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Mifestad 10

Ténthudc

.- Mifestad 10

Cac déu hiéu lwu y va khuyén céo khi dung thuéc
DE xa tam tay tré em”

Boc k§ hwéng dan sir dung trwére khi ding

Thanh phan cdng thirc thuéc

\w-Thanh phan hoatchat:, 1

leepnstone . y

Thanh phan ta duoc:
Lactose monohydrat, tinh bt ngo, povudon K30 mau quinolin, magnesi
stearat, croscarmellose natri. W y

Dang baoché -

Viénnén.

Vién nén tron, mau vang, mot mét c6 s6 10", mot mattron.

Chidinh

Mifestad 10 duoc chi dinh cho nhieng treéng hop tranh thai khén cép
trong vong 120 gi¢’ sau langiao hop khong dugc bao vé.

Céch dung, liéu diing

Mifestad 10 duwgc dung béng dwdng ubng.

Udngil vién Mifestad 10 trong vong 120gi¢r sau khi giao hcrp Tuy nhién,
dung cang sém hiéu qua cang cao.

Chdng chidinh

Quéa man véi mifepristone hay bat ctr thanh phan nao cuia thude.

Phu ni co thai.

Suy tuyén thwgng than man tinh. |

Bénh hen ndng khong dugc kiém'soét.

Suy than hodc suy gan. :

R&i loan chuyén héa porphyrin di truy&n.

Canh bao va than trong khi dung thuéc

Chura c6 nghién ciru trén cac nhom bénh'nhan dic biét nhu: Suy than,
suy gan va suy dinh duwdng. Nén mifepristone khéng khuyén céo ‘dung
cho cac bénh nhan nay.

Chdy méu: Bénh'nhan phai dwgc canh bao vé viéc chay mau &m dao kéo
dai cd thé nang'hon (trung binh 12 ngay ho#c nhigu hon khi sir dung
Mifestad 10). Tuy nhién, hién twgng ndy khong han Ia thai duoc t6ng ra
hoan toan.

Nhiém khuén: R&t hiém g&p nhung d& c6 bao c4o V& cac trirdng hop séc
do nhiém ddc t6 nghiém trong hodc gay t vong do cAc mam bénh nhu
Clostridium sordellii gay viém ndi mac tir cung hodc Escherichia coli, c6
s6t hodc khong hay c6 cac trieu chung nhiém khudn rd rang khac sau khi
str dung mifepristone.

Tréanh thai khén c&p & mat bién phap tinh thé, chi dung trong trvéng hop
khan cép va khong thé thay thé cho bién phap tranh thai duing thuéng
xuyén. Nhitng nguwdi dung bién phép tranh thai khan cdp nhigu 1an nén
can nhac dung bién phép tranh thai 1au dai.

Phrrong phap, tranh thai khan cép khong thé dat hiéu qua mong mudn
trong moi trrdrng hop. NEu khong chéc chén va thevi gian xay ra cudc giao
hgp khong bao vé hodc néu ngudi phu nir da c6 mot cudc giao hop
khong béo vé lau hon 120 gior trong ciing mdt chu ky kinh nguyet thi cé
thé mang thai. Vi thé, digu tri bang mlfeprlstone 10 mg sau lap giao hgp
thix hai ¢6 thé khdng cd tac dung ngira thai. Néu ky hanh kinh xdy ra mudn
hon 5 ngay, ho&c xuét huyét bét thudng vao ngay du kién hanh kinh hozc
nghi ng& mang thai vi bt ci Iy do nao khac, bénh nhan phai xac dinh 1a
khéng bi mang thai.

Giao hqp kh6ng an toan sau khi diéu tri c6 thé lam tang nguy.co.c6 thai
ngoaiy mudn.

Khéng nén diéu tri Iap lai trong cting chu ky kinh vi c6 thé gay réi loan kinh
nguyét.

Nén dung thén trong & bénh nhan hen |t nghiém trong hay bénhticnghé&n
ph6i man tinh,, xuét huyét, cé bénh tim mach hay céc yéu t6 nguy co lién
quan, thiéu mau.

Nén duing than trong & bénh nhan dangididu tri dai han véi corticosteroid;
c6.thé 5c:pan dung thude corticosteroid néu nghi ng& nghén tuyén thurong
thanc

Ciing can thantrong & bénh nhan dang dung thudc ch6ng dong vi c6 thé
lamtangnguy co chaymaunang. -

Mifestad 10.c6 chira ta duoc lactose. Khéng nén dung thuéc nay cho
bénh nhan c6 cac vén dé v di truyén hlém gép khong dung nap galactose,
thiéu hut enzym lactase toan phan hay kém hap thu glucose - galactose:
Strdung thudc cho phu ni¥ c6 thaivacho conbu

Phu ni¥ c6 thai

Khéng dwoc dung mifepristone cho phu ni¥ c6 thai va thudc khéng cé tac
dung phathai.

Lidu 10 mg khdng du dé gay sdy thai nhung khong thé loai trirxuét huyét
c6 thé xay ra trong vai trirdrng hop néu ppu nir dang cé thai.

Phu nircho con bu :

Theo ly thuyét mnfepnstone c6 thé duqc bai tiét qua sira me: Tuy nhién
chua c6 nghién ctru day du khi st dung thude & phu nir¢ho con'bi.
Khong khuyén céo str dung thudc trong thdriky chocon b, -/

Anh hwéng ctiathudc 1én kha ndng l4i xe, van hanh may méc

Thudc c6 thé gay tac dung khdng mong muén nhu dau dau, choang vang
va ha huyét ap. Néu xay ra cac tac dung khdéng mong mudn nay, bénh
nhankhong nén lai xe hay van hanh may méc.
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Twong tac, twong ky ctia thude

Twong tac thuéc

Khdéng nén dung aspirin va cac NSAID clng v&i mifepristone vi theo ly

thuyét c6 nguy co cac chét trc ché téng hqp prostaglandm c6 thé lam thay

d6itac dung clia mlfepristone,} b

Twong ky thuéc g o

Do khéng c6 cac nghién ctru vé tinh twong ky ctia thudc, khong tron 1an

thudc nay véi cac thude khac.

Tac dung khéng mong mudn

Thudng giip: 1/100 <ADR < 1/10, it g&p: 1/1000 <ADR < 1/100, hiém gap:

1/10.000 <ADR <1/1000, rét hi€ém g&p: ADR < 1/10.000.

Hé than kinh

Hiém g&p: Pau dau.

RdGiloan tiéu héa

Rat thudng gép Budn ndn, 6i mira, tiu chay (nhirng phan &ng daday- rugt

lién quan dén sir dung prostaglandln thworng duoc bao céo)

Thuong g&p: Quan that, nhe hodc vira.

Rd&iloan da va mé dwéi da

itgdp: Quaman cam: NGi may day la thuerng (0,2%).

Hiém gdp: Chirng may day, dd da, hdng ban nat, va hién tuqng hoal tr da

nhiém ddc dwoc ghinhan.

RA&t hiém gdp: Phu mach.

Nhiém khuén va nhiém ky sinh tring

Thu'o'ng gdp: Nhiém khuén sau pha thai. Khoang 5% phu ni¢ bj nhiém

khu&n ho&c nghi ngér nhiém khuén (nhu viém ndi mac ti cung, viém khung

chéu) da dwoc bao céo.

Rét hiém gép: P4 c6 béo céo V& cac trrdng hop séc do nhiém doc t6

nghlém trong ho#c gay tir vong do cac mam bénh nhw Clostridium sordellii

gay viém ndi mac tir cung ho#c Escherichia coli, ¢6 s6t ho&c khong hay cé
cac triéu chirng nhiém khuén ré rang khac sau khi st dung mifepristone.

Hé mach mau

It g&p: Ha huyét 4p (0,25%). ik il :

Hé sinh san va tuyén vi i R X

RAét thuomg gdp: Co that hodc co cieng tir cung (10 dén 45%) sau'khi dung

prostaglandin.

Thudng gap: Khoang 5% xay ra xuét huyét nhiéu.

Toan than

Hiém gdp: Mét méi, triéu chirng than kinh phé vi (bc hda, chéng mét, &n

lanh), s6t.

Qua lidu va cach xte tri

Chuacé trrong hop qua liéunao du'qc béo céo. Néu xay ra.qué lidu; triéu

chirng c6 thé la suy than. BiBu tri cAc triéu chirng qualidu bang céc phurrong

phép hd trg,, cho uéng dexamethason.

Péc tinh dwoc Iwe hoc

Nhom duec ly: Hormon sinh duc khac va chét diéu chinh chirc nang sinh

san/ khang progestogen.

M&aATC: GO3XB0O1

Mifepristone la mét steroid tng hop, thudc cé tac dOng nhw mbt chét déi

khéng progesteron bang cach canh tranh gén két vao c4c receptor clia

progesteron ndi sinh. Thuéc gén két véi 4i lirc rét cao trén receptor nay (gap

2 dén 10 lan progesteron). Co ché tac dong tranh thai khén cap cua

mifepristone bao gom:

1. Thudc rc ché nang tring chin cling nhir tre ché chirc ndng nitiét clia t€
bao hat, vi thé bénh nhan s& it ¢6 'kha nang rung trirng nhéat néu-dung
thudc trwdrc giai doan rung trung.

2.Thudc phavé dinhILH vao gitra chu ky, do d6 trc ché sy rung trrng;

3.Néu diung thudc vao cudi chu ky, thudc sé gay gian doan sy nang dé noi
mac tlr cung béi hormon, tao mét 16 héng khéng dong bé trong ndi mac tir
cung, diéu nay dén dén thodi héa va bong trée 16p 16t ndi mac e cung, tir
d6 ngan ngira va trc ché thai bam vao tir cung. -,

& lidu tir 3 dén 10 mg/kg duong uﬁng. thude (rc ché | t dong cua
progesteron ndi sinh va ngoai sinh ciamat s6 loai dong vat (chuét thova
khi). Két qua la sé cham dirt thai ky & cac loai nay.

Péc tinh dwoec dong hoc

Hap thu:

Sau khi udng, néng do dinh trong huyét twrong cta mifepristone dat duoc

sau 1 -2 gio; sinh kha dung khoang 70%.

Phén bé:

Khoang 98% mifepristone gén két véi protein huyét trong, chti yéu Véi a,-

acid glycoprotein.

Chuyén héa va'théi triv:

Thudc dugc thai trir qua 2 pha; pha dau cham, pha thir 2 nhanh hon; thoi

gian ban thai khoéng 18 gio. Mifepristone trai qua chuyén hoéa oxy hda &

gan, chil yéu nho isoenzym CYP3A4 clia hé cytochrom P450, cac chét
chuyén hoa dugc bai tiét vao mat va dao thai qua phan. Chi cé mét lwgng

nho duwoc phat higén trong nwéc uéu
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Quy cach déng g6i

Vilvién. Hop 1 vi.

Vi10vién. HOp 1 vi.

Diéu kién bao quan, han dung, tiéu chuén chét lwgng ctia thude
Piéu kién bao quan

Trong bao bi kin, noi khd. Nhiét dd khéng qua 30°C
Handung

48 thang ké tir ngay san xuét.

Tiéu chuén chét lvgng

TCES.

Tén, dia chi ctia co’ s& san xuét thuéc
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