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Rx
Thuéc ban theo don Hop 1 vi x 1 vién nen

( CTY 6 PHAN SINH HOC DUDC PHAM BA BINH
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Fivedays

Mifepristone 10 mg
SBK:
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Chl djnh, LI§u ding, Chéing chi djnh
Va <dc thomg tin Khaes KHONG DUNG QUA LIEU CHI BINH

Rx
Thudc ban theo don Hép 1 vi x 1 vién nén

Fivedays

Mifepristone 10 mg
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Ry Thudc béan theo don

HUONG DAN SU DUNG THUOC

FIVEDAYS

Mifepriston 10 mg
(Hop 1 vi x 1 vién nén)

Cong thsre: Mifepriston 10 mg

Ta dugc: Lactose, Avicel, Magnesi
stearat, Povidon K30, Sodium Starch
glycolat: vira du 1 vién

Ddc tinh diroc luc hoc:

Tinh chét:

- La m§t Antiprogestin.

- Ngira thai do tac dong trude khi lam td
cua trung thu tinh. Tac dung d6i do ngan
chdn su rung trimg va ngédn chan su nang
d& ndi mee. Tac dung quan trong nhit la
lam chdm su rung tring do phd v& su
truong thanh cuia nang trimg va chirc nang
ndi tiét cia té bao hat, ngdn dinh LH vao
gitra chu ky. Ciing c6 tac dong 1én ndi mac
néu dung sau khi rung trimg va anh hudng
dén sy lam 5. Ngoai ra, 50% phu nit bj
thoéi hod hoang thé khién noi mac dé bong
hon.

Tac dong:

- Mifepriston trong Fivedays tac dong nhu
la mdt chét khang Progesterone bing cach
canh tranh voi Progesterone ndi sinh trén
su gin két Receptor. N6 ¢6 ai luc gin két
rdt cao véi nhiing Receptor nay (gip
khodng tir 2-10 lan so véi Progesterone).

- Mifepristone ngin chin nhitng tic dong
cua Progesterone 1€n mang trong da con va
mang bung. Piéu nay din dén tinh trang
théi hoa va sy bong ra clia niém mac mang
trong da con, do d6 ngan ngira hoc pha v&
sur gén chit ciia bio thai.

Ddc tinh diroc dong hoc:

- Sinh kha dung ctia Mifepristone khoéang
70% sau khi ubng. Nong do dinh trong
huyét tuong dat dugc trong vong tir 1-2 gidy
sau khi udng liéu duy nhét. Thoi gian ban

huy khoing 20 t6i 30 gio. Phan
Mifepristone khong gin két thi duoc
chuyén hoa nhanh chéng do Demethyl hoa
va Hydroxyl hod & gan va su chuyén hod
ndy c6 thé phat hién dugc trong huyét
tuong khoang 1 gi¢s sau khi ubng.

- Mifepristone va cic chuyén hoé ctia né
dao thai cha yéu qua phan thong qua hé
thong mat va mdt it qua than.

Cic diic tinh tién lam sing: Chua c6 tai
liéu nghién ctru nao dugc cong bé.

Chi dinh:

Ngtra thai khan cdp (trong vong 120 gior
sau giao hgp)

Liéu lwgng — cdch ding:

- Ding duong ubng.

- Dung 01 vién Fivedays trong vong 120
gio sau khi giao hgp. Tuy nhién, dung cang
som hiéu qua cang cao.

Chong chi dinh:

- V6i nhimg ngudi qud min véi
Mifepriston.

- C6 bénh cua tuyén thuong than, suy gan,
suy than.

- Réi loan chuyén héa porphyrin, rdi loan
chay mau.

- Pang dung thudc chdng déng

- Pang diéu trj véi Corticosteroid.

- Di g véi Mifepristone .

- Phu nir ¢ thai

- Pang cho con bu.

Cinh bdo va thin trong khi siv dung
thubc:
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- Fivedays khong thay thé bién phap ngira
thai thuong xuyén.

- Giao hep khong an toan sau khi diéu tri
s€ lam téng nguy co c6 thai ngoai y mudn.
- Nhiém khuin xdy ra & phu nir dé timg
pha thai mac du khéng c6 nguyén nhén
lién quan gitra sy viéc va viéc str dung
mifepristone.

- Than trong khi st dung mifepristone
cho phu nif chira ngoai tir cung bai vi trong
qua trinh st dung mifepristone va
prostaglandin s€ kh6ng hiéu qua. Tac dung
khong mong doi cia qué trinh ndy ciing
tuong tu so véi qua trinh xdy thai ngoai tir
cung.

- Mifepristone ciing chéng chi dinh & bénh
nhan thiéu nang tuyén thuong thin man
tinh hodc bénh hen xuyén. Di v6i bénh
nhan suy gan than can khuyén co.

- Dung Mifepristone nén can than dbi véi
c4c bénh nhan hen xuyén nhe hodc rdi loan
duong ho hap, xudt huyét, rdi loan tim
mach hecdc c6 yéu t6 nguy co cao hoic
bénh thiéu mau. Bién phép tdm ly ciing cAn
dé diéu chinh cho bénh nhén dang sir dung
corticosteroid kéo dai, (corticosteroid van
céan thiét duoc st dung néu bj nghi ngr 1a
suy tuyén thugng than cdp tinh). Than
trong ddi v6i cdc bénh nhan dang ding
thudc chbéng dong mau vi lam ting thém
nguy cc gy chdy mau.

- Thén trong voi ngudi cé van tim nhén tao
va Rh-

Tuong tic véi cic thudc khdc va cdc dang
fiwong tac khac:

- Ketoconazole, Itraconazole,
Erythromycin va nudc trdi cdy (nho): c6
thé chin lai su di hod cia Mifepristone
(tang ndng d¢ trong huyét thanh).

- Rifampicin, Dexamethasone, St.Jonh’s
Wort va mot sd thudc chdng dong kinh
(Phenytoin, Phenobarbital, Carbamazepine

) ting chuyén ho4 Mifepristone (gi4m ndng
do trong huyét thanh).

- Céc thudc khang viém khong Steroid
(NSAID) nhu Aspirin khong dugc dung
véi Mifepristone vi chiing 1a thudc khéng
Prostaglandine nén ching s& lam giam hiéu
qua diéu tri ciia Mifepristone.

Truong hop co thai va cho con bii:

Thoi ky mang thai

- Khéng dugc dung cho ngudi dang mang
thai. Néu phuy nit dang c6 thai uéng nham
Mifepristone : Liéu 10 mg khong gay sdy
thai nhung khong loai trir kha ning xuét
huyét c6 thé xay ra trong vai truong hop.
Thoi ky cho con b

- Néu dang cho con bu: Mifepristone di
qua sita me. Tuy nhién, anh hudng cia liéu
Mifepristone 10 mg trén tré em chua dugc
xac dinh.

- Néu cén tranh thai khi dang cho con bu
nén han ché dung Mifepriston, c6 thé chon
dung céc giai phap khac nhu: bao cao su,
Xudt tinh ngoai am dao, hoic cic san phz’im
tranh thai thuong xuyén c6 ham lugng
levonorgestrel thip 0,03 mg/ vién, vi 28
vién....vv

Tdc dung déi véi kha ning ldi xe va vin
hanh may moc:

- Anh huéng x4u nhit cua Fivedays déi véi
kha ndng l4i xe va vén hanh may méc la c6
thé gy ra hoa mit, chéng mét. (Tuy it gép
véi liéu mifepriston 10 mg dé tranh thai
khén cép).

- Pé tranh gip phai tinh trang hoa mit,
chéng mit trong lai xe va van hanh méy
moéc nén dung trude it nhit 5 — 7 gio (sau
khi thudc dat ndng do dinh trong mau)
ho#c dung budi tdi truéc khi di ngu

Tdc dung khong mong muén:

- Xuét huyét dudng niéu va chudt rit cé
thé xuat hién sau khi sir dung mifepristone
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dé dinh chi thai nghén, va s& xuét hién &
héu nhu tAt c& céc bénh nhéan c¢é sir dung
thém prostaglandin. Su xudt huyét dién
hinh kéo dai 9 dén 16 ngay va cé thé tro
nén nghiém trong & mét s it bénh nhan.

- Tuy nhién, xuét huyét nhiéu va kéo dai cé
thé la dau hi¢u cta viéc nao thai khong
sach hodc mét bién chimg khéc va cin cé
su can thiép ctia nhén vién y té.

- Nhitng téc dung khéc ciia mifepristone
bao gdm kho chiu, chdng mit, 6n lanh, sbt,
dau dau, tiéu chay, non, budn ndn, phat
ban, mé day mic du mdt vai triéu ching c6
thé giy ra do prostaglandin dugc sir dung
sau do.

- Nghiém trong hon, déi khi hién tuong tic
mach do m&, nhi®m khén c6 thé xudt hién
¢ sidn phu sau nao thai, Tuy nhién, chua c6
bang chimg khing dinh sir lién quan cua
hién twong nay voi viéc s dung
mifepristone.

Qud liéu va xiv tri:
Thir nghiém 1am sang cho thdy khong cé
bit ky phan ung phu ndo xay ra khi sir
dung lieu duy nhit chia dén 2g
Mifepristone. Néu c6 truong hop ngd doc
cap xay ra, nén dua bénh nhin dén bénh
vién dé gidm sat va diéu tri diic biét.
Bao qudn: Noi kho, tranh dnh sang, nhiét
d6 khong qua 30°C.
Han ding: 36 thang ké tir ngdy san xuét.
Qui cach dong goi: Hop 01 vi x 01 vién
nén va 01 huéng din str dung.

Thong bdo cho Bdc sy nhiing tdc dung khong

mong muon gap phai khi sir dung thudc.
Doc k) hueong ddn sir dung trude khi dimg,.
Dé xa tam tay tré em.

Néu can thém théng tin xin hoi y kién bdc sp.

Sén xuat tai: Cong ty CP SHDP Ba Dinh
KCN Qué V& - Bic Ninh
DT: 0241.3634424

Fax: 0241.3634425
Email: badinhpharma@yahoo.com.vn
Website: badinhpharma.vn
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