RX 7huéc nay chi ding theo don thuéc

GASATUM

Dé xa tim tay tré em
Poc ki huéng din sir dung truéce khi ding

1.THANH PHAN CONG THUC THUOC: M&i vién nén bao phim chira:
- Thanh phan R BT CTRTOTOOI BN covchioniminsis s sgss A TR sbiahb AT SRS 40mg
- Thanh phan ta dugc: Milled lactose monohydrat, tinh bt mi, natri starch glycolat, magnesi stearat, HPMC 606, HPMC 615, titan dioxid, talc,
PEG 6000.
2.DANG BAO CHE: Vién nénbao phim.
M3 ta: Vién nén bao phim tron, mau tréng, 16i, bé mit vién nhin, thanh va canh vién lanh lan.
3. CI-][I DINH: Co that dai trang, nhu hdi chu'ng dai trang kich thich (IBS).
4. LILU DUNG, CACH DUNG:
Lleu dung:
Liéulugng phu thugc vao timg bénh nhan va do bac sichi dinh dua vao cac triéu chirng cia bénh:
Tuy thudc vao mirc dQ nghiém trong cua tri¢u chimg, dung 1 vién otilonium bromid 40 mg, 2 dén 3 14n m&i ngay. Dot diéu trj thuong 12 4 tuin.
Béc s s& d4nh gi4 su can thiét phai kéo dai qué trinh diéu tri.
Bénh nhan suy gan hodc suy thdn: Khong can higu chinh liéu.
Tré em: Tinh an toan va hiéu qua cua otilonium bromid 40 mg & tré em duéi 18 tudi chua dugc thiét 14p va do d6 thubc nay khéng duge khuyén
c4o cho d6i tuong nay.
Céch dung: Dung dudng udng: Nénubng thudc véi nira ly nuéc.
5. CHONG CHi DINH: . . .
Qua man véi hoat chit hoic véi bit cir thanh phin nao cia thubc.
Tic ruot
6.CANHBAO VA THAN TRONG KHI DUNG THUOC:
Ciing nhu cac thudc chong co that khac, nén than trong va c6 thé cin diu chinh lidu & bénh nhan dung nhidu thuéc, bénh ting nhan 4 ap, phi dai
tuyen tién li¢t hodc hep mén vi.
Gibng nhu bit ky thudc chong co that khac, thu6c khong duge khuyén céo dleu trj lién tuc trirkhi ¢ sy tu vén ciia bacsi.
Bénh nhén bi r6i loan di truyén hiém gap nhu khong dung nap galactose, thiéu hut lactase hoan toan hoc kém hép thu glucose- galactose khong
nén dung thuéc nay.
Thudc nay c6 chira du6i 1 mmol (23 mg) natri trong m01 vién, vé co ban dugc xem nhu 'khong chira natri'.
7. SUDUNG THUOC CHO PHUNU CO THAI VA CHO CONBU:
Sirdung thudc cho phu nir c6 thai
Khéng c6 dit li¢u lam sang vé viéc sur dung otilonium bromid & phu nit mang thai. C4c nghién ciru trén dong vat khong cho thiy bit ky tic dong
c6 hai truc tiép hoic gian tiép nao d6i véi sinh san.
Nhumétbién ‘phap phong ngira, nén tranh sir dung otilonium bromid khi mang thai.
Sir dung thuoc cho phu nir cho con ba
Khong c6 dirli¢u lam sang ve viéc sir dung otilonium bromid & phy nit cho con bu.
Gibng nhu tt ca cac loai thudc, otilonium bromid chi nén diing cho phy nit mang thai va cho con b néu that cin thiét va dudi sw giam sat y té chit
chg.
Kha ning sinh sdn
Dix liéu trén dong véat cho thiy khong anh huéng den kha ndng sinh san. Dit li¢u 1dm sang vé kha niing sinh san cia nam va nir khong c6 sin.
8. ANH HUONG CUATHUOC LEN KHA NANG LAIXE, VAN HANH MAY MOC:
Thudc khéng c6 hodc anh huéng khong déng ké dén kha ning 14i xe va vin hinh méay méc.
9. TUONGTAC, TUQGNGKY CUATHUOC
Tuong tiac thuoc
Céacnghién ctru vé tuong tac cia otilonium bromid véi cac thudc khac chwa dugc thyc hién.
Tuwong ky ciia thubce
Do khong c6 cac nghién ciru vétinh tuong ky cua thuée, khong trén 14n thudc nay véi cac thudc khéc.
10. TACDUNG KHONG MONG MUON CUA THUOC:
Danhsdchtom tdt cdc tdc dung khéng mong mudn tic cdc thie nghlem ldm sang va kinh nghi¢m sau tiép thi ciia otilonium bromid 40 mg
Tan suat cic tic dung khong mong muodn xay ra & bénh nhan diéu tr bang onlomum bromid dugc phén logi nhu sau:
Rét pho bién (=1/10), thudng gip (>l/l 00 dén <1/10), it gip (> 1/1.000 dén <1/100), hiém gip (=1/10.000 dén <1/1. 000), rit hiém gip
(<1/10.000), khong rd tan sudt (khong thé uéc tinh dya trén dﬁ heu c6 sin).
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Mot s6 téc dung khong mong mudn di dugc xéc dinh trong cic thir nghu;m 1am sang véi tin sult dugc ligt ké dudi ddy. Tuy nhién, mot sb tac
dung khong mong muon dd dugc bdo cio mot céch ty phat trong qud trinh sir dyng sau khi dua thudc ra thj trudmg. Tan suit khong thé dugc uée
tinh trén co s& dit li¢u c6 sin va do d6 duge phén loai 1 “khong rd tan sudt”.

H¢ thong phén loai co quan It gdp Khong rd tin suit
R&i loan h¢ than kinh Pau diu
R&i loan tai va mé dao tai Chéng mat
Rdi loan tiéu héa Khé miéng
Budn non
Noén
Pau bung trén
Réi loan da va mo dudi da Ngita  |Phan (mg qua man trén da
Bandd  ((ndi may day’, phi mach®)
R&i loan chung va tinh trang tai chd |  Mét moi
diing thuée Suy nhugc

"Tac dung khong mong muén tir kinh nghiém sau tiép thi cia otilonium bromid 40 mg
Hu'6'ng dan cich xir tri ADR: Thong bao cho béc s 1diéu trj trong truromg hop gip phai cac tac dung khéng mong muén cua thuéc.
QUA LIEU VA CACH XU TRI

Quz’l liéu: Otilonium bromid, khi dugc sir dung v6i lidu gip nhidu 13n lidu théng thudng, di dugc chimg minh 1a thyc té khong doc & dong vat. Do
doé khong co triéu ching qua lidug ngucn

Cich xir tri khi ding thudc qua lidu: Trong trurdng hop qua liéu, khuyén céo diéu tr triéu chimg va bién phap hd tro thich hop (vi du bit diu diéu
tri triéu ching).

12. PACTINHDUGCLUCHQC . / 3

Nhém dugely: Thube khéng cholinergic tong hop, din xuat amoni bac bon.

M3aATC: A03AB06

Otilonium bromid (hoZc octylonium), 1a mgt phan tir tdng hgp méi, mét din xuit amoni bac bon

Otilonium bromid 12 mét thudc chéng co thit c6 tac dung hudéng co hiéu qua, véi tic dung chéng co thit manh va chon loc trén co tron cia dudmg
tiéu hoa
Co ché ticdung
Céc nghién ciru da chira rang otilonium bromid c6 tic dung khéc véi cac thudc khang cholmerglc khac. Otilonium bromid hoat dong chu yéu
bing cich thay d6i dong ion Ca™ tir cic vi tri té bao va ngoai bao, do d6 lam glam su khai déu ciia hoat dong co bép va dau néi tang, c6 thé thong
qua viéc e ché cac kénh calci loai L trong tébaocotronrudtvaloai T trong tebao than kinh cam glac ngoai vi.

Ngoai ra, tdc dung dugcly c6 thé dugc phat huy théng qua trong tac véi cac thy thé tachykinin NK 1 va NK2.

13 DACTINHDUQCBDONG HOQC

Hap thu

Otilonium bromid c6 thé den vi tri tdc dung dugc ly truc tnep qua thanh ru¢tdo su hap thu toan thin cia thudc sau khi uong larat thap (3%).

Do a6, nong d6 trong huyét trong ciia otilonium bromid thap.

Phén bd

Sau khi udng, thubc dugc phan b6 nhiéu trong co tron cia dai trang vatryc trang Dung thudc ngay trudc bira an dam bao sinh kha dung hiéu qua
taivi tn tac dung va trong giai doan dy kién c6 cac tridu chimg déng ké nhat cia bénh.

Chuyén héa va thai trir

Otllomum bromid khéng dugc chuyén héa va thai trir qua phan, chu yéuddan gkhong dbi.

Déi twgng dicbiét

Bénh nhan suy gan va suy than

Otilonium bromid chua dugc nghién ciru & nhitng b¢nh nhén b suy giam chirc ning gan va than. Vi otilonium bromid dung dudng uéng dugc hip
thurétitvao hé tuin hoan, nén sy suy giam chirc nng gan va than s& khong anh huéng dén sy tiép xiic tai chd ciiané.

14.QUY CACH DONG GOI: Hop3vix 10 vién; Hop 6 vix 10 vién.

15. PIEUKIEN BAO OUAN Noi kho mét, tranh anh séng, & nhi§t dd khong qua 30°C.

16. HAN DUNG 36 thang ké tirngay san xuat

17.T1 EU CH UAN CHAT LU'_QE G:Tiéu chuan coso

18. TEN, DIA CHI CUA CaSsO SAN XUATTHUOC

Cosdsin xuat CONG TYCO PHAN DUQCPHAMME DI SUN
Pijachi: 6521, khu phd An Loi, phuong Hoa Loi, Thanh Phd HO Chi Minh, Viét Nam,
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