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Venlafaina_._ 375 mg GLOMED PHARMACEUTICAL Co., Lt
{as Venlataxine hydrochioside) a’p
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" NHAN HOP VENFAMED CAP
(Hop 3 vix 10 vién)
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RJ( Prescription only

Venfamed'
Venlataxine 37.5 mg Cﬂ p

——

S4 13 SX / Batch No
NSX / Mig Date
HD [ Exp. Date:

\“ﬁ:—"—-'-_.:_-'—-:.'_'_—__—-_-'_.i__-__: =
o %ﬁ; Box of 3 blisters of 10 capsules
—-’/ COMPORITION: Esch capeusa contana STORAGE: Stors at tre lsmp not mara than
— VERLBBMIN®..... oo 3T MG 300, in @ ry pince, proleet from light.

(a8 Venlafaxine hydrochionide)
Excipients .5, 1 capsule.
INDICATIONS, DOBAGE, ADMINISTRATION,

CONTRAINDICATIONS AND OTHER INFORMATION: Manufactured by:
Plasnn s 16 B packng nasrt GLOMED PHARMACEUTICAL COMPANY,

KEEP OUT OF REACH OF CHILCREN. 16 TuDa B e
READ CAREFULLY THE LEAFLET BEFORE USE Park, Thuan An, Binh Duang.
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THANH PHAN: M&Mnuﬁqwmh BAO QUAN: D nol ——

Venlataxin.... i 375G Wb rho. 'wénh oh

{dirts dgng ‘eniafuxin ydrociorid). s4ng, nhidt @ khéng |

Ti dugs vira 00 1 vién. Gud 30°C. I

CHI DINH, LIBU LUONG, CACH CONG, CHONG CHl SO/ RES. No.:

BiNH VA CAC 'l'!::ﬂl N KHAC VE SAN PHAM:

Xin dge & hudng diin sl dyrg. San xudt béh:

DE XA TAM TAY CUA TRE EM CONG TY THHH DUPG’C PHAM GLOMED

S mﬁumomwmo TRUGC KHI 35 Bai LA Ty Do, KCN Vist Nam-Singapere,
---\ DUNG. Then An, Binn Duong.
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NHAN HOP VENFAMED CAP
(Hop 10 vi x 10 vién)
7

Rx Prescription only

Venfamed'
Venlafaxine 37.5 mg Cap

NBX | Mig. Dales:
MD/ Exp. Datn:

[
84 18 58X / Bateh No.©

dt&!b Box of 10 blisters of 10 capsules '

S

— | Venfamed Cap

COMPOSITION: Each capsule contains

Veniafaxine 37.5 mg (as Veniafaxine hydrochloride).

N Excipients q.5, 1 capsulo.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS
AND OTHER INFORMATION: Pleasa refer to the package insert.
KEEP OUT OF REACH OF CHILDREN,

READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temperature nol more than 30°C, in a dry

place, protect from light.
Manufactured by: GLOMED PHARMACEUTICAL COMPANY, L _,_,--——""'_/
35 Tu Do Boulevard, Vietnam-Singapare Industrial Park, Thuan An, e

Ry, Thubc bén theo don 1 |
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"| Venfamed Cap

THANH PHAN: M5i vién nang cimg chira
Venlafaxin 37,5 mg (duti dang Venlafaxin hydroclorid).

Ti dugre vira 30 1 vidn,
CHI BINH, LIEU LUPONG, CACH DUNG, CHONG I“H“III
CHI B|NH VA cAC THONG TIN KHAC VE SAN

PHAM: Xin dgc tir hurgng ddn sir dyng.
DE XA TAM TAY CUA TRE EM.
mm:«mmmmmmcmmm.

QUAN: Dé noi kné réo, tranh énh sdng, nhidt d9 khdng qué 30°C
SBK/ REG. No.:

e Sdn xult boi; CONG TY TNHH DLO'C PHAM GLOMED I

\\ 35 Dai LY Ty Do, KCN Viét Nam-Singapore, Thulin An, Sinh Dueng. /’”
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NHAN Vi VENFAMED CAP

(Vi 14 vién)
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Venfamed’
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CONG TY TNKH DUDC PHAW GLOMED
GLOMED PHARMACEUTICAL Co., Lid
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CONG Tr TNHH DUDC PHAM GLOMED
GLOMED PHARMACEUTICAL 02, Ltd

Venfamed’
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NHAN HOP VENFAMED CAP
(Hop 2 vix 14 vién)
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Venfamed
Venlafaxine 37.5 mg Cap

3
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Box of 2 blisters of 14 capsule Reg L/
_—"| composmion: Each capsuie contains STORAGE: Store at the temperature not more than
Venlafaxine 37,5 mg (as Venlafaxine hydrochloride). 30°C. in a dry piace. protect from light

Excipients q.5. 1 capsule.

INDICATIONS, DOSAGE, ADMINISTRATION,

CONTRAINDICATIONS AND OTHER INFORMATION:  Manufactured by:

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

RX Thuée bén theo don }

enfamed
Venlafaxin 37,5 mg Cap

i o ‘*—-—__—__:__-—:-—___::___:-—-’
i Hép 2 vi x 14 vién nang cirng

THANH PHAN: M3 vién nang otrng chia EAD QUAN: Bé nen khé
Venlafaxin 37.5 mg (duwdi deng Venlafaxin hydroclorid). o, trénh &nh séng, nhigt 6o II|
Ta durgs vira AU 1 vin, - khdng qua 30°C.
CHI D[NH, LIEU LUONG, CACH DUNG, CHONG CHI  SDK/ REG. No.:

BINH VA CAC THONG TIN KHAC VE SAN PHAM:

- (
N

Bw g/ ¢ uneje|usp

pawejuap

£
dv)

|

Xin dg¢ b hudng cdin sir dung. San xudt béi. CONG TY TNHH DUQIC PHAM GLOMED
5 DE XA TAM TAY CUA TRE EM. 35 Oai LS Tw Do, KCN Viét Nam-Singapare,
T ©0C KY HUPONG DAN SUP DYNG TRUGIC KHIDUNG.  Thuan An, Binh Duong,
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NHAN CHAI VENFAMED CAP
(Chai 30 vién)

\.

( THANH PHAN: M3 vign nang cing

chira Venlataxin..................37,5 mg
(dudi dang Venlafaxin hydroclorid)
Td dugre vira di 1 vién,

BE XA TAM TAY CUA TRE EM.
DOC KY HUONG DAN SUF DUNG
TRUOC KHI DUNG,

CHI DINH, LIEU LUFONG, CACH
DUNG, CHONG CHI BINH VA CAC
THONG TIN KHAC VE SAN PHAM:
Xin doc t& hudng dén si dyng.

Ry Thuéc bén theo dom

Venfamed"
Venlafaxin 37,5 mg C a p
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chai 30 vién nang ciing

BAO QUAN: Bé noi khé i

nhigt 3§ khéng qué 30°C,

54 16 SX / Batch No.:
NSX / Mfg. Date:
HD / Exp. Date:

Sdn xufit beri:

CONG TY TNHH DUQC P
35 Dai L§ Ty Do, KCN
Thuén An, Binh Duong.
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NHAN HOP VENFAMED CAP

\ (Hop 1 chaix 30 vién)

5
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Venfamed’
Venlafaxin 37,5 mg Cﬂ p
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THANH PHAN: M3i viéin nang cirng chira
Venlafaxin.... .37 6mg
(durtn dang 'hnlalurl Il)drucburld]

Ta guoc vira ad 1 vién

CHI BINH, LIEU LWH CACH DUNG,
CHONG CHI BINH VA THANG TIN
KHAC VE SAN PHAM: Xin dot t& hudng
ddn st ;

DE XA TAM TAY CUA TRE EM,

DOC KY H DAN SU' DYNG
TRUGC KHI DUNG.

BAO QUAN: Dé noi khd rdo, winh dnh
sding, nhidt 88 khang qud 30°C
SDK/ REG, No,:

84 16 SX { Balch No.

NSX / Mfg, Date:

HD | Exp. Date:

San xudt bot:

CONG TY TNHH DUQ'C PHAM GLOMED
35 Bal L Ty Do, KON Vit Nam-Singapore,

Thuln An, Binh Duong.

Rx Prescriplion only

S

Venfamed'
Venlataxine 37.5 mg Cap

m Box of 1 bottle of 30 capsules

COMPOSITION: Each uptuo comnains
Venlafaxine ., . AT 5mg
(as Vmialuxim hydml:hiuddu}
Exgipients q.5, 1 capsule,
INDICATIONS, DOSAGE,

1 TION,
CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to tha

Manufactured by:

GLOMED PHAR!MCELITIC&L COMPANY, Ltd
35 Tu Do Boulevard, Vieinam-Singapora
Industrial Park, Thuan An, Binh Duang.

\\J

e s P 5=

/.:J{l



https:/itrungtamthuoc.com/

NHAN CHAI VENFAMED CAP

(Chai 60 vién)

THANH PHAN: MBI vian nang cling
chira Venlafaxin,.......c......37,9 mg
(dudi dang Venlafaxin hydroclorid),
Ta dugre vira di 1 vién,

- DE XA TAM TAY cUA TRE EM.
20C K¥ HUONG DAN SUP DUNG
TRUG'C KHI DUNG.,

CHI DINH, LIEU LUQNG, CACH
DUNG, CHONG CHI BINH VA CAc
THONG TIN KHAC VE SAN PHAM:
Xin doc t& hudng dan sl dung.

Thuée ban theo don
Rx

Venfamed’

Venlafaxin 37,5 mg Ca p

sloMED
o

Chai 60 vian nang ctng

BAO QUAN: P& nai khé réo,
nhiét 3@ khéng qué 30°C.,

84 16 X / Batch No.:
NSX ( Mfg. Date:
HD / Exp. Date;

San xuét boi:

CONG TY TNHH DUFOIG PHAM GLGMED

35 Bai L6 Ty Do, KCM Viét Singapore,
Thuén An, Binh Dueng.
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NHAN HOP VENFAMED CAP
(Hop 1 chai x 60 vién)
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THANH PHAN: MBI vign nang cing chira | COMPOSITION: Each ule conaing
Rx'"‘“" ey S VBOMBIRKIN, ...... oo vvasssisases o rone 3T, MG | RmescrIpﬁan i Venlafaxi S 37.5mg
(duéi dang Venlafaxin hydroclorid). {as Venlafaxine hydrochloride).
Ta duee via 80 1 vidn. Exciplanis q.¢. 1 capeulo. [
S~ CHI DINH, LIEU LUQNG, CACH DUNG, INDICATIONS, DOSAGE, ADMINISTRATION,
CHONG CHI BINH VA THONG TIN CONTRAINDICATIONS AND OTHER
» :Iﬂlw:\rt SAN PHAM: Xin doc tir hidmg ® INFORMATION: Pleass refer to the
n s dyng package Insert.
enfamed | 55w conmeen enfamed =50 weacor cuoren.
PQC K7 HUONG DAN SU DYNG READ CAREFULLY THE LEAFLET
Venlafaxin 37,5 mg C a TRU'C KHI DUNG. Venlafaxine 37.5 mg C BEFORE USE.
7| 8Ao QUAN: B4 noi kné rio, tranh énh ﬂp STORAGE: Stove at the lemparsture nat more
séng, nhidt 4§ khéing qua 30°C than 30°C, in a dry place, probect from light.
SDK/ REG. No.:
S8 16 SX / Batch No.: |
NBX [ Mfg. Date:
- HD | Exp. Date: 25 |
Séin xudt béi:
= CONG TY TNHH DUQ'C PHAM GLOMED =
15728 Hgp 1 chal x 60 vign narg cimg %mﬁm&w * @ Box of 1 tottie of 60 capsules
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Venlafaxin hydroclorid
- ) Vién nang cing

1. Thanh phin
Hoat chd: Venlafaxin 37,5 mg (durdi dang Venlafaxin hydroclorid).
Td duge: Lactose monohydrat, cellulose vi tinh thé 101, natri starch glycolat, cellulose vi tinh thé 102, magnesi stearat
2. Dang bao ehé: Vién nang cimg
3. Durgre Ture hoe vit durge dgng hoe
Durgee lure hpc
Nhém duge 1y: Thube chéng trim cdm
Mi ATC: NO6AX16
Venlafaxin 13 mjt thude chéng trim cam din xuit tir phenylethylamin thujc logi irc ché tai hip thu serotonin vi noradrenalin, Co ché tic
dung chinh x#c cia thubc chua dirge danh gia mdt cich diy di nhimg venlafaxin va chit chuyén h6a c6 hoat tinh 13 O-desmethylvenlafaxin
c6 kha niing ire ché t&i hip thu serotonin manh va yéu hon mdt chat d6i vivi noradrenalin, thude it irc ché tai hip thu dopamin. Venlafaxin ire
ché tai hép thu setoronin khéng manh bing cée thube e ché chon lge Lai hiip thu setoronin, Thude khéng 6 di lye djc hiéu trén thy thé
histamin, muscarin va adrenalin-alpha hojc beta. Venlafaxin khong ¢ ché monoamin oxidase (MAO). Venlafaxin khang 6 tic dung gdy
ngii va khing muscarin ciia c4c thude trdm cam ba vong.
Durge déng hoc
Hap thu
{t nhéit 92% venlafixin duge hip thu sau khi ubng liéu don. Sinh kha dung tuyét ddi tir 40 - 50%, nbng nd dinh trong huyét tuong cia
venlafaxin va ODV dat dwrge sau 2 va 3 gid twong tmg.
Phdn bd )
O lidu didu trj venlafaxin va ODV it géin véi protein huyét tuong (27% vi 30% twong img).
Chuyén héa
Venlafaxin duge chuyén héa phin 16m qua gan. Céc nghién ciru in vitro va in viva cho thiy venlafaxin duge chuyén héa béi emzym
CYP2D6 thanh chit chuyén hoa chinh c6 hoat tinh ODV, va dirge chuyén hoa bdi emzym CYP3A4 thanh chit chuyén héa it hoat tinh hon
12 N-desmethylvenlafaxin. !
Thai trir C
Venlafaxin va chit chuyén héa duge thai trir chii yéu qua than. Xip xi 87% lidu ding dirge tim thdy trong nurdre tiéu trong vong 48 giér &
| dang khong d8i (5%), dang ODV khang lién hop (29%), dang ODV lién hop (26%) va cdc chét chuyén hda khong hoat tinh khac (27%).
| 4. Quy céch déng gbi:
HOp 3/10 vi x 10 vién nang cimg. _
Hdp 2 vi x 14 vién nang cimg. ~
Hop 1 chai x 30/ 60 vién nang cimg.
5. Chi djnh
Venlafaxin duge chi dinh didu trj bénh trim cam va dy phong con tdi phét trm cdm ngng.
6. Li¢u ding va céch ding
Diéu trj bénh tram cam .
Ngudri Iom va tré trén 18 tudi: lidu khai diu dung 75 mg/ngay chia 2-3 lin trong bira &n (m{t s bénh nhin ¢6 thé khéi ddu véi|li
mg/ngdy trong 4-7 ngdy ddu sau d6 ting dén 75 mg/ngdy), néu cdn thiét liéu o6 thé ting téi 150 mg/ngay sau vai tuln dé dat
Liéu 10i da 225 mg/ngdy.
Trdm cdm niing hodc ndm vign: lidu khri diu c6 thé ding t61 150 mg/ngdy, cff sau 2-3 ngdy diéu trj c6 thé tang thém 75 m
téi da 375 mg/ngay. Sau dé liéu phai giam din.
Khang ding thude cho tré em dudi 18 tudi.
Nguwdi bénh suy gan, suy thdn
Vi ngudi bénh suy gan, suy thin nhe khdng cin diéu chinh lidu. &,&
Ngudi b suy gan, s:znthan trung binh, lidu giam mdt nira va ding ngdy 1 lin. Khéng ding cho ngudi bénh suy gan, suy thin ning. -
Ngwi gid: Khong cdn diéu chinh liéu.
s Luru ¥: Lidu duge tinh theo venlafaxin (venlafaxin hydroclorid 28,3 mg twong dwong khodng 25 mg venlafaxin).
7. Ching chi dinh )
Qué mén voi venlafaxin hodc véi bét ky thanh phin nio ciia thube.
Céc trudmg hop cd nguy co cao v& loan nhip tim, ting huyét 4p khong kiém sodt duge.
Diing ddng théi véi thude tre ché monoamin oxidase (MAOI).
Phy nit mang thai.
Tré em dudi 18 tudi.
8. Luu ¥ va thiin trong
Ty 1 ¥ dinh tur tie G ;
Nguy co ti tir va c6 ¥ dinh t tir vin kéo dai cho 16i khi bgnh thuyén gidm ding ké. Bdi vi tinh trang bénh o6 thé khong cdi thién trong sudt
viii tudn ditu didu tri hodic hon, nén bénh nhin cn duge theo ddi chilt ché cho téi khi bénh dirge cai thién. Thir nghi¢m Iam sing cho thiy
nguy co t tir c6 thé ting trong giai dogn sém hdi phye.
Hoi chimg serotonin 3 ke ) o
Ciing nhu véi nhimg thufic serotonergic khéc, hdi chimg serotonin de doa tinh mang c6 the xiy ra khi didu trj véi venlafaxin, djc biét &
bénh nhén diing dng thdi véi cée MAOL Hi chimg serotonin bao gdm cdc thay ddi théii tm thén (lo du, do gide, hon mé), mit
4n dinh hé thin kinh ty chi (nhjp tim nhanh, huyét 4p khdng n dinh, ting thin nhigt), logn thin kinh co (ting phin xa, t phdi hop),
vi/ode cde triéu chimg tidu héa (budn nén, ndn, ticu chiy).
Gléacém goc hep ;
Gidin dbng tir c6 thé xiy ra lién quan dén venlafaxin, Cn theo ddi chit ché bénh nhdn ting nhiln ip hodc bgnh nhin cb nguy co bj glocdm
gdc hep clp.
Huyét ap

o




 https://trungtamthuoc.com/

Tang huyét 4p lién quan dén lidu venlafaxin thuémg dugce bio cdo. Cin kiém tra huyét ap déu dn, sau khi bt diu didu tri va sau khi tang
. lidu. $i dyng thude thin trong trén nhitmg bénh nhén ¢ thé bj tdn thuong do tang huyét &p, nhy suy giam chire nang tim mach.
Nhip tim
Tang nhip tim c6 thé xay ra, dic biét & lidu cao. Sir dyng thudc thin trong trén nhimg bénh nhin ¢6 thé bj tén thuong do ting nhip tim.
Bénh tim mach va nguy ca logn nhip )
Venlafaxin chua duge danh gi trén bénh nhén ¢6 tién st nhdi méu co tim hay bénh tim khong én djnh. Vi vy, cn thin trong khi ding
thude trén nhimg bénh nhin ndy. Do nguy co tang huyét dp phy thude liéu ding nén ciin phai theo doi huyél &p trong qud trinh didu trj khi
ding lidu qua 200 mg/ngdy. Dinh lugng ndng dj cholesterol huyét néu bénh nhén ding thube trong thi gian dai.
Kinh nghiém h§u mii cho thiy loan nhip tim de doa tinh mang da digc bdo cdo véi venlafaxin, dic bigt khi qua liéu. Nén cin nhic lgi ich
va nguy co trude khi diéu trj bing venlafaxin & nhiing bénh nhén 6 nguy co logn nhip trim trong.
Co gidt
Didu trj b'aagjvenlafaxin c6 thé gdy co gift. Cén thin trong khi ding venlafaxin trén nhimg bénh nhén cé tién sit co gidt.
Ha natri et
Céc truomg hop hg natri huyét vivhofic Hoi Chimg Tiét Hormon Chdng Bai Ni¢u Khong Thich Hop 6 thé xiy ra voi venlafaxin, thudng gap
& nhimg bénh nhén mit nuée hofic gidm thé tich. Ngui gia, ngudi dang ubng thude 1¢i tifu ¢6 nguy co cao véi cic tridu chimg nay.
Xudt huyét ving bung
Céc thube irc ché tii hip thu serotonin c6 thé din dén giam chirc nang tiéu cdu. Nguy co chay méu mang nhay va da, ké ca xuit huyét tiéu
hda cb thé ting lén & nhimg bénh nhin ding venlafaxin. Venlafaxin nén dugce ding thdn trong & nhimg b§nh nhin dé chiy mau, ké ci bénh
nhin dang ding thudc ching déng va thudc ire ché tidu cdu.
Hung cam/ humg cam nhg "
Hung cam/ hung c&m nhe xay ra v6i ti 1 nhé & nhimg bénh nhdn ri logn tim thin ding thude ching trdm cam, ké ca venlafaxin. Ding
thude thin trong & nhimg bénh nhan cé tién sir hodc tién sir gia dinh b bénh réi loan ludng cyre.
Ngumg dimg venlafaxin
Trénh ngimg thudc dot ngdt. Trude khi ngung didu trj bing venlafaxin, nén gidm lidu tir tir trong it nhét 1 - 2 tudn dé giam nguy co xay ra
phan (mg ngung thude (nhwr chéng mit, roi logn cam gide (bao gdm ca dj cam), rdi loan gidc ngi, kich déng hay lo &u, budn nén vaholic
nén, run, hoa mét, nhirc ddu va hi chimg ciim).
Lactose: Khong nén VENFAMED® CAP cho nhimg bénh nhdn cé vdn dé di truyén hiém gip khong dung nap galactose, thiéu hyt
= Lapp lactase hofic kém hap thu glucose-galactose. -
Sir dyng cho tré em: Khéng ding venlafaxin cho tré em v tré vi thanh nién dudi 18 tudi. 2
Sir dung cho phy nir c6 thai: Khong c6 diy ligu ddy du vé vigc sir dyng venlafaxin trén phy nir mang thai. Céc nghién etru trén dng vit cho £
thiy thubc gy dge tinh trén sinh san, Chua biét nguy cor gdy doc tinh trén ngudi. Chi diing venlafaxin cho phy nif mang thai khi lei fch virgt
trfi hom nguy co. )
Sir dyng cho phy nir dang cho con bi: Venlafaxin va chit chuyén héa O-desmethylvenlafaxin duge bai tiét vao sita me. Khong ding
venlafaxin cho phy nix cho con bd.
Anh hudmg cia thude 1én khi niing didu khién tau xe vi vin hinh miy mée: Venlafaxin ¢d thé gdy chéng mit, an thin. Khéng ding
thube khi dang 14i xe hodc vin hanh miy moc.
9, Twong tic cin thube vi ede thude khic va cdc dang tweng tic khic . E

M3t 36 thube khi ding déng théi véi venlafaxin cé thé gdy i chimg serotonin; Thube cuémg serotonin, thube tre ché chon 1

serotonin, thudc (xc ché tai hép thu serotonin vil noradrenalin, serotonin, thubc lam giam chuyén héa serotonin. Khi bit bugc

thoi venlafaxin vé&i mot trong céc thubc trén, phai gidm sat chit ch& ngudi bénh, nhét 12 giai dogn ddu tin didu tri. Djc biét

dung venlafaxin déng thoi vai IMAO vi c6 thé gly twomg tic nguy hiém tinh mgng. Phai ng&ng, ding IMAO it nhét 14 nga

didu tri voi venlafaxin va phai ngung diéu trj voi venlafaxin it nhdt 7 ngdy trwée khi bt diu dicu trj véi cac thube chéng trim cam khic. =
Thudc ching dong mdu: Téc dyng chéng dong méu cila warfarin c6 thé tang 1én khi ding ciing v6i venlafaxin. (549
Thudc chéng s6f rét: Nha sin xuit artemether ciing vi lumefantrin khuyén céo trénh ding phoi hop voi venlafaxin. 7
Thudc diéu tri bénh tdm thdn: ndng dj clozapin ting trong huyét twong khi ding cing véi venlafaxin. ING *
Thudc dopaminergic (entacapon): Nha sin xuit entacapon khuyén cin thin trong khi ding phdi hop véi venlafaxin. ool
Sibutramin: Ting nguy co ddc cho hé thin kinh. Nhit sén xuét khuyén cdo trinh ding déng thii. 1Hi
Mﬁiﬂb&mid(m& thugc {rc ché MAO-A hbi phuc dwrgc): Trénh diing phéi hop. Phai c6 mt thi gian tir 3-7 ngdy nghi thude khi mudn ding 3¢ PE
thudc kia. i OM

Thude serotonergic: Ting nguy co giy hdi chimg serotonin khi phdi hgp céc thude serotonergic véi nhau, khi phéi hgp mot thude
serotonergic véi venlafaxin. Hi chimg serotonin xity ra trong vai gidy hoic vai ngay gdm cé: vit va, va md hi, ia chay, sbt, ting phin xa —
gAn xuong, mét didu phéi, thay ddi trang thai tAm thin (1 Fn, mmg cim nhe), rung giét co, rét run hoge run, logn nhip tim, hon mé, dong et
mau rdi ric ndi mach, tang hojc giam huyét p, suy thin, suy thé, co gijt va sot cao.

Cimetidin: Gy itc ché enzym chuyén hoa venlafaxin & gan nhumg né khong énh huémg 16i chét chuyén héa c6 hoat tinh cia venlafaxin 13
O-desmethyl venlafaxin, chét ndy c6 trong huyét twong véi ndng 9 cao. Do d6, c4c nha san xudt khuyén cdo ring khi sir dyng dbng thoi
venlafaxin véi cimetidin chi cin theo ddi cée tri¢u chimg lim sing d6i véi nhimg bénh nhén cao tudi, suy chirc nang gan hoiic truéc dé di
timg bj ting huy€tdp.

Ketoconazol (chdt vwc ché CYP3A4)

Diing dong thoi chit trc ché CYP3A4 (nhur atazanavir, clarithromyein, indinavir, itraconazol, voriconazol, posaconazol, ketoconazol,
nelfinavir, ritonavir, saquinavir, telithromyein) véi venlafaxin ¢6 thé 1am tang nong d9 venlafaxin vi chit chuyén hoa O-
desmethylvenlafaxin.

Lithi

Hdi chimg serotonin cb thé xay ra khi diing ddng thoi venlafaxin véi lithi.

Imipramin

Venlafaxin khang anh hurémg dén d\m dong hoe cia imipramin v 2-OH-imipramin. Dign tich dudi dudmg cong (AUC) cia
2-OH-desipramin tang lén 2,5 - 4,5 Fn thy thudc vao lidu khi ding venlafaxin liéu hiing ngay 75 - 150 mg. Imipramin khong dnh huémg dén |
duge d0ng hoe cua venlafaxin vA O-desmethylvenlafaxin. Thin trong khi ding phéi hop venlafaxin vé imipramin. :
Haloperidol

Dim?dbng thsi venlafaxin va haloperidol 1am haloperidol gidm thanh théi dudmg ulng tng ciing 42%, ting AUC 70%, ting Crmax $3%,
nhung nira doi thai tnr khdng thay dbi,
Risperidon
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Venlafaxin 1am ting AUC ciia risperidon 50%.
. Metoprolol
Dung ddng thoi venlafaxin va metoprolol lam tang ndng d0 huyét twong metoprolol xép xi 30 - 40%.
Indinavir
Dtmgdﬁugthbi venlafaxin va indinavir lam giam AUC indinavir 28% va lam gidm Cyax indinavir 36%.
Thube tic dgng lén hé than kinh trung wong
Lam ting kha ning tdc dung 1&n hé thin kinh trung womg.
Desipramin
Léam tang ndng 40 huyét tuong ciia desipramin.
Chdt ddi khdng thy thé 5-HT,
C6 thé giy hji chimg serotonin de doa tinh mang. Cin theo ddi cin thdn bénh nhén djc biét trong sudt giai doan déu diéu tri, khi tang lidu
hojic khi ding khéi diu thude serotonergic khdc.
Tramadol
C6 thé gly hoi chimg serotonin. Nén thn trong khi ding phéi hop nay.
Tryptophan va tién chat serotonin khdc
Cé thé gy hoi chimg serotonin. Khong khuyén cdo ding phéi hop nay.
10.Tdc dyng khong mong mubn
Rt thuong gip, ADR>1/10
- Thin kinh: Khd miéng, nhirc dau.
- Tiéu héa: Budn nén.
- Da: B4 md hdi.
Thuomg gap, 1/100 < ADR < 1/10
- Chuyén hoa/ dinh dudng: Tang cholesterol huyét thanh, syt cdn.
- Thin kinh: Gific mo béit thudmg, gidm ham mudn tinh duc, chéng mit, ting trong lyc co, mét ng, bén chén, dj ci run, lin
1jn.
- Gidic quan: Gidn ddng tir, rdi loan thi gidc.
- Tim mach: T4ng huyét 4p, gian mach, dénh tréng ngyec.
- Hb hip: Ngép.
- Tiéu héa: Biéng an, t4o bén, ndn mira.
- Niéu - sinh dyc: Xuét tinh béit thudmg, ri logn cuong duong, rbi logn kinh nguyét, tidu rét.
- Chung: Suy nhuge (mét mai), on lgnh.
It gp, 1/1000 < ADR < 1/100
- Huyét hoc: Bdm tim, xudt huyét tiéu hoa.
- Chuyén héa/ dinh dudng: Tang cdn.
- Thin kinh: Lanh dam, 4o gi4c, rung giat co, kich dgng, suy yéu.
- Gidic quan: Thay ddi cam gidc, 0 tai.
- Tim mach: Ha huyét dp thé dimg, ngdit, nhip tim nhanh.
- Tiéu héa: Nghién ring, tiéu chay.
- Da: Ban, rung téc.
- Niu - sinh dyc: Khodi cdm béit thudmg (nir), bi tiéu.
- Chung: Phit mgeh, phiin (mg nhay cam dnh sdng.
Hiém, 1/10000 < ADR < 1/1000
- Thitn kinh: Dimg ngdi khéng yén, mit vin djng, co gift.
- Nigu - sinh duc: Tiéu khong tw chu.
Chua biét (khéng wdc hegng duge tdn sudt)
- Huyét hoo: Chiy mau mang nhdy, thoi gian chay méu kéo ddi, gidm tiéu cAu, loan tao méu.
- Chuyén héa/ dinh dudmg: Chic nang gan bt thudmg, ha natri huyét, viém gan, Hgi Chimg Tiét Hormon Chdng Bai Niéu Khéng Thich
Hop (SIADH).
- Thén kinh: Hpi chimg an thin kinh dc tinh, con mé sing, phan img ngogi thép, logn véin ddng mudn, ¥ dinh va hanh vi ty t, chéng mdt,
gy hiin,
- Gigc quan: Glécom goe dong, )
- Tim mgch: Ha huyét dp, kéo dai khoang QT, logn nhip thét, nhanh nhip thit (ké cé xodn dinh).
- Ho hp: Téng bach cdu ua eosin & phi.
- Tiéu hoa: Viém tyy,
- Da: Ban d6 da dang, bidu bi nhiém déc, hji chimg Stevens-Johnson, ngira, my day.
- Co xuong: Tidu co vin.
- Chung: Phédn img phan v§. . i ) ,
‘oung sir dung va hoi y kién béc s7néu cd cic ddu higu mi bt thwong xéy ra.
Cich xir tri tic dyng khéng mong mudn ) . .
Pa sb tac dung khéng mong mudn 1a do lién quan dén serotonin nhu budin nén, non, nhirc diu, mét ngii hojc budn ngu.
Do thitc 2n khéng 1am gidm hdp thu thubc qua duéng tiéu héa vi viy d¢ gidm tic dyng khong mong mudn do khong dung ngp thube nhu
budn ndn nén udng thude ciing véi thire dn. _ )
Venlafaxin thuong gy tang huyét 4p & mt sé nguadi bénh khi ding lidu virgt qua 200 mg/ngéy, nén néu ngudi bénh d c6 tsng_gmyé_: dp thi
clin phai didu tr tang huyét &p trude khi bt ddu ding venlafaxin va phii kiém tra huyét &p thudng xuyén trong subt qué trinh diéu trj bing
venlafaxin. Vi mt sb ngudi bénh néu trong qué trinh diéu tri ma huyét 4p tang Ién thi ciin thiét phai giam liéu hojic ngimg thude.
Néu trong khi diu trj u?ég;' xudit hién con co gidt, phai ngimg thube ngay vi co gidt thudng xay ra khi qua liéu.

= <
=
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Giam natri huyét twong xdy ra & ngudi cao tudi va c6 thé do ¢6 hdi chimg bai tiét hormone khéng niéu khong thich hgp khi ding céc thude
. chéng trdm cam. Tuy nhién, hdi chimg ndy hay gip & loai thube e ché téi hip thu setoronin, trong d6 ¢6 venlafaxin. Néu thiy nguoi béah
Jnhit 13 ngudi cao tudi bj budn ngil, 16 1in hogie co gidt khi ding thube chéng trdm cim, phai chii ¥ ngay dén gidm natri huyét dé didu trj,
Théng bdo cho bic sT nhirng tic dyng khing mong mudn glp phii Khi sir dyng thube,
11. Qua liéu va xir tri ) )
Triéu chimg: Triéu chimg qué lidu venlafaxin thuémg gip nhit bao gdm tim dip nhanh, thay d8i mac d0 tinh téo (tir ngi lo mo dén hon ma),
gian dbng tir, co gidt, v ndn mira, Céc trigu chimg khdc bao gbm thay ddi dién tam dd (kéo dai khoang QT, block nhénh, QRS kéo dai),
nhanh nhip tht, nhip tim chdm, ha huyét dp, chéng miit va tir vong.
Xir tri; Khong c6 thude gial dge dge hidu. Didu tr tri¢u chimg vi ding cde bi¢n phip hd trg. Clin theo doi nhip tim va
C6 thé ding than hogt hofic nira da ddy. Do thé tich phén bb cla venlafaxin 1 trong co thé, nén gly lgi nigy, thdm
thay di méu ¢4 thé khdng o6 ich.
12. Diéu ki¢n bdo quin: Bio quan noi khé rdo, trénh 4nh séng, nhiét d§ khong qua 30°C.
13. Hgn ding: 36 théng ké tir ng:x sdn xudlt.
14, Tén, dja chi cia co s& shn xuiit:
CONG TY TNHH DUQ'C PHAM GLOMED
Dia chi: S& 35 Dai Ld Ty Do, KCN Viét Nam — Singapore, thj x3 Thudn An, tinh Binh Duong.
DT: 0650.3768823 Fax: 0650.3769095
15. Ngity xem xét sira ddi, efp nhfit lpi ni dung hwéng diin sir dyng thude: 01/06/2017
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TO HUONG DAN SU DUNG THUOC CHO NGUOI1 BENH

‘ 1- Tén séin phﬁm
Tén generic hojic tén chung qudc té: Venlafaxin hydroclorid
Tén biét duge: VENFAMED CAP
Thubc bén theo don
Pé xa thm tay cia tré em
DPoc k§ hwémg din sir dyng trrée khi ding
Thing bdo ngay cho bdc s§ nhirng téc dyng khong mong mubn gip phai khi sir dyng thude.

2- Thinh phiin ciia thube
M&i vién nang ctmg chira:
| Hogi chdt: Venlafaxin 37,5 mg (dudi deng Venlafaxin hydroclorid).
| Té duype: Lactose monohydrat, cellulose vi tinh thé 101, natri starch glycolat, cellulose vi tinh thé 102, magnesi stearat.
| 3- M té siin phim L~

| VENFAMED CAP c6 dang vién nang cimg, dimg dé uéng.

M ta: Viénnmgchgsﬁz, népnmgmﬂumhduangmmchﬁ' ¥, thin nang mau xanh drong co in chir

| chira bjt thubc mau tring dén tring nga.

| 4- Quy cdch déng gbi

| Hop 310 vi x 10 vién nang cimg.

| Hp 2 vi x 14 vién nang cimg.

; Hip 1 chai x 30/ 60 vién nang cimng,
5- Thude ding cho bénh gi?

| Venlafaxin duge chi dinh diéu tr bénh trdm cim va dir phong con t4i phat trdm cam nang,
6- Nén ding thuéc ndy nhir thé nio va lidu lugng?

Uéng ciling véi bita an.

Biéu tri bénh trdm cdm

Ngudi 6n va tré trén 18 tudi: liéu khoi diu ding 75 mg/ngdy chia 2-3 lin trong bira in Smét sb bénh nhan cé thé khoi diu vai |

liéu tbﬂp 37.5m gngAg trong 4-7 ﬁa,- diu sau d6 tang dén 75 mg/ngay), néu cén thiét lidu c6 thé ting toi 150 mg/ngay sau vai |
b u dicu tri. Lidu tbi da 225 mg/ngay.

Mmmmnan hodc ndm vién: liéu khéi dﬁucél.hédmgldl 150 mg/ngdy, cir sau 2-3 ngdy didu trj c6 thé tang thém 75 ‘

mg/ngly dén neu 16i da 375 mg/ngdy. Sau d6 lidu phai giam dn. , "

Khéng diing thubc cho tré em dudi 18 tudi. ;

Ngudi bénh suy gan, suy thin r

Vi nguti bénh suy gan, suy thin nhe khong cin diéu chinh lidu,

Ngudi bj suy gan, suy thin trung binh, liéu gidm mét nira va diing ngay 1 1in. Khéng diing cho ngurdsi bénh suy gan, suy thin

ngng.

Ngudi gid: Khong cdn didu chinh lidu.

Luwu ¥: Lidu duge tinh theo venlafaxin (venlafaxin hydroclorid 28,3 mg twong dwong khoéng 25 mg venlafaxin).

7- Khi nio khing nén ding thubec niy? .
Quanﬁnvmnﬂarmnhuawmbmkyumhphﬁnmmmm «
Céc trwdmg hop ¢6 nguy co cao vé logn nhip tim, tang huyét ap khong kiém soét duge. -
Diing ddng thoi véi thube it ché monoamin oxidase (MAOI),

Phy nit mang thai.
Tré em dudi 18 tudi.

8 Tie dyng khdng mong mudn
Rt thuong gdp, ADR >1/10
- Thén kinh: Khd migng, nhirc diu.

- Tiéu hoa: Budn nén.
- Da: Bé md hoi.
Thwong gap, 1/100 < ADR < I/10
" - Chuyén héa/ dinh dudng. Tang cholesterol huyél thanh, syt cén.
| - Thin kinh: Gidc mo bét thuémg, gidm ham mudn tinh dye, chong mit, ting truong lyc co, mét ngd, bbn chdn, dj cam, an
i than, run, In 1on.

Gidc quan: Gian ddng ti, rdi logn thi gide.
Tim mach: Tang huyét ép, gidn mych, dénh tréng ngyc.
Ho hiip: Ngap.
- Tiéu hoa: Biéng in, tdo bon, nén mira.
- Niéu - sinh dye: Xudt tinh bt thudng, réi loan cuong dwong, réi logn kinh nguyét, tiéu rét.
- Chung: Suy nhuge (mét méi), on lanh.
It gap, 1/1000 < ADR < 1/100
- Huyét hoe: Bim tim, xuéit huyét tiéu hoa.
Chuyén héa/ dinh dirdmg: Ting cin.
"ménkm}. Linh dam, 4o gic, rung git oo, kich dong, suy yéu.
Giée quan: Thay dbi cim gidc, i tai.
Tim mach: Hg huyét ép thé dimg, ngit, nhip tim nhanh.
Tiéu héa: Nghién ring, tiéu chay.
- Da: Ban, ryng téc.
- Ni¢u - sinh dye: Khodi cim bét thudmg (ni¥), bf tiéu.
| - Chung: Phit mgch, phin (mg nhay cam 4nh sdng.
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Hiém, 1/10000 < ADR < 1/1000
- Thin kinh: Dimg ngdi khdng yén, mét vin dong, co gidt.
= Niu - sinh dyc: Tiéu khong ty chi.
. Chua biét (khong woc hwong dwge tdn sudt)
| = Huyét hge: Chdy méu mang nhiy, thdi gian chily méu kéo dii, gitm tiéu cdu, loan tgo mdu,
| - Chuyén héa/ dinh duding: Chirc ning gan bit thudng, ha natri huyét, viém gan, Hji Chimg Tiét Hormon Chéng Bai Ni¢u
; Khéng Thich Hop (SIADH).
|~ Thén kinh: Héi chimg an thin kinh 4c tinh, con mé sing, phan (mg ngogi thp, loan vin djng mudn, ¥ dinh va hinh vi ty tir,
chéng mat, gdy hin,
- Gide quan: Glécdm goe déng,
- Tim mach: Ha huyét dp, kéo dai khodng QT, loan nhip thit, nhanh nhip thit (ké cd xodn dinh),
- Hb hilp: Tang bach cdu ua eosin & phdi.
- Tiéu héa: Viém ty.
- Da: Ban dé da dang, biéu bi nhiém djc, hoi chimg Stevens-Johnson, ngira, may day.
- Co xuwong: Tiéu co vin.
- Chung: Phan tmg phan v¢. i . .
'gung sir dung va hoi y kien bac sT néu co cdc dan hi¢u mai bat thuong xay ra.
Ciich xir tri tic dung khing mong mufn
Pa sé tic dung khéng mong muén 12 do lién quan dén serotonin nhu budn nén, nén, nhirc diu, mét ngi hodc
Do thitc &n khong lam giam hip thu thube qua dudmg tiéu héa vi vy dé giam tac dung khdng mong mudn dokHén
thude nhu budn ndn nén ubng thube cing véi thire an.
Venlafaxin thudmg giy tang huyét 4p & mot sé ngudi bénh khi diing lidu virgt qua 200 mg/ngay, nén néu n
tang huyét dp thi cn phai diéu trj ting huyét dp trude khi bt diu dung venlafaxin va phai kiém tra huyét dp thirémg xuyén
trong xubt qua trinh didu trj bing venlafaxin. Véi m6t sé ngudri bénh néu trong qué trinh diéu trj ma huyét 4p ting I&n thi cin
thiét phai giam liéu ho3c ngimg thude.
Néu trong khi diéu trj thdy xudt hign con co gidt, phai n%un g thudc ngay vi co gidt thudng xay ra khi qué lidu, ;
N Giam natri huyét tuong xiy ra & ngudi cao tudi va ¢ thé do c6 hji chimg bai tiét hormone khang nigu khéng thich hgp khi
diing céc thude chéng trdm cam. Tuy nhién, hii chimg ndy hay gip & loai thudc tre ché tai hip thu setoronin, trong d6 co
venlafaxin. Néu thiy nguoi bénh nhit 1a ngudi cao twdi bj budn ngt, 1 lin hofic co gift khi dimg thube chdng trdm cdm, phai
chii ¥ ngay dén gidm natri huyét dé didu i,
Théng bdo cho béc si nhimg tic dyng khéng mong mudn gip phii khi sir dyng thude, -
9- Nén trinh ding nhirng thudc hojic thyre phim gi khi dang ding thufc nay? :
Mgt 56 thube khi diing ddng théi vai venlafaxin c6 thé gdy hgi chimg serotonin: Thube cudng serotonin, thude (e ché chon loc
t4i hiip thu serotonin, thube tre ché tai hip thu serotonin va noradrenalin, serotonin, thube lam giam chuyén héa serotonin, Khi |
bt budc phai dung ddng thar venlafaxin véi mét trong cée thude tén, phai gidm st chat ché ngudi bénh, nhét 13 giai doan dAu |
tién diéu trj. Dic biét khong dugc ding venlafaxin ddng thai véi IMAQ vi ¢6 thé gy twong tac nguy hiém tinh mang. Phai '
ngimg ding IMAO it nhit 14 ngay mdi bét diu didu trj vai venlafaxin v phai ngung diéu trj vai venlafaxin it nhit 7 ngay
trdic khi bat dAu didu tri voi cic thude chdng trdm cam khic.
Thudc chéng dong méu: Téc dyng ching ddng méu cia warfarin ¢ thé tang 1én khi ding cﬁng v&i venlafaxin.
Thube chong sét rét: Nha san xug artemether cling v&i lumefantrin khuyén cdo tranh diing phdi hop véi venlafaxin. o
Thudc diéu tri bénh tdm than: ndng 43 clozapin tang trong huyét tuong khi ding cing voi venlafaxin,
Thudc dopaminergic (entacapon): Nha san xuét entacapon khuyén céin thin trong khi ding phdi hop véi venlafaxin.
Sibutramin: Ting nguy e ddc cho hé thin kinh. Nha san xuft khuyén cdo tranh ding déng théi.
Moclobemid (mdt lhugc {rc ché MAO-A hdi phuc dugc): Trénh ding phdi hop. Phai c6 mdt thin gian tir 3-7 ngay nghi thude

khi muén ding thude kia. ﬁ
Thudc serotonergic: Ting nguy co giy hoi chimg serotonin khi phéi hop cée thubc serotonergic véi nhau, khi phéi hop mét 2
thubc serotonergic vai venlafaxin. Hoi chimg serotonin xay ra trong vai gitr hodic vai ngay gdm co: vit vA, vd md hoi, ia chay, CONi
s6t, ting phan xa gén xwong, méit diéu phdi, thay dbi trang thai tam thén (1a iin, hung cam nhe), rung gifit co, rét run hojc run, :
logn nhip tim, hon mé, ddng méu rii ric ndi mach, ting hogic gidm huyét 4p, suy thén, suy thé, co gift vi 6t cao. CH NHIE
Rt Cimetidin: Gay G ché enzym chuyén hoa venlafaxin & gan nhung n6 khong dnh hudng t6i chét chuyén hoa ¢6 hoat tinh cia pugc
venlafaxin 1A O-desmethy! venlafaxin, chilt nay c6 trong huyét twong véi nong d@ cao. Do d6, céc nha sin xult khuyén cdo | ILO!

ring khi sir dyng ddng thosi venlafaxin voi cimetidin chi cin theo ddi cdc tridu chimg 14m sang ddi voi nhimg bénh nhin cao
tudi, suy chirc nang gan hofic trrée d6 da timg bj tang huyét &p. W
Ketoconazol (chdt e ché CYP3A44) AN
Diing ddng thi chét irc ché CYP3A4 (nhur atazanavir, clarithromycin, indinavir, itraconazol, voriconazol, posaconazol,
ketocanazol, nelfinavir, ritonavir, saquinavir, telithromycin) véi venlafaxin c6 thé 1am tang ndng df venlafaxin va chét chuyén
héa O- desmethylvenlafaxin.

[ Lithi

‘ Hoi chimg serotonin c6 thé xdy ra khi ding dong thoi venlafaxin véi lithi.

Imipramin _ )
Venlafaxin khdng anh hudng dén duge dong hoc cia imipramin va 2-OH-imipramin. Di¢n tich du6i dudmg cong (AUC) ciia
2-OH-desipramin tang 1én 2,5 - 4,5 1in ty thuge vio lidu khi ding venlafaxin lidu hing ngay 75 - 150 mg. Imipramin khong
anh huémg dén dwroe ddng hoc ciia venlafaxin va O-desmethylvenlafaxin. Thin trong khi ding phdi hop venlafaxin va
imipramin,

Haloperido!

Diing ddng thiri venlafaxin va haloperidol 1am haloperidol gidm thanh thii dumg udng tng cdng 42%, ting AUC 70%, ting
Cumax 88%, nhung nira doi thai trir khong thay ddi. |
Risperidon !
Venlafaxin lam ting AUC cua risperidon 50%. :
Metoprolal

Ding ddng thdi venlafaxin va metoprolol lim ting nbng d9 huyét twong metoprolol xAp xi 30 - 40%.

.,
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Indinavir

Diing dbng thoi venlafaxin va indinavir lim gidm AUC indinavir 28% va lam gidgm Cmax indinavir 36%.
Thudc tdc dgng ién h¢ than kinh trung wong

Lam tang kha nang téc dung lén hé than kinh trung uong.

Desipramin

Lam ting néng dd huyét tuong cia desipramin.

Chat doi khdng thy the 5-HT,

C6 thé gy hoi chimg serotonin de doa tinh mang. Céin theo ddi cfn thin bénh nhin dic biét trong sudt giai doan diu didu trj,
khi tang li¢u hogc khi ding khéi diu thube serotonergic khéc.

Tramadol

C6 thé gay hi chimg serotonin. Nén thin trong khi dung phdi hop nay.

Tryptophan va tién chdt serotonin khdc

C6 thé gy hoi chimg serotonin, Khong khuyén cdo ding phdi hop nay.

10- Ciin 1am gi khi m{t lin quén diing thudc?

C6 thé udng thude ngay khi nhé ra, néu gén lidu tiép theo bo qua lidu da quén va udng lidu ké tiép vio gid thuimg 18 Khong
ubng lidu gip d8i @& ba cho lidu bé sot.

| 11- Cin bio quiin thubc niy nhir thé nao?

‘ 12-

Bio quan noi khé réo, tranh dnh sdng, nhiét d6 khéng qud 30°C.

Nhirng diu higu va tridu chirg khi ding thufc qus liéu

Triéu chimg qua liéu venlafaxin thiémg ggp nhét bao gbm tim déip nhanh, thay dbi mic 4§ tinh to (tir ngt lo mo dén hon mé),
gidn ddng tir, co gift, va ndn mira. Cée tri¢u chimg khdc bao gbm thay dbi dién tim db (kéo dai khodng QT, block nhdnh, QRS
kéo dai), nhanh nhip thét, nhip tim chdm, ha huyét &p, chéng mét va tir vong. :

13- Ciin phdi lam gi khi diing thudc qud lidu khuyén cio?

Khbn‘gucé thudc giai dde dic hidu. Didu trj trigu ching va ding céc bi¢n phép hd trg. Cin theo doi nhip tim tu
sinh tén. C6 thé ding than hoat hoc rira da day. Do thé tich phén bd cia venlafaxin 16n trong co thé, nén gdy lgi niu, thim
phan, thdn nhén tgo hojc thay d6i mau cb thé khong cb ich.

14- Nhirng didu ciin thin trong khi diing thude nay?

Tie tie/ y dinh tw tix )
Nguy co tyr tir va ¢6 ¥ djnh nru;r\-‘in kéo dai cho t6i khi bénh thuyén giam dang k&, Boi vi tinh trang bénh ¢6 thé khong cai
thién trong sudt vai tudin ddu didu trj hofic hon, nén bénh nhin cin duge theo ddi chit che cho t6i khi bénh durge cai thién, Thir
nghiém ldm sang cho thiy nguy co tyr tir c6 the tang trong giai doan sém hdi phuc.
Hoi chimg serotonin
Ciing nhr véi nhimg thudc seratonergic khée, hji chimg serotonin de doa tinh mgng co thé xay ra khi diéu trj v6i venlafaxin,
diic biét & nhimg bénh nhén ding dng thii véi cée MAOL. Hji chimg serotonin bao gbm cdc thay dbi trang théi tim thin (lo
iu, @0 gidc, hon m&), mit dn dinh hé thin kinh ty chi (nhip tim nhanh, huyét 4p khang én dinh, ting than nhiét), logn thin kinh
co (tAng phin xa, mat phdi hop), va/hodc cée tri¢u chimg tiéu hoa (budn ndn, non, tiéu chy).
Glécdm goc hep ) )
Gian déng tir cb thé xay ra lién quan dén venlafaxin. Cln theo doi chjt ché bénh nhin ting nhin 4p hojc bénh nhin cb nguy co
bj glocdm goc hep cép.
Huyét ap . .
Tang huyét 4p lién quan dén liéu venlafaxin thutmg duge bio cdo. Ciin kiém tra huyét dp déu dain, sau khi bit ddu diéu trj va
sau khi ting lidu. Sir dung thude thin trong trén nhiing bénh nhén ¢6 thé bj tdn thirong do tang huyét dp, nhwr suy gidm chirc
niing tim mach.
Nhip tim
Tang nhip tim c6 thé xdy ra, dic biét & liu cao. Sir dung thubc thin trong trén nhimg bénh nhin ¢6 thé b tbn thuong do ting
nhip tim.
Bérf'! tim mach vé nguy co logn nhip )
Venlafaxin chua dugc dénh gid trén bénh nhén cé tién sir nhdi mdu co tim hay bgnh tim khong &n dinh. Vi vily, céin thin trong
khi ding thubc trén nhimg bénh nhin ndy. Do nguy co ting huyét ap phy thue lidu ding nén cin phai theo ddi huyét p trong
qué trinh didu trj khi diing lidu qué 200 mg/ngdy. Dinh lugng ndng ¢ cholesterol huyét néu bénh nhén ding thudc trang thdi

ian dai.
%(lnh nghiém hfiu mai cho thily loan nhip tim de doa tinh mang d4 dugc bio céo voi venlafaxin, dje bigt khi qud lidu. Nén cin
nhéic 1gi feh va nguy oo truée khi diéu tri bing venlafaxin & nhimg bénh nhén c6 nguy co logn nhip trim trong.
Co gigr
Diéﬁ tri h&;% venlafaxin ¢ thé gdy co gigt. Cin thin trong khi ding venlafaxin trén nhimg bénh nhan c6 tién st co git.

natri huyét

ggc truémg hop ha natri huyét vi/hoge Hoi Chimg Tiét Hormon Chéng Bai Ni¢u Khong Thich Hop ¢ thé xdy ra véi
venlafaxin, thudmg gdp & nhimg bénh nhan mét nude hogic gidm thé tich. Ngudi gid, ngudi dang uong thude lgi tidu co nguy co
cao vai che tridu chimg ndy. "
Xudt huyét ving bum,
Che Ihuﬁ wic cﬁé tzliiip thu serotonin c6 thé diin dén giam chire nang tiéu ciu. Nguy co chiy méu mang nhay va da, ké ca
xuit hn;é: tiéu hoa c6 thé tang 1én & nhimg bénh nhin ding venlafaxin. Venlafaxin nén dugc dung thin trong & nhimg bénh
nhén d€ chiy mau, ké ca bénh nhin dang ding thubc chéng ddng va thude de ché tiéu clu.
Hung cam/ humg cam nhe
Huuic:imn’hungcém nhe xdy ra voi ti 1¢ nhé & nhimg bénh nhan rdi logn tim thin dang thube c@&xguamcmn, ké ca
venlafaxin. Ding thudc thin trong & nhitng bénh nhén cb tidn sir hoc tidn sir gia dinh bj bénh rdi loan ludmg cye.
N; diing venlafaxin y
Tgnmhgngungg thuécﬁ;m ngbt. Trude khi ngung didu trj bing venlafaxin, nén gidm lidu tir tir trong gumél 1-2 u@m dé giam
nguy co xay ra phan img ngung thuc (nhu chéng mt, rbi loan cam gidc (bao gbm ci dj cam), rdi loan gide ngi, kich dong
hay lo du, budn nén va/hofic ndn, run, hoa mdt, nhirc dau va hii chimg cim).

Lactose: Khong nén diing VENFAMED® CAP cho nhimg b¢nh nhén ¢6 vin dé di truyén hiém gap khéng dung nap galactose,

thiéu hyt Lapp lactase holic kém hdp thu glucose-galactose.
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|
Sir dyng cho tré em: Khong diing venlafaxin cho tré em va tré vi thanh nién du6i 18 wéi. - '
Sir dyng cho phy nir ¢6 thai: Khing c6 dit ligu ddy di vé vige sir dyng venlafaxin trén phy nir mang thai. Céc nghién ctru trén |
dong vit cho thiy thubc gdy ddc tinh trén sinh san. Chia bit nguy co gdy dfc tinh trén ngudi. Chi ding venlafaxin cho phy ]
nt mang thai khi lgi ich vuot tr§i hon nguy co.

Sir dyng cho phy nir dang cho con bi: Venlafaxin va chit chuyén héa O-desmethylvenlafaxin dirge bi tiét vao sira me. |
Khong diing venlafaxin cho phy nit cho con bi. : ‘
Anh hwémg ciia thufic 18n kha ning dieu khién tiu xe vi viin hinh miy mée: Venlafaxin c6 thé giy chéng mdt, an thin. .
, Khﬂngdnn#thnﬁckhidmgléixehuacvinhﬁnhméyméc. =
15- Khi nio cin tham vén bic 577 !
Nén tham vén bc si trong nhimg trudmg hop ¢6 cdc ddu hidu méi bit thudng xay ra. |
Néu cin thém thong tin xin hl § kidn bdc s§ hofdc dicge sk,

| 16- Han dilng ciia thngc

| 36 thang ké tir ngdy san xuft.

| 17- Nha sin xult/chii si hiru gidly phép diing ky siin phim

=~ CONG TY TNHH DUQC PHAM GLOMED |~
Dia chi: S8 35 Dai L Ty Do, KCN Viét Nam — Singapore, thi x Thufin An, tinh Binh |\ -
T Ducmg.

18- Ngiy xem xét sita @i, cip nhit li ni dung hwdmg din sir dyng thude.
01/06/2017 :.
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