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Keep out of reach of children.
Please read the package insert carefully before use. 1
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Sample labeling on Strip: 100% size

CHERISH |
Mifepristone 10 mg Tablets
| Baich No.:

Exp. Date: dd/mm/yyyy

Mfg. Date: dd/mmdyyyy

Manufactured in P. R. China by

% HUBEI GEDIAN HUMANWELL PHARMACELTICAL CO., LTD,
Gedian Economical Development Cisirict, E-2heu Caty, Hubei Province,




POC KY HUONG DAN SU DUNG TRUOC KHI DUNG. NEU CAN THEM THONG TIN,
XIN HOI Y KIEN BAC SI. PE XA TAM TAY TRE EM.
CHERISH
Mifepristone 10 mg

THANH PHAN

Hoat chit: Mifepristone 10 mg

Tda dwge: Lactose, Tinh bot, Microcrystalline
Cellulose, Dextrin, Calcium Sulfate,
Hypromellose, Magnesium stearate.

DANG BAO CH

Vién nén uéng

TUONG KY

Khéng c6 cac thong tin vé tuong ky lién quan dén
viéc’sir dung thudc nay

CHI DINH

Pay la vién ngira thai khan cap cho phy nir sau
khi quan hé tinh dyc khdng c6 bién phap phong
ngira, hodc that bai voi cac phuong phéap tranh
thai khac (ling hodc tut bao cao su, phong tinh
ngodi 4m dao khong thanh cong, tinh chu ky kinh
sai, ...) trong vong 72 gir. Dy 1a mot bién phap
diéu tri dé ngan thu thai.

LIEU LUQNG VA CACH DUNG

Uodng trong vong 72 gi¢r sau khi quan hé tinh duc
khéng co bién phap bao vé hodc thit bai vdi cac
phuong phap tranh thai khac. Udng 1 vién
Mifepristone 10 mg lic bung déi hodc 2 gior sau
an. Khdng an trong vong 2 gi¢ sau khi ubng thube.
CHONG CHI DINH

- Bénh 1y tuyén thugng than

- DPang diéu trj véi corticosteroids

- Di tmg véi Mifepristone

- Dang cho con bu

LUU Y VA THAN TRONG KHI SU DUN/(}‘

hon. Ching t6i d& nghi nhimg ngudi ngin ngira
mang thai that bai voi thude nay nén chép nhén
nao thai.

SU DUNG KHI MANG THAI VA CHO CON
BU

Chéng chi dinh cho phy nit q%’gm}%j. Hién tai,
chua cé dit liéu cho biét luon: Imifepristone tiét
vio sira va anh hudng ctia thude trén tré b me.
Céac hormone c6 cAu tric tuong tu mifepristone co
thé tiét vao sira me. Do do, phu nit dang cho con
b khong nén dimg thubc.

TAC PONG LEN KHA NANG LAI XE VA
VAN HANH MAY

Khong du dix 1iéu kha dung

TUONG TAC THUOC

Tranh dung aspirin va cic thubc khdng viém
khong steroid khéc trong vong 1 tufin sau khi
diing thubc nay.

Mic dit twong tac véi thie An va céc thube khac
khéng duge nghién ciu, vi thudc nay dugc
chuyén héa qua CYP3A4, c6 thé ketoconazole,
itraconazole, erythromycin, va nuéc budi cé thé
ngan sy chuyén hoa cta thude (1am tang ndng 6
thubc trong huyét tuong). Hon nita, rifampin,
dexamethasone, va mét sb thudc chdng dong kinh
(phenytoin), phenobarbital, carbamazepine) ¢é thé
lam ting chuyén hoa mifepristone (lam giam néng
__d6 mifepristone trong huyet tuong).

\Ne Ll lﬂu\gt:en cic thong tin veé sy irc ché invitro, dung

cungsy6i mifepristone c6 thé 1am tang nbng dd

- Nhimg ngudi c6 it nhét mét ky ki = Bk PWQ ﬁuyel tuong cia cac chét duge chuyén hoa
thudng trude giai doan nay c6 thé dung thi &: nayA| Oqia CYP3A4 Do su thai trir mifepristone ra khoi

trong chu ky kinh nguyét nay.

ubng thude dén khi thdy kinh Ian tiep theo, dé
tranh mang thai sau khi ding thudc.

- Liéu mifepristone dung trong ngira thai khén
cép khong du dé pha thai. Do vy, chi dung thuoc
khi da kham ky dé lo.;u trir kha nang ¢ thai.

- Vi ngira thai khin cdp 1a mdt bién phap didu
tri, khong dugc ding nhu bién phdp tranh thai
théng thuong cho mdi 14n quan hé hodic ding mdi
thang,

- Ngira thai khén cip c6 thé lam giam 70-80%
ty 1& mang thai, nhung ty 1 that bai c6 thé cao

*tli].be' Do do,

Hrcmahe n‘fmam nhimg tuong tic nhu vy cé thé

TA
- Tranh quan hé tinh dyc, hodc ding %‘L
phap tranh thai khac trong sudt thoi gian tir

glgan 9; théy trong mot thoi gian dai sau khi dimg
nén thin trong khi ding
“mifepristone voi cac thudc chuyén héa qua
CYP3A4 va co khoang tri li€u hep, bao gom ca
mot s6 thube gly mé.

TAC DUNG PHU

Bén canh tic dong lam chdm thoi gian khoi phat
kinh nguyét, cac tic dung phu cua Mifepristone
thuong nhe va it gap: chiy mau (19%), budn nén
(14%), ndn (1%), ti€u chay (5%), dau ving bung
dudi (14%), mét (15%), nhiae dau (10%), chong
mit (9%), mém nguc (8%).
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Hon 50% phu nir c6 kinh trong 2 ngay theo ngay
dur kién va khoang 9% bj chdm kinh hon 7 ngay
sau khi dung thubc.

BAO NGAY CHO BAC SI HOAC DUQC SI
NEU GAP BAT KY TRIEU CHUNG NAO KE
TREN HOAC CAC BAT THUONG KHAC.
DUQC LUC HQC

Mifepristone la mét steroid téng hop c6 tac dong
d6i khang giai doan progesteron do canh tranh véi
progesterone tai cac thu thé progesterone. Vi cac
liéu ubng tir 3-10 mg/kg, thubc ngin can tac dong
cua progesterone ndi hodc ngoai sinh trén cac
ddong vat co va khac nhau (chudt céng, chudt nhz"tt,
thé va khi). Tac dong nay biéu hién bing viéc
ngung thai ky & cac loai gim nham.

Dung liéu béng hodic 1ém hon 1 mg/kg & ngudi 16m,
mifepristone d6i khang véi tic déng cla
prostagladin tai niém mac va co tron t cung.
Trong sudt thoi ky mang thai, thubc lam cho co
tron tr cung nhay cam voi su co thit gay ra do
prostaglandins. Trong subt 3 thang diu thai k¥,
didu tri trude véi mifepristone gay gidn va mé cb

tir cung. Trong khi céc dir liéu lam sang cho th‘ -

mifepristone lam thudn lgi sy gidn co i Clg,
khéng c6 dir ligu cho thiy két qua nay laf

g:am

lam ting ACTH va cortisol. Hoat tinh sinh hoc
cita glucocorticoid (GBA) c¢6 thé bi tic ché trong
vai ngay khi dung lidu don 200 mg mifepristone
dé chém dirt thai ky. Bién chimg 1am sang ciia tac
déng nay khong rd rang, tuy nhién nén va budn
ndn co thé ting & nhirng phu nir nhay cam.
Mifepristone c¢6 tac dong dbi khang androgen yéu,
chi xuét hién & dong vét thuc nghiém khi ding
kéo dai vai liéu rit cao.

DUQC PONG HQC

Thudc hip thu nhanh sau khi unng ﬁﬁong do trong
mau dat dinh sau 1,5 gid, nhung nong d nay khac
nhau ro rét tiry theo timg bénh nhan. D¢ thanh thai
invivo .thép, thai gian ban thai invivo khoang 20
gi. Nong d thuoc trong mau ting nhanh hon &
nhimg phu nit khong mang thai, ndng d trong
mau cao hon va thoi glan ban thai dai hon. Thuéc
niy bi chuyén héa lan dau r5 rét, va nong do
(,huycn hoa trong mau 1-2 gid sau khi udng cao
hon hop chit ban dau.

QUA LIEU

Trong cac nghién ciu vé dung nap, khoéng cé
_phan {mg c6 hai nghiém trong nao duoc bao cédo

g - ”'khl cac phu nit khéng mang thai khée manh va

naty, giéi khoe manh ding thudc véi lidu don

ty 1é bién ching sém hodc mudn dén ’32,'1 H&&PHWMmg mifepristone. Nén chu y dén cac triéu

giin no.
Khi ngung mang thai som, sir dung ké
mot chéat gidng véi prostaglandin trong i

Guphip

Ilq DA} Dlﬁ)‘hun
Bg!pmbﬁﬁ lﬁmEjhuoc véi lidu gép nhiéu lan liéu khuyén céo.

: suy tuyen thuong than néu bénh nhan sir

BAOQ.QUAN

tiép theo sau khi ding mifepristone lam tanwam quan dudi 30°C, trong bao bi dong kin. Bao

thanh cong khoang 95% cac truong hop va lam
tang su téng thai.

Khi ding dé thic sinh trong trudng hop thai chet
hru, ding don ddc mifepristone gy tong xuAt
khoang 60% céac truong hop trong vong 72 gi¢
sau 1an udng diu. Trong truomg hop d6, khéng
can dung prostaglandin hodc oxytocics.
Mifepristone gin voi thu thé glucocorticoid. O
dong vat thuc nghiém, liéu tr 10-25 mg/kg ngan
can tac dong cta dexamethasone. O ngu‘q;i tac

dong déi khang glucocorticoid bidu h‘if:n o h&ﬁ\ Clty, Hubei Province, Trung Quoc

bing hodc cao hon 4,5 mg/kg do gf)‘ cht;: bu .

quan noi khé mat, tranh anh sang.
HAN DUNG

36 thang ké tir ngay san xuét
QUY CACH DONG GOI

Hop 1l vix 1 vién

TIEU CHUAN: CP

San xuit bii

Hubei Gedian Humanwell Pharmaceutical Co.,
Lid.
Gedian Economical Development District, E- zho




