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Rx Thudc nay chi ding theo don thudc

Mifepristone 200 mg

1. Ténthudc
Mifepristone 200 mg

2. Cac dau hiéu lwu y va khuy&n cao khi diing thuéc
DE xa tam tay tré em
Doc ky hudng dan st dung treeée khi dung

3. Thanh phan cdng thirc thudc

Thanh phan hoat chat:

MiféBistonNE suananpmarinys sy 200G

Thanh phan ta duoc:

Microcrystalline cellulose, povidone K30, talc, croscarmellose sodium, magnesium stearate.

4. Dang bao ché
Vién nén.
Vién nén tron, mau vang nhat, hai mat khum, mot mat khac vach va mat mat tron.
5. Chidinh
Mifepristone 200 mg duoc st dung nhw mét loai thudc gay sy thai dé chdm dut thai ky trong ti cung béng cach
hgp v&i misoprostol, cho tudi thai dén hét wan th 22 (tvong duong véi dudng kinh lwéng dinh 52 mm).
6. Cach dung, liéu dung

Céch dung

Mifepristone 200 mg duoc st dung bang dwéng udng.

Liéu ding

—  Thai dén hét 63 ngay:

+ UBng 200 mg mifepristone (twong dwong 1 vién Mifepristone 200 mg).

+ Sau khi dung mifepristone tir 24 dén 48 gi¢, ngdm duéi ludi hodc ngdm bén ma 800 mcg misoprostol tai co sé y té
hoac tai nha thy theo tudi thai va nguyén vong clGa bénh nhan. Tudi thai tlr twan thlr 8 dén hét 9 wan nén ding
misoprostol va theo déi sdy thai tai co so y té.

+ Can bd y té nén chon thi diém dung misoprostol dé thuan loi cho bénh nhan khi c&n hé tro.

—  Thal tir 64 dén hét 84 ngay:
+ Udng 200 mg mifepristone (twong duong 1 vién Mifepristone 200 mg).
+ Sau khi diing mifepristone tir 24 dén 48 gio:
= Pat tui cing am dao 800 mcg misoprostol tai co s& y té.
= Sau mdi 3 gitr ngam duwdi lwdi 400 meg misoprostol, t6i da 1& 4 ligu dén khi sdy thai hoan toan.
= NEu sau 3 gitr khi ding liéu misoprostol thir 5 ma chua sdy thai, udng ti€p 200 mg mifepristone (twong dwong
1 vién Mifepristone 200 mg), cho bénh nhan nghi 9 - 11 gid, lap lai céac lieu misoprostol nhu trén cho dén khi
say thai.
= N&u sau 2 1an theo phéc @6 trén van khong sy thai thi chuyén sang phuong phéap phé thai khac.
—  Tudi thai tir 13 dén hét 18 tuan:

+ Udng 200 mg mifepristone (tuvong dwong 1 vién Mifepristone 200 mg).

+ Sau 24 - 48 gi®y, dat tii cung &m dao 400 mcg misoprostol. Sau méi 3 gid, ngam duéi lvdi hodc ngadm bén méa 400 mcg
misoprostol cho t&i khi sdy thai. Néu sau 5 liéu misoprostol ma khong say thai thi ngay hém sau dung ti€ép 5 liéu
400 mcg misoprostol sau mdi 3 git ngam dudi lwdi hodc ngam bén méa cho tdi khi sdy thai. Néu khang sdy thai ding
ti€p misoprostol ngay thir 3 theo phac do trén. Sau 3 ngay khéng thay say thai ding phuong phép khéac.

—  Tudi thai ttr 19 dén 22 tuan:

+ Udng 200 mg mifepristone (twong duong 1 vién Mifepristone 200 mg).

+Sau 24 - 48 gid, dat tai cang &m dao 400 mcg misoprostol. Sau mdi 3 gitr, ngam dudi ludi hodc ngdm bén ma 400
mcg misoprostol cho téi khi sdy thai. Néu sau 5 ligu misoprostol ma khéng sdy thai thi ngay hém sau dung tiép 5 liéu
400 mcg misoprostol sau mdi 3 gi¥ ngdm dwdi lwdi hodic ngdm bén ma cho t&1 khi sdy thai. Néu khéong séy thai
chuyén phuong phap khac.

7. Chdng chi dinh
—  Tuyétdéi:

+ Hep van 2 |4, tc mach va tién str tc mach.

+ Bénh Iy tuyén thurgng than.

+ R0I loan dong mau, si dung thufc chéng déng.

+ Thiéu mau (nang va trung binh).

+ Di trng mifepristone hay misoprostol.

+ Chéan doan chic chan hodc nghi ngd ¢é thai ngoai tr cung.

+ C0 thai tai vét seo mé cli & tlr cung.

+ Rau cai rang luoc.
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10.

11.

Tuwong déi:

+Diéu tri corticoid toan than 1au ngay.

+ Tang huyét ap.

+Bang viém nhiém duong sinh duc cap tinh (can dugc diéu tri).

+ Di dang sinh duc (chi duoc lam tai tuyén trung wong).

+ CO seo mé tl cung can than trong: giam liéu misoprostol va tang khoang céch thoi gian gitta cac lan dung thude (chi
dugc lam tai bénh vién chuyén khoa phu san tuyén tinh va trung uong).

Canh béo va than trong khi diing thuéc

Ty 1€ that bai:

NEu bénh nhan cé y sir dung mifepristone déc Iap ma khéng str dung thém prostaglandin (misoprostol) tiép sau dé thi ty

I8 that bai sé& cao hon. Cén ci vao cac dir lieu nghién cteu 1am sang khac nhau va nhiéu cach st dung prostaglandin

khéac nhau, ty 1& that bai thay déi nhu sau:

+0-2,9% thai ti€p tuc phat trién.

+1,0 - 2,0% thai luu.

+ 0 - 2,0% sdy thai mdt phan, ngha la thai khéng duoc téng ra hoan toan.

Tat ca cac trudng hop nay durgc can thiép biing cach hdt thai.

Chdy mau: Hau hét phu nit ding phuirong phap ndy dé gay say thai déu cé hién trong chdy mau am dao dai ngay (tlr

3 - 21 ngay). Tuy nhién, hién twong nay khéng han Ia thai duoc téng ra hoan toan. Sau khi udng misoprostol, bénh nhan

nén & lai bénh vién trong 3 gior dé theo déi.

Than trong khi dung cho bénh nhan hen suyén it nghiém trong hodc bénh nhan bj cac bénh tic nghén duwdng thd man

tinh, xudt huyét hodc c6 bénh tim mach hoac c6 c4c yéu td nguy co lién quan, hoac bi thiu mau.

Bénh nhan thay van tim hay c6 tién st viém ndi mac tim do nhiém tring nén dung thudc dé phong cac bénh nay trong

thoi gian cham dut thai ky.

Ciing nhw cac phwong phép cham dut thai ky khac, nhiing bénh nhan cé yéu té rhesus am tinh ma chua chling ngira

rhesus phai duoc bao vé bang globulin mién dich anti-D.

Mifepristone c6 tac dung ¢ ché hoat tinh va lam giam hiéu qua cla corticosteroid déi vai bénh nhan dang digu tri

corticosteroid |au dai. Liéu dung thwong ngay cla corticosteroid nén digu chinh tam thei trong vong 3 - 4 ngay sau khi

dung mifepristone.

BGi voi nhitng trirdng hop dung corticosteroid dang hit, dac biét Ia nhirng ngudi méc bénh hen suyén, sau khi diing

mifepristone khoang 48 gi¢' thi nén gédp doi s6 luvgng da dung (hit) va duy tri liéu dé trong khoang 1 tuan.

Bai voi nhitng bénh nhén tré téi mac bénh dai thao dwong, néu cé xay ra van dé & dudng tiéu héa do nhirng di chikng

cua thai nghén hoac do diéu i bang phwong phap nay, lidu luvgng insulin cho bénh nhan nay nén dugc digu chinh lai.

D4i voi nhitng bénh nhan d& duoc dat dung cu tranh thai trong t& cung, dung cu phai dwoc I8y ra trwéce khi ding

mifepristone.

ThuBc nay c6 chira dwéi 1 mmol sodium (23 mg) trong mdi vién, vé co ban duoc xem nhu ‘khong chira sodium'.

Viéc tw st» dung thuGc pha thai c6 thé nguy hiém dén tinh mang, dé nghi tuan tha hwéng din clia Bac si diu tri va

hwéng din Quéc gia vé cac dich vu chim séc sic khde sinh san dwoc quy dinh tai Quyét dinh s 4128/QD-BYT

ngay 29/7/2016 cua B6 tredng BO Y té.

St dung thuéc cho phu nif ¢é thai va cho con bu

Phu ni¥ c6 thai

Phu nir dung phuong phap nay dé gay sdy thai phai dwgc bao trude ring néu phuong phap nay that bai, néi khac hon

la thai van con, sé& c6 nguy co' sinh con bj di dang. Trong truong hop phuong phdp nay that bai, rat can c6 su huéng

dan phwong phap khac dé chdm dit thai ky trong lan kham theo ddi ké ti€p & bé&nh vién.

Phu ni¥ cho con b

Cho dén nay van chua cé nghién clru nao chirng minh hoc bac bod rang mifepristone dwoc bai tiét qua sira me. Tuy

nhién, vi tinh an toan, khuyén c&o cac bénh nhan nén ngirng cho con bt khoang 3 - 4 ngay sau khi ding mifepristone.

Anh hwéng trén kha ning lai xe, van hanh may méc

Thudc co thé gay tac dung khéng mong mudn nhu dau dau, choang vang va ha huyét ap. Néu xay ra cic tac dung

khong mong mudn nay, bénh nhan khong nén lai xe hay van hanh may mac.

Twong tac, twong ky cia thudc

Twong tdc caa thuéc

Ketoconazole, itraconazole, erythromycin va nuéc ép budi chum cd thé Gc ché su di hoa ctia mifepristone (tang ndng

do trong huyét thanh),

Rifampicin, dexamethasone, St John's Wort va mét s6 thuéc chdng dong kinh (phenytoin, phenobarbital,

carbamazepine) co thé lam tang chuyén héa clia mifepristone (giam nbng dd trong huyét thanh).

Dya trén thong tin trc ché in vitro, diing chung véi mifepristone c6 thé dan dén ting néng do trong huyét thanh cac thudc

la chat nén clia CYP3A4. Do viéc thai triv mifepristone ra khoi co thé cham nén co thé van thay tiong tac nay trong mot

thoi gian dai sau khi dang thudc. Vi vay, than trong khi diing mifepristone véi c&c thudc 1a chat nén ciia CYP3A4 va ¢6

khoang tri liéu hep, bao gém ca mét s thude duec dung trong qua trinh gay mé toan than.

Twong ky cua thuée

Do khéng c¢ cac nghién ciru vé tinh tuang ky cla thude, khong tron 1an thudc nay voi cac thude khac.
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17.1.Diéu kién bao quan
17.2.Han dung

17.3.Tiéu chudn chéat lwong

Téac dung khéng mong mudn cua thudc
Hé théng niéu sinh duc: Tt ca phu nir str dung thudc nay sé cd tinh trang chay mau, va ty 1é chay mau nhiéu hay it tay
thudc vao tudi thai. Mot vai ngudi sé cd triéu chirng chay mau nhiéu hon nguoi khac.

Hé tim mach: Mot it tredng hgp cd hién twong bi ha huyét ap.

Trudng hep khdc: Co rat it truong hep bi phéat ban da, dau dau, kho chiu, ndng birng, choang vang, &n lanh va sét nhe.
Qua lieu va cach xuv tri

Thir nghiém lam sang cho thay khéng co bat ky tac dung khdng mong mudn nao xay ra khi str dung liéu duy nhat chira dén
2 g mifepristone. Néu cé truérng hop ngd doc cap xay ra, nén dwa bénh nhan dén bénh vién dé giam sat va diéu tri dac biét.
Péc tinh dwoc lwe hoc

Nhém duoe Iy: Hormon sinh duc va cac chét digu chinh co quan sinh sén, thude khéng progestogen.

M& ATC: GO3XB01.

Mifepristone 1& mét steroid tng hop cé tadc ddng d6i khang progesterone do két qua ciia swr canh tranh vai progesterone
tal c&c thu thé clia progesterone.

Péc tinh dwgc dong hoc

Sau khi uéng, nbng do dinh trong huyét twong cla mifepristone dat dwec sau 1 - 2 gid; sinh kha dung khoang 70%.
Khoang 98% mifepristone gén két vai protein huyét tirang, chi yéu véi al-acid glycoprotein. Thube dwoc thai trir qua
2 pha; pha d&u cham, pha thr 2 nhanh hon, thoi gian ban thai khoang 18 gio. Mifepristone trai qua chuy&n héa oxy héa
& gan, chii yéu nh& isoenzym CYP3A4 clia hé cytochrom P450, cac chét chuyén hoa dwoc bai tiét vao mat va dao théi
qua phan. Chi cé mot lwgng nhé dugc phat hién trong nwéc tiéu.
Quy cach ddng goi

Hop 1 vi x 1 vién,

Hop 1 vi x 10 vién.

Piéu kién bao quan, han dung, tiéu chuén chat lwong cua thudc

Bao quan trong bao bi kin, noi khd. Nhiét d khéng qua 30°C.

36 thang ké tir ngay san xuét.

P1250923

Tiéu chudn co sd,
Tén, dia chi clia co s& san xuat thudc

Cong ty TNHH LD Stellapharm - Chi nhanh 1

R’ S6 40 Pai 16 Tw Do, KCN Viét Nam - Singapore,
STELLA P. An Phu, Tp. Thu@n An, T. Binh Duong, Viét Nam

DT: (+84 274) 3767 470 Fax: (+84 274) 3767 469

Nguyén Ngoc Liéu
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