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Rx Thubc ndy chi ding theo dom thubc

1

Misoprostol STELLA 200 mcg

Tén thubc

Misoprostol STELLAEOOmeg

Céc déu hiéu luvu y va khuyén cdo khi ding thubc
D& xa tAm tay tré em

©oc kj hudng dan sir dung trurdre khi ding

Thanh phéin céng thérc thube

Thanh phan hoat chét:

'I"Mnhph!nt&dcm

Microcrystallin cellulose, tinh bt naln glycolat,
hydrogenated castor oil.

Dang bao ché

Vién nén.

' MW i g khaE Vach m&pm

Vién c6 thé bé doi.

Chi dinh

Misoprostol STELLA 200 mcg duoc dung dé;
Giam nguy co loét da day gay bdi thubc khang viém
khdng steroid & nhirng bénh nhan cé nguy co cao
loét da day tién trién va nhirng bién chimng tr cac
vét loét nay.
prﬂuuinglnhnnloénau%ngvaloétdadaylanh
tinh

Didu tri duy tri sau khi lanh vét loét da day d€ giam
nguy co tai phat.

H& trg mifepriston trong pha thai theo ding “Hutng
dén quéc gia vé céac dich vy chém séc sire khde sinh
s&n” ban hanh kém theo Quyét dinh s5 4128/QD-8YT

ngay 29/7/2016 cua B trudng BO Y té,

Céch dung, ligu dang

Céch ding :
Misoprostol STELLA 200 | dugc diing, bang
dudmg ubng. BE han ché bj tiéu chay do

gdy ra, nén chia nhd iéu, udng sau bira an va truéc
khi di ngl, tranh dung chung v&i cac thube khéng
acid co chira magnesi hodc ¢o tinh nhudn trang khac.
Liéu dang

Ehong ngira loét do NSAID gdy ra:

Liéu misoprostol thudng ding cho ngudi I6m la
200 meg x 4 |an/ngay. C6 thé gidm lidu con 100 meg
x 4 lAn/ngay d6i véi bénh nhin khéng dung nap lidu
binh thudng; tuy nhién, gidm liBu c6 thé 1am giam
hi¢u qua.  Gling: co  thé dung liéu misoprostol
200 meg x 2 lan/ngay. Q

Loét da day.
Lidgu misoprostol la 100 mcg hay 200 mcg x
4 lan/ngay trong 8 tuan dbi voi ngurdri lom.

Loét 1a trang:

Lidqu misoprostol la 100 mcg hay 200 mcg x
4 lan/ngay hoéc 400 meg x 2 lan/ngay trong 4 - 8
twdn d6i véi ngudi 16n.

Khéng can giam liéu misoprostol di vai bénh nhin
suy thén hay ngudn cao wéi, tuy nhién, néu bénh
nhén khdng thé dung nap lidu binh thudng thi cé thé
giam lidu.

H4 tro mifepriston trong phd thai:

Theo ding "Hudmg dan qudc gia v@ cac dich wy
chim soc sire khoe sinh san” ban hanh kém theo
Quyét dinh s 4128/QD-BYT ngay 29[7!2016 cla
B trudng BY Y té.

Chéng chi dinh

Misoprostol chdng chi dinh d6i véi phu nir 6 thai va
dir dinh c6 thai vi lam téng trerong lre va co bép wr
cung & phu nir mang thai, cé thé gy sy thai mjt
phéan hay hoan toan. Sir dung cho phunlr co thai cé
Mi&nquanddnquﬂimai.

Bénh nhdn di Ong vbi mlsopmslnl hoéic cac
pronslaolandm kh&c hay bét cir thanh phan nao cia

T huBe

I

©6i voi chi dinh hd ro mifepriston trong pha thai:
+ Chéng chi dinh tuyét a&i:

« Hep van 2 |4, tdc mach va tién str the mach.

» Bénh ly tuyén thuong than.

R&i loan dong méu, sir dung thubc chdng déng.
Thiéu méau (néng va trung binh).

Chén doan chac chan hodc nghi ngd c6 thai
ngoadi tr cung.

= C6 thai tai vét seo md cli & tir cung.

~+ Rau cai rang lugc.
+ Chdng chi dinh trang doi:

« Diéu trj corticoid toan than lau ngay.

» Tang huyét ap.

« Pang viém nhiém dudng sinh dyc cép tinh (cén
dugce diu tri).

= Dj dang sinh dyc (chi dugc lam tai tuyén trung
wong).

+ C6 seo md tr cung cin than trong: Giam liu
misoprostol va téng khoang cach thoi gian gira
céc IAn ding thudc (chi dugc lam tai bénh vién
chuyén khoa phy san tyén tinh va trung wong),

Canh béo va than trong khi ding thudc

Vi tAc dung c6 hai trdm trong trén tim mach da duoc
bao céo véi misoprostol, nén ding than trong voi
bénh nhan co tién sir méc bénh tim mach.

Misoprostol c6 thé lam trAm trong tinh trang viém
rudt va gdy tiéu chay nang cho b&nh nhan bj viém
rudt, nén that than trong khi ding thudc cho nhirg
bénh nhéin nay va theo ddi ciin than. Hiém khi xay ra
mét nuwrédc do tidu chiy thir phat gay béi misoprostol,

' ‘nhung céin theo ddi cin than nhirng bénh nhan dé bj

mét nurde hodc nhimg bénh nhan cé thé bi nhimg
hau qué nghiém trong.

Viéc ty sir dung thudc dé pha thai c6 thé nguy
hiém dén tinh mang, dé nghi tuén thi hwéng
dén cla Béc si diéu tri va hwéng din Quéc gia
vé céc dich vy chim séc sirc khoe sinh san
dwoc quy dinh tai Quyét dinh sé 4128/QD-BYT
ngdy 29/7/12016 clia B trwwdmg BY Y 18,



10.

12.
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Sir dung thudc cho phu nir.cé thai va cho con b
Phu ntr c6 thai

Misoprostol c6 tac dung gay say thai'vi vay gay nguy
hiém cho thai nhi khi chi dinh cho phu nit mang thai.
Do d6, misoprostol khéng nén chi dinh cho phu nir
c6 thai hodc nhirng phu nik c6 thé c6 thai cho dén khi
kha nang mang thai da dwoc loai trir va bat dau mot

“phuong phép tranh thai hiéu qua.

Phu ni¥ cho con bu

Chuwa biét chat chuyén héa cé hoat tinh cua
misoprostol c6 duoc bai tiét qua stra me hay khong,
vi vay misoprostol khéng nén st dung trong thoi
gian cho con ba.

Anh hwéng cuia thude 1én kha néng lai xe, van
hanh may méc

Misoprostol c6 thé gay chong mat. Bénh nhan cén
than trong khi lai xe hay van hanh may mac.
Twong tac, twong ky ctia thudc

Twong tdc cda thuéc

Thike an va thude khang acid: Thire an va céc thubc
khang acid lam giam tdc do hap thu ctia misoprostol,
gay tri hoan va gidam néng do dinh trong huyét twong
clia acid misoprostol, chét chuyén héa c6 hoat tinh
cla thube. Thude khang acid va thirc an ciing lam
giam sinh kha dung dwong udng-cua misoprostol, tuy
nhién khéng cé y nghia lam sang vi tac dung bao vé
niém mac da day-ru6t ctia misoprostol tai chd t6t hon
toan than. Thudc khang acid chira magnesi cling lam
tang nguy co gay tiéu chay cltia misoprostol. Do dé,
néu can dung chung véi thudc khang acid nén thay
thudc khang acid chira magnesi hay cac thuéc khang
acid c6 tinh nhuén trang khac bang cac thudc khang

‘acid gay tao bén (nhu thubc khang acid chira nhém).

Twong ky cta thubc

Do khong cé cac nghién ctru vé tinh twong ky clia
thudc, khong tron lan thube nay véi cac thudc khac.
Téac dung khéng mong muén cua thudc

Téac dung khéng mong muén thudng gap nhét cla
misoprostol |a tiéu chay. Céc tac dung khac trén hé
tiéu héa bao gom dau bung, khé tiéu, day hoi, budn
ndn va ndn. Tang co that t&r cung va chdy mau am

1 dao bt thuong (rong kinh, chay mau gitra ky kinh)

da dugc bao cao. Cac tac dung phu khac bao gom
phéat ban da, nhirc dau, chéng mat. 'Ha huyét ap
hi€ém xay ra & lieu duoc khuyén cdo trong dieu tri
loét tiéu hoa.

13.

Qua liéu va cach xtr tri
S gia tang cac tac dung duoc ly c6 thé xay ra khi

1)-dung qua lidu. Khiqua lieu xay ra, chii yéu digu tri
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17.

i Vi 10- Viéﬂnl'lﬁpulo -vi-\' 44 8

~ triéu chirng va diing bién phap h tro. Trong cac thir

nghiém lam sang, bénh nhén dung nap duoc
1200 mcg (6 vién) méingay trong 3 thang'ma khong

“thay tac dung phu dang ké’._

Pdc tinh dwoc lwe hoc _

Nhoém duorc ly: Prostaglandin; thudc thdc sinh.

M& ATC: A02BB01; G02ADO06 :

Misoprostol la dan chét ctia prostaglandin E1, ¢6 tac
dung diéu tri va lam gidm triéu chirng loét duéng
tiéu héa. Misoprostol bado vé niém mac da day-ta
trang do (rc ché su tiét acid co' ban, str tiét acid do
kich thich va su tiét acid vao ban dém va béng cach
giam thé tich dich vi, phan hay proteln cua dlch vi,

tang tiét chat nhay va bicarbonat.” "

DPac tinh dwoe dong hoc

Misoprostol dwoc hédp thu va chuyén héa nhanh
thanh ‘acid misoprostol, dang c6 hoat tinh sau khi

Y uéng. Nong dd dinh trong huyét twong cla acid
" misoprostol dat dwoc sau khoang 15 - 30 phtit. Thirc
“&n lam giam tdc do nhwng khéng anh hwéng dén
murc do hap thu. Acid misoprostol dugc chuyén héa
ti€p nho qua trinh oxy héa & mdt s6 co quan va dugc

bai tiét phan Ion qua nudc tiéu. Thoi gian ban thai
cudi clng trong huyét twong khoang 20 - 40 pht.
Quy cach dong go6i

Vi 2 vién. Hop 1 vi.

Vi 10 vién. Hop 1 vi.

Vi 10 vién. Hop 3 vi.

Vi 10 vién. Hop 6 vi.

=42 int2ovinosrli
Piéu kién bao quan, han dung, tiéu chuén chat
ltrong ctia thude

17.1. Biéu kién bao quan

17.2. Han dung
.36 thang ké tir ngay san xuat.
17.3. Tiéu chuén chét lvong

18.

Bao quan trong bao bi kin, noi khé. Nhlél do khéng
quéa 30°C.

TCCS.
Tén, dia chi clia co s& san xu&t thudc
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STELLA

Céng ty TNHH LD Stellapharm
K63/1 Nguyén Thi Séc, Ap My Héa 2, X. Xuén Théi
Déng, H. Héc Mén, TP. HB Chi Minh, Viét Nam
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