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Venlafaxine STELLA 75 mg

: 1§ Tén thuée
Venlafaxine STELLA 75 mg
2. ' Cé4c ddu higu lwu ¥ va khuyén céo khi dung thuéc
Dé xa tam tay tré em
Doc ki huéng dan'str dung treede khi ding
3.  Thanh phan céng thirc thudc
Thanh phan hoat chét:

Venlafaxine (duéi dang venlafaxine hydrochloride 84,85 mg).................lo v 75 mg

Thanh phan t4 duoc:

Microcrystallin cellulose, hypromellose, ethylcellulose, colloidal silica khan, magnesi

stearat, macrogol 400.
4, Dang bao ché
Vién nén bao phim phéng thich kéo dai.
Vién nén bao phim:mau tréng, hinh thuén dai;, hai mat khum, tron.
Chi dinh
Diéu trj cac con tram:cdm nang.
Phong ngira su tai phat cac con tram cam nang
DiBu trj cac rdi loan lo au lan tda.
Diéu trj cac rbi loan lo au xa hdi.
= Diéu trj cac rdi loan hoang s, c6 hodc khdng cé chitng s khoang tréng.
Céch dung, liéu dung
- Céc con tram cam ndng:

()

i

Ligu kh&i dau khuyén céo la 75 mg, méi ngay mét Ian. Bénh nhan khong dap (rng véi lidu
khé&i dau 75 mg/ngay c6 thé tang liéu dén lidu t6i da 375 mg/ngay. Viéc téng lidu c6 thé

duoc thue hién cach quéng 2 tuan hodc hon.
- R&i loan lo 4u lan toa:

Liéu khdi dau khuyén céo la 75 mg, mdi ngdy mot Ian. Bénh nhan khéng dép trng voi liu
khéi dau 75 mg/ngay c6 thé tang liu dén liéu ti da 225 mg/ngay. Viéc téng ligu c6 thé

dugc thye hién cach quang 2 tuan hoac hon.
- RG&i loan lo 4u x& hdi:

Li&u khuyén c4o la 75 mg mdi ngay mot lan. Khéng cé bang chirng cho thay ligu cao hon

mang lai nhiéu lgi ich hon.

Tuy nhién, bénh nhan khéng dap (rng véi lidu khdi dau 75 mg/ngay, cé thé tang lieu dén
liBu t6i da 225 mg/ngay. Viéc tang lidu cé thé dugc thirc hién cach quéng 2 tuéin hodc hon.

- RGi loan hoang so”

Ligu khuyén céo 37,5 mg/ngay trong 7 ngay (st dung dang bao ché vién nang cing
Venlafaxine STELLA 37.5 mg). Sau d6 tang ligu Ién 75 mg/ngay. Bénh nhan khéng dap
rng Vi litu 75 mg/ngdy c6 thé tang dén lidu t6i da 225 mg/ngay. Viéc tang liu co thé

duoc thye hién cach quéng 2 tuan hodc hon.
— . Ngwoi cao tudi:

Can than trong trong viéc diéu tri d8i véi ngudi cao tudi. Ludn dung lléu thdp nhét.c6 hiéu

qua va bénh nhan phai dugc theo doi cdn than khi tang lidu.
— . Bénh nhan suy gan:
DGi voi bénh nhén suy gan nhe dén trung binh:; Nén giam ligu 50%.

D6i v6i bénh nhan suy gan néng: Can can nhac gitra lgi ich ti8m nng véi nguy co trong

diBu trj,
b 4 Chéng chi dinh

- Bénh nhan qua man v6i venlafaxine hydrochloride hay bét ct thanh phan ta duwgc nao

clia thudc.
- Bénh nhan dang dung céc thudc (rc ché monoamin oxidase (IMAO).
8. Canh béo va than trong khi diing thuéc

- Bénh nhan c6 tién sir nhdi mau co tim gan day hodc tinh trang bénh c6 kha néng bj tram
trong khi nhip tim t&ng. Do nguy co tang huyét p phu thudc liéu, can theo ddi huyét &p

khi digu tri.
— ___.Can kiém tra cholesterol huyét thanh khi digu tri lau dai.

— " 'Thén trong khi dung venlafaxine cho benh nhan suy gan Hoﬁc than tlr vira dén néng va

‘diBu chinh ligu khi can thiét.

- Venlafaxine dugc ding than trong véi bénh nhan c6 tién si¥ dong kinh va tranh diing cho
nhirng ngudi c6 bénh khong n dinh; nén ngtrng thudc & bét ky bénh nhan phéat trién con

dong kinh hodc gia tang tan sd dong kinh.

- Thén trong v6i bénh nhén cé tién st r6i loan chdy méu, hirng cdm nhe hay hung cam,
= Bénh nhan tang nhén &p hay cé nguy co bénh glaucom g6c déng can dugc theo ddi

chét ché.

- Bé&o ngay cho béc s néu cé cac bi€u hién phat ban,  may day hay céc phan trng di trng

c6 lién quan véi venlafaxine.’

& Bénh nhan, d&c biét 12 ngudi cao tudi, can than trong v6| nguy co cé thé bj hoa mét,

dirng khong vibng do ha huyét ap thé ding.

- Caéc triéu chirng do ngirng thudc hodc giam ligu venlafaxlne ddt ngdt bao gdm mét mai,
budn ngu, dau dau, budn nén, nén, biéng &n, danh tréng ngwc, hoa mét, khd miéng, tiéu
ng, It 1&n, hung ¢am nhe, dj cam, d6 md héi va

chay, mét ngu, kich dong, lo au, céng th
chéng mat.

9: Str dung thudc cho phu ntk c6 thai va cho con bu
Phu nt¥ c6 thai

Nghién ctru trén chut cho thady khi cho chudt me dung thudc tir Iic mang thai cho d@én khi
I dirt stra c6 si giam kh6i lwong va ting sy chét non clia chudt con va cling téng tir vong
& nhirng chudt con trong 5 ngay dau ba si*a me. Chua c6 nghién cléu day di va chudn
x&c trén phy n{r mang thai. Vi nghién ctru trén dong vét khong phéi lic nao ciing dy doan
duoc trén ngudi, nén chi sir dung thude trong thdi ky mang thai khi that sy can thiét.

Phu ni¥ cho con bu

Venlafaxine va ODV bai tiét dwgc qua sira me. Do nguy co gay nhitng tac dung khong
mong mudn nghiém trong cho tré em b sira me, nén quyét dinh hodc ngwng chacon bl
ho#c ngung st dung thudic, sau khi d& can nhdc tam quan trong clia thufc d6i véi

ngudi me.
10. Anh hwéng clia thudc 18n kha néing l4i xe, van hanh méy méc i

Gifng nhuw cac thudc chéng tram cam khéac, venlafaxine €6 thé lam suy giam kha ning
lam viéc va néu c6 anh hudng xay ra, bénh nhan khdng nén lai xe hay van hanh may méc.

11. Twong tac, twong ky ciia thudc
Twong téc cua thuéc

- Thubc trc ché CYP3A4: Diung ddng thoi venlafaxine véi cac thudc (e ché CYP3A4
(atazanavir, clarithromycin, indinavir, itraconazol, voriconazol, posaconazol ketoconazol,
nelfinavir, ritonavir, saquinavir va telithromycin) cé thé lam tang ndng do clia venlafaxme
va O-desmethylvenlafaxine. Vi vy, can than trong khi bénh nhan dang dung liéu phép

diBu trj ddng thoi thude trc ché CYP3A4 va venlafaxine.
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Lithi: Hoi chirng serotonin c6 thé xay ra khi dung dong thoi venlafaxine va lithi.
Thu6c trc ché monoamin oxidase: Mt s& phan trng khdng mong mudn nghiém trong da
duwoc bao céo & nhitng bénh nhan méi ngirng st dung céac thudc (rc ché monoamin
oxidase (IMAO) va bét dau str dung venlafaxine’hay nguroe lai. Nhirng phan ting nay bao
gdm run, rung co, d6 md hdi, budn ndn, ndn, dé birng, hoa mat, tang than nhiét véi dic
diém giéng nhu hdi chirng an than kinh &c tinh, ddng kinh va tir vong. Do d6, khdng st
dung venlafaxine két hop véi thudc trc ché MAO, hodc trong vong it nhat 14 ngay sau khi
da ngirng str dung thudc trc ché MAO. Dura trén thoi gian ban thai cla venlafaxine, sau
khi d& ngirng st dung venlafaxine it nhét 7 ngay méi bt dau dung thude e ché MAO.
CA4c thuéc kich thich than kinh trung wong: Can than trong khi phai két hop venlafaxine
véi cac thudc kich thich than kinh trung wong khéc.
Twong ky cua thuéc
Do khéng c6 cac nghién ctru vé tinh twong ky clia thudce, khong tron 1an thuc nay véi
cac thudc khéac.
Tac dung khéng mong mudn clia thuéc
Thuwdng gdp nhat (ADR > 1/10): Budn ndn, dau dau, mét ngl, ngti lo ma, khé miéng,
hoa mét, tdo bén, suy giam chirc nang sinh duc, suy nhugc, d6 md hoi, hot hoang.
Céc téc dung khéng mong mu6n thudng gép khéc (1/100 < ADR < 1/10): Biéng &n, tiéu
chay, khé tiéu, dau bung, 1o au, tiéu thudng xuyén, réi loan thj giac, gidn mach, non,
run, c&m giac khéc thudng, &n lanh hodc s6t, danh tréng ngyc, tang hodc giam céan,
téng cholesterol huyét thanh, kich ddng, di mong, 14 14n, viém khép, dau co, U tai, ngtra,
khoé thé va ban da. Tang huyét ap phu thudc ligu ciing xuét hién & mot s6 bénh nhan.
Céc tac dung khéng mong muén it gdp hon (1/1000 <ADR < 1/100): Tang enzym gan
c6 thé hdi phuc, ha huyét ap thé dirng, ngét, loan nhip tim, nhip tim nhanh, chay mau
niém mac, vét bam mau, o gi4c, nghién rang ldc ngu, co thét co, chirng may co, rung
téc, thay déi vi giac, bi ti€u, rong kinh, phti mach va cac phan &ng nhay cam anh sang.
Hiém gdp (1/10.000'< ADR < 1/1000): Co giat, tang tiét sira, xuat huy&t gém chay mau
tiéu héa, phan v&, viém gan, hdng ban da dang, hdi chitng Stevens-Johnson, mét diéu
hoa, chirng loan van ngdn, ri loan ngoai thap gém tam than van dong khdng nghi va
chitng khéng ngdi yén, hoat héa hwng cdm hodc hung cam nhe. NhCrng phan tng
khéng mong muén hiém gap khac gdm loan thé tang mau nhw mat bach cau hat, thiéu
mau bat san, gidm bach cau trung tinh, gidm toan thé huyét cau va giam ti€u cau, kéo
dai khoang QT va xo&n dinh, nhip nhanh that hoac rung that, ly gii co van, mé sang,
viém tuy va tdng bach cau &i toan & phéi.
Hanh vi hung héng xudt hién khi diéu trj véi venlafaxine dac blet |a lic khéi dau va lic
ngirng diéu. tri. Y dinh tw t&r d& dwoc béo cao, dac biét & tré em. C6 thé ha natri huyét
do bai tiét hormon khang lgi niéu khéng thich hop lién quan dén viéc str dung cac thudc
chéng tram cam, dic biét 1a & ngudi cao tudi.
Qua liu va cach xu tri
Triéu ching
Qua ligu venlafaxine xay ra chti yéu khi két hgp véi regu va/hodc cac thude khac. Bét
thuwérng dién tam dd (nhu kéo dai khoang QT, phong bé b6 nhéanh, kéo dai khoang QRS),
nhip nhanh xoang va tam thét, nhip tim cham, ha huyét 4p, mét tinh tao (tir budn ngti dén
hén mé), ly giai co van, dong kinh, chéng mat, hoai tir gan va tir vong da duoe béo céo.
X tri
Pam bao t6t dudng thd, oxy, va thong khi. Theo ddi nhip tim va cac ddu hiéu sinh ton.
Néu can thiét, rira da day véi 6ng thong da day I6n c6 sy bao vé dudng thd thich hop
_cé thé duoc chi dinh néu thure hién sém khi méi udng thubc hay méi cé triéu chirng. Nén
st dung than hoat tinh. Vi thé tich phan b6 ctia thudc Ién nén phwong phéap loi tiéu
cuw&ng burc, thdm tach, loc mau hép phu va thay méu khong c6 lgi. Hién van chua c6 chat
gidi doc d&c hiéu cho venlafaxine.
Piéc tinh dwoe Iwe hoc
Nhém duwge ly: Thudc chdng tram cam khac.
M& ATC: NOBAX16.
Co ché chdng tram cam cla venlafaxine & ngurdi duoc cho 1a°do hoat tinh dén truyan
than kinh & hé than kinh trung' wong. Nhitng nghién ctru tién [am sang cho thdy
venlafaxine va chét chuyén héa cé hoat tinh clia né, O-desmethylvenlafaxine (ODV), la
nh(tng chét (rc ché manh s tai thu nhén serotonin va norepinephrin & neuron thén kinh
va (rc ché y&u sy tai thu nhan dopamin. /n vitro, venlafaxine va ODV khong c6 i lirc dang
ké d6i véi thu thé muscarin, histamin hay (alpha)-1 adrenergic. Hoat tinh dwge ly trén
nhitng thy: thé nay dwoc cho la cé lién quan dén céc tac dong khac nhau nhw khéang
cholinergic, an than va tac déng trén tim mach nhi da duoc théy & cac thude hwéng tam
than khac. Venlafaxine va ODV khéng €6 hoat tinh (rc ch& monoamin oxidase (MAO).
Péc tinh dwoe dong hoc
Venlafaxine hép thu dé& dang qua duwdng tiéu héa. Sau khi udng, thudc trai qua chuyén
héa Ian dau nhigu & gan chtl yéu thanh chét chuyén héa ODV c6 hoat tinh; sy hinh thanh
oDV duoc. didu phi bdi hé cytochrom P450 isoenzym CYP2D6. Isoenzym CYP3A4
cting tham gia vao sy chuyén héa venlafaxine. C4c chét chuyén héa khac bao gom
N-desmethylvenlafaxine va N,O-didesmethylvenlafaxine. Sau khi-uéng vién venlafaxine
phéng thich nhanh, ndng dé dinh trong huyét tweng cla venlafaxine va ODV dat duoc
twong (ng trong 2 gidr va 3gidr. Khi'duing vién venlafaxine phéng thich kéo dai, nbng do
dinh trong huyét twong cla venlafaxine va ODV dat dwoc twong (*ng trong khoang
5,5 gitr va 9 gid. Khi dung vién venlafaxine dang phéng thich nhanh hodc phéng thich
kéo dai v6i litu dung h&ng ngay twong duong nhau, téc do hép thu clia dang phong thich
kéo dai s& cham hon dang phéng thich nhanh nhwng mirc do hép thu twong duong
nhau. Thirc &n khéng anh hwdng dén sinh kha dung clia venlafaxine va ,ODV. 27%
venlafaxine va 30% ODV gén két véi protein huyét twong. Thoi gian ban thai cla
venlafaxine va ODV I&n lwot khoang 5 gidr va 11 gio: Venlafaxine thai trlr' phan Ién qua
nuéc tidu, chilyéu dwéi dang chét chuyén héa, cling cé khi dwéi dang ty do hay két hop;
khoang 2% dugc thai trir qua phan.
Quy cach déng géi
Vi'14 vién. HOp 2 vi.
PiBu kién bao quan, han dung, tiéu chuén chét lwong cua thude
Digu kién bao quan
B&o quan trong bao bi kin, noi khd. Nhiét do khéng quéa 30°C.
Han dung
24 thang ké tir ngay san xuét.
Tiéu chuén chét lwong
TCCS.
Tén, dia chi ciia co’ s& san xuét thuéc
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