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PANGELONG taviet

Rebamipide 100 mg

10tablets
x 10blisters/box
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RX mHUOC BAN THED DON

Vign nén

PANGELONG tabiet

Hbp (10 vi'x 10 vién)

Mnr viéin nénco chua

Dang bdo ché:

SBK
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'F'n Date .rfr-:n

Mtg. Date
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BE xa tim tay cia Ird em

Doc ki hudng dén s dung Iredc khi ding

NEXPHARM KOREA CO_LTD

PAN G EI_O NG tablet

Rebamipide 100 mg

10tablets
x 10blisters/box

[COMPOSITION] Each lablet contams
Rebamipide 100mg
[INDICATIONS, DOSAGE

& ADMINISTRATIONS]

Please see the insert paper
[PRECAUTIONS, ADVERSE REACTIONS
& CONTRAINDICATIONS]

Please see the inserl paper

[PACKAGE] 10Tabs x108lis./Box
[STORAGE]

Store in a tight container. dried and cool
place, protecl from moisture and sunlight, at

lemperature below 30°C
[SHELF LIFE]
36 months from the manufacturing date

Visa No.:
Lot No.:
Mfg. Date:
Exp. Date:
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PANGELONG ravies

Rebamipide 100mg
Visa no.

Lot no.

Mfg. Date :

Exp. Date :

NEXPHARM KOREA CO., LTD.-KOREA

PANGELONG rabies

Rebamipide 100mg

Visa no.
Lot no
Mig Date
Exp. Date

NEXPHARM KOREA CO., LTD.-KOREA
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PANGELONG Tablet
(Rebamipid)
Doc kif hueowg dén str dung truede khi ding
Néu cén thém thiéng tin xin hoi Y kién béc sp, duwge sp
Tén thube: PANGELONG Tablet
Thanh phan: Mbi vién nén bao phim 6 chira:
Hoat cht:
Rebamipitl. comminammimnnsisiis i 100 mg
T dwoc: Lactose hydrat, cellulose vi tinh thé, hydroxypropyl cellulose, calci carboxymethyl
cellulose, natri starch glycolat, magnesi stearat, hypromellose 2910, titan oxid, sap camauba.
Dang bio ché: Vién nén bao phim
Quy cach déng goi: Hop 10 vi x 10 vién, Il {
Bée tinh dwge lre hoe:
(1) Tde dung phong ngiea hode chita linh trong md hinh loét do day
Rebamipid ngan chan su ton thirong niém mac da day trong cdc md hinh loét thye nghiém khic nhau &
chudt, k& ca loét duge tao ra do stress khi bi ngim trong nuée, do aspirin, indomethacin, histamin,
serotonin v thit mén vi. Thubc con bio vé niém mac khéi b tn thuong gy ra do e tac nhén gy lodt
khdc mé cé 18 1am phét sinh phan fmg ciia cac gdc oxy, bao gdm syt t4i cung cip mau cho niém mac b
thidu méu cuc bd, sir dung yvéu t6 hoat héa tiéu cdu (PAF) holc diethyldithiocarbamat (DDC).
Trong mdt md hinh logt duoe tae ra do acid acetic & chudt, thude thoe day lam lanh cdc vét loét da day
v ngin chan sy tai phat loét sau khi gay loét 120-140 ngay.
(2} Tdac dung phong ngira hode chita linh trong mo hinkh viém da day
Rebamipid ngan chin sir phét trién ciia acid taurocholic (mt trong nhitmg thanh phan chinh cta acid
mat) - gay ra viém niém mac va thic dy lam lanh viém niém mac két hop véi da day & chudt thye
nghiém,
(3) Tie dung lom tang prostaglandin
Rebamipid lam ting hinh thanh prostaglandin E2 (PGE2) trong niém mac da day & chugt. Thudc con lam
ting ham luomg PGE2, 15-keto-13,14-dihydro-PGE2 (14 mét chat chuyén hda clia PGE2) va
prostaglandin 12 (PGI2) trong dich da day.
O nhimg nam gidi khoe manh, thube cling cho thay tic dung lam ting ham lugng PGE2 & niém mac da
day va bao vé& niém mac da day khoi bi ton thiremg gy ra do ding ethanol.
(4) Fic dung bao vé 1¢ bao
Rebamipid cho thdy tac dung bio vé té bao da day, (e ché sur tdn thirong nidm mac gdy ra béi ethanol,
acid manh hode base manh & chudt, Trong cée nghidn ¢l in vitro, thude con bao vé cée 1é bao hiéu mé
da day lay tir bao thai thod nudi cdy chéng lai tn thuomg duoe gdy ra do aspirin - hoiic acid taurocholic
(mdt trong nhimg thanh phfm chinh caa acid mat)
@ nhitng nam gii khée marh, thudc ngan chan su ton thuong niém mac da day dupe tae ra do ding
aspirin, ethanol hodc HCi-ethanal.
(5) Teic dung lam idng dich nhay
Rebamipid thic ddy hoat dong cia enzyme da day dé tong hyp cac glycoprotein ¢f trong lugng phén o
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cao, lam day 16p djch nhdy trén bé mat cia niém mac da day va lam ting luong dich nhay hoa tan trong
da day ¢ chudt. Prostaglandin (PG) ndi sinh khong lién quan gi trong s tang dich nhay hoa tan.

(6) Tde dung lam fdng heu lwpmg mdu vao niém mac

Rebamipid lam ting hra lwong méu vao nidm mac da day va cdi thign huyér dong hoc bi suy gidm sau
khi chudt bj mat mau,

(7) Tadc dung trén hang vio niém mac

Rebamipid thudmg khdng anh hudng 18n sir khac biét c6 thé c6 vé viée truyen qua niém mac da day &
chut nhurng né ngain can viée giam khac biét c6 thé ¢é do ethanol.

(8) Téc dung lén sue tiét kiem o da day

Rebamipid thiic day sy tiét Kiem & da diy chudt. Ty

(9} Tdc dung lén s6 hwomg 1é bao niém mac

Rebamipid hoat héa sy tang sinh t& bao niém mac da day va lam t.":mg s6 t& bio biéu mo phii niém mac &
chudt.

(10) Tde dung lén sw phuc hoi niém mac da déy

Rebamipid phuc hdi s chim lank vét thuong nhén tgo gy ra do acid mét hodc hydrogen peroxid & té
bao bidu mé da day tho dirge nusi cfiy.

(11) Tdc dung lén su tiét ciia da day

Rebamipid khang lam thay di sur tiét base ciia dich da day hogic sur tiét acid dwoc kich thich bai chét loi
tiét,

(12) Tde dung lén cdc gcic oxy

Rebamipid loai cac goe hydroxyl mét cach trire tiép va ngan chin sy sn xudt superoxide do céc bach
cu hat. Thubc ngan chan s ton thuong t& bao nidm mac da day gay ra do phan @mg cac gbe oxy duge
phéng thich tir cac bach ciu trung tinh duoe kich thich béri Helicobacter pyloriin vitro. Thude lam gidm
ham lugng peroxid trong lipid & niém mac da day chut duge cho udng indomethacin trong tinh trang bi
stress va ngin chan sy tin thuong niém mac da day.

(13) Tae dung ién sw thdm nhiém té béo viém o niém mac da day

Rebamipid ngan chan sy tham nhidm té bao viém trong mé hinh viém da day & chudt duge tao ra do acid
taurocholic (mdt trong nhimg thanh phdn chinh cda acid mét) va tdn thrreng niém mac da day duge tao
ra do cic thudc khang viém khéng steroid (NSAID) hodic do sy tai cung cap mau trong thi€u méu cyc bo.
r14) Tac dung lén sue phing thich cytokin (interleukin-8) gdv viém & niém mac dg day

Rebamipid, ding diimg udng, ngin chn sir ting san xuat interleukin-8 & niém mac da diy cia cée bénh
nhan bi nhidm Helicobacter pylori, Thube con (e ché sir hoat hoa véu td kappa-B (NF-xB) ciia nhén, sir
bidu hign cia interlenkin-8 mRNA va su san xudt interleukin-8 o (& bio biéu md durge nudi oy cling véi
Helicobacter pylori.

Dwoe ddng hoce:

(1) Ning d¢ trong huvét teong:

Bang sau chi ra cdc théng o duge dong hoe cha rebamipid sau khi udng mot lidu don 100 mg & 27
bénh nhan nam khée manh nhin an.

Cac théng s6 dirgre ding hoec cus rebamipid

[ ' v aian b
T max : Cmax Thig ?n A AUC 24n
_ thai
Vién nén 100 mg | 2.4 + 1,2 gi& 21679 ug/L 1,9£ 0.7 gioy 874 = 209
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‘ ‘ ug/l..gio

(Gia tr] trung binh £8D, n=27, t1/2 dugec tinh t6i 12 gid.
Tdc d6 hap thu rebamipid c6 xu hiréng chim khi thude duge diing dudmg nong & lieu 150 mg cho 6
nguriri khoe manh sau bita dn so véi tie 8 hap thu néu udng trude khi dn. Tuy nhién, thirc &n khéng
anh hudng dén sinh kha dyung clia thude & ngudi,
Cac thong sé duge ddng hoe ghi duoc tir cde bénh nhan bj suy than sau khi udng mot liéu don 100
mg rebamipid cho thiy nong d5 trong huyet twong cao hon va théi gian ban hiy lau hon so véi &
nhimg ngudi khoe manh. O trang théi én dinh, néng d6 rebamipide trong huyét tuong quan sét dugce
& cée bénh nhan thim phén thin sau khi ding Lidu 13p lai rit gidng véi cde tri sb khi ding lidu dom.
Vi viiy, thude duge xem 12 khong tich liiy.
(2) Chuyén héa: Sau khi cho nhimg nam giéi nguéi 10n khoe maoh ding lidu don 600 mg,
rebamipid chii yéu dirge bai tiét trong nude tieu dudi dang thudc khong doi. Mét chas chuyén héa ¢é
I nhém hydroxyl é& vi tri thir 8 dd duge tim thdy trong nuée tidu. Tuy nhién, sy bai tiét char chuyén
héa nay chi 14 0,03% cia lidu di ding. Enzym lidn quan dén sy hinh thanh chit chuyén héa nay la
cytochrom P450 3A4 (CYP3A4). N
(Luu ¥) Liéu thrdng dang & ngudi Lom 14 100 mg, 3 lan/ngay. H
(3) Thdi trie: Khi cho nhitng ngudi nam khée manh ding mét lidu don rebamipid 100 mg, khoang
10% liéu da ding duoc thai triy qua nurée tiéu.
(4) Lién két vii protein: Rebamipid & lidu 0,05-5 meg/mL duoc dia vao huyét tuong ngudi in vitre,
va 98,4%-98,6% thube nay dd lién ket voi protein huyét twong.
Chi dinh:
[.oét da day. Thuong tén niém mac da diy (&n mon, chay méuw, da, phii né) trong viém da day cép va
dot cép clia viém da déy man.

Thadc ndy chi dimg theo don cia bdc sj

Liéu ding ~ cach diing — dwdng ding:
Ngwdi [6n: Udng 1 vién/lan x 3 1an/ngay vao budi sang, sau bira &n tdi | gid 30 phat va trrde khi di
ngi.
Chéng chi dinh:
Khiing duoc ditng cho bénh nhdn mén cam véi bit k¥ thanh phén nao cia thube.
Thén trong khi diing thude:
Thén trong & nguoi cap tudi: DE giam thidu npuy co rdi loan da day-rudt.
Phu nif ¢6 thai: Chi ding cho phy nir ¢6 thai hoiic ¢6 khi nfing ¢ thai khi that sy cén thiée.
Phy nir cho con bii: Ngung cho tré b khi ding thude.
Tré ¢é can ning khi sinh ths’ip, sey sinh, tré ¢bdn b0, tré nhd: Chua xéac dinh duge dd an toan trén nhom
dbi wrong nay.
Tac dyng khdng mong mudn:
MOt s6 ede tic dung khéng mong mudn di duge ghi nhan;
& Giam bach clu, giam tiéu cdu co thé xuat hién (tin sudt: <0,1%).

Réi loan chite ning gan, vang da, c6 thé gy tang nong d cic men gan nhu AST, ALT, ¥-
GTP, phosphatase kiém.

Cic phan img di img: Ngira, man do, eczema. .

Thing bdo cho bdc s7 nhitng tdc dung khong mong mudn gdp phdi khi sa dung th uoe
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Twomg tic vi thube khac:
Chura c6 bao cdo vé twong téc cta rebamipid véi cac thude khéc.
Sir dung thube cho phu nir 6 thai va cho con bii:
- Thési ky mang thai
Hién tai van chua biét duoc lidgu rebamipid co géy hai cho thai nhi hay khéng. Vi vdy chi nén dung
khi thit cén thiét.
- Thoi ky cho con b
Chura c6 nghién ciru ndo cho thdy rebamipid qua sita me vio thai nhi. Nhung néu qua duge sita me
vao thai nhi thi cling khéng dirgc hdp thu nguyén ven qua dudmg tiéu héa cia tré. Tuy nhién van chi
nén diing rebamipid khi that cin thiét va nén ngimg cho con bt trong thdi gian ding thude.
Anh hwing dén kh# niing i xe va vin hanh miy méc:
Chura ¢6 béo cdo vé kha nang anh huong clia rebamipid lén kha ning lai xe va vin hanh may moe.
Qua lidu va cach xir tri:
Chura c6 béo cdo v& viée sir dung thube qua lidu.
Trong trudng hgp udng qué lidu, cdn dua bénh nhan dén cac co s y té gin nhét dé diéu tri kip
thoi.
Bdo quan:. Bao quan trong bao bi kin, noi khé réo, thoang mat, tranh am. tranh anh sang, & nhiét d¢
dudi 30°C.
Han diing: 36 thang ké tir ngay sin xuét. D
DE THUOC TRANH XA TAM TAY TRE EM.
San xudt boi:
NEXPHARM KOREA CO., LTD.
168-41, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do,
Han Qube
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