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VASOTRATE-30 OD

(Vién nén bao phim phéng thich kéo dai Isosorbide Mononitrate)

THANH PHAN

MB&i vién nén bao phim phéng thich kéo dai chita: Isosorbide Mononitrate ...30mg

T4 dugc: Lactose Monohydrate IP, Hydroxypropylmethyl Cellulose 2208 K-4M IP,
Hydroxypropylmethyl Cellulose 2910 E 15 LV IP, Magnesium Stearate IP, Ethyl cellulose
(10 cps)IP, Diethyl phthalate USP, Titanium Dioxide IP, Talc IP.
CACPACTINHDUGCLUCHOQC

Vasotrate OD (Isosorbide mononitrate) 12 mt nitrate hitu cd tdc dung gidnmachtrénca
dong mach va tinh mach. Vién nén bao phim chita 30mg va 60mg Isosorbide
mononitrate & dang phéng thich cham. Tén héa hoc clia Vasotrate-OD 1a 1,4:3.6-
dianhydro-,D-glucitol 5-nitrate :
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Vasotrate-OD 12 mot dang phéng thich kéo dai ding dudng udng clia Isosorbide
mononitrate. Hoat tinh dugc Iy chii y&u ciia Vasotrate OD 12 1am gidn co trdn mach mdu,
lam gifin c4c tinh machngoai bién, kétqud 1a gidm tién tai va cling 1am gidn dong mach,
viviylamgidm hiutai. Thudc ciing lam gidn dong mach vanh.

Dang ung tiéu chuin cia Isosorbide mononitrate d3 cho thdly hi¢u qué chdng dau thit
nguc dang ké khi ding hai 1dn mi ngay trong nhitng khodng thdi gian khong déu nhau.
Mic dil ¢6 cai thién trong s& 14n van dong nang nhu di bd 61 v6i dau thit nguc sau cdc
liéu ditng ngén han, c6 thé xuathién sy gidm cdi thién nay trong mot thdi gian ngdn 24
gid, va trong mot s§ trudng hop, c6 thé m4t di hoan toan trong 7-10 ngay. Neudita da
chitng minh dugc ring c6 thé tranh dugc sy 16n thudc ddi vdi Isosorbide mononitrate nhu
viy n€u ndng do nitrate trong huy&t tuong bi gidm mot it trong khodng thdi gian 24 gid.
Vasotrate OD du6i dang phéng thich kéo dai, néu ditng mét lin moi ngay, c6 thé cho
néng dj tri ligu suét cd ngay, véi sy gidm ddn ndng do nitrate & doan cudi ctia 24 gio,
cho khodng thii gian it nitrate hon la khodng thoi gian khong ¢6 nitrate. Didu nay mjt
mdt tranh dugc van dé phdt trién dung nap, matkhdc ngan chdn dugc hién tugng doi.
CACPACTINHDUGCPONG HOC

Dudc dong hoc cia dang phéng thich kéo dai Vasotrate OD da dugc nghién cifu § ngudi
tinh nguyén khde manh va ¢ bénh nhin dau thit ngyc n dinh man tinh. o] ngudi,
Vasotrate OD dudc gdn k&t véi protein huy€t tudng khodng 5% va dugc phin bd trong
mdu va nude bot. Ndng do 161 da trong huy€t twong (C,,,,) va dién tich dudi dudng
cong néng dé trong huy&t tuong — thi gian tit 0— 24 gig (AUC,,) 1 ty 1& véili€u ding
trong khodng 30 — 240 mg. Thdi gian dé dat dugc C,,, (t,..) 12 khodng 3 — 4 ¢id. Sau d6,
ndng do trong huy&t twong gidm cham dén gid tri trung binh 24 gid sau khi u6ng 60 mgla
109 mg/L. Vasotrate OD dugc chuy&n héa chii y&u tai gan nhung khong phdi do lan ddu
chuyén héa qua gan. Vasotrate OD dugc dao thai qua sy khit nitrate vdi isosorbide va
lién két glucuronide nhu mononitrate, v6i 96% liéu ding dugc bai ti€t qua nudc tiéu
trong vong 5 ngay va chikhodng 1% dugc dao thai trong phan. C6 itnhdt 6 hgp chatkhdc
nhau dudc phdt hién trong nuée ti€u, v6i khodng 2% liéu dung dugc bai ti€t dudi dang
khong d8i va it nhit 5 chdt chuyén héa. Cdc chat chuyén h6a khong c6 hoat tinh duge 1y .
Sy thanh thai qua thin chi€m khodng 4% tong thanh thai ctia cd thé. Thoi gian ban thai
trung binh trong huyé&t twong ctia Vasotrate OD 1a khoang 6 gid. Thita dn 1am cham di sy
h&p thu cia Vasotrate-OD, nhit dugc chifng minh qua t,,, trung binhtit3,1d€n 6,5 gid va
thdi gian ban hity hop thu biéu kién tir 2,13 d€n 3,30 gis § ngudi tinh nguyén khée manh.
Tuy nhién, sy gia ting nay cling di kém véi sy thay d6i <10% trén C,,, va AUC. Dugc
d6ng hoc clia Vasotrate-OD & bénh nhin bi suy thdn hodc suy gan hodc thi€u ning tim
néi chung ciing tuong ty nhu § ngudi tinh nguyén khée manh. Khong c6 sy sai bi¢t ding
ké trén cdc bién s6 dudc dong clia Vasotrate-OD gitta ngudi 16n tudi va ngudi tré tudi.
Dudc dong clia Vasotrate-OD c6 tinh chat phu thudc vao liéu lugng.

CHIDINH

Vasotrate-OD dugc chi dinh d& dy phong con dau thitnguc dobénh dong mach vanh.
LIEU LUONG VA CACH SUDUNG

Liéu khdi du dugc khuy&n céo clia Vasotrate OD 12 30mg hay 60mg mot 1An mdingay.
Sau vai ngay liéu c6 thé dugc ting 1én 120mg mot 14n mdi ngay. Liéu Vasotrate OD
hangngdty c6 thé dugc diing vao budisdng lic thitc ddy.

Hudng dn sit dung .

Vién Vasotrate phai udng khong dwge nghién hodc nhai



CHONG CHI PINH
-Vasotrate-OD bi chdng chi dinh & nhitng bénh nhan cé qué min di bi€t hay c6 phn
tng ddcdi di véi cac nitrate hay céc nitrite khéc.
TUONG TACTHUOC
Téc dung gidn mach clia Vasotrate-OD c6 thé cong hgp & nhitng ngudi dang st dung céc
thudc gian mach khac. C6 thé can phdi di€u chinh liu ¢4 hai loai thudc nay. Péc biét,
rugu dugc tim thay 13 [am thé hién tic dung cong hgp clia trang thdindy.
SUDUNG O TRE EM, PHUNUCO THAI & CHO CON BU
Céc tac dung sinh qudi thai:
Trong cdc nghién cttu dudc thit k& dé phat hién tic dung ciia Vasotrate-OD trén sy
phat trién ctia phdi thai, liéu diing 1én d&n 240 hay 280mg/kg/ngay, diing & chudt hay
thd c6 thai vin khdng cho biing chitng clia tdc dung sinh qudi thai. Do khdng phdi lic nao
céc nghién citu sinh sin & thi vt ciing ¢6 th€ dugc suy ra cho ngudi, Vasotrate OD chi
dugc st dung trong thai ky khi thatcin thiét.
Cic tac dung khong sinh quai thai ) )
Su song con va phét trién ciiaso sinh vaty 1€ chét ngay sau khi sinh bi dnh hudng bat loi khi
chudt ¢6 thai dugce uong véi lieu 750mg/kg/ngay trong giai doan sau cua thai ky va trong
giai doan cho con bt
Cdc ba me dang cho con bii
Khong biét thudc nay cé dugc bai ti€t trong sita hay khong. Do nhiéu thudc duge bai tiét
trong sita ngudi, nén cin thin khi ding Vasotrate OD § cdc ba me cho conbi.
TACDUNGNGOAIY
N6i chung Vasotrate-OD dugc dung nap t6t. Nhu c4c nitrate khdc, nhitc ddu 1a tac dung
ngoai ¥ thudng dugc bao cdo nhit. C4c tdc dung ngoai ¥ khdc 12 chéng mit, mét méi,
budn ndn, dau cd, nhiém virus va viém miii.
"Théng bdo cho bdc sy nhiing tdc dung khong mong muon gap phdi khi si dung”
QUALIEU
Anh huéng trén huyét dong hoc
Qui liéu Vasotrate-OD di kém vé&i nhitc diu nhoi nhéi dai ddng, 1d 14n, s6t vira, chéng
mit, ddnh tréng nguc, i loan thj gidc, budn ndn, nén mita, ngit, khé thd, chdy md hoi,
nghen tim, liét, hdn mé, dong kinh va t& vong. Tri liéu khon ngoan trong trudng hgp nay
nén huéng vé sy gia ting thé tich dich trung tim. C6 th€ chi cAn ning cao chin bénh
nhan mdt cich thu déng, nhung ciing c6 thé cin phai truyén tinh mach dung dich mudi
sinhly.
Methemoglybin mdu
Methemoglobin médu da dugc bdo cdo & nhitng bénh nhdn dang ding nitrate hitu cd.
Diéutri dugc chon lyali tiém tinh mach xanh methylene 1-2mg/kg.
QUY CACHPONG GOI
Hop 2 vilén x 2 vinhd x 7 vién.
Chii y: Thudc nay dudc 4p dung theo tiéu chudn nha sin xudt cé han ding 2 nim, Bio
quin & nhiét dd khong qua 30°C. Khong dudc diing thudc qud thdi han ghi trén vi thudc
hozc trén hop thudc.
“Doc ky hudng ddn sit dung trudc khi ding. Néu cdn thong tin xin hdi y kién bdc sy.
Thuéc nay chi ding theo su ké don ciia thdy thuoc”

Nha san xudt
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