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MustaAPC 100
Rebamipid 100 mg

Thubc nay chi diing theo don thuéc
Doc ky hwong din Stk dung trwde khi diing
Dé xa tim tay tré em
Théng bdo ngay cho bdc si hodc dwoc si nhiing tic dung khong mong mudn gdp phdi khi siv dung thuéc

. Thanh phin cong thirc thude: Mdi vién nén bao
phim chira:
Thanh phan hoat cht:
Rebamipid .......ccccevvvviiviiniininiiinicicenieenne 100 mg
Thanh phan td dwoc: Microcrystalline cellulose;
Manitol; Copovidon; Natri lauryl sulfat; Magnesi
stearat; Opadry II white (Polyvinyl alcohol, Titan
dioxyd, Macrogol Talc, Lecithin).

. Dang bao ché: Vién nén tron, bao phim mau trang,

mdt mét co logo "4 dép trén vién, mot mét tron.

. Chi dinh
Loét da day.
Didu tri cac thuong tdn niém mac da day (&n mon,
chidy mdu, d6 va phu né) trong cac tinh trang sau
day: viém da day cép va dot cap cua viém da day
man.

. Cich ding, liéu ding
Cdch diung
Dung dudng ubng. Udng vao budi sang, budi tdi va
trude khi di ngu.

Liéu diing

Loét da day: Liéu thudng diing cho ngudi 16n 1a 100
mg (1 vién nén rebamipid 100 mg) x 3 1an/ ngay
bing dudong udng vao budi sang, budi tdi va truéc
khi di ngu.

Pidu tri cac thuong tdn niém mac da day (&n mon,
chay mau, do va phu né) trong cac tinh trang sau
day: viém da day cap va dot cap cia viém da day
man: Lidu thuong ding cho ngudi 16n 1a 100 mg (1
vién nén rebamipid 100mg) x 3 14n/ ngay bang
duong udng.

. Ch('mg chi dinh
Qud man cam véi rebam1p1d hozc bét ky thanh phan

nao cua thudc.

. Canh bdo va than trong khi ding thude
Stk dung cho nguoi gia

Cén chu y dac biét dbi voi | nhing bénh nhén cao tu01
dé giam thiéu nguy co rdi loan da day-rudt, vi vé
mat sinh ly hoc, bénh nhén cao tudi thuong nhay
cam hon véi thubc nay so v6i bénh nhan tré tudi.
St dung cho tré em
Chua xé4c dinh dugc do an toan ciia thubc ndy & tré
sinh nhe can, tré so sinh, tré con bu va tré em (Chua
du kinh nghiém lam sang).

. Sir dung thudc cho phu nir ¢6 thai va cho con bu
Phu ni¥ co thai
Rebamipid chi nén dugc dung cho phu nif c6 thai
ho#c c6 kha ning s& c6 thai néu loi ich didu tri vuot
troi hon nguy co (chua xac dinh dugc dd an toan cua
thudc nay & phu nit c6 thai).

Phu nit cho con bu

8.

9.

Nhitng phu nit dang cho con bl phai ngimg cho bu
truéc khi dung rebamipid (nhitng nghién ciru trén
chudt cho thiy rebamipid c6 thai qua sita).

Anh hwéng ciia thudc 1én kha niing 14i xe va véin
hanh may méc

Chua c6 nghién ciru dugc kiém soat vé tic dung ciia
vién nén rebamipid 100 mg khi 14i xe. P& ghi nhan
mdt sb bénh nhéan bi chéng mit hoic budn ngi khi
dang dung vién nén rebamipid 100 mg, nhitng bénh
nhén nhu thé cin than trong khi 14i xe hodc van hanh
may moc.

Tuong tic, twong ky ciia thude

Chua c6 twong tac thudc nao dugc ghi nhan.

10. Tac dung khong mcng mudn (ADR) ciia thudc
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Céc tac dung khong mong mudn, ké ca cac dau higu
bét thuong qua xét nghiém, dd dugc ghi nhén ¢ 54
bénh nhan (0,54%) trong s& 10.047 bénh nhén dugc
diéu tri. Trong s6 3.035 bénh nhan trén 65 tudi, cac
tac dung khong mong mubn dd dwoc ghi nhan & 18
bénh nhan (0,59%). Béan chit va ty 18 xay ra cac tac
dung kh6ng mong mudn khong c6 su khac biét giita
bénh nhén cao tudi va bénh nhén tré tudi. Tom tat
céc dit lidu sau ddy bao gdm ca cac tac dung khong
muén dugc bao cdo tw y sau khi thude duge luu
hanh (cac s liéu 1a tbng s6 nhitng truong hop da
duoc ghi nhan tir thoi diém duoc duyét va vao lic
hoan thanh viéc tai diéu tra vé& vién nén rebamipid

100 mg & Nhat Ban).

Céc phan ung phu c6 y nghia 1am sang

(1) Séc va phan ting phéan vé (chua 3 ty 16%): Soc va
phan ung phan vé co thé xay ra. Do do, can theo
dsi bénh nhan chat ché. Néu c6 dau hiéu bt
thuong, phai ngimg ding thudc va tién hanh cac
bién phap dleu trj thich hop.

(2) Giam bach ciu (ty 18 < 0, 1%) va glam tleu cau
(chua 6 ty 16*): Giam bach cau va giam tidu clu
c6 thé xay ra. C2n theo ddi bénh nhén chit ché.
Néu c6 ddu hiéu bit thuong, phai ngimg dung
thudc va tién hanh cac bién phap diéu tri thich
hop.

(3) Réi loan chiic ning gan (ty 1& < 0,1%) va vang
da (chua 3 ty 18*): Réi loan chirc ning gan va
vang da, dugc bidu thi bing ting mic AST
(GOT), ALT (GPT), y-GTP va phosphatase
kiém, d3 duoc ghi nhan & nhitng bénh nhan dang
ding rebamipid. C4n theo ddi bénh nhan chat
ch&. Néu c6 cac ddu hidu bit thuong qua xét
nghiém, phai ngimg dung thubc va tién hanh céc
bién phap didu tri thich hop.

(4) Nhitng bénh nhan st dung MustaAPC 100 lau
dai nén duoc giam sat mét cach dinh ky, bt cir
déu hiéu hay triéu ching enzym gan cao, giam
luong bach ciu va/ hoic lwgng tiéu ciu.
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- Cdc tdc dung khong mong muon khdc hoat héa tiéu ciu (PAF) hodc
Nhém co | <0,1% *Chuwa 10 tan diethyldithiocarbamat (DDC) va st dung
quan/ Téan suét indomethacin trong céc tinh trang bi stress.
suét Trong mdt m6 hinh loét duoc tao ra do acid acetic
Quaé man | Phat ban, ngua, | Noi mé day & chudt, thudc thuc ddy 1am lanh cac vét loét da
cam phat ban gibng day va ngan chidn sy tai phat loét sau khi gy loét
(Luuy 1) eczema, cac tri€u 120-140 ngay.

ching qua méan (2) Tdc dung phong ngira hodc chita lanh trong mo
khac hinh viém da day
Than kinh- Té, chéng miit, Rebamipid ngén chan sy phat trién cua acid
tam than budn ngu, loan taurocholic (mot trong nhitng thanh phan chinh
vi giac cua acid mat) gdy ra viém niém mac va thuic day
Da  day- | T4o bon, cam gidc | Khd miéng, lam lanh viém niém mac két hop voi da day &
rudt chuéng bung, tiéu | chuéng bung chudt thyc nghiém.
chay, budn nén, (3) Tdc dung lam tang prostaglandin
nén, ¢ nong, dau Rebamipid 1am tang hinh thanh prostaglandm
bung, ¢ hoi, bat E, (PGE,) trong niém mac da day & chudt. Thubc
thuong vi giac, v.v. con lam tdng ham luong PGE,, 15-keto-13,14-
Gan Tang ndng do AST | Ri loan chiic dihydro-PGE, (1a mét chat chuyén hoéa cua PGE,)
(Luuy?2) | (GOT), ALT | néng gan va prostaglandin I, (PGL,) trong dich da day.
(GPT), y-GTP, O nhitng nam giéi khée manh, thudc ciing cho
phosphatase kiém thdy tac dung lam tang ham luong PGE, ¢ niém
Huyéthoc | Giam bach cau, | Giam tiéu cdu mac da day va bao vé niém mac da day khéi bi ton
giam bach ciu hat, thuong gdy ra do dung ethanol.
V.V, (4) Tdc dung béo vé té bao
Khac R&i loan kinh | V4 sung va Rebamipid cho thiy tac dung bao vé té bao da day,
nguyét, ting ndng | dau, cam img {rc ché sy ton thuong niém mac giy ra bai ethanol,
d6 nito urd mau | tiét sita do acid manh hogc base manh & chudt. Trong cac
(EUN), phit  né, | ching vii to & nghlen ctru in vitro, thudc con bao vé cac té bao
cam gidc c6 vat la ¢ | dan ong, danh bidu mo da day l4y tir bao thai thé nudi cAy chéng
hong tréng nguc, sét, lai tdn thwong dwgc gy ra do aspirin - hodc acid
d6 bimg mat, t& taurocholic (mot trong nhitng thanh phan chinh
ludi, ho, suy ho cua acid mat). ,
hép cAp, rung 0 nhiing nam giéi khoe manh, thudc ngén chdn sy
long téc, khat, ton thuong niém mac da day dugc tao ra do dung
phil mat, ban aspirin, ethanol hoéc HCl-ethanol.
a6 ngt’ra. (5) Téc dung lam tdng dich nhdy
Lueu y 1: Néu c6 cdc triéu chimg qud mén cam, phdi Rebamipid thuc ddy hoat dong clia enzym da day
ngu'ng dung thude dé tong hop cac glycoprotem c6 trong lugng phéan

tir cao, lam day 16p dich nhiy trén bé mit ctia niém
mac da day va lam ting luong dich nhdy hoa tan
trong da day & chudt. Prostaglandin (PG) ndi sinh
khong lién quan gi trong su ting dich nhiy hoa
tan.

Tdc dung lam tang leu lwong madu vao niém mac
Rebamipid 1am tang luu lugng mau vao niém mac
da day va cai thién huyét dong hoc bi suy giam sau
khi chudt bi mat mau.

Tdc dung trén hang rao niém mac

Rebamipid thu(mg khéng anh huorng 1én su khac
biét c6 thé c6 v& viée truyén qua niém mac da day
& chudt nhung n6 ngén can viéc giam khac biét co
thé c6 do ethanol.

Tdc dung lén sy tiét kiém & da day

Rebamipid thiic ddy s tiét kiém ¢ da day chudt.
Tdc dung 1én sé heong té bao niém mac

Rebamipid hoat héa sy tdng sinh té bao niém mac
da day va lam tang s6 té bao bidu mo phii niém
mac & chudt.

Tdc dyng lén sy phuc héi niém mac da day
Rebamipid phuc hdi su cham lanh vét thuong nhan

Luu y2: Neu mikc transaminase tdng ro rét hoac co
s6t va néi ban, phai ngirng dimg thudc va tién hanh
cdc bién phdp diéu tri thich hop.
*Chuea ré 1y 1é xdy ra cia cdc phan ving phy da duoc
bdo cdo twy.
1 ©)
.Qui liéu va cich xir tri
Chua c6 thong tin nao khi st dung qua lidu. Nén
diéu trj triéu chimg khi qua lidu.
12. Tinh chét (7)
Duwege lwc hoc
Nhém duwge Ij: Thube dudng tiéu héa.
Ma ATC: A02BX14
(1) Téc dung phong ngira hodc chita lanh trong mo
hinh loét da day i (8)
Rebamipid ngan chan sy tén thuong niém mac da
day trong cac mé hinh loét thuc nghiém khéac nhau 9)
& chudt, ké ca loét dugc tao ra do stress khi bi
ngdm trong nudc, do aspirin, indomethacin,
histamin, serotonin va thit mén vi. Thubc con bao
vé niém mac khoi bi tén thuong gay ra do cac diéu
kién gdy loét khac ma c6 1& lam phat sinh phéan
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(10)

{ing clia cac gbc oxy, bao gdm su tai cung cap mau
cho niém mac bj thiéu mau cuc by, sir dung yéu t6
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tao gdy ra do acid mdt hogc hydrogen peroxide & té
bao biéu mé da day tho dugc nudi cay.
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(1)

(12)

(13)

(14)

Tdc dung lén sy tiét cia da day.

Rebamipid khong lam thay dbi sy tiét base cia
dich da day hoic sy tiét acid dugc kich thich boi
chét loi tiét.

Tdc dung lén cdc goc oxy

Rebamipid loai cac goc hydroxyl mét cach truc
tiép va ngan chan sy san xuét superoxyd do cac
bach cdu hat. Thubc ngan chin sy ton thuong te
bao niém mac da day gy ra do phan Umg cac gbc
oxy dugc phéng thich tir cac bach cdu trung tinh
duoc kich thich bdi Helicobacter pyloritrong in
vitro. Thubc 1am giam ham luong peroxyd trong
lipid & niém mac da day chudt duoc cho uéng
indomethacin trong tinh trang bi stress va ngdn
chin su ton thuong niém mac da day.

Téc dung Ién su tham nhiém té bao viém & niém
mac da day

Rebamipid ngan chin sy thim nhiém té bao viém
trong mo hinh viém da day & chudt dugc tao ra do
acid taurocholic (mét trong nhimg thanh phin
chinh cua acid mé4t) va ton thuong niém mac da
day dugc tao ra do cac thudc khang viém khong
steroid (NSAID) hoic do su tdi cung cAp maéu
trong thiéu mau cuc b.

Téc dung lén sw phdng thich cytokin (interleukin-
8) gdy viém & niém mac da day

Rebamipid, ding dudng udng, ngan chin sy ting
san xuét interleukin-8 & niém mac da day cua céac
bénh nhén bi nhidm Helicobacter pylori. Thubc
con e ché sy hoat héa yéu t6 kappa-B (NF-kB)
ctia nhan, su biéu hién cua interleukin-8 mRNA va
su san xuét interleukin-8 & té bao biéu md dugc
nudi ciy cung véi Helicobacter pylori.

Dugc dong hoc

1)

Noéng do trong huyét tuong

Bang dudi ddy cho thiy cac thong s6 duoc dong
hoc ctia rebamipid sau khi udng mot lidu don 100
mg & 27 bénh nhin nam khde manh nhin an.

Céc thong sb dugc dong hoc clia rebamipid:

Vién nén | Tpax Ciax T AUCy4p

rebamipid | (gio) | (ug/L) | (gio) | (pg/L.giod)

100 mg 24 +|216 +|19 + | 874+209
1,2 79 0,7

)

3

)

13.

14.

15.
16.

Gi4 tri trung binh & SD, n = 27, t;;; dugc tinh t6i 12
gio.
Tbc d6 hép thu rebamipid ¢6 xu huéng chdm khi
thubc dugc ding dudng udng & liéu 150 mg cho 6
ngudi khoe manh sau bita #n so véi tbc dd hap thu
néu ubng trudc khi #n. Tuy nhién, thirc an khong
anh huodng den sinh kha dung cta thuc & ngudi.
Céc thong sb dugc dong hoc ghi dugc tir cac bénh
nhén bi suy thén sau khi ubng mot lidu don 100 mg
rebamipid cho thiy ndng d¢ trong huyét tuong cao
hon va thoi gian ban thai dai hon so v6i ¢ nhitng
ngudi khoe manh. O trang thai én dinh, ndng do
rebamipid trong huyét twong quan sat dugc & cac
bénh nhén thAm phan than sau khi dung lidu lap lai
rat glong v6i cac tri sb khi ding liéu don. Vi vay,
thudc duoc xem 13 khong tich lily.
Chuyén héa
Sau khi cho nhitng nam giéi ngudi 16n khée manh
dung lidu don 600 1ag, rebamipid chu yéu dugc bai
tiét trong nudc tidu dudi dang thuée khong dbi. Mot
chét chuyén hoéa c6 1 nhém hydroxyl & vi tri thir 8
da duogc tim thay trong nudc tiéu. Tuy nhién, sy bai
tiét chét chuyén hoa nay chi 1a 0,03% cua lidu da
ding. Enzym lién quan dn sy hinh thanh chét
chuyén héa nay 1a cytochrom P450 3A4
(CYP3A4).
(Luu y: Lidu thuong ding & ngudi 16n 1a 100 mg, 3
1an/ngay).
Thai trir
Khi cho nhitng ngudi nam khée manh ding mét
lidu don rebamipid 100 mg, khoang 10% lidu da
dung duoc thai trlir qua nudc tiéu.
Lién két véi protein: Rebamipid ¢ lidu 0,05-5
mcg/mL dugc dua vao huyét tuong ngum in vitro,
va 98,4% ~ 98,6% thudc nay da lién két v6i protein
huyét twong.
Quy céich dong goi: Vi 10 vién. Hop 1 vi, 3 vi va 10
Vi.
Piéu kién bio quin: Bio quan ¢ nhiét do dudi 30°C.
Trénh anh sang truc tiép va noi 4m uot.
Han ding ciia thudc’ 36 thang ké tir ngay san Xuét.
Tiéu chufn chit lwong ciia thude: Tidu chuin co s6.

Co s6 san xuét va Co s& phan phdi:
CONG TY CO PHAN DUQC PHAM AMPHARCO U.S.A
Khu coéng nghiép Nhon Trach 3, Thi tr4n Hiép Phuéc, Huyén Nhon Trach, Tinh Pdng Nai
Pién thoai: 02513 566202

AN AMPHARCO
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