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GMP-WHO

Box of 1 blister x 1 tablet

' B‘ Sold only by prescription

Mitehep

Armephaco JSC branch
PHARMACEUTICAL FACTORY 150
copavina 112 Tran Hung Dao Street - Dist 1 - Ho Chi Minh City

COMPOSITION: CAREFULLY READ INSTRUCTIONS BEFORE USE

Mifepsstons. h 10mg KEEP QUT OF REACH OF CHILDREN

Excipenis_sg .. <o tablet STORABE: . i
Stoee in & dry place, tamparsis 15 - S

indications, contraindication. protnct from hoht

dosage. see leaflel inside for
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TOA HUONG DAN SU DUNG THUGC
MIFEHEP
. Vién nén

THANH PHAN:

MIFEPIISTON ...vuvivivriiiiiiiiiieee et e s s s ettt e 10 mg

Lactose, Avicel, Tinh bdt bdp, PVP, Crosscarmello natri, Mg stearat

Vang Quinolein .........cooceeeeviiiiiieiiseeeieereee, Vel 1 vién nén
DUQC LUC HOC:

Mifepriston 13 mét steroid tong hgp, thudc cé tic dong nhu mét chdt ddi khang
progesteron bing céch canh tranh gin két vao receptor clia progesteron ndi sinh.
Thudc gdn két vdi 4i luc rit cao trén receptor nay (gap 2 dé€n 10 lan progesteron). Cg
ché tdc dong tranh thai khdn cdp clia mifepriston bao gdm:

1. Thudc e ché€ nang tring chin ciing nhv ¢c ché chitc nang ndi ti€t cia t€ bao
hat, vi th€ bénh nhin s& it ¢ kha ning rung tritng nhat néu ding thudc truée
giai doan rung tritng;

2. ThuGc phé v3 dinh LH vao giita chu ky, do d6 tc ch€ sy rung tritng

3. Né&u dung thudc vao cudi chu ky, thudc sé gy gidn doan sy ndng d3 ndi mac
tf cung bdi hormone, tao mot 15 héng khong ddng bod trong ndi mac tif cung,
di€u nay din dén thodi héa va bong tréc 16p 16t ndi mac tit cung, tir d6 ngin
ngira va tc ch€ thai bim vao tit cung.

DUQC PONG HQC:

Sau khi uéng, néng d6 dinh trong huyét tu'dng clia mifepriston dat dugc sau 1-3 gid;
sinh kha dung khodng 70%. Sv thai trir gbm 2 pha, pha chdm dugc ndi ti€p sau mot
pha nhanh hon vdi thdi gian bdn thii khéang 18 gio. Mifepriston dugc chuyén héa qua
gan, cdc chit chuyén héa dugc bai tiét qua mat va thdi trlt qua phan. Chi 1 lugng nhd
thudc duge phat hién trong nudc ti€u. Mifepriston gin két vdi protein huyét tuong
khodng 98%, chii y&u véi acid «, —glycoprotein.

CHI PINH:
Chi dinh cho nhitng trudng hgp trdnh thai khin cdp trong vong 72 gid sau lan giao
hdp khéng dugc bao vé.

LIEU DUNG VA CACH DUNG:
Diing bing dudng udng
Ubng 1 vién trong 72 gidf sau khi giao hgp
* Chu y: dung cang sdm cang hiéu qué va khong dugc dung chung véi nuGe ép budi.

CHONG CHI PINH:
Qud min v6i mifepriston hay bat cit thinh phin nao ciia thudc.
Phu nf ¢6 hodc nghi ngd ¢6 thai ngodi tit cung.
Nhitng bénh nhin bi suy thugng l‘.han man tinh hoidc bénh hen suyén khéng dugc
kiém sodt chit. S or89181.6,
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THAN TRONG:

Trénh thai khdn c4p 12 1 phudng phép tinh th&, chi diing trong trudng hop khidn cip
va khong thé thay th& cho bién phdp tranh thai ding thudng xuyén. Nhitng ngudi
ding bién phép trdnh thai khdn c4p nhiéu 1an nén cin nhic ding bién phap tranh thai
lau dai.

Nén thdn trong v6i bénh nhin hen suyén it nghiém trong hodc bénh tic nghén
man tinh dudng hé hap, xudt huyét, c6 bénh tim mach hay cdc yéu t& nguy cd lién
quan, hoic thi€u m4u.

Nén thdn trong v4i bénh nhin dang diéu tri corticosteroid dai han; c¢6 thé cin phai
ding thudc corticosteroid néu nghi ngd nghén tuyén thugng than cip

Can thin trong v6i bénh nhin dang ding thudc chéng dong méu vi c6 thé ting
nguy c¢d chdy mau nghiém trong

Bénh nhdn véi van tim nhén tao hodc nhitng ngudi ¢6 ti€n st viém nhiém mang
tim nén dugc di€u tri dy phong khi trdi qua cham dift thai ky.

St dung bién phdp tranh thai khan cap khong thay thé cho nhitng bién phdp thin
trong khdc nhdim ngiin nglta cdc bénh ldy qua dudng tinh duc.

Cdc cé gdi dudi 16 tudi cdn cé sy gidm sdt y t¢ khi diing Mifehep

THOIKY MANG THAI
Khong dugc ding thudc cho phu nif ¢6 thai va thudc khong c6 tic dung ph4 thai.
Thutc khong di liéu d€ gdy phd thai nhung khong thé loai trit xudt huyé&t c6 thé
xdy ra trong vai trudng hgp néu phu nit dang c6 thai

THOIKY CHO CON BU

Mifepriston dugc bai ti€t qua sita me. Chua c6 bdo cdo vé tic dong cla
mifepriston 1€n tré em, do d6 phu nit dang cho con bi nén héi ¥ kién béc si trudc khi
dung va sau khi diing ¢6 nén nian bo sita me mot vai ngdy

TAC PONG CUA THUOC TREN KHA NANG LAI XE VA VAN HANH MAY
Chua thdy c6 tai liéu nghién cttu vé van dé nay.

TAC DUNG KHONG MONG MUON (ADR)
Thudng gdp: xuit huyét, khé chiu, chéng mit, 6n lanh, sdt, nhitc ddu, tiéu chdy, budn
ndn, phdt ban da, ndi mé day.

TUONG TAC THUOC:

Khoéng nén dung aspirin va cdc NSAID cung véi mifepriston vi theo 1y thuyét cic
chdt tc ché tdng hgp prostaglandin c6 thé 1am thay déi tdc dung clia mifepriston
QUA LIEU VA XU TRI

Mic du cho dén nay, khong cé bao ¢ Qnao vé nhitng tac hai do viéc uong qué

& \4/
li€u mic di udng dén liéu tdng cd Qgrani mor;g m01 trudng hgp ngd ddc cdp, bénh

nhin nén nhép vién dé€ dugc béc s‘l}"g‘}ém&%:rdmdlau \tri.
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pQC KY HUONG DAN sU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST
PE XA TAM TAY TRE EM

THUOC NAY CHI DUNG THEO SU KE PON CUA THAY THUOC

- Hagn ding : 30 thing, k€ tit ngdy sén xut.
- Bdo qudn : DE ndi kho, nhiét 6 15°C — 30°C tranh 4nh séng.
- Tiéu chudn : Tiéu chuin co sd.
TRINHBAY :
- Hop 1 vi x 1vién nén. Chi nhinh CTCP Armephaco
XI NGHIEP DUGC PHAM 150
? 112 Tran Hung Pao - Q1 - TP. H5 Chi Minh
COPHAVINA BT : (08) 38367413 - 38368554
Fax : 84 - 8 - 8368437

Ngay 12 thdng 4 ndm 2012
Gidm déc co sd sdn xudt thuoe
Ap" 2219, KT. GIAM BOC
/U\/ Téne v \PHO GIAM POC
2| ARMEPHACO |©
| XINGHIE

c& PHAN
\ DUCC PHAM

PHO CUC TRUONG

Nyl Vo




