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MEDISUN

HUONG DAN SU DUNG
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Rx — Thudc nay chi ding theo don thuée

GASATUM

Dé xa tam tay tré em
Doc ky huwéng din sie dung trude khi diong

Thanh phan té duoc: Milled lactose monohydrat, tinh bot mi, natri starch glycolat, magnesi
stearat, HPMC 606, HPMC 615, titan dioxid, talc, PEG 6000.
2. DANG BAO CHE
Vién nén bao phim
M4 ta: Vién nén bao phim tron, mau tréng, 161, b& mat vién nhin, thanh va canh vién lanh lin.
3. CHI PINH
Co thit dai trang, nhur hdi chitng dai trang kich thich (IBS)

- 4. LIEU DUNG, CACH DUNG
Li¢u ding
Liéu luong phu thugce vao ting bénh nhén va do béc si chi dinh dua vao cac triéu ching cia
bénh:
Tuy thudce vao mirc do nghiém trong cua tri¢u chirng, dung 1 vién otilonium bromid 40 mg, 2
dén 3 1in mdi ngay. Dot diéu tri thuong 1a 4 tudn. Bac si s& danh gia su can thiét phai kéo dai
qua trinh diéu tri.
Bénh nhan suy gan hodc suy than
Khéng cin hiéu chinh liéu.
Tre em
Tinh an toan va hiéu qua cua otilonium bromid 40 mg & tré¢ em dudi 18 tudi chua dugc thiét
lap va do do thude nay khong duoc khuyén céo cho déi twong nay.
Cach dung
Dung dudng udng: Nén udng thude véi nira ly nrde.
5. CHONG CHI PINH

) Qua mén véi hoat chit hodc vai bét e thanh phin nao cia thude.
Tac ruot.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Ciing nhur cac thude chong co thit khac, nén than trong va co thé can diéu chinh liéu & bénh
nhan ding nhiéu thubc, bénh tang nhan ap, phi dai tuyén tién liét hodc hep mon vi.
Gidng nhu bét ky thudc chng co that khac, thue khéng dirge khuyén céo diéu tri lién tuc trir
khi co su tu vén cua béc si.
Bénh nhén bj rdi loan di truyén hiém gap nhu khéng dung nap galactose, thiéu hut lactase hoan
toan hodc kém hép thu glucose- galactose khéng nén dung thude nay.
Thudce nay 6 chira dudi 1 mmol (23 mg) natri trong mdi vién, vé co ban duge xem nhur ‘khong
chira natri’.
7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Sir dung thude cho phu nir ¢6 thai
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u 1am sang vé viéc sir dung otilonium bromid & phu nit mang thai. Cac nghién
- hong cho thay bat ky tac déng c6 hai truc tiép hodc gian tiép nao ddi vdi

Kha nang sinh san
Dit liéu trén dong vt cho thiy khong anh huong dén kha nang sinh san. Dir liéu 1am sang vé

kha ndng sinh san cia nam va nir khong c6 san.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thudc khéng co hodc anh hudng khong dang ké dén kha nang 1ai xe va van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tac thube

Céc nghién ctru vé tuong tac cua otilonium bromid véi cac thude khac chwa duge thue hién.
Twong ky ciia thude

Do khéng c6 cic nghién ciru vé tinh twong ky cia thude, khong tron 1an thude nay véi cac
thudc khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Danh sdch tém tdt cac tac dung khéng mong muén tir céc thir nghiém lam sang va kinh nghiém
sau tiép thi cia otilonium bromid 40 mg

Tén suét cac tac dung khong mong mubn xay ra & bénh nhin diéu tri bing otilonium bromid
duoc phan loai nhu sau:

Rét phé bién (=1/10), thudng gap (>1/100 dén <1/10), it gap (> 1/1.000 dén <1/100), hiém gap
(>1/10.000 dén <1/1.000), rt hiém gip (<1/10.000), khéng r5 tan suit (khéng thé uéc tinh dua
trén dir liéu co san).

Mot sb tac dung khéng mong muédn di dwoc xac dinh trong cac thir nghiém lam sang véi tan
suat duoc liét ké dudi day. Tuy nhién, mot s6 tac dung khong mong mudn di duge bao cao mot
cach tu phat trong qua trinh sir dung sau khi dua thude ra thi truomg. Tan suét khéng thé dugc
udc tinh trén co s& dit lidu c6 sin va do d6 dugc phan loai 1a “khéng rd tan sut”.

' H¢ thong phan loai co quan It gap Khong ré tan suat
R6i loan hé than kinh Pau dau

R6i loan tai va mé dao tai Chéng mit

Réi loan tiéu hoa Kho miéng
Budn nén
Non
Dau bung trén

Roi loan da va mé dudi da Ngira Phan {tng qua man trén da
Ban do (n6i may day”, phit mach”)

R6i loan chung va tinh trang tai MEét moi
ché dung thude Suy nhuoc

" Téc dung khong mong mudn tir kinh nghiém sau tiép thi cua otilonium bromid 40 mg
Hwéng dan cach xir tri ADR
Théng bao cho bac si diéu tri trong truong hop gip phai céc tac dung khéng mong muébn cuia
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'-:....-.-:" i triéu chlmg}
12 DPAC TINH DUUC LUCHOQC
Nhém dwoc Iy: Thude khang cholinergic tng hop, din xudt amoni bac béon.
Ma ATC: A03ABO6
Otilonium bromid (hodc octylonium), la mgt phén tu tdng hop mai, mot din xudt amoni béc
bén.
Otilonium bromid la mét thudc chdng co thit c6 tac dung hudng co hiéu qua, véi tac dung
chéng co thit manh va chon loc trén co tron cua duong tiéu hoa.
Co ché tac dung
() Cac nghién ciru da chi ra rang otilonium bromid c¢é tac dung khic véi cac thudc khang
cholinergic khac. Otilonium bromid hoat dong chu yéu bing cach thay déi dong ion Ca®" tir
céc vi tri té bao va ngoai bao, do do lam giam su khoi dau cua hoat déng co bop va dau noi
tang, c6 thé thong qua viée (rc ché cac kénh calci loai L trong té bao co tron rudt va loai T
trong té bao than kinh cam gidc ngoai vi.
Ngoai ra, tac dung duogc Iy ¢6 thé dugc phat huy thong qua turong tac véi cac thu thé tachykinin
NK1 va NK2.
13. PAC TINH DUQC PONG HOC
Hﬁp thu
Otilonium bromid c6 thé dén vi tri tac dung dugc 1y tryc tiép qua thanh ruét do sur hip thu toan
thin caa thudc sau khi udng la rat thap (3%).
Do d6, néng dd trong huyét tuong cua otilonium bromid thap.
Phén b
Sau khi uéng, thu6e duoc phan bd nhiéu trong co tron cia dai trang va truc trang. Dung thude
ngay trudc bita an dam bao sinh kha dung hiéu qua tai vi tri tac dung va trong giai doan du kién
¢6 cac triéu chimg déng ké nhét cua bénh.
Chuyén héa va thai trir
Otilonium bromid khéng dugc chuyén hoa va thai trir qua phén, chu yéu o dang khong déi.
Doi twong diic biét
Bénh nhan suy gan va suy than
Otilonium bromid chua duge nghién ciru ¢ nhirng bénh nhan bi suy giam chic nang gan va
than. Vi otilonium bromid ding dudong udng duoc hip thu rét it vao hé tuan hoan, nén sy suy
giam chirc ning gan va thin s& khong anh huong dén su tiép xic tai chd cia né.
14. QUY CACH PONG GOI:
Hop 3 vi x 10 vién
Hop 6 vi = 10 vién.
15. PIEU KIEN BAO QUAN: Noi khé mat, tranh anh sang, & nhiét d6 khéng qua 30°C.
16. HAN DUNG: 36 thang ké tir ngay san xuét
17. TIEU CHUAN CHAT LUQNG: Tiéu chuan co s&
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"DIA CHI CUA CO SO SAN XUAT THUOC
i, CONG TY CO PHAN DUQC PHAM ME DI SUN

) , khu phé An Loi, phuong Hoa Loi, thi xa Bén Cat, tinh Binh Duong, Viét




