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Venlafaxine STELLA 75 mg

Tén thudc
Venlafaxine STELLA 75 mg
' Céc déu hiéu luuvvuﬁwcn céo' khrdt‘mg thude

DE xa tam tay tré em
Doc ki huéng dan st dung treée khi ding
Thanh phén céng thirc thubc
Thanh phan hoat chét: y
\ ine (duéi dang hydrochloride 84,85 mg)....
Thanh phan t& duoc:
Microcrystallin cellulose, hypromellose, ethylcellulose, colloidal silica khan, magnesi
stearat, macrogol400:
Dang bao ché
Vién nén bao phim phéng thich kéo dai.
Vién nén bao phim mau trdng, hinh thuén dai; hai m&t khum, tron.
Chi dinh
Diéu tri cac con tram:cam nang.
Phong ngira sir tai phé.lcéceunulmcém na.ng
DiBu trj cac r6i loan lo au lan tda.
Didu trj cac r6i loan lo au xa hdi.
Didu trj cac r8i loan hoang so, c6 hodc khong c6 chirng s¢ khoang tréing.
Céch diing, ligu dung
Céc con tram cam ndng:
Li8u kh&i dau khuyén céo 1a 75 mg, mdi ngay mét Ian. Bénh nhan khéng dap (rng v6i ligu
khéi dau 75 mg/ngay c6 thé téing lidu dén lidu t6i da 375 mg/ngay. Viéc tang lidu c6 thé
dugc thyre hién cach quéng 2 tuan hodc hon.
RG&i loan lo &u lan téa:
Ligu khdi dau khuyén céo la 75 mg, mdi ngay mét [an. Bénh nhan khdng dap (ng véi ligu
kh&i dau 75 mg/ngay c6 thé téng liu dén ligu t6i da 225 mg/ngay. Viéc téng lidu c6 thé

+.dugec thyee hién cach quéng 2 tuan hoc hon.
R&i loan lo &u x& hdi:
Ligu khuyén céo la 75 mg méi ngay mét lan. Khéng cé béng chirng cho thy ligu cao hon
mang lai nhiéu loi ich hon.
Tuy nhién, bénh nhan khéng déap (ng v6i lieu khdi dau 75 mg/ngay, c6 thé tang lieu dén
ligu t6i da 225 mg/ngay. Viéc ting lidu c6 thé dugc thyr hién cach quéng 2 tuéin hozc hon.
R@i loan hoéng s¢:
Liéu khuyén cao 37 5 mg/ngay trong 7 ngay (sr dung dang bao ché V\én nang cirng
Venlafaxine STELLA 37.5 mg). Sau d6 ting liéu Ién 75 mg/ngay. Bénh nhan khéng dap
g voi lidu 75 mg/ngay c6 thé ting dén lidu t8i da 225 mg/ngay. Viéc tang lidu c6 thé
duoc thyc hién cach quang 2 tuan hodc hon.
Nguwoi cao tubi:
Can than trong trong viéc diéu tri d6i véi ngudi cao tudi. Ludn ding Iléu thép nhét,cé hiéu
qua va bénh nhan phai dugc theo ddi cin than khi tang lidu.
Bénh nhén suy gan: ,
B0i v6i bénh nhan suy gan nhe dén trung binh; Nén giam ligu 50%.
22" Vv6i bénh nhén suy gan ndng: Can can nhéc gita li ich tiém néng véi nguy co trong

u trj,

Chéng chi dinh
Bénh nhan qua man véi venlafaxine hydrochlonde hay bét ctr thanh phan ta dwgc nao
clia thudc.
Bénh nhan dang dung céc thudc (rc ché monoamin oxidase (IMAO).
Canh béo va thén trong khi ding thubc
Bénh nhan c6 tién sir nhdi mau co tim gan day hodc tinh trang bénh c6 kha nang bj tram
trong khi nhip tim téng. Do nguy co téng huyét &p phu thudc ligu, can theo ddi huyét &p
khi didu trj.
Can klém tra cholesterol huy
Théh trong khi ding venla
diBu chinh ligu khi can thiét.
Venlal‘axme dugc dung than trong véi bénh nhan c6 tign str ddng kinh va tranh diing cho
nhitng ngudi c6 bénh khong 6n dinh; nén ngirg thudc & bét ky bénh nhan phét trién con
dong kinh hodc gia tang tan s6 GOng kinh.
Than trong véi bénh nhan c6 ti&n str r6i loan chdy méu, hirng cdm nhe hay hung cam,
Bénh nhan ting nhan &p hay c6 nguy co bénh glaucom gé¢ déng can dug?c theo d&i
chat ché.
BA&o ngay cho béc sT néu c6 céc biéu hién phéat ban, , may ﬂay hay céc phan tng dj (rng
c6 lién quan v6i venlafaxine.’
Bénh nhan, d&c biét 1a ngudi cao tudi, can than trong v6| nguy co c6 thé bj hoa mét,
dirng khong virng do ha huyét &p thé ding
Céac Meu chirng do ngirng thuéc hodc qIAm ligu venlafaxine dét ngdt bao gdm mét moi,
budn ngu, dau dau, budn ndn, nén, biéng &n, danh tréng ngurc, hoa mét, khd miéng, tiéu
chay, mét hgt, kich dong, lo &u, cang thang, 1 1&n, hng ¢&m nhe, di c&m, d6 md héi va
chéng mat.
Str dung thu&c cho phu ni¥ c6 thai va cho con bu
Phy ni¥ c6
“Nghién ctru tren chudt cho thdy khi cho chudt me dung thudc tir Itic mang thai cho dén khi

'ldirt stra c6 sy gidm kh6i lwong va téng sy chét non clia chudt con va cling téng tir vong
& nhirng chudt con trong 5 ngay dau ba stta me. Chua c6 nghién cru @8y Al va chuén
x&c trén phy nir mang thai. Vi nghién ctru trén dong véat khéng phai ltc nao cling dy doan
dugc trén ngudi, nén chi sir dung thude trong thoi ky mang thai khi that sy can thiét.
Phu nt¥ cho con bd
Venlafaxine va ODV bai tiét dugc qua sira me. Do nguy co' gay nhitng tac dung khong
mong muén nghiém trong cho tré em b stra me, nén quyét dinh hodc nquna chocon ba
ho#c ngung st dung thuBc, sau khi d& can nhic tam quan trong clia thuBc a6i voi
ngudi me.
Anh hwéng cia thuéc 18n kha néng I4i xe, van hanh may méc f
Giéng nhu céc thudc chéng trAm cam khac, venlafaxine 6 thé 1am suy giam kha ning
lam viéc va néu c6 anh hudng xay ra, bénh nhan khdng nén lai xe hay van hanh méy méc.
Twong tac, tuong ky, ciia thubc

t thanh khi diéu tri 1au dai.
xine cho bénh nhan suy gan hoac than tir vira dén néng va

Twong téc cua thubc
Thube L?c ché CYP3A4: Ding ddng thoi venlafaxme Véi cac thubc (rc ché CYP3A4
ycin, indinavir; i
Ifinavir, ritonavir, saquinavir va teli ) ¢6 thé lam léng ndng do cuavcriafaxme

va O-desmethylvenlafaxine. Vi vay, can ﬂ;An trong khi bénh nhan dang ding Héu phap
digu trj ddng thoi thude rc ché CYP3A4 va venlafaxine.

Lithi: Hai chirng serotonin c6 thé xay ra khi ding dong thoi venlafaxine valithi.. -,
Thuéic trc ché monoamin oxidase: MOt s6 phan (rng khéng mong mudn nghiém trong da
dugc bao cdo & nhirng bénh nhan méi ngtrng str dung céc thude (e ché monoamin
tmdase (IMAO) va bét dau sir dung venlafaxine'hay nguroe lai. Nhirng phan trng ndy bao
gdm run, rung co, d6 md hoi, bubn ndn, ndn, dd birng, hoa mét, ting than nhiét véi dac
diém gidng nhur hdi chirng an than kinh &c tinh, ddng kinh va tir vong. Do d6, khéng st
dung venlafaxine két hgp véi thudc (rc ché MAO, hodc trong vong it nhét 14 ngay sau khi
da ngirng st dung thudc (rc ché MAO. Dura trén thoi gian ban thai clia venlafaxine, sau
khi d& ngirng sir dung venlafaxine it nhét 7 ngay méi bét dau dung thude trc ché MAO.
Céc thubc kich thich than kinh trung wong: Can than trong khi phé: két hop venlafaxine
Vv6i cac thudc kich thich than kinh trung uung khéc.

Twong ky cua thuéc

Do khong c6 cac nghién ctru V& tinh twong ky clia thubc, khong tron 1an thuéc nay véi
céc thudc khac.

Tac dung khéng mong muén cuia thuéc

Thudng gép nhét (ADR 2 1/10): Budn non, dau dau, mét ngd, ngl lo mo, kho miéng,
hoa mét, to bén, suy gidm chirc nang sinh duc, suy nhugc, dé md héi, hét hoang.
C4c tac dung khéng mong mudn thurong gép khac (1/100 < ADR < 1/10): Biéng &n, tiéu
chay, khé tiéu, dau bung; 1o au, ti€u thudng xuyén, réi loan thj giac, gian mach, non,
run, cdm giac khac thurdng, én lanh hoc s6t, danh tréng ngurc, tng hodc gidm cén,
téng cholesterol huyét thanh, kich dong, di mdng, 16 1&n, viém khép, dau co, U tai, ngira,
khé thé va ban da. Tang huyét 4p phu thudc ligu cling xi xudt hign & mot s6 benh nhan.
Céc tac dung khéng mong mu6n it g&p hon (1/1000 <ADR < 1/100): Téng 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 gidc, nghién rang lic ngu, co thét ca, chirng may co, rung
téc, thay ddi vi giac, bi tiéu, rong kinh, phi mach va cac phéan ing nhay cadm énh sang.
Hiém gép (1/10.000< ADR < 1/1000): Co giat, téng tiét sira, xuét huyét gdm chay mau
tiéu h6a; phan vé, viém gan, hdng ban da dang, hdi chirng Stevens-Johnson, mét diéu
hoa, chirng loan van ngdn, rdi loan ngoai thap gom tam than van dong khong nghi va
chirng khéng ngdi yén, hoat héa hung cam hodc hung cam nhe. Nhitng phan Gng

" khéng mong muén hiém gép khac gdm loan thé tang mau nhu méat bach cau hat, thiéu
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mau bat san, gidm bach cau trung tinh, gidm toan thé huyét cau va giam tiéu cau, kéo
dai khoang QT va xoén dinh, nhip nhanh thét hodc rung thét, ly giAi Co van, mé sang,
viém tuy va tdng bach cau 4i toan & phéi.
Hanh vi hung héng xudt hién khi diéu trj voi venlafaxme déc blel |e lde khéi dau va lac
ngirng didu tri. Y dinh tu tir d& dugc béo céo, dic biét & tré em. C6 thé ha natri huyét
do bai tiét hormon khang loi niéu khong thich hop lién quan dén viéc sir dung cac thude
chdng tram cam, dac biét la & ngudi cao tudi.
Qua liéu va cach xu tri "
Triéu chirng
Qua ligu venlafaxine xay ra chti y&u khi két hgp véi reu va/hodc cac thube khac. Bét
thudng dién tam dd (nhu kéo dai khoang QT, phong bé b6 nhénh, kéo dai khoang QRS),
nhip nhanh xoang va tam that, nhip tim cham, ha huy&t ap, mét tinh téo (tir budn ngli dén
hén mé), ly giai co van, dng kinh, chéng mat, hoai tir gan va tir vong da duoc béo céo.
X tri
Dam bao t6t duong thd, oxy, va théng khi. Theo ddi nhip tim va cac déu hiéu sinh ton,
Néu can thiét, rira da day véi 6ng thong da day 16n c6 sy bao vé dudng thé thich hop
‘cé thé dugc chi dinh néu thyre hién sém khi méi u6ng thu6c hay méi c6 triéu chrng. Nén
str dung than hoat tinh. Vi thé tich phan b6 clia thudc I6n nén phuong phép loi tiéu
cudng birc, thdm tach, loc mau hép phu va thay mau khong c6 loi. Hién van chura c6 chat
gidi dgc d&c hiéu cho venlafaxine.
Pic tinh dwece lwe hoc 1
Nhém duge ly: Thube chéng tram cam khéc.
M& ATC: NOBAX16.
Co ché chdng tram cam cla venlafaxine & ngurdi duge cho 1a°do hoat tinh dén truygn
than kinh & hé than kinh ‘trung wong. Nhitng nghién ciru tién Iam sang cho thdy
venlafaxine va chét chuyén héa cé hoat tinh clia n6, O-desmethylvenlafaxine (ODV), la
nhitng chét (rc ché manh s tai thu nhan serotonin va norepinephrin & neuron thén kinh
va (rc ché yéu sy tai thu nhan dopamin. /n vitro, venlafaxine va ODV khong c6 ailyc déang
Kké d6i v6i thy thé muscarin, histamin hay (alpha)-1 adrenergic. Hoat tinh dwgc Iy trén
nhitng thy:thé nay dugc cho 1a c6 lién quan dén céc tac ddng khac nhau nhw khang
cholinergic, an than va tac dong trén tim mach nhir d& duoc théy & cac thudc huéng tam
than khéc. Venlafaxine va ODV khéngc6 hoat tinh (rc ch& monoamin oxidase (MAO).
Péc tinh dwoe ddng hoc
Venlafaxine h&p thu d& dang qua dudng tiéu héa. Sau khi uéng, thudc trai qua chuyén
héa lan dau nhiu & gan chi yéu thanh chét chuyén héa ODV c6 hoat tinh; sy hinh thanh
ODV. dwoc.digu phdi bdi hé cytochrom P450 isoenzym CYP2D6. Isoenzym CYP3A4
cung tham gla vao sw chuyén héa venlafaxme Céc chét chuyén héa khac bao gdm
va N,O-di ine. Sau khi-uéng vién venlafaxine
phéng thich nhanh, ndng d dinh trong huyét twang clia venlafaxine va ODV dat dugc
twong (rng trong 2 gidr va 3 gidr. Khi diing vién venlafaxine phéng thich kéo dai, nong do
dinh trong huyét tuong cla venlafaxine va ODV dat dugc tuong (g trong khoang
5,5 gid va 9 gidr. Khi dung vién venlafaxine dang phéng thich nhanh hodc phéng thich
kéo dai v6i lisu duing hdng ngay trong duong nhau, téc d¢ hép thu clia dang phéng thich
kéo dai s& cham hon dang phéng thich nhanh nhung mirc d§ hép thu teong duong
nhau. Thirc &n khéng anh hwéng dén sinh kha dung ciia venlafaxine va ODV. 27%
venlafaxine va 30% ODV gén két v6i protein huyét trong. Thoi gian ban thai clia
venlafaxine va ODV Ian lugt khodng & gi¢r va 11 gid: Venlafaxine thai trir phan I6n qua
nuéc tiéu, chd yéu duwéi dang chatchuyén héa, cling c6 khi dw6i dang ty do hay két hop;
khoang 2% dugc thai trir qua phan.
‘Quy cach déng géi
VI'14 vién. Hop 2 vi.
 Pigu m:blo quan, han dung, tiéu chuén chét lwgng cua thube
Bidu bao quan '

B&o quan trong bao bi kin, noi kho. Nhiét dd khéng qua 30°C.
Han dung

24 thang ké tir ngay san xuét.

Tiéu chuén chét lwong

TCCs.

Tén, dja chi ciia co’ s& san xuét thubc
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