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MAU DANG KY HOP THUOC MEYERMIPID

| composmion:

[ e Rebamipid 100mg L ] e -
E Excipients g & lor one film- coated tablet. Meyemllpld i

INDICATIONS, CONTRAINDICATIONS, DOSAGE:
Please read the instruction.
STORAGE: Store below 30°C. In a dry place. Protect from light,
KEEP OUT OF REACH OF CHILDREN.
READ THE INSTRUCTION CAREFULLY BEFORE USE. |
OTHER INFORMATION READ THE PRESCRIPTION. |

MEYER-BPC JOINT VENTURE COMPANY

6A3 National road No 60, Phu Tan ward, Ben Tre city, Ben Tre province-VN | o~
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L = Rebamipid ioomg
L~ T4 duge via di 1 vién nén bao phim
. CHI BINH, CHONG CHI BINH, LIEU LUGNG VA CACH DUNG:
Xetm 18 hudng din sif dyng bén trang hép. (i : ]
| BADQUAN: Noikho, nhigt 6 khong qué 30°C. tidnh anhsdng, | SO 10 SX: -
BEXATAMTAY CUATREEM. | Ngay SX: [
BOC KY HUGNG DAN SUDUNG TRUGC KHIDING, | Han ding:
CAC THONG TIN KHAC XEM T8 HUONG DAN SUDUNG. I —
CONG TY LIEN DOANH MEYER-BPC
= e S0 BA3 quoc 1 80 p.Phu Tan, thanh pha Bén Tre, tinh Bén Tre-Viét Nam = e
— — = ————a - _———— - 3 P’ 1
/ Ry it -
THUGC BAN THEO BON
- M ipid A
3 eyermipi ;
2 Rebamipid.............. 100mg "3
SBK: TC: TGCS 2
5 HOP 10 Vi X 10 VIEN NEN BAO PHIM YL
s -
oy /\
\_ o —

Nouyen Vin Nén



https://trungtamthuoc.com/

MAU DANG KY Vi THUOC MEYERMIPID

Han dlng.

816 8X:

Nguyén Vin Nén

5‘4.1 l

-1 aa...



» https://trungtamthuoc.com/

' 3?:}‘@ v,
_’_flf/au

MAU DANG KY

TO HUGNG DAN SU DUNG THUOC MEYERMIPID

SDK
Tidu chudn TCCS

' MEYERMIPID

| Docky hu&ng dans sudung ung trudc khi dung
| D€ xatém taytrdem
| Théng béo cho béc si céc tic dyng khéng mong muén gép |
| phai khi sirdyng thuée
' Thanh phén, ham lugng ciia thudc:
| Rebamipid 100mg
| T& dugc: Microcrystallin Cellulose 101, tween
| croscarmellose, magnesi stearat, aerosil, HPMC 606, HPMC
| 615, PEG 6000, talc, titan dioxyd.
| M& 14 san pham: Vién nén hinh tron, hai mAt tron, bao phim mau
trdng, bén trong mau trdng, canh va thanh vién lanh lan,
Qui cach déng goi:
-Hép 3 vi, mi vi 10 vién nén bao phim (PVC/Nhém)
-Hdp 10vi, m&i vi 10 vién nén bao phim (PVC/Nham)

HUGNG DAN SU DUNG THUOC CHO NGUOI BENH

| Thudc ding cho bénh gi:

Loét da day. Piéu trf cdc thudng tn niém mac da day ( &n
| man, chdy mau, do va ph né) trong cac tinh frang sau day: viém
i da day cdp va dotcap clia viém da day man

Nén ding thudc nay nhu'thé ndo va lléu lugng:
| -Loétda day:Liéu rebamipid thuang ding cho ngudildnla 100
| mg (1 vién) x 3 lin/ngay bing dudng uéng vao budi sdng, budi t6i
| vaitrude khi dingd.

-Didu Iri cdc thudng 16n niém mac da day: Liéu rebamipid
| thuding diing cho nguai 16n 14 100 mq (1 vién) x 3 IAn/ngay bling

dudng uéng.
| Khi ndo khéng nén ding thude nay:

| Bénhnhan co tién sif qua man cam vdi bat ky thanh phan nao | |

!, cliathudc.
| Tde dung khéng mong muéh:

*Cac phan ing phy c6 y nghia lam sang:

-S8¢ va phan Ung phén vé (chua r t} 18*): S8c va phén ung
phén vé co thé xdy ra. C4n theo déi bénh nhan chat ché. Néu cd

phdp diéu tri thich hgp.
-Giam bach cdu (ty 1& < 0,1%) va giam fidu cdu (chuaro ty 18*):
Giam bach cAu va gidm tidu ciu c6 thé xdy ra. C4n theo ddi bénh

thudc va tién hanh c4c bién phap diéu tri thich hgp.
muc AST (GOT), ALT (GPT), y-GTP va phosphatase kiém, 43

dugc ghi nhan & nhilng bénh nhan dang dung thude. Cén theo doi
bénh nhan chit ché. Néu cd cdc ddu hidu bat thudng qua xét

diu hiéu bal thudng, phal ngiing ding thudc va tién hanh cacbién |

m&‘ |

nhan chél ché. Néu co dau hiéu bat thudng, phai ngling ding |

-Réi loan chic nang gan (1y1¢ < 0,1%) va vang da (chuarbty |
I&*): Réi loan chic nang gan va vang da, dudc biéu thi bing lang |

|| nghiém, phai ngiing ding thudc va tién hanh céc bién phép dléu .

-Nhilng bénh nhén sif dyng rebamipid lu dai nén duce gism |
| sdtmotcach dinh ky bét cu ddu hiéu hay trigu chingmen gancao, |
giam Iugng bach cdu, tidu cdu.

|
| tri thich hgp.
i

| 'Cécpha'nﬂngphukhéc:
| | womntng [ ' 11
mulﬂ . " |
Vg v ar Chata 1 ting sl I
e SRR
u::h:r gr6ng chit ban da thud, e i ching Wl day [
' | Qua mén cim khac |
= £ S = FREES O |
| Thudi k- 1 thdn T4, thing mit, buda ngl, logn W guc
i | T von, chm g g bung, 1|
| D day ol | néu chily, budn nén, nén, g nang, K migng, chudrg Durg |
[ L da bung, 9 b, bl Maiding ¥ guac, |
Gan Ting mic AST [GOT), ALT (GFT), [
! iy #GTP, chosphatass ki A loan chulc ndrg gan |
i oyltioe b oncn s, i g o Gin o che [
{ e 1 |
| Vi g i dou
| | Fifi iaan dmh nguydt. i i 961 5l do chitng wi 1o
| | ehimingphybbic | g mio oo b miu BUN), & din fng, Sirh g aguc, 61,
| phin chm guiccd wlilad bong | 0 g mil, b WL b, sy R il clp,
| g long ke, Whit, phu miY, ban €3 ngla

i * Chuard ty 18 xay ra cla cac phan ing phy d& dugc bdo céo ty y.
| Théng bado cho Béc si cdc tdc dung khéng mong mudn gap phai
‘ khi sif dyng thudc
| Mn tranh ding nhiing thudc hodc thue pham gi khi dang sir
| dung thude nay:
| Chuacé tuongtacthudenao duge ghi nhan.
| CAnlam gl khi mg114n quén dung thudc:

B0 qua 1an udng da quén va tiép tuc Ian ké tiép nhu hmh

thuﬁng
Khong dudc dung gép dbi lisu (cong mét thai didm) dé lhay
| thé choliéu da quén ding.

‘ Cén bdo quén thude nay nhuthé ndo: '

Bdo quan thude ndi khd, nhiét d6 khang qua 30°C, tranh anh
| séng.
Nhiing d4u higu va trigu ching khi ding thudc qua liéu:

Chua céthong tin vé qua liéu.
C4nlam gi khi ding thudc qué liéu khuyén cdo: |
Nén ngung dung thudc, bao ngay cho bac s§ hodc dua ngay

bénh nhan vao bénh vién.
| Nhifng diéu can thén trong khi diing thubc nay:
| -Sidung cho ngudi cao tudi: Cén chu y dio bigt d8i véi nhiing |
bénh nhan cao tudi dé giam thiéu nguy co rdi loan da day - rudt, vi |
vé mat sinh Iy hoc, bénh nhan cao tudi thuong nhay cim hon vdi
thuéc nay so véi bénh nhan tré wdi.

-Si dyng cho Iré em:chua xac dinh dugc dd an toan ciia thude nay
& 1rd sinh nhe cn, tré sd sinh, tré con b va tré em. (Chua di kinh
nghiém lam sang).

Khindo ¢én tham vén Béc si, Dugc si:

Né&u ban cim thdy bt thuding trong khi ding thude, nén lién
lacvdibacsyclaban.
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Néu can thém théng tin xin hi § kién Béc sT hoic Dudc i,
Han ding cia thubc: 36 thang ké ti ngay san xusl.

HUGNG DAN SU DUNG THUBC CHO CAN BQ Y TE

Dugc lyc hoc:
| -Téc dung phdng ngira hode chifa lanh trong mé hinh loét da
day.
+Rebamipid ngan chan sy t8n huong niém mac da day trong
| cdc mé hinh logt thyc nghiém khac nhau & chugt, ké cé loél dugc
| 1ao ra do stress khi bj ngam trong nudc, do aspirin, indomethacin,

histamin, serotonin va thdt mén vi. Thu8c con bio vé niém mac, a

khdi bj t6n thudng gdy ra do cac diéu kién gay loét khac ma
| lam phét sinh phan Ung cia céc gdc oxy, bao gém sy t4i cung cp
| mau cho niém mac bj thiéu mau cyc bé, s dyng yéu t6 hoat héa
| tidu cdu (PAF) hodc diethyldithiocarbamate (DDC) va sif dung

indomethacin trong céc tinh trang bj stress.
| +Trong mdt md hinh loét dugc tao ra do acid acetic & chuft,
| thubc thuc ddy 1am Ianh cac vét loét da day va ngan chin sy tai
| phélloél sau khi gay loét 120-140ngay.
| -Téc dyng phong ngiia hoéc chila lanh trong md hinh viém da
| day:
| Rebamipid ngan chin sy phat trién cla acid taurocholic (mét
trong nhiing thanh phén chinh cla acid mat) — gay ra viém niém
mac va thic ddy 1am Ianh viém niém mac két hdp vdi da day &
chugtthe nghigém.

-Tac dung lam tang prostaglandin:

trong niém mac da day & chudt. Thude 1am tang ham lugng PGE.,
15-kelo-13,14-dihydro- PGE, (12 mdt cht chuyén héa clia PGE,)
va prostaglandin |, (PG.) trong dichda day.

+8 nam gidi khde manh, thudc cing cho théy téc dung lam
tang ham lugng PGE, 3 niém mac da day va bao vé niém mac da
day khai bitd thudng gay ra do dung ethanol.

-Tac dung bao vé té bao:

+Rebamipid cho thdy tic dung bAo vé 18 bao da day, Uc ché
sy tén thudng niém mac gay ra bdi ethancl, acid manh hoéc base
manh & chudt. Trong cdc nghién ctiu in vitro, thudc con bao vé cac
1& bao bidu mé da day i bao thai thd nuéi cdy chang laitén thucng
dugc gay ra do aspirin - hodc acid laurochalic {mét trong nhiing
thanh phén chinh cla acid mat)

+0 nhiing nam gidi khde manh, thuéc ngan chan sy t8n
thudng niém mac da day dugc tao ra do ding aspirin, ethanol
hodc HCl-ethanol.

-Tdc dyng 1am tang djch nhdy

+Rebamipid thic ddy hoat djng clia enzym da day dé tdng
hgp cdc glycoprotein cé trong lugng phan ti cao, lam téng lugng
dich nhdy hoa tan trong da day & chudt. Prostaglandin (PG) néi
sinh khéng lign quan gi trong sy tang dich nhdy hoa tan.

-Téc dung lam tang luu lugng méu vdo niém mac:

Rebamipid lam 1ang Iuu Iugng méu vao niém mac da day va

+Rebamipid [am tang hinh thanh prostaglandin E, (PGE, ) [

caithién huyét ddng hoc bj suy gidm sau khi chubt bj matmau.

-Téc dung trén hang rao niém mac:

Rebamipid thudng khéng anh hudng 1én sy khac biét c6 thé
c6 vé viéc truyén qua niém mac da day & chudt nhung né ngan
can viéc gidm khéc biét c6 thé c6 do ethanol. |

-Tée dung Ién sy tiét kiém 6 da day:

Rebamipid thic ddy sy tigtkiém & da day chuét

-Téc dung Ién s8 lugng 18 bdo niém mac: |

Rebamipid hoat héa sy ting sinh t& bao niém mac da day va

| lam tiing 86 t& bao bidu md phii niém mac & chudt.

-Féc dyng 1én sy phyc hdi niém mac da day:
ebamipid phuc héi sy cham lanh vét thudng nhén tac gay ra |

" do acid mat hoac hydrogen peroxid & 1€ bao bidu md da day tho

| duge nudi cdy.

|
~Tée dyng 1én sy tiét cia da day: |
Rebamipid khdng lam thay ddi sif tiél base cla dich da day |
hoic sy tiét acid dugc kich thich bai chat igi tidu. i

-Téc dung lén cac goc oxy: '

Rebamipid loai cac gbc hydroxyl mét cach tryc tiép va ngan
chin sy s&n xuét superoxid do c4c bach cdu hat Thudc ngan |
ch&n sy t8n thuong 18 bao niém mac da day gay ra do phan ung
céc gac oxy dudc phong thich til céc bach cau trung tinh dugc kich
thich bdi Helicobacter pylori in vitro. Thude lam giam ham lugng
peroxid trong lipid & niém mac da day chudt dugc cho udng
indomethacin trong tinh trang bi stress va ngan chan sy tén
thudng niém mac da day.

-Tac dung lén sy tham nhiém & bao viém & niém mac da day:

Rebamipid ngéin ch@n su tham nhiém t& bao viém trong mé
hinh viém da day & chuét dugc tao ra do acid taurocholic (mbt
trong nhiing thanh phdn chinh clia acid mat) va tén thudng niam
mac da day dudc tao ra do cdc thudc khdng viem khéng steroid
(NSAID) hodc do sy tai cung cdp mau trong thifu mau cuc bd.

-Téc dung Ién sy phang thich cytokin (interleukin-8) gdy viém &
niém mac da ddy:

Rebamipid diing dutng uéng, ngn chin su tAng sdn xuit
interleukin-8 @ niém mac da day cla bénh nhin bi nhiém
Helicobacter pylori. Thubic con (ic ché sy hoat héa yéuts kappa-B
(NF-kB) ciia nhan, su biéu hién clia interleukin -8 mRNA va su
san xudlt interleukin-8 4 t& bao biéu mod dudc nudi cdy cling véi
Hslicobacter pylori.

Dugc dgng hoc:

-Té¢ dé hap thu rebamipid cé xu hudng cham khi thude dugc
diing dudng uBing & liéu 150 mg cho 6 ngusi khde manh sau bija
&n so vdi tdc dé hap thu néu udng trude khi &n. Tuy nhién, thiic 4n
khang anh hudng d&n sinh kha dung cla thude & nguadi.

-Cac théng s8 duge ddng hoc ghi duge tif cac bénh nhan bi
suy than sau khi udng mét liéu don 100 mg rebamipid cho thay
néng dé trong huyél tuong cao han va thai gian ban hiy 1u hon so
véi & nhing ngudi khde manh. O trang thai on dinh, ndng do
rebamipid trong huyé&t ludng quen sét dugce & cac bénh nhén thdm
phan than sau khi ding lidu lap lai rét gidng vdi céc Irj sd khi dung
liéu ddn. Vivay, thude duge xem la khang tich 10y.

-
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: i -Chuyén héa: Sau khi cho nhing nam gidi nguai lan khoe
| manh diing liéu don 600 mg, rebamipid chd yéu duge bai tiét trong

nudc tidu dudi dang thudc khéng déi. Mat chat chuyén héa 66 1
nhém hydroxyl & vi tri thi 8 da dugc tim thdy trong nudc lidu. Tuy
nhién, sy bai it chat chuyén héa nay chi 13 0,03% cia liéu da
diing. Enzym lién quan dén sy hinh thanh chal chuyén héa nay 12
cytochrom P450 3A4 (CYP3A4). (Luu y) Lidu thudng ding &
nguaiIdn 12 100 mg, 31an/ngay.

- Thai trit: Khi cho nhiing ngudi nam khoe manh ding mot liéu
don rebamipid 100 mg, kho&ng 10% liéu da dung duge thai triy
qua nudc tidu.

-Lién két vdi protein: Rebamipid & liéu 0,05 - 5 meg/mL dudc
dua vao huyét tudng ngudi in vitro, va 98,4%-98,6% thudc nay da
lién két véi protein huyét tuang.
Chidinh:

-Loétda day.

-Didu tri cac thuong 1n niém mac da day (&n mon, chéy mau,
dd va phi né) trong cac tinh trang sau day: viém da day cip va dgt
cdpcdaviém da day man.

Liéu lugng va céch diing:

-Loél da day:Liéu rebamipid thudng diing cho nguai lén 12 100
mg (1 vién) x 3 lan/ngay bdng dudng uéng vao budi sang, budi t3i
vatrude khidingd.

-Digu tri cde thuong t6n niém mac da day: Liéu rebamipid
thuging ding cha ngudi idn 1a 100 mg (1 vién) x 3 IAn/ngay bing
i dudng udng.

Chdng chidinh:

Bénh nhan c6 tién st qua man cam vdi bét ky thanh phin nao
| ctiathute.
| Théntrong:

-Sii dung cho ngudi cao tudi: C&n chui y déc biét déi véi nhiing
| bénh nhan cao tudi dé gidm thiéu nguy cd réiloan dg day — rudt, vi
| vé mit sinh Iy hoc, bénh nhan cao tudi thudng nhay cdm hdn vdi
| thuic nay so vdi b&nh nhén tré tudi.
| -Sidung cho tré em: chua xac dinh dudc d6 an toan clia thudc

| nay & tré sinh nhe can, tré so sinh, tré con bu va tré em. (Chua di |

kinh nghiém1am sang).
| *Trudng hap phu ni? cé thai va cho con by
| -Phu nir c6 thai: Rebamipid chi nén dugc diing cho phy nit ¢4
thai hodc c6 khd nang sé cd thai néu Igi ich cha viéc diéu tri dy tinh

dugc 46 an toan clia thudc ndy & phy nii c6 thai).

-Thdi gian nuéi con bu: Nhiing phy nt dang cho con bu phai
nglng cho bu trudc khi diing rebamipid. (Nhiing nghién cuu trén
chudt cho thay rebamipid co thai qua sfa).

*Trudng hgp 14i xa va vdn hanh mady mdc:

Rebamipid khi l4i xe.
B2 ghi nhan mdt s4 bénh bj chong mat hodc bubn ngl khi
dang dung Rebamipid, nhilng bénh nhan nhu thé cn thén trong

dugc cho 1a cao hon bat ky nguy ¢d nao co thé co. (Chua xdc dinh |

Chua ¢ nghién cUu dugc kiém sodt vé tic dyng clia |

| khildi xe hodc van hanh may moc.
Tuong tic thude:

Chua cé tuang tac thube nao duge ghinhan.

Tac dung khéng mong mudn:
*Céc phén Ung phu c6 ¥ nghia lam sang:

-86c va phan (ng phan vé (chua b ty 18*): S6c va phén ting
phan vé c6 thé xay ra. Can theo doi bénh nhan chat ché. Néu c6
ddu hiéu bt thudng, phai ngitng ding thudc va tién hanh cdc bién
phap diéu trithich hop.

-Giam bach cu (1Y 18 < 0,1%) va gidm tidu cdu (chua ra ty 18°):
Giam bach c4u va giam tiéu c4u co thé xdy ra. Cén theo ddi bénh
nhan chit chd. Néu cé ddu hiéu bat thudng, phai ngling ding
thude va lign hanh cac bign phap diéu tri thich hop.

*): Réi loan chiic néng gan va vang da, dugc biéu thi bing ting
mic AST (GOT), ALT (GPT), y-GTP va phosphatase kiém, da
dugc ghi nhan & nhilng bénh nhan dang diing thudc. Cén theo doi
bénh nhan chat ché. Néu co cac déu higu bal thudng qua xét

?ﬂdi loan chiic ndng gan (ty 1€ < 0,1%) va vang da (chua ra ty
c& )
|

tri thich hgp.

| sdtm@i cach djnh ky bat cu ddu hiéu hay triéu chiing men gan cao,
| gidm lugng bach c&u, tiéu cau.

| *Cée phan ting phy khac:
| Hehing bong el | ]
gt am G 1 ting scd |
- Ban, nglla. ecrema o
Q"""":’" |o¥8ing phatt ban do Bwd, cac P chiing) Néi mi day
e qui miln cim ki
[ | oln o munden | T4, chong il b ngl,lop ¥ g
i | Taa b, cim gl chaémg bang.
! D ddy- ruit | b chily, budn ndn, i, 0 nong. K midng, chuing bung
| & byng, ¢ i, bt hudng  guic, - )
BGar | Thog miz AST (OT), ALT (GPT),
L j2) TP, phosghatiss bk Rl logn chic ndng gan
Huyél hec | Cidvm bach o, Gidm bach cle et Gaben b oo
[ | [ Vil sarg va dau,
| R loan kemn nguydl, i dng 1t £3a do chung vil 1
| Bhin dng phy kg Eing midc ng e mau (BUN), & t4n tag, ddnh ing nguc, s6L
i, sdm i o vl lg 9 hong 34 bimg ML, t kg, no, suy h hlp clp,
| g g e, it ph ik ban % g |

Chwmrytémyramcacphénmpmaamwomwy
Théng bdo cho Bac si cdc tdc dung khéng mong mudn gip phai khi
stdyng thude

| triéu ching khi xay ra qua liéu,
Ngay xem xét stia dol, cap nhét lai ngi dung hudng dan sir
dyng thude:

nghigm, phai ngimg dung thuéic va tién hanh cac bién phap diéu

| -Nhiing bénh nhén s dung rebamipid ldu dai nén dugc gidm |

Quaé lléu va céch xir Iri: Chua co thang tin vé qua liéu. Nén diéu trj

AGONGTYIJEN DOA

| srERarc S 8A3 qus 1) 80 ¢ Ph Tie

|
L e

Nguyén Vin Nén
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