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MAU PANG KY
TO HUONG DAN SU DUNG THUOC HUTILUM

Rx Thubc nay chi ding theo don thude
HUTILUM

DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU' DUNG TRU'GC KHI DUNG

Tén thude: Hutilum

2. Thanh phéin cng thirc thude: Mdi vién nén bao phim chica
- Thanh phén hoat chét: Otilonium bromide 40 mg

- Thanh phén ta dwoc: Cellactose 80, microcrystallin
ccllulose 101, natri starch glveolat, colloidal silicon
dioxide, magnesi stearat, HPMC 606, HPMC 615, PEG
6000, tale, titan dioxyd.

3. Dang bao ché: Vién nén bao phim.

4. Mb ta san phﬁm Vién nén bao phim mau tring, hinh tron,
hai mit trom, 16i.

5. Chi dinh:
Biéu tri hoi chimg dai trang kich thich (IBS).
6. Liéu diing, cich ding:
Liéu ding:
I vién x 2 -3 lan/ngay, theo huéng din cua bée s§
Thoi gian diéu tri: theo hudng din cia bac sv.
Beénh nhdn suy gan hodc suy thdn: Chia co dit liéu nghién
clru.
Ngieéni cao tudi: Chura ¢6 dir liéu nghién ciru,
Tré em: Hi¢u qua va tinh an toan cua otilonium bromide &
bénh nhan dwdi 18 tudi chira duoc thiét lip, do dé khong
khuyén dung thude cho tré em.

Cdch ding:

Thuéc ding dutmg ubng,

Nudt tron vién thudc véi mdt cbe muée, nén udng thude
trroc bira dn.

7. Chéng chi dinh:
Phan img qué méan voi hoat chit hodic bit ky thinh phan nao
cuia thu

8. Cinh bdo va thin trong khi dung thudc:

Thin trong khi dung thube cho bénh nhén bi ting nhén dp,
phi dai tuyén tién liét, hep mén vi.
Trong truong hop bénh nhan khong dung nap mét sé loa
dm:mg hay hoi y kién bac sy hodc duoc s§ truée khi ding
thube.
Thude nay chua dudi | mmol natri (23 mg)/ vién, do do vé
co ban la khong co natri.

9. Phu nir ¢é thai va cho con ba:

Phu nit co thai: .

Chua co dir ligu ldm sang vé viéc su dung otilonium
bromide cho phu nir ¢6 thai.

Cic nghién ciru trén déng vit cho thiy thudc khéng gdy tic
hai dén phéi/thai, khong gy qudi thai hodc dot bién gen.

Phu nit cho con b

Chua co dit lidgu lém sang vé viée su dung otilonium
bromide cho phy nit cho con bu.

Chi nén sir dung otilonium bromide trong giai dnan co thai
va cho con bu khi thit sir can thiét, phai ding thudc dudi su
theo dai chit ché bai béc s¢

10. Anh hwimg dén kha ning l4i xe va v@in hanh miy moc:
Thudc khéng anh huong dén kha ning léi xe va viin hanh
may moc.

11. Twong tac va twong ky ctia thube

Tucmg tac cia thude: Vi thuoe hip thu todn thin it nén cho
dén nay chura c6 twong tic vi céc thude khic duoc bio cdo.

Tuong ky cia thuée: Do khdng c6 cdc nghién ciru vé tinh
twong ky cuia thude, khéng tron lan thude nay voi céc thube
Kkhic.

12. Téc dung khéng mong mudn cia thude
Bang liét ké tac dung khong mong mudn téng hop tir nghién
ctru lam sang.
Tén sudt cua tic dung khong mong muon & bénh nhin duoc
diéu tri vdi otilonium bromide dugce phin loai nhu sau:

Phé bién (>Ii|00 den <1/10), khéng pho bién (= 1/1,000 dén
< 1/100), va hiém (= 1/10,000 dén < 1/1,000)

R&i loan hé tiéu hoa Khong pho bién:
Kho migng
Buén nén

Bau viing bung trén
Khong pho bien:
Ngia

Ban dé

Khong pho bién:
Mgt moi

Suy nhwroe
Khong pho bién:
Dau ddu

Khoéng phé bicn:
Chéng mit

Roi loan da va mo dudi da

Roi loan chung

Roi loan hé than kinh

Roi logn tai va thinh lyc

Trong nghaen ciru hju mii, di c6 bao cdo cdc trudmg hop
qud mén trén da nhu may day va phi mach. Do cic phan
imng na:.r duge béo cdo tir quin thé nho nén tin suﬂt cua cac
phan img nay khéng xac dinh duge tir b lidu sin co

Thing bdo ngay che bdc st hodc dwge si khi ggp cde tic
dung khéng mong muén nhie trén khi siv dung thudc hogce
bdo cdo cic phin ing 6 hai cia thudc 15 Trung ta
Théng tin thubc va Theo ddi phan ing cé hgi cia thu
(ADR) Qude Gia.

13. Qua liéu va céch xir tri:

Nghién ciru trén dong vét cho thiy otilonium bromide hiu
nhw khong giy déc tinh. Trén nguoi. thude cling khong giy
tic dung gi diic bigt khi dung qua liéu. Trong truémg hop qud
liéu, co thé dung cdc liéu phap diu tri triéu chimg hoiic cic
liéu phép diéu tri hd trg thich hop.

14. Bic tinh dwgc lue hoc

Nhom dwere 1y: Nhém thude khang cholinergic tong hop,
hop chit ammonium bic 4.

MaATC: AQ3ABOG,

Otilonium bromide ¢6 tic dung chéng co thit rit manh trén
co tron cua dudmg tiéu hoa, thude nhém mudi bic bon 2-
aminocthyl-N-benzoylamino-benzoate.

Cor ché tac dung ]

Otilonium bromide hoat dong chu véu dwa trén viée dicu
chinh dong ion Ca (2+) giita ndi bao va ngoai bao, va tir do
giam hoat dong co bop. Hoat dong diéu chinh nay chu y(':u
dua trén su ic ché ngin chiin cic kénh Canxi lom L va T
dwa ion Canxi viao trong té bao co trom cia rudt, ciing nhur té
bao thin kinh cam giac ngoai vi.

Ngoai ra, n6 trong tic véi cic thy thé tachvkinin NK1 va
NK2.

Pde tinh duee hee hoe

Otilonium bromide ¢6 tic dung chéng co lhﬁt trén co tron
ciia phan xa rudt (dai tréng va tryc trang). Thude cb tic dung
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15,

o licu hrqng khong anh huong dén swr tiét dich vi. Trong mot
nghién ciru dm,rc thye hlen ¢ bénh nhin IBS, otilonium
bromide o 11eu khuyén cdo t6i da la 40mg, 3 lin mt ngay
trong 4 tudn khéng lim ting thoi gian vin chuyén trong
ot

Hiéu qua va an toan trén ldm sang

Mt phén tich mo rong vé nghién ciru mu déi, ¢6 dbi chimg
voi gia duge, kéo dai 15 tudn véi otilonium bromide, dugc
thyc hi¢n ¢ 378 bénh nhdn IBS (nghién ciu SpClM) cho
thay tv 18 ddp {mg véi diéu tri trong vong 2 — 4ﬂmngc.an
hon déng ké & nhom dung otilonium bromide (36,9%) so véi
nhém gia dugc (22,5%; P = 0,007). Trong mdi thang diéu
tri, ty 1¢ dip img hing thing & nhom otilonium bromide cao
hon so véi nhém gia diroe (P <0,05),

Otilonium bromide dd duoe xdc nlmn la ¢6 hi¢u qua trong
mét thir nghiém ldm sang mu doi. co dbi chimg vdi gia dwoc
(ngtucn ctru OBIS. n = 356 bénh nhin IBS) x4c nh&n lmh uu
viét cua thude so vai gia dirge trong viée giam tan suat dau
bung, mirc dé nghiém trong cia chudng bung va ngin ngira
tai phat trigu chimg,

Pdc tinh dwoc dfng hoc:

Hep thu

Otilonium bromide di dén vi tri phal huy tac dung duoc 1y,
truc tiép qua thanh rudt. Do su Imp thu toan thin cua thuoc
sau khi uong la rat nho (3%) nén ndng dé trong huvét twong
cua 1.huoc thap.

Phan bé

Sau khi uéng, thude duge phin bé cao trong cic cor tron cua
dai trang va trye trang,

Bénh nhén suy gan va suy thin

Otilonium bromide chua dwoc nghién ciru & nhimg bénh
nhin bi suy giam chirc ning gan va thin.

Dit ligu an lodn tién lam sang

Boc tinh cap tinh: lidu udng ga\ chét thap nhét lan lvot 1a
900 vi 1250 mg/kg o chudt cong va chudt nhit; khéng co

LONG GIAM POC

truémg hop tir vong ndo dugc quan sat thiy & cho 1én 1én téi
1000 mg/kg,

e tink man tinh: khéng quan sdl tha) dén higu nhidm déc
nghiém trong nio & chugt cong vi ché ding lidu téi 80
mg/kg/ngay trong 26 tuan.

Dic tinh gay dot bién gen: khong quan sat thiy tac dung gay
dot bién hoc téc dung tao clastogen trong cdc thir nghiém in
vitro hofic in vivo tiéu chan, _

Kha nang gay ung thie: khong quan sat thhy thay déi mod
bénh hoc trong cac nghlen cinu dal han ducrc thue hlﬂn Lrén
chudt nhat (87 tin) va chudt cbng (104 tuén) véi licu 300
mg/kg/ngiv.

Bgc tinh d6i voi sw sinh san va phat trién: khéng quan sat
thay tic dung gy doc cho phoi, doc cho thai, giy qudi thai &
chuol véi ligu Ién dén 60 mg/kg/ngay. & ligu tomg tyr & the,
nguoi ta i phat hién thiy sw giam heong thire dn cua tho
me, dong thai giam cdn & tho con.

16. Quy cach dong géi:
- Hop 3 v/ 5 vi/ 10 vi x 10 vién nén bao phim
(vi AlwWPVC)
Hop 3 vi/ 5 vi/ 10 vi x 10 vién nén bao phim
(vi AlWPVC)

17. Diéu kién bao quan: Noi kho, nhiét dé khéng qua 30°C,
tranh dnh sing,

18. Han diing ciia thudc: 36 thang ké tir ngay san xuit.
19. Tiéu chuin chét hrgng thude: NSX.
20. Tén, dia chi co s& sin xudit thubc:

b

CONG TY LIEN DOANH MEYER-BPC
S6 6A3 quéc 19 60, phudmg Phit Tan, thinh phé Bén Tre,
tinh Bén Tre, Viét Nam

DS. Huynh Thié¢n Nghia



