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1. Tén thube: ® UNCEPID
2. Cic déu hiéu hru ¥ va khuyén cio khi ding thude:
“Thude nay chi ding theo don thude™
“Pé xa tam tay cua tr¢ em”
“Poc k¥ huéng dén sir dung trude khi dung™
3. Thanh phén cong thire thude: Mdi goi (1.5 g) thude cém pha hdn dich udng chira:

Thanh phin Ham lwong
Rebamipid 100 mg
Ta duge vira du 1 goi

Thanh phf‘m ta duge: Crospovidon, lactose monohydrat, mannitol, vanilin, sucralose, natri
benzoat. colloidal silicon dioxid, povidon K30.
4. Dang bao ché: Thude cdm pha hdn dich udng (Ché pham dang cdm kho toi, dong nhat,
mau tring hay nga vang, mui thom).
5. Chi dinh:
Diéu trj loét da day.
Diéu tri cac ton thuong niém mac da day (an mon, chay mau, do va phu né) trong cdc tinh
trang sau day: viém da day cap va dot cap cta viém da day man.
6. Céich diing va liéu ding:
Udng vao budi sang, buoi t6i va trude khi di nga. Pha com trong géi trong 10-20 ml nude,
khudy déu roi uong.
Ngwoi lon:

[.oél daday: Liéu thuong dung cho ngudi lom 1a 100 mg (1 g6i)/1an x 3 lan/ngay.
Piéu trj cac ton thuong niém mac da day (an mon, chay mau, do va phu né) trong cac tinh
trang viém da day cép va dot cap cua viém da day man: Liéu thuong ding cho nguoi 16n
la 100 mg (1 g6i)/lan x 3 lan/ngay .

Tre em:

Chua xéac dinh duge d§ an toan cua thude & tré sinh nhe cén. tré so sinh, tré¢ con bu va tré

¢m.

7. Chong chi dinh:

Min cam voi rebamipid hoac voi bt ctr thanh phén nio cua thude.

8. Canh béo va than trong Kkhi dung thube:

Thuédc nay ¢6 chira 1.5 mg natri benzoat trong moi gm ta duoc ¢o natri benzoat thé lam
ting nguy co vang da. vang mat O tré so sinh (4 tudn tudi tro xunng)

Thude nay ¢o chira dudi 1 mmol (23 mg) natri trong moi goi. vé co ban duge xem nhu
‘khong chira natri’.

Thude ¢6 chira lactose nén can than trong véi bénh nhan ¢6 véan dé dung nap galactose di
truyén (hiém gép). thiéu hut men Lapp-lactase hogc kém hap thu glucose-galactose khong
nén ding thude nay.

Cin than trong véi phu nit ¢6 thai.

Khong nén str dung trong thoi gian cho con bu.
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@Utﬂpﬂﬂg c%ﬂn?!e so sinh, tré con bu va tré¢ em: d an toan chua dugc xem xét day du.
Nguoi cao tudi: Can chi y dac biét dbi vai nhitng bénh nhan cao tudi dé giam thiéu nguy
co roi loan da day — rudt, vi vé mit sinh ly hoe, bénh nhan cao tudi thuong nhay cam véi
thude hon so voi bénh nhan tré tudi hon.

Bénh nhén roi loan chire nang gan: Cén theo ddi bénh nhin chit ché. Néu ¢6 cac diu hiéu
bat thuong qua xét nghiém. phai ngimg ding thude va tién hanh cac bién phap diéu tri thich
hop.

9. Sir dung thude cho phy nir ¢6 thai va cho con ba:

- Sir dung thude cho phu nir ¢é thai: Rebamipid chi nén diing cho phu nit ¢6 thai néu loi
ich cuia viée diéu tri dur tinh duoc cho la cao hon bét ky nguy co nao co thé c6 (Chura xac
dinh duoc d6 an toan diy di cua thude nay ¢ phu nir ¢6 thai).

- Sir dung thude cho phy nir dang cho con bui: Nhitng phu nit dang cho con bi phai
ngung dung rebamipid.

10. Anh hwéng ciia thude 1én kha ning lii xe, van hanh may mée:

Da ghi nhan mat sb bénh nhéan bi chong mat hodac buodn ngu khi dang dung rebamipid 100
mg. nén can than trong khi sir dung cho bénh nhan 1ai xe va van hanh may moc.

11. Twong tac, twong Ky, cua thude:

Chura o tuong tac thude nao duoc ghi nhan,

Tuong ky: Do chua ¢6 nghién clru day du vé tuong ky ctia thude, nén khong tron thudc
dung vai céac thudce khic.

12. Tac dung khong mong mudn ciia thude (ADR):

+ Sde va phan mg phan vé (chua 1o ty 1€): Sdc va phan (mg phan vé ¢ thé xay ra. Can
theo doi bénh nhan chat ché. Néu c¢6 déu hiéu bt thuong, phai ngimg dung thude va tién
hanh cac bién phzip diéu tri thich hop.

+ Giam bach cau (1y 1¢ < 0,1%) va giam tiéu cau (chua rd tv 1¢): Giam bach cau va giam
tiéu ciu 6 thé xay ra. Can theo doi bénh nhan chit che. Néu ¢6 dau hiéu bat thuong, phai
ngirng dung thude va tién hanh cac bién phéap diéu tri thich hop.

+ Réi loan chirc nang gan (ty 1é < 0.1%) va vang da (chua ro ty 1€): Réi loan chirc nang
gan va vang da. dugc biéu thi bang tang muac AST (GOT), ALT (GPT), y-GTP va
phosphatase kiém, da dugc ghi nhin ¢ nhimng bénh nhan dang dung rebamipid 100 mg.
Can theo doi bénh nhéan chat che. Néu ¢o cic diu hidu bat thuong qua xét nghiém, phai
ngimg dung thude va tién hanh cac bién phap diéu tri thich hop.

+ Nhitng bénh nhan sur dung rebamipid lau dai nén dugc gxam sat mot cach dinh k}f bét ctr
diu hiéu hay tri¢u chirng men gan cao, giam lugng bach ciu va‘hodc lugng tiéu cau,

+ Cdc tac dung khong mong muon khac:

’7( o quan Tan sudt ADR < 0,1 % Chuea 1o tan suat
‘ Qué man ' Ban. ngira. eczema giong phat ban, | Noi mé day

| cac triéu ching qua man khac

" Than kinh-tam than Té. chong mat, budn ngu,

l loan vi gidc |
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a ngay-rugt Téo bon, cam giac chudng bung. | Khé miéng, chudng bung

tiéu chay. buon nén, non, ¢ nong,

dau bung, ¢ hoi, bét thudng vi giéc.
Gan Tang AST (GOT), ALT (GPT), y- ﬁéﬁoan chirc nang gan
GTP. phosphatase kiém

Huyét hoc Giam bach cau, giam bach cau hat | Giam tiéu cau

Céc tac dung khong Roi loan kinh nguyét, ting uré mau | Vi sung va dau, cam (rng

mong muon khéc (BUN), phu, cam giac ¢o vat la o tiét sira do chimg vi to ¢
' hong. dan ong, danh tréng nguc,

sot, do bimg mat, té ludi,
ho, suy hd héap cép. rung
Iong toc, khat, phu mat, |
ban do ngha

Thong bao ngay cho bic sy hoac dugce sikhi gap cic tac dung khéng mong mudn nhu trén
khi stir dung thude hodc bdo cio cac phan (mg ¢6 hai cua thube vé Trung tim Thong tin
thude va Theo dai phan tmg c6 hai ctia thude (ADR) Quéc Gia. Dia chi: 13 - 15L& Thanh
Tong - Q. Hoan Kiém - TP. Ha Ngi. Dién thoai: 024.3.9335.618; Fax: 024.3.9335642:
Email: di.pveenter(@gimail.com.

Néu ¢o cac triéu chimg mam cam, phai ngirg dung thude.

Néu mire transaminase tang ro rét hodic ¢o sot va ndi ban, phai ngimg ding thude va tién

hanh cac bién phap d iéu tri thich hop. t‘:
Vai edce tac dung khong mong mudn nhe. thuong chi can ngimg thube. Truong hop man 1
cam nang hoac phan tng di (mg. ¢in tién hanh diéu tri hd tro (gitt thoang khi va dung “'{:
epinephrin, tho oxygen, ding khang histamin, corticoid...). P
13. Qua liéu va xir tri: ,,

b8

=

Chua co thong tin nao khi sur dung qua lidu. Nén diéu tri triéu chimg khi qud lidu.

14. Dic tinh dwge lyce hoc:

Nhom duoe 1v: Thude bao vé niém mac da day.

Ma ATC: A02BX 14

(1) Tde dung phong ngira hodc chita lanh trong loét da day: Rebamipid ngdn chén sy ton

thuong niém mac da day trong cic mo hinh loét thuc nghiém khac nhau & chudt, ké ca loét

duoc tao ra do stress, khi bi ngam trong nude, do aspmn indomethacin, histamin, serotonin
va thit mén vi. Thude con bao vé niém mac khoi bi ton thuong gay ra do cac diéu kién gy

loét khac ma ¢d 1& lam phét sinh phan ng cua cac am OXY. bao gém sur tdi cung cap mau

cho niém mac bi thiéu mau cuc b, sir dung yéu td hoat hoa tiéu cau (PAF) hodc

diethyldithiocarbamat (DDC) va str dung indomethacin trong céc tinh trang bi stress.

(2) Tde dung phong ngira hodc chita lanh trong viém da day: Rebamipid ngén chan su phat

trién cua acid taurocholic (mdt trong nhirng thanh phén chinh cta acid mdt) - géy ra viém

niém mac va thuc day lam lanh viém niém mac da day.
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(PGE>) trong niém mac da day ¢ chudt. Thude con lam ting ham lugng PGEs, 15-keto-13,
[4-dihvdro-PGE: (1a mot chat chuyén hoa cua PGE») va prostaglandin I (PGI») trong dich
da day.

(4) Tac dung bao vé té bao da day: Rebamipid cho thay tac dung bao vé té bao da day, trc
ché sur ton thuong niém mac gay ra boi ethanol, acid manh hodc base manh, thude con bao
v¢ cac e bao biéu mo da day

(5) Tdc dung lam tang dich nhay: Rebamipid thic ddy hoat dong ciia enzym da day dé téng
hop cic glycoprotein ¢6 trong Iuong phan tir cao, lam day 16p dich nhﬁy trén bé mat cla
niém mac da day va lam tang lugng dich nhdy hoa tan trong da day.

(6) Tac dung lam tang heu hrong mau vao niém mac: Rebamipid lam tang luu lugng méu
vao niém mac da day va cai thién hu}*ét dong hoc bi suy giam sau khi mét mau.

(7) Tac dung trén hang rao niém mge: Rebamipid thuong khong anh hudong Ién sy khac
biét ¢6 thé co vé viée lruyén qua niém mac da day.

(8) Tae dung lén su tiét kiém ¢ da day: Rebamipid thic day su tiét kiém ¢ da day.

(9) Tac dung lén sé lirong té bao niém mace: Rebamipid hoat hoa su ting sinh té bao niém
mac da day va lam tang so té bao biéu mo phu.

(10) Tdc dung lén su phuc hoi niém mac da day: Rebamipid phuc hdi sy chim lanh vét
thuong nhan tao gay ra do acid mat hoac hydrogen peroxid & té bao biéu mo da day.

(11) Téc dung lén su tiét cua da day: Rebamipid khong lam thay doi su tiét kiém cta dich
da day hogc sur tiét acid dugc kich thich boi cht lgi tiét.

(12) Tdc dung lén cde goc oxy: Rebamipid loai céc gbc hydroxyl mét cich true tiép va
ngdn chdn su san xuat superoxid do cac bach cau hat. Thudc ngan chan su ton thuong té
bao niém mac da day gdy ra do phan (rng cic géc oxy dugc phong thich tir ciac bach ciu
trung tinh dugc kich thich boi Helicobacter pylori in vitro.

(13) Tde dung lén s tham nhiém té bao viém ¢ niem mac da day: Rebamipid ngan chan
su thim nhiém & bao viém trong md hinh viém da day ¢ chudt duge tao ra do acid
taurocholic (mdt trong nhirng thanh phan chinh cua acid mat) va ton thuong niém mac da
day dugc tao ra do cac thude khang viém khong steroid (NSAID) hodc do sir téi cung cap
mau trong thiéu mau cuc bo.

(14) Tac dung lén sw phong thich cytokin (interleukin-8) gdy viém o niém mac da day:
Rebamipid. dung duong uéng, ngan chan s ting san xuat interleukin-8 ¢ niém mac da day
clia cac bénh nhian bi nhiém Helicobacter pylori. Thube con tre ché sy hoat hoa yéu to
kappa-B ctia nhan, sur xudt hién cua interleukin-8 mRNA va sy san xuft interleukin-8 & té
bao biéu mé duoc nudi cdy ciing véi Helicobacter pylori.

15. Pac tinh dugce dong hoc:

+ Hép thu: Cic thong sO duge dong hoc clia rebamipid sau uong licu don 100 mg: tmax =
2.4 gitr; Conax= 216 meg/l Tbe dd hap thu rebamipid ¢ xu hudng cham khi thude dugce
dum_ duomg ubng O litu 150 mg cho 6 ngudi khoe manh sau bira dn so voi toe do hap thu
néu udng trude khi an. Tuy nhién, thirc an khong anh huong dén sinh kha dung cua thude

O nguot.
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ar )o‘?%&%mpid & liéu 0,05-5 meg/mL duge dua vao huyét twong ngudi in vitro. va
98.4% - 98.6% thude nay da lién két veéi protein huyét twong.

+ Chuyén héa: Mot chét chuyén hoa ¢ 1 nhom hydroxyl & vi tri thir & d6 duoc tim thay
trong nudc tiéu. Tuy nhién, sy bai tiét chit chuyén héa nay chi 1a 0,03 % cua liéu da dung.
Enzym lién quan dén sy hinh thanh chat chuyén hoa nay la cytochrom P450 3A4
(CYP3A4).

¢ Thai trie: Chu véu duge bai tiét trong nude tiéu dudi dang thude khong déi. Khi cho
nhimg nguoi nam khoe manh ding mot liéu don rebamipid 100 mg, khoang 10% liéu da
dung dugc thai trir qua nudce tiéu, thoi gian ban thai cua thude 1a 1,9 gio.

Ducoe dong hoe o mét s6 doi twong lam sang déc biét

Suy than: Cac thong s0 duge dong hoc thu duoe tir nhimg bénh nhan bi suy giam chire
nang than sau khi uéng liéu don 100 mg rebamipid cho thiy néng do huyét twong cao hon
va thoi gian ban thai dai hon so véi nhirng ngudi khée manh. O trang thai 6n dinh, nong
do trong huyét trong cua rebamipid duge quan sat & nhirng bénh nhén bénh thin dang tham
phén sau khi udng liéu 1ap lai gidng voi truomg hop udng liéu don. Vi vy, thude khong
duge xem la co tich lay.

16. Qui cach dong goi:

Hop 30 goix 1.5 ¢ thude e¢dm pha hon dich udng.

17. Diéu kién bao quin, han dung, tiéu chuin chit lrgng cia thube:

- Diéu kién bio quan: Noi kho, nhiét do dudi 30°C.

- Han dung: 24 thang tinh tir ngay san Xuat.

- Tiéu chuin chit lwong: TCCS.

18. Tén va dia chi co s siin xudt:

CONG TY TNHH MTV 120 ARMEPHACO

Dia chi: S6 118 Vil Xudn Thiéu, Phuong Phic Loi. Quan Long Bién, Thanh phd Ha Noi.
Viét Nam.

Pién thoai: 024.36740054




