TOHUGNG DAN SUDUNG CHO.CAN BO Y TE
Doc kv negng dan ste ching megoihi ding |
Néu can thém thong tin, xin Ho i §kién thay thiac.
Chi ditng thude ey theo sie ké dom ciia thay thuoc.

Vién nén S-CORT

TEN THUOC: Vién nén S-CORT

THANH PHAN:

Mi vién bao phim chiza:
Hogt chit:

Rebamipid - -+ 100
mg

Té dwge: Cellulose vi tinh thé, Hydroxypropyl cellulose, Low substituted hydroxypropyl cellulose,
Crospovidon, Silicon dioxyd, Magnesi stearat, Tale, Hydroxypropyl methyleellulose, Polyethylen glycol
6000, Titan oxyd.

DANG BAO CHE:
Vién nén bao phim.

DAC TINH DUQC LUC HQC:

MaATC: Khéng

Nhom dwge y: Thuoe duong tiéu hda

O ddng vét, rebamipid c6 thc dyng lim lanh hodc ngan ngira viém loét da day, ting prostaglandin, bio
vé niém mac da day, ting chat nhdy, ting lueng mau dén niém mac da day, ting tiét chit kiem & da day,
ting san & bao niém mac, giam luong peroxid lipid & niém mac da day. Rebamipid khong lam thay doi su
tict dich vi co bin va sy tict acid do ¢d chat kich thich. Rebamipid ding dutmg uong, e ché sy san xuat
interleukin-8 & niém mac bénh nhin o6 Helicobacter pylori. Rebamipid cling ic ché sy hoat héa NF-kB, va
sur san xuat interleukin-8 & € bao biéu moé nudi cay dong thai vl Helicobacter pyilori.

PAC TINH DUQC BONG HQC: y

Nong dj huyét fwong: Sau khi udng e d6i mét liéu don 100 mg rebamipid & céc nam khoe manh 100 mg,
T 12 2,41,2 gity, Con 12 216279 ng/mlL vi 1 12 1,940,7 gity va AUC2 gidr 1a §744209 ng-gio/mL, Thire
n khong dnh hudng dén sinh kha dung & ngudi. Cic thong so duge dfng hoc & bénh nhén suy thin sau
khi uong liéu don rebamipid 100 mg cho thay nong d§ huyét tuong cao hon va thoi gian ban thai dai hon
50 voi nguoi khoe manh. O trang thai on dinh, nong df huyet fuong cua rebamipid & bénh nhin lge thin
sau khi ding 13p lai it gin v6i gia tri udng mot liéu. Vi thé thude dirge xem 1a khéng tich liy. Chuyén hoa:
Rebamipid duge bai tiét chi yéu & dang khang bicn déi trong nwée tiéu sau khi uong licu don & nam khoe
manh & lién 600 mg. Chiit cl"luya"*n hoéa vai 1 nhoém hydroxyl & vi tri thir 8 dugce tim thiy trong nude tiew.
Tuy nhién, syr bai tiét ctia chat chuyén hoa niy chi la 0,03% licu diing. Enzym lién quan dén sir tao thanh
chat chuyen hoa la CYP3A4. Bai tiét: Khoang 10% liéu ding duge bai tict ra nude tiéu khi rebamipid dwoe
ding lieu don 100 mg cho nam khoe manh. Gén két Protein: Rebamipid & nong dé 0,05-5 meg/mL duoc
cho vao huyét irong ngutv in virre va 98,4-98 6% thude gin két véi protein huyeét nrong.

CHI PINH:

1. Loét da dity )

2. Cai thién 10n thwong niém mac da day cap tinh (bao mon, xudt huyét, do va phi): Viém da day cip tinh
vi con cip tinh ciia viém da day man tinh,

LIEU DUNG - CACH DUNG:

1. Loét da day:
Udng 1 vién (rebamipid 100 mg) ba lin mat ngay: sing, Chié_u vil tnrée khi ngu.

2. Cai thién ton thuong niém mac dg day (bao mon, xuat huyét, d6 va phi: Udng 1 vién (rebamipid 100
mg), 3 lan/ngay & nguoi Idn bj viém da day cap hofic con cap tinh cia viém da diy man tinh

CHONG CHI DINH: )
Bénh nhén mén cim hodic ¢ tién sir min cim véi rebamipid hodc cac thanh phan khic ¢6 trong thude ndy.

CANH GIAC VA THAN TRONG

Ding & ngudi cao tudi: Cin dac biét thin tong & benh nhin cao tudi dé gidm thiéu nguy cor i loan da
day vi vé mit sinh 1y nhing bénh nhan nay nhay cim véi rebamipid hon bénh nhin ré i,

Sir dyng & tré em: Tinh an toin ciia rebamipid & tré thiéu cin, tré ser sinh, ré bit me va tré em chua duge
chimg minh.

SU DUNG O PHU NU' CO THAI VA CHO CON BU:

Tinh an todn cta rebamipid & phu nir ¢6 thai chua duge chimg minh. Chi nén ding rebamipid cho phu
nir ¢6 thai hode phy nir co the ¢ thai khi i ich dicu tri dyr kién duge xem 1 hon hin nguy co 6 thé xay
mi::éF pdghién ciu & chudt cho thiy rebamipid duge bai tiét vio sira. Nén ngumg cho con bi khi ding
rebamipid.

TAC DUNG KHONG MONG MUON:
Tic dyng phy quan trong trén lAm sang: Soc, phan img phan vé *: Soc hodic phan {mg phin vé ¢6 thé
xay ra. Vi thé nén theo doi bénh nhin can than, Néu phit hign thiy bt thwrdmg, nén ngimg ding rebamipid
va co bién phdp thich hop.
Thiéu bach eu (T3 1 <0.1%) vi Thigu tiéu cAu: Thiéu bach ciu vi thidu tidu ciu c6 thé XAy ra. Vi viy
cin theo ddi bénh nhin can thin. Néu phat hién thay bét thuong, nén ngamg ding rebamipid vi cé bign
phap thich hop. :
Réi logn chiie niing gan (T 1§ <0.1%) vA Vang da*: Réi loan chirc ning gan va ving da, thé hién bing
su ting AST (GOT), ALT (GPT), y-GTP va mirc phosphatase kiém & bénh nhin ding rebamipid. Néu phat
hign thay bat thirdmg trong két qua xét nghiém, nén ngung diing rebamipid vi cé bién phap thich hep.
Cile phén img phy khac: Mn cam: Ty 1¢ <0.1%: Nai mén do, ngira, eczema dang phat ban do thude, cdc
trigu ching man cam khde. Noi mé day*. Néu xiy ra mén cm, nén ngumg ding rebamipid.
Tam thin kinh*: T¢, chong mat, budn ngu.
Tiéu hoa: Ty 1¢ <0.1%: Tao bén, cam gidc tnrong bung, tiéu chay, budn nén, non mim, ¢ nong, dau bung, ¢
hoi, vi gidc bat thudmg, v.v..., khd miéng*. -
Gan: Ty 1¢ <0.1%: Tang AST (GOT), ALT (GPT), y-GTP, mirc phosphatase kiém. Néu mire transaminase
ting ding ke hodc bi sot va noi min do, nén ngumg ding rebamipid va co bién phap thich hep.
Huyét hoe: T¥ 1¢ <0.1%: Thiéu bach cau, thigu bach ciu hat, v.v. ., thiéu tidu ciu® :
Khiie: Ty 1& <0.1%: RO loan kinh nguyét, ting nito uric huyét, phi, cam gide co vit la trong ¢b hong.
Khong rd ty 1¢*: Dau va sung vi, chimg v to & dn éng, héi hép, sot, do bimg miit, 1& i, ho, khé chiu
duimg hd hip, mng téc. z
* Ty I¢ tic dung phu khong dugc biét.

Thong biiv cho thay thric nhimg tie dyng khing mong mudn c6 lién ki dén sie siv dung thudc.

TAC DUNG TREN KHA NANG LA XE VA VAN HANH MAY MOC:
Chéng mit vi ngl ga ¢6 thé xiy ra. Bénh nhin nén can than khi li xe hojc viin hanh méy mée.

TUONG TAC THUOC:

Rebamipid it trc che enzym cytochrom P-450 in vitro. Rebamipid khé chuyén héa & gan va bai tiét ra nude
ticu 6 dang khong doi; do d6 thuoc khdng ¢ anh huemg nhiéu dén sw chuyén héa cua cic thude khae,
V:% mit ding dong thei véi cc thude khic c6 1y 1¢ gin két protein cao (thude chen H2 va warfarin), mic
dau rebarmipid c6 ty ¢ gan ket protein cao (>95%), nhung ndng 3 trong méu rat thip 200 ng/mL; v!i véy
rebamipid duge xem I it ¢6 khi nang ting ndng 4§ do canh tranh véi cac thude kivic. Thém vao do, da cc';
che bio cio 14 rebamipid khong bi anh hwong bai acid salicylic trong huyét thanh (ngudi) vao thed diém
duing aspirin, va néng da 5-FU & mé khéi u va huyét fromg (chudt) vio théi diém ding UFT. Khiéng cé bao
c4o vé tuong tdc giira rebamipid vi cac thude khac.

QUA LIEU VA XU'LY:

Trong mét nghién ctru ve higu qua déi véi loét da day, ¢6 bao cio 1 trwémg hop bi dau bung o6&
bénhnhﬁn diing rebamipid 900 mg/ngay (liéu diing t6i da trong nghién ciru néypré ritt it ll{éngg l;n\;gésc‘l)ugé
qudi licu trong béo cio diing thuoe sau khi dra ra thi tnrémg. Dicu iri qua liéu 13 diéu i trigu chimg, Neén tiép
tuc theo d6i st sa0 cho dén khi bénh nhan binh phic, [

BAO QUA;N: Béo quan trong bao bi kin, wanh anh séng, & nhiét do dusi 30°C.
Bé ngodi tam tay tré em.

HAN DUNG: 36 thang ké tir ngay sin xudt.

DPONG GOIL: Hop 10vi x 10vién

SAN XUAT BOI:

APROGEN PHARMACEUTICALS, INC.,

16, Dumeori-gil, Yanggam-myeon, Hwaseong-si, Gyeonggi-do, Han Quéc

Tel: 82-2-561-4011  Fax: 82-2-561-4012

NGAY XEM XET SUA POI CAP NHAT LAI NOI DUNG HUONG DAN SU 5
Ay X SU DUNG THUOC:



TO THONG TIN.CHO BENH NHAN

1. Tén sin phim

Vién nén S-CORT

Poc ky hrm"n& 7 dldin ste dung trueee khi ding

Dé xa tam tay tré em

Thing bo ngay cho bac st hodc duge sTnhimg tde dung khing mong mucn gap phai khi sir ding thiroe
Thutc nay chi dimg theo don ciia bic st

2. Thanh phin, him lwgng cia thube

M@i vién bao phim chira:

Rebamipid - oo coce 100 mg
Td dwge: Cellulose vi tinh thé, Hydroxypropyl cellulose, Low substituted hydroxypropyl cellulose,
Crospovidon, Silicon dioxyd, Magnesi stearat, Talc, Hydroxypropyl methyleellulose, Polyethylen glycol
6000, Titan oxyd.

3. Mi ta sin phim
Vién nén bao phim tron mau tring

4. Quy cich déng gbi: Hop 10 vi x 10 vién.

5. Thude dimng cho bénh gi?
- Loét da day

-Can ihu;n t6n thuong niém mae da day cép tinh (bio man, xuiit huyét, do va phir): Viém da day cap tinh va
con cap tinh ciia viém da day man tinh.

6. Nén dimg thudc niy nhir thé nao va lidu hrong?

Thube ding dudng udng.
- Loét da day:
Udng 1 vién (rebamipid 100 mg) ba Tin mét ngdy: s'.ang, chicu va trrée khi ngil.

- Ci thién tdn thuong niém mac da dy (bio mon, xuiit huyet. d6 va phi): Udng 1 vién (rebamipid 100
mg), 3 lin/ngdy & ngudi lom bj viém da diy cip hodc con cip tinh ciia viém da day man tinh.

7. Khi nio khéng nén ding thudc nay?
Bénh nhin min cim hodc ¢6 tién sir min cim véi rebamipid hodic cae thinh phin khic c6 trong thude ndy.

8. Téc dung khiing mong mubn
Tiic dung phu quan trong trén 1am sing: Sdc, phan img phan vé *: Sée hoic phan img phan vé cd thé
xdy ra. Vi thé nén theo dai bénh nhin cin thin. Néu phét hién thiy bit thuong, nén ngung ding rebamipid
vi ¢d bién phap thich hgp.
Thiéu bach chu (T¥ 1§ <0.1%) va Thiéu tiéu chu*: Thiéu bach ciu va thiéu tidu ciu c6 thé xdy ra. Vi viy
cin theo doi bénh nhin cin thin. Néu phét hién thiy bt thuimg, nén ngumg diing rebamipid va ¢6 bién
phap thich hop.
Réi loan chire ning gan (T¥ I§ <0.1%) vA Vang da*: Réi loan chirc niing gan vi vang da, thé hién bing
sir ting AST (GOT), ALT (GPT), y-GTP vi mire phosphatase kiém & bénh nhan ding rebamipid. Néu phit
hién lhay bt thuémg trong két qua xét nghiém, nén ngung dung rebamipid va c6 bién phap thich hop.
Ciéc phan ;mg phu khic: Min cﬁm Ty 1& <0.1%: Noi min do, ngira, eczema dang phit ban do thude, cac
triéu chimg min cam khac. N6i mé day*. Néu xdy ra man cim, nén ngumg diing rebamipid.
Téim thin kinh*: T&, chong mit, budn ngi.
Tiéu hda: Ty 1§ <0.1%: Téo bon, cim gidc tudng bung, tiéu chiy, budn non, non mira, ¢ néng, dau bung,
o hot, vi gidc bt thuomg, v.v...., khé miéng*.
Gan: Ty 1& <0.1%: Té.ngAST (GOT) ALT (GPT), v-GTP, mirc phosphatase kiém. Néu mifc transaminase
ting dang ké hofic bj s6t va ndi min dn. nén ngung du.ng rebamipid va 6 bién phap thich hop.
Huyét hoe: Ty 1 <0.1%: Thiéu bach céu, thiéu bach ciu hat, viv. ., thiéu tiéu ciu*.
Khide: Ty 1¢ <0.1%: Réi loan kinh nguyét, ting nitor uric huyét, phiy, cim gide c6 vit la trong cb hong.
Khing r t 1§*: Dau va sung vii, chimg it to & dan ong, héi hop, sot, dé bimg mat, 1€ i, ho, kho chiu
duémg hd hip, rung toc.
* Ty 1¢ tic dung phu khong durge biét.

Théng bio cho thiy thude nhitng tic dung khing mong mubn cé lién hi dén sw siv dung thudc.

9.. Nén tranh dung nhimg thudc hojic thye phim gi khi dang sir dung thude nay?
Khéng o6 bdo cdo vé tuong te giffa rebamipid va cdc thude khac.

10. Céin lam gi khi m{t lan quén khdng diing thude?
Tiép tuc dimg véi lidu nhu thuong 1¢.

11. Céin bio quin thubc nay nhwr thé nao?
Béo quan trong bao bi kin, tranh anh sang, & nhigt d¢ duwdi 30°C.

12. Nhimg dAu hidu va tri¢u chimg khi ding thudc qua lidu
C6 rit it théng tin vé ding qud liéu trong bdo cdo ding thude sau khi dua ra thi truomg.

13. Can lam gi khi ding thuée qua liéu Khuyén cio?
Didu tri qud lidu 14 diéu tri wigu chimg. Nén tiép e theo ddi st sao cho dén khi bénh nhén binh phuc.

14. Nhimg diéu cén thiin trong khi ding thubc nay?

Thén trong khi sir dung cho phy nix co thai.

Dung & ngudi cao tudi: Cén dic biét thin trong & bénh nhan cao wéi dé gidm thidu nguy cof 16i loan da diy
vi vé mit sinh Iy nhimg bénh nhan nay nhay cam véi rebamipid hon bénh nhin tré tuéi.

Sir dyng & tré em: Tinh an toan ciia rebamipid & tré thiéu cin, tré so sinh, tré bit mg va tré em chua duge
chimg minh.

15. Khi nio ciin tham vén bae si, duge si?

'111’nm_v§|1 bic s§ néu gap phai tic dl__mg khéng mong mudn khi sir dung thudc.

Néu cin thém théng tin xin héi ¥ kién bac sT hodic duge i,

16. Han dimg ciia thubie?

36 thang ké tirngiy sin xuit.

17. Tén, dia chi ciia nha san xuft

APROGEN PHARMACEUTICALS, INC.

16, Dumeori-gil, Yanggam-myeon, Hwaseong-si, Gyconggi-do, Han Quéc
Tel: 82-2-561-4011  Fax: 82-2-561-4012

18. Ngay xem xét sira ddi cip nhiit lai ndi dung huémg diin sir dung thudce: 10/08/2017



