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Thing bdo ngay cho bdc si hodc duwgc si nhitng tic dung khong mong muén gip phai
khi sir dung thuéc

MIFE 200
Vién nén Mifepristone 200 mg

THANH PHAN VA HAM LUQNG

M&i vién nén cé chua

Hoat chat:

Mifepristone (dang micronised) ..................... 200 mg

Td duwoc vira du: Silic keo khan K200, cellulose vi tinh thé 102, copov1don crospovidon
XL, magnesi stearat, talc.

MO TA SAN PHAM

Vién nén mau vang nhat, hinh tron, ¢6 vat canh, 2 mit phing, mot mit ¢6 dép chim chit
“HERA”, mot mat c6 ranh, canh va thanh vién lanh [an.

QuUY CACH PONG GOI:

Hai quy cach dong goi:

- Hop chira 1 vi x 3 vién

- Hop chira 1 vi x 1 vién

THUOC DUNG CHO BENH Gi

Theo chi dinh cua béc si.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LU ONG

Thude dugce sir dung theo hudng dan ciia bac si.

KHI NAO KHONG NEN DUNG THUOC NAY

Khong uong Mife 200 khi:

- Néu ban bi di img v6i mifepristone hoic bat ky thanh phin nio cta thude, misoprostol.

- Néu ban bj suy tuyen thuong than

- Néu ban bi hen suyen ndng va khong duoc dleu tri day du.

- Néu ban bi bénh chuyen héa porphyrin di truyén.

- Bi hep van 2 14, tic mach va tién st tic mach. ‘(

- Roi loan déng mau, sir dung thude chong dong. Q

- Thiéu mau (ndng va trung binh).

Véi chi dinh cham chit su phdt trién cia thai ky trong tir cung dén hét 9 tudn va tir tuan
thit 10 dén hét 12 tuan, tuyét doi khong ding khi:

- Chin doan chac chan hodc nghi ngo ¢é thai ngoai tir cung.

- C6 thai tai vét seo mo cii &t cung.

Voi chi dinh cham diit sur phat trién cua thai ky trong tir cung tir tudn thir 13 dén hét 22
tuan, fuyét doi khong dung khi:

- C6 vét sgo mo cu ¢ than tir cung.

- Rau cai rang lugce.

TAC DUNG KHONG MONG MUON
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Gwng nhu nhiing thube khac, Mife 200 c6 thé gdy ra cic tac dung phy, mic du khong
phai tat ca moi ngudi o thé gap phai.

Riit thuwong gap (cé thé anh huwong hon I tr ong 10 bénh nhin)

- Co thét t&r cung hodc chudt rut sau vai gio udng prostaglandin, anh hudng lién quan dén
viéc st dung prosldglandm nhu budn noén, nén mira hodc tiéu chay.

Thuong gdp (co thé anh hudng dén I trong 10 bénh nhin)

- Chay mau nang, nhiém trung sau pha thai, co that duong tiéu hda nhe dén trung binh.
It gdp (co thé anh Tuong dén 1 trong ] 00 bénh nhin)

- Phat ban da, huyet ap ha.

Hiém gap (cé thé anh hwéng dén I trong 1000 bénh nhan)

- Pau dau, kho chiu, tri¢u chimg thén kinh phé vi (néng bimg, chong mit, én lanh), sdt,
phat ban va cac rdi loan vé da doi khi nghiém trong (viém da tréc vay, hoai tir bidu bi va
ban do)

Rit hiém gdp (c6 thé anh hwéng dén I trong 10000 bénh nhan)

- Sung mat va’hodc thanh quan c6 thé cung Vi mé day.

- Cac truong hop ti vong hodc sdc nhiém doc do nhiém tring bdi cac mam bénh nhu
Clostridium sordellii gy viém ndi mac tir cung, Escherichia coli kém theo sbt hoic
khong va cac tri¢u ching nhiém trung khac.

Trong rat it cac phu nit, dc biét ¢ nhing ngum da cé phiu thuat & tir cung hodc dd sinh
bing phau thuat, ¢6 nguy co bi rach tr cung.

Vai phu nit ¢6 thai, néu ban vAn mang thai va mudn tiép tuc gitt, hdly thao lufin vdi bac s
ho s& theo déi va kiém tra thuong xuyén cho ban.
NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GI KHI DANG SU
DUNG THUOC NAY Xt
Céc loai thude ¢6 chira hoat chat dugi ddy co tuong tac voi mifepristone:

_ Céc corticosteroid (s dung dé diéu tri hen suyén hoiic diéu tri viém).

- Ketoconazole, itraconazole (st dung dé diéu tri khang nam).

- Erythromycin, rifampicin (khang sinh).

- St John’s Wort (thude duge liéu st dung dé diéu trj trim cam nhe).

- Phenytoin, phenobarbital, calbamazepmc (duge st dung dé diéu trj chong dong kinh).
Vui long théng bao vai bac sincu ban dang udng hodc gan diy di udng céc loai thude
khac, bao gom-ca thudc ké don va khong ké don.

NSAID (thudc khang viém khong steroid) va aspirin (acid acetyl salicylic) co thé lam
giam hi¢u qua cua phuong phap pha thai.

Khéng nén dung nude buoi khi dang didu tri bang Mife 200.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC

Néu ban quén udng mot heu Mife 200, ¢o thé phuong phap diéu tri nay khong hiéu qua.
Hay thong bdo voi bac si néu ban quén khong dung thude.

CAN BAO QUAN THUOC NAY NHU THE NAO

Thude duge bao quan trong bao bi kin, noi kho rdo, dudi 30°C.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUQC QUA LIEU

Khong c6 phin tmg phu nghiém trong nao dugc bdo cdo trong cac nghién ctu ¢ phuntr
khéng mang thai khoe manh khi mifepristone duge dung voi lidu don 16n hon gép ba lan 0{

cho liéu de nghi chdm dut thai ky. Khi dung qua lidu ¢o thé dan dén cac tac dung khong
mong muon nang hon.

CAN LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO

Vi ban st dung thube dudi su giam sat cia béac si va nhén vién y té nén it cé kha ning
ban s& udng qua liéu khuyén cdo. Trong trudng hop ubng qua liéu khuyén cao hay thong

bao ngay cho bac si.
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NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY

Trong mot s6 truomg hop viée diéu tri c6 thé khong pha hop vai ban, vi vay cin thong
b4o véi bac sinéu:

- Cé bénh vé tim.

- C6 cac yéu tb nguy co bénh tim, ching han nhur huyét ap cao hodc cholesterol méau cao
(ting m& mau).

- Bénh hen suyén.

- C6 bénh anh huéng dén qua trinh dong méu.

- Cé bénh vé gan hodc thén.

- Thiéu mau hoic suy dinh dudng.

Bac si s€ thao luén vdi ban néu ban ¢6 thé diéu tri duoc.

Tinh trang chiay mau am dao ctia ban ¢6 thé bi kéo dai hoic ning hon (trung binh khoang
12 ngay hodc sau khi uéng Mife 200). Viée chay mau khong lién quan dén su thanh cong
ctia phuong phéap diéu tri.

Phu nit co thai va cho con bii: :

Trong thuc té 1am sang, rit hiém gdp trwong hop di dang chi dudi duge bao cédo sau khi
dung Mife 200 mot minh hodc két hop véi cac prostaglandin.

Trong cac trudmg hop that bai trong chdm dut thai k¥, nguy co anh huéng dén thai nhi
chua ro: ‘

- Néu thét bai duge chuin doan & cac 1an kiém tra dinh ky, va néu ban déng y, mdt phuong
phap khac duge st dung dé cham dut thai ky.

- Néu ban mudn tiép tuc mang thai, ban phai blct ¢6 nguy co chua xac dinh cho thai nhi.
Trong trudng hop do, kiém tra bang siéu 4m cin than truge khi sinh dic biét cha ¥ toi
cac chi.

Ban khong nén mang thai lai trude chu ky kinh nguyét tiép theo sau khi st dung Mife
200.

Vi Mife 200 c6 thé truyén qua sira me, vi vy can ngimg cho con ba khi diéu trj bing
Mife 200.

Kha ning lai xe va vin hanh may moc

Thudc khéng anh hudng dén kha nang lai xe va van hanh may moc. Truong hgp ban ¢o
hién twgng dau diu xay ra can than trong khi lai xe hay vén hanh may moc.

KHI NAO CAN THAM VAN BAC SI DUQC ST

Khi gdp cac tic dung khong mong mudn clia thube, khong ¢6 dap ang diéu tri hay céc
triéu chimg tré nén tram trong hon. Néu cin thém théng tin xin hoi y kién béc si hodc
dugce si. .
HAN DUNG CUA THUOC (
24 thang ké tir ngay san xudt. C
San xut tai:

Céng ty TNHH Sinh dwoe pham HERA

L6 A17 Khu cong nghiép Tir Ha, phieong Tir Ha, thi xid Hiong Tra, tinh Thira Thién Hue,
Viet Nam.
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Rx_Thubc ké don
Thong tin cho can by y té

DUQC LUC HQC

Nhém duwge Iy: Thude khang progesteron.

Mda ATC: GO3XBOI

Mifepristone 1a steroid tong hop vai hoal tinh khéng progesteron bit ngudn tr su tuong
tdc canh tranh vai progesteron & cac vi tri thy thé ctia progesteron. Dua trén céc nghién
clru voi lidu udng khac nhau tir 3 dén 10 mg/kg & nhiéu loai dong vt (chudt nhit, chudt
cong, thd va khi), hop chét e ché hoat déng ctia progesteron ndi sinh hoigc ngoai sinh.
Két qua chdm dut thoi ki mang thai.

Liéu 1 mg/kg hodc cao hon ctia mifepristone dung & phu nit duoc ching minh ¢6 tinh déi
khang nhiing tic dong Ién co tir cung va ndi mac tir cung ctia progesteron & phu nfi. Trong
thoi ki mang thai, hgp chét 1am cho co tir cung nhay cam voi tac dong gly co co cua
prostaglandin. Trong 3 thang thai ky dau tién, diéu tri trude voi mifepristone 1am cho
giﬁn ng va mé o tir cung. Trong khi dir liéu lam sang da chimg minh mifepristone tao
diéu kién cho sy gidn né tir cung, khong c6 dir liéu cho thiy két qua trong lam giam ty 1€
bién ching gian no sém hoge mudn. Trong truong hop co chim dut thai ky som, st dung
mot chét tuong tu prostaglandin sau khi dung mifepristone din dén tang ty 18 thanh cong
khoang 95% céc truong hop va tang toc do s6 nhau thai.

Mifepristone cling gan két voi thu thé cta glucocorticoid. Hoat tinh ctia dexamethasone
bi tre ché khi ké don liéu luong 10 dén 25 mg/kg mifepristone & dong vat. Lidu 4,5 mg/kg
hodc hon & nguoi ddn dén mot sy ting cao hormon v thu(mg than (ACTH) va cortisol.
Hoat tinh sinh hoc cuia glucocorticoid (GBA) ¢o thé bi suy giam trong vai ngay sau khi
dung liéu don 200 mg mifepristone dé chim dt thai ky. Tac dong cia vige nay trén lam
sang 1a khong rd rang, tuy nhién budn non va nén cé thé tang lén ¢ phy nit nhay cam.
Mifepristone c6 kha ning khang androgen yéu, chi xuit hién & dong vat khi dung lidu rét
cao trong khoang thoi gian kéo dai.

DUQC PONG HOQC

- Hap thu

Sau khi udng mot liéu 600 mg duy nhét, mifepristone duge hép thu nhanh, voi nbng do
dinh trong huyet tuong la 1,98 mg/l dat duge vao khoang 90 phut sau khi ubng. Sinh kha
dung tuyét déi cua mot liéu ubng 20 mg la 69%.

- Phéin bé

98% mifepristone kién két vai protein huyet tuong: albumin va acid al glycoprotein.
Lién két v6i cac protein la béo hoa, va thude s& biéu thi déng hoc phi tuyen tinh dbi véi
ndng do trong huyet twong va do thanh thai. Tiép sau pha phén bé, su thai trir cia
mifepristone luc dau cham (50% duogc thai trur tr 12 téi 72 gid) va sau do tré nén nhanh
hon v6i thoi gian ban thai 18 gio.

- Chuyen hoa

Chuyén hoa ctia mifepristone chu yéu la thong qua con dudng co lién quan dén N-
demethylation va hydroxyl hda sau cing cua chudi 17-pr opynyl. Cac nghi€n clru in vitro
cho thay rang enzym CYP450 3A4 chiu trach nhiém cha yéu cho su chuyen hoa. Ba chit
chuyén hoa chinh xac dinh & nguoi la: (1) RU 42 633, chét duge tim thay nhiu nhit
trong huyét twong, 1a chit chuyén hoa khur monomethyl; (2) RU 42 848, 1a két qua tir sy
mat hai nhom methyl tir 4-dimethylaminophenyl & vi tri 118; va (3) RU 42 698, la két
qué tir hydroxyl héa cudi cing cua chudi 17- propynyl.

- Thai trur
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Mifepristone dugc thai trir chu yéu qua phan. Sau khi udng liéu 600 mg, 90% thube da
duoc thai trir qua phan va 10% qua nude ticu.
CHI PINH
Theo dung “Hudng dan qube gia vé cac dich vu cham soc stre khée sinh san” ban hanh
kém theo Quyet dinh s6 4128/QD-BYT ngay 29/7/2016 cia B trudng Bo Y .
LIEU DUNG VA CACH DUNG
Theo dang “Hudng dan qubc gia vé céc dich vu cham séc stic khoe sinh san” ban hanh
kém theo Quyet dinh s6 4128/QD-BYT ngay 29/7/2016 ctia Bo trudng Bo Y té.
CHONG CHI DINH
Khong dung san pha 4m nay néu:
Tuyér doi:
- Hep van 2 14, tic mach va tién str tic mach.
- Bénh Iy tuyén thugng than.
- Réi loan dong mau, sir dung thude chéng dong.
- Thiéu méu (ning va trung binh).
- Di tmg mifepristone hay misoprostol.
- Bénh hen suyén nang khong duoc klem soat.
- Réi loan chuyén hoa porphyrin di truyén.
Tirong doi:
- Diéu tri corticoid toan than lau ngay.
- Tang huyét ap.
- Dang viém nhiém duong sinh duc cap tinh (can dugc diéu tri).
- Di dang sinh duc (chi dugc lant tai tuyén trung uong).
- C6 seo mo tr cung can thin trong: giam liéu misoprostol va ting khoéng cach thoi gian
gitra cac lan dung thude (chi duge 1am tai bénh vién chuyén khoa phu san tuyén tinh va
trung uvong). ‘
Vi chi dinh cham duit s1r phat tr ién cua thai ky trong tir cung dén hét 9 tudn va tir tudn
thir 10 dén hét 12 tudn, tuyét di khéng ding khi:
- Chan doan chac chan hodc nghi ngd co6 thai ngoai tir cung.
- C6 thai tai vét seo mo cii & tir cung.
Véi chi dinh cham dirt s phdt trién ciia thai ky trong tir cung tir tuan thir 13 dén hét 22
tuan, tuyét doi khong ding khi:
- C6 vét seo mo cii & than tir cung.
- Rau cai rang lugc.
Tham khao thém chong chi dinh ctia san pham chira misoprostol.
Thiic ddy chuyén da trong tricong hop thai chét trong tir cung: Néu phai ding phdi hop
vai prostaglandin, tham khao cac chdng chi dinh ctia chét trong ty prostaglandin duoc
chon.
CAC TRUONG HQP THAN TRONG VA KHUYEN CAO KHI DUNG THUOC
Viéc tw sit dung thubc dé phi thai c6 thé nguy hiém dén tinh mang, dé nghi tuin thii
hiwéng din ciia bdc st diéu tri va hwdng dan Quéc gia vé cic dich vu chim séc site
khée sinh sin dwpe quy dinh tai quyét dinh so 4128/QD-BYT ngay 29/07/2016 ciia Bj
trudng B Y 16",
Khuyén cdo:
Mife 200 chi duoc dong goi & lidu duy nhét. Viée dung thude phai duge gidm sat boi mot
bac si/dugc si ¢o trinh do.
Do chua ¢6 cdc nghién cru trén cac dbi twong dic biét, khong khuyén cdo sir dung thude
&
- Nguoi suy than.
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- Nguot suy gan.

- Nguoi suy dinh dudng.

Chim ditt sw phit trién ciia thai ky trong tir cung:

Bién phap nay can sy tham gia tich cye ctia nguoi phu nit da dugc thong bao cac yéu cAu:
- Cén thiét ph01 hop diéu trj voi prostaglandin, dung trong lan kham thr hai.

- Cén phai tlep tuc tham kham dén lan thtr 3 trong vong 14 dén 21 ngay sau khi dung

Mife 200 dé dam bao s6 nhau thai hoan toan.,

- Bién phéap c6 thé thit bai va phai tién hanh chdm dut thai ky bang phuong phap khac.

Trong truong hop mang thai khi dang st dung vong tranh thai trong long tir cung, dung

cu nay can phai duoc lay ra trude khi st dung Mife 200.

S6 nhau thai c6 the xdy ra trugc khi st dung prostaglandin (khodng 3% truong hop). Tuy

vély, bénh nhin van phai dugc kiém tra-sd nhau thai hoan toan va tinh tr ang cua tir cung.

Cac nguy co co lién quan:

- Bién phap that bai:

Nguy co that bai khong dang ké, tir 1,3% dén 7,5% cac trudng hop, bit bude phai tham

kham dé kiém tra su s6 nhau thai hoan toan khong.

Trong trudng hop hiém khong s6 nhau thai hoan toan, cé thé cin thiét tién hanh phau

thudt. -

Hiéu qua cta bién phép giam dan v&i phy nir dd qua sinh dé va tuong Gng vai ting tudi

cua phu nit. ‘

- Chay mau:

Bénh nhan phai duge thong bao vé su xuat hién chdy mau dm dao kéo dai (trung binh

khoang 12 ngay hodc lau hon sau khi ubng Mife 200) ma co. thé nang. Chay mau xdy ra

& hau hét cac truom g hop va khéng phai 12 bing chtng cho sé nhau thai hoan toan.

Bénh nhdn nén dugc théng béo la khong nén di xa trung tam ké don khi chua c6 bdo cdo

vé 56 nhau thai hoan toan. Bénh nhén dugc hudng dan chinh xac vé phuong thie lién lac

trong truong hop khan cip, dic biét 1a truong hop chay mau ém dao rit ning.

Bénh nhén can phai dugc thaim khéam trong vong 14 dén 21 ngay sau khi dung Mife 200

bang cac phuong phap thich hop (khdm 1am sang, siéu am, xét nghiém Beta hCG) dé

khang dinh thai dugc long ra hoan toan va ngiing chay mau 4m dao. Trong truong hop

chdy mdu dai ding (kc ca chay mau nhe) kéo dai qua thoi diém tham kham, can kiém

sodt trong vai ngay dé ngirng chay méu. Néu vin dang mang thai, cin phai tién hanh siéu

am dé danh gid tinh kha thi.

Xudt hién xudt huyet am dao co thé la pha thai chua hoan toan hodc mang thai ngoai tur

cung khong dugc biét, nén xem xét va didu tr thich hop.

Trong truong hop bénh nhén dugc chuin doan van con mang thai sau khi kiém tra, tién

hanh pha thai bing phuong phap khic.

Bé&i vi chay mau nang can phai ngo ttr cung cAm maéu xdy ra & khoang 0 dén 1 A% céc

truong hop dé chdm dut thai ky, cn cham soc dic bi¢t cho nhiing bénh nhén ri loan
cdm mau nhu gidm tinh dong hoac 1hleu mau. Su dung cac bién phap y té hodc phdu thuat

nén dugc quyet dinh khi ¢6 sy tu van ctia chuyén gia tuy theo loai roi loan cAim méu va

mirc do thiéu mau.

- Nhiém tring:

Rét hiém truong hop séc¢ nhidm doc nghiém trong hodc din dén vong dugc gdy ra bdi

cac tac nhan gy b¢nh nhu Clostridium sordellii lam viém ndi mac tir cung, Escherichia

coli, kém theo s6t hodc khong va céc triéu chirmg nhiém trung khac da dugc bdo cdo sau

khi pha thai bang thuou khi st dung 200 mg mifepristone va udng misoprostol. Bac si

1am sang nén biét vé bién chir ng ¢6 thé gay ti vong nay.

Trong moi truong hop:
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Str dung Mife 200 cén phai xac dinh trude nhan té Rh va ngin ngira sy mién dich cung
loai Rh cling nhu cac bién phap thong thuong khac thuong dugce st dung dé cham dut
thai ky.

Trong céac thir nghiém 1dm sang, mang thai xdy ra gitta thoi diém tdng phéi ra va thoi
diém ky kinh nguyét xudt hién lai. Dé tranh nguy co mang thai sau khi sir dung
mifepristone, phai dung cac bién phap tranh thai dang tin cdy cang som cang tdt sau khi
dung thude cho dun khi ¢6 ky kinh nguyét tiép theo.

Thén trong:

Trong truong hop nghi ngo suy thuong thin cap tinh, nén ding dexamethasone. 1 mg
dexamethasone trung hoa dugc 400 mg mifepristone.

Do khé néng khang glucocorticoid cua mifepristone, hi¢u qua cua liéu phap corticosteroid
kéo dai, bao gom cac corticosteroid dang hit & bénh nhin hen phé quan, ¢6 thé giam trong
3 — 4 ngay sau khi dung Mife 200. Nén diéu chinh liéu phap.

Trén 1y thuyét, hiéu qua cia bién phap bi suy giam c6 thé xdy ra do dic tinh khang
prostaglandin cua cac thude khang viém khong steroid (NSAIDs), bao gbm aspirin. Cac
bing chimg dang con han ché cho thay khi dung dong thoi NSAIDs vao nhitng ngly st
dung prostaglandin khong anh hudng nghiém trong dén hiéu qua ctia mifepristone hay
prostaglandin trén tinh trang mém cta co t& cung hoic co bop tir cung va khong lam giam
hiéu qua lam sang ctia viée cham dut thai ky.

Chim ditt sur phit trién ciia thai ky trong tir cung:

Cac tai nan vé tim mach nghiém trong dd dugce bio cdo sau khi tiém chat tuong tu
prostaglandin vao trong co. Vi ly do nay, diéu tri can than & phy nit c6 cac yéu to nguy
cor ¢6 thé mic phai bénh tim mach hay da duoc xac dinh ¢6 cac bénh vé tim mach.

Bién phdp sw dung prosmglandm

Trong thoi gian dung thudc ciing nhu trong vong 3 gio sau khi dung thuoc bénh nhin
phai dugc theo doi tai trung tam diéu tr{ dé khong bo sot bat ky tac dung Cdp tinh nao khi
dung prostaglandin. Trung tam diéu tri phai duoc trang bi day di cac thiét bi y té.

Khi roi khoi trung tam d1eu tri, tat ca bénh nhén phai duge cung cip cac thude thich hop
khi cin thiét va duoc tu van day dii vé cac déu hidu va triéu ching ¢6 thé xay ra va cach
thirc lién lac véi trung tam dleu tri, bang dién thoai hodc dén ngay trung tam diéu tri.
Péi véi viée siv dung theo tuan tw Mife 200 — prostaglandin, biit ky moi chi dinh:
Nhitng thin trong lién quan dén prostaglandin nén dugce xem xét néu cén thiét.

Phu nit cé thai:

Mife 200 duge chi dinh dé chdm dut thai ky trong tu cung (trong vong 49 ngay mang
thai) va khong c6 nhirng chi dinh da dugc chép nhan khac dé sir dung trong khi mang
thai.

Phu nir mang thai dugc thong bao vé nguy co that bai cua bién phép chdm durt thai nghén
va céc tui ro chua duge biét trén thai nhi, bat budc phai thim kham.

Néu phuong phap duoc chudn doan 1a that bai khi thim kham va bénh nhén vin dong y
pha thai, ticn hanh bang phuong phéap khac.

Néu bénh nhan mudn tiép tuc mang thai, cin theo doi siéu am can than trong thoi gian
mang thai, dic biét cha y dén chan tay cua thai nhi.

Phu nir cho con bi:

Theo 1y thuyét, mifepristone c6 thé duge bai tiét qua sita me. Tuy nhién, khéng c6 dir liéu
chirmg minh nao sin ¢6. Do d6, tranh st dung mifepristone khi cho con bi.

Kha niing ldi xe va van hanh may méc

Chua c6 nghién ciru ndo vé anh hudng ctia thude dén kha ndng ldi xe va vin hanh may
moce. Truong hop bénh nhan ¢6 hién tuong dau ddu xay ra, can than trong khi I4i xe hay

van hanh may moc.
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TUONG TAC THUOC

Mic du khong cé nghién curu cu thé vé tuong tac thude hay thirc an voi mifepristone, trén
co & clia sy trao ddi chét cua loai thude nay boi CYP 3A4, thi ketoconazole, itraconazole,
erythromycin, va nude budi co thé e ché su chuyén hoa cua mifepristone (ting nong do
huyet thanh cua mifepristone). Hon nira, rifampicin, dexamethasone, St. John’s Wort, va
thudc chdng co giat (phenytoin, phenobarbital, carbamazepine) ¢6 thé lam tang qua trinh
chuyén hoa mifepristone (giam ndng do huyét thanh ciia mifepristone).

Dua trén thong tin ¢ ché in vitro, viéc dung chung v6i mifepristone ¢6 thé dan dén ting
ndng do trong huyét thanh cia céc loai thube 1a chit nén ctia CYP 3A4. Do su thai tru
cham cua mifepristone trong co the, tuong tdc nay co thé dugc quan sat trong mot thoi
gian dai sau khi dung mifepristone. Vi véy, can than trong khi nnfeprlstone duge dung
chung vdi cdc loai thudc 1a chit nén cia CYP 3A4 va c6 pham vi diéu tri hep, bao gbm
cd mot sd chét duge sir dung trong gy mé toan than.

TAC DUNG KHONG MONG MUON

Réi loan hé than kinh

Hiém gip: Nhirc diu

Roi logn tiéu héa

Rét thudng gip: Bubn non, non, tiéu chay

Ihuong gap: Chudt rut, nhe hodc trung bmh

Da va cac roi loan mé dudi da

it gap: Qua man, phat ban da hiém gap (0,2%).

Hiém gap: Mgé day, do da toan than, hdng ban nut, hoai tir thuong bi nhiém ddc (TEN).
Rét hiém gip: Phi mach.

Nhiém trimg va nhiém ky sinh tring

Thudng gip: Nhiém tring sau phé thai. Nhiém tring nghi ngd hodc da xac dinh (ndi mac
tor cung, viém vung chdu) da dugc bao cao ¢ it hon 5% phu nd.

Rét hiém gap: Céac truong hop rat hiém hoi cta séc nhidém doc ndng hodc giy t vong do
tac nhan giy bénh nhu vi khuén Clostridium sordellii gy viém ndi mac tu cung hodc
Escherichia coli, ¢6 hodc khong sbt hodc céc triéu chimg 10 rang khac cia nhiém tlung,
da dugc bdo cdo sau khi pha thai ndi khoa vai viée st dung 200 mg mifepristone tlep
theo viéc dung duong 4 am dao khong dugc k€ don cua vién misoprostol cho dudng udng.
Bac si nén nhin thirc vé bién ching gy tir vOong nay.

R6i logn mach mdu

it gap: Ha huyét ap (0,25%)

Réi loan toan thin va tai chd

Hiém gap: Kho chiu, tri¢u chimg phé vi (nong bung, chong mit, 6n lanh), sdt.

Hé théng sinh san va tuyén vii

Rét thuong gap: Con co tr cung rét thuong xuyén hay bi chudt rat (10-45%) trong nhiing
gi0 sau khi udng prostaglandin.

Thuong gap: Chay méu néng xay ra ¢ khoang 5% cac truong hop va cé thé yéu ciu nao
cdm mau lén dén 1,4% cac truong hop.

Hiém gap: T rong qua trinh khoi phat chim dt thai ky trong quy thir ha1 cta thai ky hoac
khoi phat chuyén da thai chét luu trong tir cung khi & ba théng cudi thai ky, vo tir cung
da dugce bdo cdo sau khi dung prostaglandm diic bi¢t & phu nir nhiéu con va phu nir ¢6
vét s¢o do sinh md.

Hudng din cich xiv tri ADR:

Didu tri triéu ching néu cén thiét.
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Néu cac phan tung di g xéy ra nhu phat ban, mé day, pht mach, ngay ldp tic didu tri
bang adrenaline, glucocorticoid, khang histamin va khong bao gio dugc diéu tri bing
mifeprlstone nira.

H3 tro cén bang dich va dién giai khi ¢o hoai tir thuong bi nhiém doc, dung khang sinh
chéng nguy co nhiém khudn. Diéu tri ho tro chong tdc dung ctia chay méu, bao gobm chay
méu duong tiéu héa. Quan sat nguy co phi phdi va hoi ching suy ho hip cip. Diéu tri
chong dong du phong v6i heparin tiém dudi da 5000 dvqt, 3 1an/24 gio. Giam dau va
thudc an than. Didu tri sbt cao.

QUA LIEU VA CACH XU TRi

Khéng ¢6 phan (g phu nghiém trong nao dugce béo céo trong cac nghién clru ¢ phu nit
khong mang thai khoe manh khi mifepristone dugc dung voi liéu don I6n hon gép ba lan
cho lidu dé nghi chAm dut thai ky. Néu mot bénh nhan udng qué liéu, can dugc theo ddi
chiit che céac déu hiéu cta suy thugng than.

Liéu udng giy tir vong cép tinh ctia mifepristone & chudt va ché 1a 16n hon 1000 mg/kg
(khoang hon 100 1an 1iéu khuyén cédo cho cham durt thai ky & nguoi).

BAO QUAN (
Bao quan trong bao bi kin, noi kho réo, nhiét do dudi 30°C. p
HAN DUNG CUA THUOC

24 thang ké tr ngay san XUAL.

S48 16 san xuat (Batch No.), ngay san xudt (Mfe. date), han ding (Exp. date): xin xem trén nhén
bao bi. '

TUQ.CUC TRUONG
PTRUGNG PHONG

Chu Ouie Chint
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https://tru.ngtamthuoc.com/




