70 mL/phtt) so véi ngudi binh thudng. Téng liu
khdi diu hang ngay nén gidm xudng 25 — 50%. G bénh nhan dang diéu tri thim tach, thi tdng
liéu khéi diu gidm xudng 50% va ciing c6 thé khong ding dude thudc cho t3i khi viéc thim tdch
hoan tat (it nha't trong 4 gid). Do ¢6 sy bién ddi thanh thdi nhiéu § ting bénh nhan suy thin, chi

dinh liéu rd rang cling ¢an dudgc thitc hién & mdt s& bénh nhin. {({C’/
/

Nguoi gia:

Khong diéu chinh liéu ggi ¥ & ngudi gia néu chi dya vao d6 tudi. Ciing nhu cdc thude diéu tri
tram cdm hoic 181 loan lo ling chung can than trong khi diéu tri 8 ngudi gia.

Piéu tri duy tri / kéo dai: Can tdi ddnh gid theo giai doan & bénh nhin tiép tuc diéu tri véi
Venlift OD ¢6 hiéu qua.

Ngung dung Venlift OD: Khi ngung ding Venlift OD sau hon 1 tuan diéu rri thi gidm liéu dé
gidm thi€u cdc nguy cd clia cdc triéu chitng ngung diing thudc.

Bénh nhin dang ding IMAOs hoic mdi ngiing st dung IMAOs: [t nhit sau 14 ngay diéu tri véi
IMAQ thi méi dugc dung Venlift OD. It nhat sau khi ngung Venlift OD 7 ngay thi mdi duge diéu
tri v6i IMAO.

Duing ding: Pudng udng

CHONG CHI PINH

Vién nang Venlift OD duge chéng chi dinh & bénh nhin ¢6 tién st quda min v8i Venlafaxine
hydrochloride.

Chdng chi dinh sl dung dbng thdi véi cdc thuse e ché monoamine oxidase (IMAQ) do nguy cd
tuong tdc vdi cdc thube nay. Cédc tdc dung khdong mong mudn, 361 khi rit nghiém trong di dudge
bdo cdo & bénh nhin vita mdi ngung diéu tri bing IMAO va bit diu diing Venlafaxine hoic
ngugc lai, do venlafaxine 1a chdt &c ché tdi hip thu cd norepinephrine va serotonin nén khong
ding két hgp venlafaxine vdi thudc IMAO, hodc trong vong it nhit 14 ngay sau khi ngung ding
IMAO. Dya trén thdi gian bdn thdi cia Venlafaxine, sau khi ngung diing Venlafaxine it nhat 7
ngay mdi bit diu ding IMAO.

CANH BAO VA THAN TRONG

Canh bdo

Nguy cd tuong tac vdi IMAO

Céc phan Ung nghiém trong khéng mong mudn di dugc bdo cdo 3 bénh nhan dang diéu trj véi
IMAO va chuyén sang Venlafaxine hoidc dang diéu trj v4i Venlafaxine chuyén sang IMAO do
venlafaxine ¢ ch€ tdi hip thu norepinephrine vi serotonin. Khéng diing k&t hdp Venlift OD vai
IMAO, hodc it nhit sau 14 ngay ngung diing Venlafaxine méi chuyén sang diing IMAQ. Dya
trén nita dJi cla Venlafaxine, it nhdt 7 ngdy sau khi ngung ding Venlafaxine mdi chuyén sang
diing IMAO.

Téng huyét dp lién tuc

Venlafaxine ¢6 lién quan dén viéc lién tuc ting huy&t 4p & mdt s6 bénh nhan. Trong s& bénh
nhén diéu ui v6i vién nang gidi phéng kéo dai Venlafaxine vdi iéu 75 — 375 mg/ngay trong cic
nghién ctfu trim cdm tién ban hang, 3% (19/705) bénh nhin bi ting huy€t 4p lién tue (dudc xdc



dinh 12 ting huy&t 4p tim trudng tu th€ nim ngla (SDBP) > 90 mm Hg va > 10 mm Hgb & 3
trudng hop diéu tri lién ti€p). Trong s6 cdc bénh nhan diéu tri v6i vién nang gidi phong kéo dai
Venlafaxine vé6i liéu 75 — 375 mg/ngay trong cdc nghién citu tién bdn hang thi 0,4% (2/476)
bénh nhin bi ting huyét dp lién tuc.

Trong c4c nghién cttu trim cdm tién bdn hang c6 kiém sodt placebo v4i vién nang gidi phong
kéo dai Venlafaxine 75 - 225 mg/ngay, & lidu cudi cling thi ting huy€t dp tdm truong quan sdt
dugc trung binh 13 1.2 mm Hg & nhém diéu tri vdi venlafaxine so v6i gidm trung binh 0.2 mm Hg
& nhém diéu tri v6i placebo. Trong cdc nghién ctu GAD tién ban hang c6 kiém sodt placebo véi
vién nang gidi phéng kéo dai venlafaxine 75 — 225 mg/ngay, & liéu cudi cing thi ting huyét 4
tAm truong quan st dugc trung binh 1a 1.1 mm Hg & nhém diéu tri véi venlafaxine so v6i gidni
trung binh 0.9 mm Hg & nhém diéu tri véi placebo. Viéc ting lién tuc SDBP ¢6 thé din d&n hiu
qud cla mot sd phdn wng phyu. Vi vy cin phdi kiém tra déu din huyét 4p & bénh nhan ding
Venlift OD. P&i v4i bénh nhan bi ting huyét lién tuc trong khi di€u tri vSi venlafaxine hoic
gidm liéu hodc ngung dung thudc.

Thén trong

Thén trong chung

M4t ngi va lo ling

Diéu tri triéu chitng ma't ngd va lo ling dugc bao cdo thdng thudng hon 3 bénh nhan diéu tri véi
vién nang gidi phdng kéo dai venlafaxine so vdi placebo trong cdc phan tich sdu clia nghién citu
GAD va trim cdm ngin han.

Nhitng thay d6i cdm gidc them #n va cin niang

Diéu tri chitng bi€ng in dudc bio cdo thdng thudng hon & bénh nhin diéu tri véi vién nang gidi
phong kéo dai venlafaxine (8%) so vdi placebo (4%) trong cAc phan tich sdu clia nghién cifu
GAD va trim cdm ng4n han. Gidm cin ddng ké, dic biét & nhitng bénh nhin trim cdm nhe cén,
¢6 thé 1a phin tng khong mong mudn ciia viéc diéu tri vdi vién nang gidi phéng kéo dai
venlafaxine.

Kich thich chitng dién cuéng/hung cam nhe

Trong sudt cdc nghién ctu trdm cdm tién ban hang, chitng dién cudng hay hung cim nhe x3y ra
¢ 0,3% bénh nhéan diéu tri v6i vién nang gidi phong kéo dai venlafaxine va 0,0% vdi placebo;
trong cdc nghién cifu GAD tién bdn hang, thi 0,0% vdi venlafaxine va 0,5% V@1 placebo. G it
ca cdc thi nghiém trdm cdm tién bdn hang vdi venlafaxine, chitng dién cuéfg‘ﬁay hung cdm
nhe xdy ra ¢ 0,5% bénh nhin vdi venlafaxine so v8i 0% & nhém véi placebo. l'E'rll‘g dién cudng
hay hung cdm nhe ciing dugc bao cdo & mot lugng nhé bénh nhan diéu tri v sdf thudc chong
trdm cdm khdc trén thi trudng vdi biéu hién 18i loan tam tinh. Ciing nhu cac th#dc chong traim
cam khidc, VENLIFT OD nén dudc theo ddi chit ché & bé&nh nhin cé Eéﬂ/'sfr cia chitng dién
cudng.

Pong kinh

Ciing nhu cdc thude chdng trim cdm khac, Venlift OD cin dudc sit dung thin trong & cdc bénh
nhdn ¢6 tién sit dong kinh va nén ngung diing & bénh nhan c6 biéu hién dong kinh tién trién

Ty ti: Khd ndng w ti tOn tai ¢d hitu va lién tuc & ngudi bi trim cdm cho tdi khi bénh trdm cdm
thuyén gidm. Cin theo ddi chit ché ciing nhu di kém vdi lidu diéu tri khdi ddu & bénh nhan cé
nguy cd ty tf cao.
S« dung & bénh nhan di kém véi 6m:
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Nén st dung than trong Venlift OD & ngudi ¢6 bénh hodc & ngudi c6 thé bi dnh hudng dén céc
ddp wng huy&t dong hoc va chuyén héa. Venlafaxine chua duge ddnh gid hodc sif dung § céc
bénh nhén cé tién st bi suy tim xung huyét hodc bénh tim khong 8n dinh. Cdc bénh nhan cé cdc
chén dodn nay khong nim trong cic nghién citu 1dm sang mang tinh hé thong trong sudt thi
nghiém tién b4n hang clia venlafaxine.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Ciing nhu cdc thudc tdc dong Ién than kinh khdc, Venlafaxin 1am gidm kha ning tinh tdo, kha
niang suy nghi, vin dong, do dé cdn thin trong néu diing thudc khi dang 14i xe hodc vdn hanh

mdy moc. ) 7/
TUONG TAC THUOC i

Cimetidine: Trong mot nghién ciu 6n dinh khi uéng két hgp cimetidine va valafaxine & ngudi
khée manh 18 tudi déu cho k&t qui e ché giai doan diu chuyén héa cia cd hai thudc. Thanh
thdi dudng udng cda venlafaxine gidm xudng 43%, AUC va Cmax ting khodng 60%. Tuy nhién,
k€t hgp v4i cimetidine khong gdy dnh hudng ro rét 1én dudc dong hoc cia ODV, mét thanh
phan c6 nhiéu trong hé tuan hoan hon venlafaxine.

Diazepam: G diéu kién 6n dinh khi udng venlafaxine 150mg/ngay, liéu ddn diazepam 10mg
khong gay dnh hudng dén duge dong hoc clia venlafaxine ciing nht ODV & 18 bénh nhan nam
khée manh. Venlafaxine khong gdy 4nh hudng dén dudgc dong hoc clia diazepam hay cédc chat
chuyén héa cia né nhu desmethyldiazepam hodc khong dnh hudng dén hé thin kinh bdi
diazepam.

Haloperidol: Udng Venlafaxine & trang thdi &n dinh véi li€u 15mg/ngay & 24 ddi tugng khde
manh lam gidm tSng thanh thdi dudng udng (CI/F) clia haloperidol liéu don 2mg xudng 42% din
dén ting 70% AUC ctia haloperidol. Thém vao d6, Cmax ciia haloperidol ting 88% khi udng két
hgp vdi venlafaxine, tuy nhién nita d&i thdi trir ctia haloperidol lai khong ddi. Cd ch& hoat dong
vén chua duge nghién ciu rd rang.

Lithium: Dugc ddng hoc clia venlafaxine khi udng liéu 150mg/ngay khdng bi 4nh hudng khi két
hgp vdi li€u udng Lithium 600mg & 12 ddi twgng nam khée manh. ODV ciing khong bi 4nh
hudng. Venlafaxine khong gy dnh hudng dé€n duge dong hoc clia Lithium.

Cic thudc gin két cao vdi protein huyét tuong: Venlafaxine khong gin két cao vdi protein
huy€t twong, vi vdy udng Venlafaxine OD & bénh nhan dang ding cic thudc ¢6 gdn két cao vdi
protein khong gay ting néng do tv do cdia cdc thudc khéc.

Cic thudc de ché CYP2D6: Khong cin diéu chinh lidu khi udng k&t hdp venlafaxine véi cdc
thudc e ché€ CYP2D6. Dung k€t hgp venlafaxine vdi cac thude diéu tri ¢6 kha ning giy wc ché
lén cd CYP2D6 va CYP3A4, cdc enzyme chuyén héa ban dau ddi vdi venlafaxine vin chua
dugc nghién citu. Vi vdy nén than trong khi diéu tri k&t hgp venlafaxine véi cdc tic nhin gy e
ch& dong thdi 1én ca hai hé enzym nay. K&t qua nay da dugc khing dinh trong mot nghién citu
tuong tdc 1dm sang so sdnh hiéu qué cla venlafaxine vdi fluoxetine 1én CYP2D6 - chit chuyén
héa trung gian clda dextromethorphan va dextrorphan.

Imipramine: Venlafaxine khong dnh hudng dén dudc dong hoc cda Imipramine va 2-OH-
imipramine. Tuy nhién AUC, Cmax va Cmin cda desipramine ting khodng 35% v&i su ¢6 mit
clia venlafaxine. AUC cia 2-OH-desipramine ting gap it nhat 2,5 1an (véi venlafaxine 37,5 mg,
mdi 12 gid) va 4,5 1an (v6i venlafaxine 75 mg, mdi 12 gid). Imipramine khong 4nh hudng dén
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duge dong hoc clia venlafaxine va ODV. Viée ting ndng d6 cda 2-OH-desipramine van chua
dudc biét dén trén l4m sang.

Risperidone: Diing Venlafaxine & trang thdi 6n dinh vdi liéu 150mg/ngay gy tc ch& nhe 1én
CYP2D6 — chét chuyén héa trung gian cla risperidone (khi uéng liéu don 1 mg) t6i cdc chat
chuy&n héa hoat tinh nhu 9-hydroxyrisperidone, két qua 1a 1am ting khodng 32% AUC cda
risperidone. Tuy nhién, k&t hop vdi venlafaxine khdng 1am thay d8i ddng k€ duge dong hoc cﬁa/?%,
nita hoat tinh toin phan (risperidone c¢dng 9-hydroxyrisperidone). N (&
CYP3A4: Venlafaxine khong giy itc ch€ 1én CYP3A4 trén in vitro. Piéu ndy dude khing dln-h/
trong cdc nghién cfu twong tdc lam sang in vivo, trong d6 venlafaxine khong gy fc ché 1én
chuyén héa clia mot vai chat nén CYP3A4 bao gdm alprazolam, diazepam va terfenadine.

Cdc thudc hoat tinh CNS: Nguy hai khi sit dung k&t hgp venlafaxine vdi cdc thude hoat tinh CNS
van chwa duge danh gid (trir truding hop cdc thudce hoat tinh CNS dugc dé cip & trén). Do d6, nén
than trong khi k&t hdp venlafaxine vdi cdc thudc nay.

Diéu tri dién rung: Khéng c6 dif liéu 1am sang duge thiét 14p vé hiéu qud clia diéu tri dién rung
k€&t hgp vdi vién nang gidi phdng kéo dai Venlift OD.

SU DUNG CHO PHU NU CO THAIL, CHO CON BU VA TRE EM

Phu nit mang thai va cho con bi: Khéng ¢6 cdc nghién cifu ¢6 ki€m sodt vi ddy dd & phu nir
mang thai do cdc nghién cifu tdi sinh sdn trén déng vit khdng phidn dnh dugc ddp Ung trén
ngudi. Chi sit dung venlafaxine cho phu nif mang thai khi thit cin thiét. Venlafaxine va ODV
dugc bdo cdo 12 ¢6 ti€t vao sita me. Do nguy ¢ ciia mdt s& phdn ¢ng khéng mong mudn 1én ré
dang b me tif Venlift OD, nén cin nhic giita nguy c¢d va lgi ich gilta viéc ngung hodc ti€p tuc
dung thudc khi dang cho con bi. Hiéu qué clia venlafaxine trong phong thi nghiém va viéc ddp
ng trén ngudi vin chira dudc biét.

St dung & tré nhd: Tinh an toin va hi€u qui & bénh nhin nhi vin chura dugc thiét 1ap.

TAC DUNG KHONG MONG MUON.

Cdc phén ing thong thudng c¢6 lién guan dé€n viée sif dung venlafaxine (chi€m khodng 5% hoic
16n hon) va cdc phan dng chua dudc bi€t & cdc bénh nhin diéu trj vdi placebo 13 hen suyén, dé
md héi, budn noén, tdo bén, bon chdn, ndn, ngl 10 mo, khd miéng, chéng mit, lo 1ing, md thi lyc,
xudt tinh/dat cuc khodi bt thudng va bénh liét duong & din dng. Mot so sanh vé ty 18 phén tng
phy & li€u ¢§ dinh venlafaxine liéu 75,225 va 375 mg/ngdy so véi placebo cho thiy sit phu thude
lieu clia hdu hét mdt s& phin dng phu thdng thudng cé lién quan dén viée sit dung venlafaxine.
Ty 1& cdc phén tng khdng mong mudn & thif nghiém so sdnh liéu

Phan ting phu | Placebo Venlafaxine Venlafaxine Venlafaxine
: 75 mgmgay 225 mg/nghy | 375 mg/ngay

Tang huyétdp | 1,1% 1,1% 2.2% 4.6%

Budn ndén 14,1% 32,6% 38,2% 58.0%

Non 1,1% 7,9% 3.4% 6,8%

Bén chdn 0,0% 1,1% 2,2% 4,5%

Giam libido 1,1% 2,2% 1,1% 5,7%

Mat ngl 9.8% 22,5% 20,2% 13,6%

P& md hoi 5.4% 6,7% 12,4% 19,3%




QUA LIEU
Trong trudng hgp qua liéu, nén 4p dung cic trudng hgp diéu tri chung véi viéc qud liéu véi cac
thudc chdng tram cam.

Bao quan: Dudi 30°C.

DANG BAO CHE VA QUI CACH PONG GOTI: 7
Vién nang Venlift OD dugc déng géi trong vi 7 vién, hop 1 vi. /[%/
Tiéu chudn chat lwgng: Nha sin xuit. /

Han dung: 36 thang k€ tif ngay san xuit.
SG6 16 sdn xudt (Batch No.), ngay sdn xuat (Mfg.date), halgﬂdﬁﬁg@g.date): Xin xem trén nhian

vi va hop. RSN
San xuat bdi: ;-?',ff‘ %,"-\-._
P ! = 2 .
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