Rx Thuéc nay chi ding theo don thuéc

Misoprostol STELLA 200 mcg

Tén thuéc
Misoprostol STELLA 200 mcg
Céc ddu hiéu lwu y va khuyén cdo khi diing thuéc
PE xa tam tay tré em
Poc ky hwéng dan str dung trurére khi ding «
Thanh phan cong thiec thudc
Thanh phan hoat chét: : :
MiSOPFOSEO .....ccovrreerireiiieiiressesessantisnessneeenns 200 mcg
(dwéi dang misoprostol HPMC 1% dispersion)
Thanh phan t4 duwoc:
Microcrystallin cellulose, tinh bot natri glycolat, hydrogenated
" castor oil.
I Dang bao ché "
~Vién nén.
Vién nén tron mau trang, han mét khdc vach thap.
Vién c6 thé ba dm
Chi dinh §
Misoprostol STELLA 200 mcg dugc.dung dé: ,
Giam nguy. co loét da day gay bdi thube khang viém
khong steroid & nhung bénh nhan cé nguy co cao loétda
day tién tri€n va nhirng bién chirng tir'cac vét loét nay.
“Digu tr ngdn_han'loét ta trang tién trién va loét da day
. tién trién lanh tinh.
X Dleu tri duy tri sau kh| lanh vét Ioet da déy dé glam nguy
‘cO tai phat.

c 'Hb trg mlfepnston trong pha thai theo ding “Huéng dan

.quéc gia vé céc dich vy cham soc strc khoe sinh san”
,ban hanh kém theo Quyet dinh s6 4128IQD -BYT ngay
29/7/2016 ciia BO trrdng BY Y té.
- Cach'duing, lieu'dung
Céch dung
Mlsoprostol STELLA 200 mcg dugc dung bang duémg
udéng. D& han ché bj tiéu chay do misoprostol gay ra, nén
chia nhd liéu, uéng sau bira &n va trweéc khi-di ngu, tranh
dung chung véi cac thudc khangacid c6 chira magnesi
hodc c6 tinh nhuan trang khéc. :
Liéu dung
Phong ngira loét do NSAID gy ra:
Lieu misoprostol thwdng dung ccho ngu'bl I6n la
,200,mcg x 4, Ianlng.%xyL Cé,thé giam:lidu con 100 mcg
x 4 lan/ngay déi véi bénh nhan khong dung nap lidu binh
thudrng; tuy nhién, giam lidu c6 thé lam giam hidu qua.
Ciing c6 thé dung ligu mlsoprostol 200'meg x 2 |§n/ngéy
Loétda day:, ., i
Lidu misoprostol la 100 mcg hay 200 mcg X 4 Ian/ngéy
trong 8 tuan d6i v&i ngudi lon.
Loét ta trang: pisb
Liu misoprostol 1a 100 meg hay 200 mcg x 4 lan/ngay hoéc
400 mcg x 2 lan/ngay trong 4 - 8 tuan d6i voi ngu(yl l6n. .
Liéu cho ngu'én suy than va nqudi cao tudi:
Khong can giam lidu misoprostol d&i v&i bénh'nhan suy
than hay nguréri cao tudi, tuy nhién, néu bénh nhan khéng
thé dung nap liéu binh thrrdng thi cé thé giam ligu.
1 H6 tro mifepriston trong ph4 thai::: .
Theo dang “Huéng dan quéc gia v& cac dich vy chim
séc strc khde sinh san” ban hanh kém theo Quyét dinh

t's04128/QD-BYT ngay 29/7/2016 clia B trrdng B Y té.

{

chéng chi djnh
Misoprostol chéng chi dinh d6i v6i phu.nir c6 thai va dy
dinh c6 thai vi Iam tang trrong lyc va co boép tir cung &
phy nlr mang thai, c6 thé gay s8y thai mot phan hay
hoan toan.
Bénh nhan di (rng véi misoprostol hodc cé4c prostaglandin
khac hay bét c(r thanh phan nao cla thudc.
DGi véi chi dinh hd trgr mifepriston trong pha thai:
+ Chdng chi dinh tuyét doi:

« Hep van 2 14, tAc mach va tign sir tc mach.
Bénh ly tuyén thuang than.
R&i loan déng mau, sir dung thuéc chéng déng.
Thiéu méu (nang va trung binh).
Chén doan chic ch&n hodc nghi ngdr c6 thai ngoai
“.tlr cung., ;
= C6 thai tai vét seo md cl & tlr cung.
= Raucai réng lwrorc.

+ Chéng chi dinh twong dai:

= Piéu tn corticoid toan than lau ngay
« T&ng huyét ap.
"« Pang 'viém: nhiém du’bng sinh duc cdp tinh (can
dugc diéu tri). v
Dj dang sinh, duc (chi dugc lam tai tuyén trung
wong).
= C6 seo md tir cung can than trong: Giam lidu
mlsoprostol va tang khoang cach thoi gian gitra cac
“lan dung thudc (chi dwgc lam tai bénh vién'chuyén
khoa'phu san tuyé&n tinh va trung wong). -
Cénh bao va than trong khi diing thuéc
Vi tac.dung c6 hai tram trong trén tim mach da dugc béo

- céo V@i mlsoprostol nén dung than trong véi bénh nhén

c6 tidn str méc bénh tim mach :

Misoprostol cé thé lam tram trong tinh trang viém rudt
va gay tiéu chay nang cho bénh nhan'bi viém rudt, nén
that than trong khi'dung thudc cho nhitng bénh nhan
nay va theo ddi can than. Hiém khi xay ra mét nedc do
tiéu chay thir phat gay boi misoprostol. nhung can theo
d6| cén than nhirng bénh nhan dé bi mat nudc hodc

_nhirng benh nhan c6 thé bi nguy hiém do nhitng hau

qua cula viéc 'mat nuéec.
Tinh an toan va hiéu qua ctia misoprostol 6 tré em dudi
18 tudi chwra dwgc danh gia.

) Gifng, nhw c4c prostaglandin khac dung dé cham dirt

thai ky, khdng ding misoprostol & ngudi cé tdng nguy co
bj v& tu cung. nhuw tru'dng hop da thai hodc tr cung c6
sg0 béi 1an md trwge.

MOt khi d& dung mlsoprostol dé cham dat thai ky,
didu quan trong la phai' dam bao chdm dirt thai ky

'’ hoan toan, néu khang thanh céng thi ding cac bién
phépkhéc. . |
/1. Viéc tw str dung thudc de pha thai c6 thé nguy hiém

dén tinh mang, d& nghj tuan thu hwéng din cua Bac
sT dieu trj va huéng dén Quéc gia vé cac dich vu
chim séc strc khoe sinh sian dwoc quy dinh tai
Quyét dinh s& 4128/QD-BYT ngay'29/7/2016 cua BO
tried'ng BO Y té."
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Str dung thudc cho phu ni¥ c6 thai va cho con bu
Phu ni c6 thai

Misoprostol c6 tdc dung gay sdy thai vi vay giy nguy
hiém cho thai nhi khi chi dinh cho phu ni¥r mang thai. Do
dé, misoprostol khéng nén chi dinh cho phu nir cé thai
hodc nhirng phu ni¥ cé thé cé thai cho dén khi kha néng
mang thai da dugec loai trir va bit dau mot phwong phap
tranh thai hiéu qua.

Phu nt cho con bu

O ngudi me, misoprostol dugc chuyén héa nhanh thanh
acid misoprostol, chét nay c6 hoat tinh sinh hoc va duoc
bai tiét vao sira. Khdng nén ding misoprostol cho phu ntr
cho con bu do sy bai tiét acid misoprostol c6 thé gay céc
tac dung khéng mong mudn nhur gay tiéu chay & tré dang
bu me.

Anh hwéng cua thude 1én kha nang lai xe, van hanh
may méc

Misoprostol c6 thé gay chéng mét. Bénh nhéan can than
trong khi lai xe hay van hanh may méc.

Twong tac, trong ky cua thudc

Twong téc cua thuéc

Thuéc khéng acid: Thudc khang acid chira magnesi
cling lam tang nguy co gay tiéu chay ctia misoprostol.
Do dé, néu can dung chung véi thuéec khang acid nén
thay thuéc khang acid chira magnesi hay cac thuéc
khang acid c6 tinh nhuan trang khac bing ‘cac thuéc
khang acid gay tdo bén (nhw thuéc khang acid chira
nhoém).

Twong ky cua thuéc

Do khong c6 cac nghién ciru vé tinh twong ky ctia thudce,
khong tron 1an thudc nay véi cac thudc khéac.

T4c dung khdng mong mudn cta thuéc

Tac dung khéng mong mudn thuedng gép nhét cua
misoprostol la tiéu chdy. Cac tac dung khéac trén t‘1é tiéu
héa bao gdm dau bung, khé tiéu, ddy hoi, budn nén va
non. Tang co thdt tir cung va chdy mau &m dao bt
thweerng (rong kinh; chay méu gilra ky kinh) da duoc bao

' c4o. Cac tAc dung khdng mong mudn khéac bao gdm phéat

ban da, nhirc dau, chéng mat. Ha huyét ap_hiém xay ra
& lidu dugc khuyén céo trong digu tri loét tiéu héa.

Qua lidu va cach xi trf ; ‘

Chua xac dinh duoc ligu doc ciia misoprostol & ngudi.
Dung nap dugc ligu tich Iy téng cdng mdi ngay I1a
1600 mcg, chi c6 thdong b&o veé triéu chung khé chju &
dudng tiéu héa & dong vat, nhi}ng tac dung doc cap

tinh 1a tiéu chéy. ton thurong da day ruOt hoal tlr tim

tung 6, hoai tir gan, hoai tr tiéu qu&n than, teo tinh
hoan, khé thé va &c ché hé than kinh;trung wong.

14.

15.

16.

17.

Nhirng ddu hiéu 1am sang c6 thé chi cho thay sw qua
lidu 1A trang thai an than, run, co giat, khé thd, dau
bung, tiéu'chay, s6t,”danh tréng nguc, ha huyét ap,
ho#c nhip tim cham. Didu tri triéu chirng bang liéu
phép hd trg. Khong biét acid misoprostol ¢6 thdm tach
dugc hay khdng. Khong chic liéu phap tham tach sé
thich hgp dé diéu tri qua liéu.

Péc tinh dwoc Iwc hoc

Nhém dugc ly: Prostaglandin; thudc digu tri loét da
day-ta trang; thudc thac sinh.

M3 ATC: A02BB01; GO2AD06

Misoprostol, chét téng hgp trong ty prostaglandin E, la
mot thudc (rc ché tiét acid da day véi tac dung bao vé
niém mac da day ta trang; thubc cling lam tang bién dd
va tan s cia cac con co thit tir cung, kich thich chay
mA&u tir cung va téng xuét toan bd hodc mot phan thai
trong t&r cung & phy nir mang thai.

Péc tinh dwoc dong hoc

Sau khi u6ng, misoprostol dugc hap thu va chuyén héa
nhanh thanh acid misoprostol, dang cé hoat tinh. Nong

~'do-dinh trong huyét tvong cla acid misoprostol dat

dugc sau khoang 15 - 30 phit. Thirc an lam giam téc do
nhung khdng anh hudng dén mac dd hap thu. Acid

nmisoprostol dugc chuyén héa ti€p nh& qua trinh oxy

héa & mdt s6 co quan va duoc bai tiét phanlén qua
nudc tiéu. Thoi gian ban thai cudi cung trong huyét
twong khoadng 20 - 40 phuat. Acid: misoprostol dugc
phan bd vao sira me.

Quy cach déng g6i

Vi2 vién. Hop 1 vi.

Vi 10 vién. Hop 1 vi.

Vi 10 vién. Hop 3 vi.

Vi 10 vién. HOp 6 vi.

Vi 10 vién. Hop 10 vi.

'Piéu kién bao quan. han dung. tiéu chudn chit lwong

cua thuoc

17.1. Pbiéu kién bao quén

17.2.

17.3.

18.

ITén, dia chi ctia co’ s& san xuét thudc

- Bao quan trong bao bi kin, noi kha. Nhlet do khong qua

30°C.

Han dung

36 thang ké tir ngay san'xuét.
Tiéu chudn chét lwong
TCCS. oo
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