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TGO HUONG DAN SU DUNG THUOC

AMARISTON
THANH PHAN:
Thanh phin Ham luwgng
Mifepristone 10,0 mg
Ta duge: vira du 1 vién nén

Ta duge bao gobm: Wheat starch, Lactose, Polyvinyl alcol, Magnesi stearat, Vang quinoline.
DANG BAO CHE: Vién nén

QUY CACH PONG GOI: Hjp 1 vix 1 vién

DUQC LUC HOQC:

lecpnstnnc la mdt antiprogestin, ngira thai do tic djng trude khi c6 sy lam 10 cia trimg
thy tinh. Thube 6 tac dung déi do ngin chiin sy rung trimg va ngén chin sy ning d& ndi mac.
Trong d6 tac dyng quan trong nhat 1 lam ch@m sy rung trimg do phéa v& sy trudmg thanh cua
nang trimg va chirc ning ndi tiét cia té bio hat, ngan dmh LH vio gitra chu ky. Ngodi ra thude
ciing c6 tac dung npﬁn chiin s ning d& cua ndi mac néu ding sau khi rung trimg va gy anh
hwémg dén sy 1am 10.

Mifepristone ¢6 &i lyc lién két receptor progesteron. Vi sy ¢6 mit cua progesteron,
mifepristone hoat ddng nhu mdt doi khing canh tranh receptor tai receptor progesteron, néu
khong c6 mdt progesteron, mifepristone hoat dong nhu mdt chat doi khang cuc bj. Do dg;
mifepristone ngiin chin nhimg tic ddng cua progesteron |én mang trong da con lam thodi
va bong niém mac mang trong da con nén ¢6 tic dung ngiin ngira hofic pha v sy gin két
bao thai.

Mifepristone dwge sir dung nhu mét thude tranh thai thong thuémg véi liéu hang ngay 2
Véi liéu don 10mg, mifepristone s& ngén can sur rung trimg trong vong 3-4 ngay, vi v@ly nd co™
tic dung nhu mét thudc tranh thai khin cdp gidng nhu tic dung cua levonorgestrel véi liéu
1,5mg.

Nhimg ngudi mang thai dudi 8 tudn, ding 150 - 200mg mifepristone két hop véi 400 -
600meg misoprostol co tac dl,mg piui thai. Khi d6 mifepristone c6 tic dung lam rau thai bong ra
khoi ngi mac tir cung va gilip tir ¢d tir cung mém ra, cho phép thai x0 ra ngoai con misoprostol
s& giy co thit ur cung dé ddy thai ra.

DUQC DONG HOC:

Sau khi udng, khoang 98% dugc gin két véi protein huyét twong chu yéu dum dang a;- acid -
glycoprotein. Sinh kha dung cua mifepristone khoang 70% sau khi uéng. Nong dé dinh trong
huyét twong dat duge sau 1,3 gid. M:fcpnsmn: dugc chuyén hoa ¢ gan, thoi gian ban thai
khoing 18 gid. Mifepristone va céc chit chuyén hoa cua né dao thai chu véu qua phin thong
qua h¢ thong mét va mét lugng nho duge thai qua nude tiéu.

CHI DPINH:
AMARISTON la thudc ngira thai khin cip, c6 tac dung tranh thy thai trong vong 120 giér sau
khi giao hgp, duge dung trong céc trudmg hop sau:

- Khong diing bién phép tranh thai nio khi giao hop

- Bién phdp trinh thai da ding khong ddng tin cdy:

+Baocaosuh| rach, trugt hay ding sai.

+ Ming chéin am dao hay thugc ngira thai diit 4m dao bj diit sai chd, rach hay ldy ra som.

+ Giao hgp gian doan khong thanh cong.
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+ Tinh sai ngay ryng trimg trong trudmg hgp dung phuong phap lich.
+ Vong trénh thai bj ldy ra hay bj mit
+ Quén diing 03 vién thude ngira thai ding hang ngay tré lén.
CHONG CHI DNH:
- Ngudri ¢6 bénh ciia tuyén thugng thin.
- Ngudi dang diéu trj vi Corticosteroid, dic biét ngudi dang bj hen niing.
- Dj img v&i Mifepristone.
- Ngudi mang thai hodic nghi ngd mang thai.
THAN TRONG:
- AMARISTON khéng thé thay thé li¢u phap ngira thai thuong xuyén.
- Ciin sir dung thin trong v&i bénh nhin bj hen suyén nhe hodc bj tic nghén man tinh duong
hé hip, ngudi c6 bénh tim mach hay thiéu mau.
- Thin trong sir dung vé&i bénh nhin dang ding thude chong déng mau do lam ting nguy co
chiy mau.
- Giao hgp khéng an toan sau khi diéu trj s& lam ting nguy co ¢6 thai ngoai y muén.
SU DUNG CHO PHU NU' CO THAI VA CHO CON BU:
- Phy dang mang thai uéng nhim AMARISTON khéng gdy say thai nhung khong logi trir
kha ning xudt huyét ¢ thé xay ra.
- Phy nir dang cho con bi: mifepristone di qua sira me¢ vi vily nén tranh cho con bi sau khi
ding AMARISTON.

TAC PONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thubc khong anh huémg dén kha ning lai xe va vin hanh may moc. ":E"‘?“"“;
TUONG TAC THUOC:

- Sir trao ddi chét cua mifepristone duge trung chuyén bai hé théng men cytochrome P450
CYP3A4, nén vé mat ly thu;gi str dung céc thuoe khic giy (re ché hodic sinh ra men ndy ¢6 thé |
din dén sy thay déi ndng d trong huyét trong cua mifepristone. 1

+ Ketoconazol, itraconazol, erythromyein va nudc trii ciy (nho) ¢6 thé chiin lai sy dj 4
héa cia mifepristone (ting ndng d¢ trong huyét thanh), ==
+ Rifampicin, dexamethason va mdt s6 thude chéng dng kinh (phenytoin,
phenaobarbital. carbamazepin): dem lai sy trao ddi chiit cho mifepristone (giam ndng d§ trong
huyet thanh).

- Aspirin vi céic thube khing viém khéng steroid (NSAID) lam giam tac dung trénh thai cua ™~
mifepristone.
TAC DUNG KHONG MONG MUON: B

- Ngoai tré kinh, céc tic dung phy thudng li: xuit huyét, budn ndn, non, tiéu chdy, dau bung
dudi, mét, nhire diu, chéng mit, cling ngye. ' :

*Chi y: * Thong bao cho bic s§ cic tac dung khong mong mudn giip phai khi sir dung .
thude.” Py
LIEU LUQNG VA CACH DUNG:

Udng 1 vién AMARISTON trong vong 120 gi sau khi giao hgp, ding cing sém hi¢u qua
cing cao.
QUA LIEU VA XU TRi: chua c6 thong tin.
HAN DUNG: 36 thing ké tir ngay san xudt.

Khong ding thude qua han sir dung. Néu thay thudc bién miu hofic ¢6 hién twgng khic lg
thi phai bao cho nha san xudt biét.
BAO QUAN: Noi khé , tranh énh séng, nhiét 49 khong qué 30°C.
TIEU CHUAN AP DUNG: Tiéu chug; co sd.
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Thube ban theo don
Pé xa tim tay tré em

§ huémg diin sir dung trude khi ding
Néu cdn thém théng tin xin hoi ¥ kién béc si

Nha sidn xuat:
CONG TY CO PHAN DUQC PHAM NAM HA
415 Han Thuyén - Nam Djnh
NAMHA PHARMA Tel: 0350.3649408. Fax: 0350.3644650

Tiép thi va phén phdi:
INVEQ CONG TY TNHH Déu tw va Phit trién Y té
Sl . Tang 2 — Nha 34T — Trung Hoa — Cau Giay — Ha Noi

Tel: 04. 62818058, Fax: (4. 62818157
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