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Box: 119 mm x 31 mm x 47 mm
3 Blisters x 10 Capsules
Blister size: 44 x 112 mm
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ZARSITEX

(Vién nang cirng Venlafaxin 75 mg)

THANH PHAN

Mai vién nang cimg chira;

Venlafaxin HCl..............ccomvcrnrrennne 84,90 mg

(Twong duong Venlafaxin 75 mg)

Té duge: cellulose vi tinh thé, calci phosphat dibasic khan, povidon. talc, croscarmellose natri, silicon dioxyd .. vira
dii [ vién.

Dic tinh dugc lyc hoce:

Venlafaxin, mét chat irc ché thu héi chen loc serotonin va norepinephrin, 14 mét dan xuét cia phenylethylamin c6 téc
dung chéng trdm cam va chéng lo du, Co ché chéng trim cdm va lo du cia venlafaxin chua duoc hidu 13 hodn todn,
tuy nhién n6 c6 lién quan dén kha nang tang cwomg hoat déng chit din truyén thin kinh cia h¢ thin kinh trung wong,
Venlafaxin v chit chuyén héa c6 hoat tinh cia no, O-desmethylvenlafaxin (ODV), la nhimg chét irc ché manh syr
thu héi serotonin va norcpinephrin than kinh va 14 chit e ché yéu thu hdi dopamin. Nghién ciru in vitro cho thiy
venlafaxin va ODV khéng ¢6 ai lyc ding ké ddi vén thy thé cholinergic muscarinic, H; histaminergic, hay a;
adrenergic.

Diic tinh duge ding hoc:

Venlafaxin dé ding dugc hap thu qua dudng tiéu hoa. Sau khi udng, phin Ién thude chuyén hoa bugc diu & pan dé
120 thanh chi yéu la chét chuyén hoa ¢6 hoat tinh O-desmethylvenlafaxin, Sy hinh thanh O-desmethylvenlafaxin qua
trung gian cytochrom P450 CYP2D6. Isoenzym CYP3A4 ciing tham gia vao qud trinh chuyén héa venlafaxin, Cic
chat chuyén héa khac bao gom N-desmethylvenlafaxin va O-didesmethylvenlafaxin. Thiri gian dé venlafaxin via O-
desmethylvenlafaxin dat nong dg dinh trong huyét tuong twong img li 2 va 4 gio sau khi uong. Ti 1¢ venlafaxin lién
két vai protein huyét tromg la 27% va O-desmethylvenlafaxin la 30%. Thai gian ban thii trung binh ciia venlafaxin
va O-desmethylvenlafaxin twong img 13 5 vii 11 gio. Phén lém venlafaxin duge thit trir qua nwgc ticu, chii yéu dudi
dang cic chat chuyén hoa, hoac dudi dang tr do hodc dudn hinh thirc lién hop, khoang 2% dwoc thai trir qua
phin. Venlafaxin va O-desmethyl-venlafaxin da dugc phat hign trong mirge 6i v mau day rdn va ¢é di qua sita me,

CHI DINH:
Venlafaxin dugc chi dinh dé diéu tri trAm cam, gdm ¢4 (rAm cim kém theo lo ling, cho ca bénh nhin ndi va ngoqi tri.

CHONG CHI DINH:

Min cim voi bit ky thanh phn ndo cia thude,

Ding cung liic trén bénh nhan dang ding chit rc ché monoamin oxidase (IMAO).
Bénh nhin cé nguy co tim mach cao (loan nhip that, tang huyét ap khéng kiém sodt...).
Tré em dudi 18 tudi (do thiéu dir li¢u lim sang),

LUUY DAC BIET VA THAN TRQNG KHI SUDUNG
Can tinh den nguy co ty tir & tdt cd céc bénh nhan trim cam, Chi ké venlafaxin véi lugng nhé dé kiém sodt tdt bénh
nhin va gidm khg nang bj qua lidu,

Venlafaxin ¢ th % it J‘J‘( ym@sm @(E%)l / d I l Ifg/

Cic tic dung kh uon, 861 Khi nang, 02 duge ght fikan ki bat dau diéu tf venla ngay sau khi ngimg
ding mot thude IMAO va khi bit diu diing mt thuéc IMAO ngay sau khi nging dung venlafaxin. Céc phan img
£0m c6 run rdy, mia git, toat mé hdi, budn nén, nén, néng dé bimg, chéng mat, sot cao véi céc dic diém gidng nhur
hoi chimg thin kinh 4c tinh, co giat va chét. Cac twang tic thude din dén cic phan t'mf nang, ddi khi chét ngudi nay
da dugc ghi nhan khi ding déng thai hoge lién tiép cac thuée IMAO va cc thude ch ng tram cdm khdc ¢6 dic tinh
duge Iy gidng nhu venlafaxin, khdng ding venlafaxin phoi hop véi mét thude IMAO hodc trong vong 14 ngay sau
khi dimg diéu trj bing IMAO. Chi duge ding IMAO sau khi ngimg venlafaxin it nhat 7 ngdy. Tang thin nhiét, co
cimg, mia gidt, khong on dinh thin kinh tr dong, thay déi trang thai tinh thin bao gom kich dong qua mirc din 16i
mé sang, hon mé, vi cac tigu chimg giong nhu hoi ching thin kinh c tinh da duoe ghi nhiin khi ding déng théi cic
thude e ché tdi hip thu serotonin nhanh va chon loc véi IMAO. Tang than nhiét nang va dng kinh, déi khi tir vong,
da dugc bao cdo khi ding dong théi thudc chéng trdm cam 3 vong va IMAO.

Negweng diing Venlafaxin:

Mic dii cic nghién ciru 1am sang khong thiy co chiéu huéng cua trigu chimg ngimg thuéc nhumg khi ngimg thude
sau thiri gian didu tj tr 1 tudn tré Ién vin nén giam dan lidu dé gidm thiéu nguy co xuat hién tri¢u chimg ngimg
thuée. Nhimg bénh nhan ding venlafaxin tir 6 tuin tré lén cin dugc gidm din liéu trong vang [ tuln,

Dé xa tim tay tré em.

SU'DYNG CHO PHY NU’ CO THAI VA CHO CON BU:

Chua cé cic nghién ciru ddy di va dwoc kiém sodt tdt trén phy nit cé thai. Khéng nén ding venlafaxin cho phy nir ¢4
thai trir khi ich lgi I 16n hon so véi nhimg nguy co ¢é thé xdy ra, Khuyén bénh nhin nén théng béo vai thiy thube
néu ho dang c6 thai hodc dy dinh c6 thai trong théi gian didu tri

Con chua rd venlafaxin va cac chit chuyén héa ciia né c6 bai tiét qua sira hay khang. Vi thé khéng dung venlafaxin
cho ngudi dang cho con ba.

TAC DUNG KHONG MONG MUON (ADR):

Cic tic dung ngoai ¥ thuémg gip nhat lién quan dén viée sir dung venlafaxin ma khéng thdy cé ti I§ twong img trong
sb céc bénh nhan didu trj bing placebo la cdc réi loan hé thin kinh bao gém chéng mit, kh i
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™y, ngil ga. Cc rdi logn ti¢u héa bao gém chan an, tdo bon, budn ndn, réi loan xut tinh/ Khodi i, rg 103 hdi va
suy nhuge,

Mirc 4§ thuémg xuyén ciia cdc tic dung khong mong mudn ndy cé lién quan téi lidu ding. Cic tic dung khéng mong
muon ndi chung gidm vé mirc g va tin 8 khi diing lau dai,

Thdng bdo cho thdy thude cdc tdc dung khdng mong mudn gdp phai khi sir dung thudc.

TAC DONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC: ]
Cing nh cic thude chéng trm cim khic, phai thin trong khi ldi xe hofic van hinh mdy méc nguy hiém khi dang
diing thuée,

LIEU LUQNG VA CACH DUNG;

Trong diéu trj trdm cam, liéu ban du I3 venlafaxin 75 mg chia 2 dén 3 I4n ubng/ ngdy rong vong 3 dén 4 ngay trude
khi tang li¢u 1én 75 mp/ ngay. Néu cin thiét, sau vai win lide c6 thé tang Ién dén 150 mg/ ngdy. Lidu t8i da c6 th
ding 14 375 mg. M8i Ian diéu chinh lidu c6 thé ting téi da I3 75 mg trong khoing théi gian 2 ~ 4 ngay.

Bénh nhén suy thén hodc su y gan:

Bénh nhén suy thin va/ hojc suy gan cin ding liéu venlafaxin thap hom, Cin gidm 50% lidu hing ngdy cho bénh
nhdn ¢4 chi 50 loc cau than (GFR) dudi 30 ml/ phut. Do thén gian bén hiy trong huyét twong cua venlafaxin va chit
chuyén héa chinh ciia né kéo dai & ngudi suy thin nfing nén c6 thé ding toan b liéw mét Iin cho ca ngdy. Sy thanh
thii bing thim tich mau cia ca venlafaxin va O-desmethyl venlafaxin trén ngudi déu thip. Tuy nhién nén ngimg
diing venlafaxin cho ngudi phai thim tach mau cho t6i khi hoin thanh viéc diéu trj bc’ing thdm tach. Bénh nhén bj suy
gan vira phai véi thoi gian prothrombin tir 14 dén 18 giy cAn phai dugc gidm 50% licu. Cén giam liéu xudng thip
hom nita déi véi ngun bi suy gan mirc d9 nidng hom,

Ngedi gia:

Khéng can gidm liéu cho bénh nhn cao tudi néu chi vi tudi tic. Tuy nhién, cing nhu véi cac thube chéng trim cam
khac, can thin trong khi diéu trj cho ngudi gia. Doi vi timg ca nhan, cin dac biét chu ¥ khi tang licu.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Cic thudc irc ché monoamin oxidase: Chong chi dinh ding déng théi venlafaxin cho ngudi dang dung IMAQ.

Ciing nhu véi cic thudc khic, co thé c6 kha nang tuong tic voi nhiéu co ché khic nhau. Dwéi 35% venlafaxin va O-
desmethyl venlafaxin gin vai protein huyét trong. Vi vay khdng c6 twong téc thuéc do canh tranh gén véi protein
huyét tuong.

Nguy co khi ding venlafaxin phédi hop véi cic thude tac dung trén thin kinh trung wong khac con chua dugc danh
gid mot cch hé thong (trir cic thube duge dé cip duéi diy). Vi th cin chd y khi diing venlafaxin ddng théi véi céc
thude nay.

Biic tinh dugc dong hoe ciia venlafaxin vi O-desmethyl venlafaxin khdng bj thay déi khi ding venlafaxin cing véi
diazepam hoic lithi cho ngwéi tinh nguyén khée manh. Venlafaxin khéng dnh huéng dén dwgc déng hoc cia
diazepam v lithium trong cac nghién ciru ndy. Vi¢e dung venlafaxin khéng anh huémg t6i tac dung trén tim thin
cia diazepam,

Cimetidin irc ché chuyén héa budc diu cia venlafaxin nhung khéng anh hwéng r3 t4i sir tao thinh hay bai tiét O-
desmethyl venlafaxin, chdt c6 nhiéu hon trong tudn hoan chung. Tém lai, tic dung duge Iy téng hop cia venlafaxin
vd O-desmethyl venlafaxin s& chi ting rit nhe.

Khang cin diéu chinh liéu khi ding phéi hop venlafaxin vdi cimetidin. Tuy nhién, déi véi nguti gid va bénh nhin
suy gan ding ca venlafaxin va cimetidin cung mét lic thi con chwa rd tuong tac s& ra sao v c6 thé sa nhiéu hon. Vi
vy cln chi dinh theo ddi l3m sang ddi véi nhimg bénh nhan nay.

Nhing tri¢u chimg thu duge trong cic nghién ciru 1dm sang & bénh nhin ding venlafaxin dong théi véi cic thube
chéng tang huyét ip hay cdc thude ha duémg huyét ¢ duge dénh gid lai xem dé c6 phai 14 do tuong téc thude hay

khong. Khéng 6 bing chimg nao chimg t6 I ¢6 sy khéng twong hop giita viée ding venlafaxin v ding cic thude
chéng tang huyét 4 va uyet kb '&ru /
Chua ¢6 nghién ch f@vggd. dglh fgi |ﬂlr aSqﬁ@m e in g thudc chéng trim

cim khic,

QUA LIEU VA XU TRi:

Trong céc kinh nghi¢m sau khi dua thudc ra thj trutmg, thay ddi dién tim dd, tang nhip tam thit va sinap, chim nhijp
um v ding kinh da dugc ghi lai trong cic truémg hop qua licu venlafaxin, ca ding mdt minh ciing nhyr cing véi
thudc khic va/ hodc rugu. Khéng thé loai trir vige dung mét minh venlafaxin 13 nguyén nhan duy nhét gdy chél
ngudi trong trwéng hop ding qua liéu gy i vong. Hiém khi thy ding qud lidu venlafaxin cing voi cic thudc khic
v/ hojc negu gy chét ngudi,

Biéu trj qué liéu: Dam bio duémg thang khi, cung cap di oxy v thong khi ddy dit. Cin kiém tra nhip tim va cic ddu
hi¢u song. Cin diéu trj hd tro va diéu ] trigu chimg. C6 thé ding than hogt, giy nén hay rira da diy. Chira 6 thude
gidi doc dic biét ndo cho venlafaxin. Khang ding thim tich miu cho ca venlafaxin va O-d thyl venlafaxin vi
thanh thai tham tich mau cua ca hai chit déu thip.

DONG GOI: Hp 3 vi x 10 vién,

BAO QUAN: Noi khé rio, tranh anh sang, nhi¢t do khﬁng qué 30 °C,
TIEU CHUAN CHAT LUQONG: Tiéu chuin nha sin xuat

HAN DUNG: 36 thang ké tir ngay sin xust.

San xuilt tai:

CTY TNHH DP DAT VI PHU

(DAVIPHARM CO., LTD.)

L6 M7A, Buémg D17, Khu CN My Phuéc 1, Xa Théi Héa, Tinh Binh Duong, Vit Nam,
Tel: 0650-3567689 Fax: 0650-3567688




