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Keep out of reach of children.

COMPOSITION: Each tablet contains:
Read carefully the enclosed insert before use.

xybutynin Chloride................. 5 mg
KAPIONLS GiBuvanssssvmsisad one tablet Store at temperature below 30°C, in a dry place,

igl
ndications, administration and dosage, protect from light.

“ontraindications, warnings and precautions,
side effects, interactions and other information:
See the insert

OPV PHARMACEUTICAL JOINT STOCK CO.
Lot 27, 3A, Bien Hoa Industrial Zone II,
Bien Hoa City, Dong Nai, Vietnam
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Ry Thudc béan theo don

OXYPOD®5

Oxybutynin clorid 5 mg
Vién nén

N
RO\

(\Mm v1ep nén chua
Hoat chét: Oxyb@ym,u‘nbrfé& .5 mg.

T4 dugc. Lactose da%\Th‘ang, cellulose vi tinh thé PH 102, calci stearat.

MO TA SAN PHAM.

Vién nén tron, mau trdng hay tring nga, hai mit I6i, mot mat tron, mdt mit cd khic vach
ngang chia d6i vién, canh va thanh vién lanh lan.

DUGC LUC HOC:

Oxybutynin clorid Ia amin bac 3 t6ng hop, ¢d tc dung khang acetylcholin tai thu thé muscarinic
tuong tu atropin, déng thoi cé téc dung chbng co that tryc ti€p co tron gidng papaverin.
Oxybutynin khong c6 tic dung khang thu thé nicotinic (nghfa la khong ngdn can tic dung clia
acetylcholin tai chd ndi ti€p thdn kinh - co xuong hodc tai hach than kinh thic vat).

Tac dung chdng co that clia thudc da dugc ching minh trén co tron bang quang, rudt non va
rudt két clia nhiéu dong vat khdc nhau. Tuy nhién, khdc vGi papaverin, oxybutynin cd rat it hodc
khong co tdc dung trén co tron mach méu. Trén ngudi bi bénh bang quang khong tu chd,
oxybutynin lam tdng dung tich bang quang, gidm tdn sudt cac co thit khdng Gc ché dudc cla co
tron bang quang va lam chdm sy mudn di ti€u tién. Do vay, oxybutynin lam gidm dugc mic do
di ti€u khan c&p va tin sudt clia ca tiéu tién chl dong va bi dong. Nhung tac dung clia thudc chi
13 & bang quang khong bj (c ché do ton thuong thdn kinh so véi bang quang khdng bj tc ché do
phan xa.

DUGC PONG HQC:

Sau khi udng dang thudc tdc dung nhanh, ndng dd oxybutynin cao nhét trong huyét tuong dat
dugc trong vong 1 gid. Thudc bi chuyén hod budc dau qua gan nhiéu nén sinh kha dung chi dat
6%. Nia doi clia thudc khoang 2 - 3 gio. Thiic dn khong anh hubng dén t6c do, mic do hap thu
va chuyén hoa clia oxybutynin. Oxybutynin bit ddu tic dung trong vong 30 - 60 phlt va tic
dung manh nhit trong vong 3 - 6 gid sau khi udng, tdc dung chdng co thit cd thé kéo dai 6 -
10 gio. Oxybutynin vao dugc siia me va co thé qua hang rdo méu - ndo. Oxybutynin bj chuyén
héa boi hé enzym cytochrom Passo, chil yéu do isoenzym CYP3A4 G gan va thanh rudt. Chat
chuyén hoa desethyloxybutynin van con tac dung. Dudi 0,1% liéu ding thai trir dudi dang khéng
ddi trong nudc tiéu.

CHi DINH:

Di tiu qua nhiéu Ian, di tiéu khong tu chil dugc, khong kiém ché dudc vi nhitng r6i loan & bang
quang do than kinh.

Dai ddm dém (& trd trén 5 tudi). s

(Phoi hgp v6i phudng phap diéu tri khéng dung thudc).




CACH DUNG - LIEU DUNG:

— C4ch ding: Thusc udng, nén ngiing tling dot dé theo ddi xem c6 cdn pHai, ti€p tuc dung
" thudc khong va dé giam thigu kha ning khang thudc.

- Liéu ding:

Nguoi I6m: Liéu khdi ddu udng 2,5 mg, 3 IAn/ngay, liéu co thé tang I&n néu cin 16i liéu tBi‘thiéu
¢ hiéu qua.

Liéu thong thudng: 5 mg/lan, 2 — 3 lan/ngay. Liéu t6i da 5 mg/ldn, ubng 4 1an/ngay.

Nguoi cao tudi: Liéu khéi dau udng 2,5 mg/ldn, ngay udng 2 Ian, liéu co thé ting I1én néu cin toi
liéu t6i thi€u co higu qua. ‘

Liéu thong thudng: 5 mg/lan, 2 lan/ngay, ddc bigt doi v6i ngudi nhe cén.

Tré em trén 5 tudr. Khoi ddu ubng 2,5 mg, 2 lan/ngay, liéu co thé ting I&n néu can t6i liéu 16i
thigu c6 hiu qua.

Liu khuyén cdo: 0,3 = 0,4 mg/kg/ngay.

Tré t 5 — 9 tudi: Liéu t6i da 2,5 mg/ldn, 3 lan/ngay.

Tré tr 9 — 12 tudi: Liéu t6i da 5 mg/lan, 2 1dn/ngay.

Tré ti 12 tubi tré 18n: Lidu t6i da 5 mg/ldn, 3 1an/ngay.

CHONG CHi BINH:

Qua man vGi thue hodc bat ky thanh phan nao cla thudc.

Glocdm goc dong hodc goc tién phong hep.

Bénh dudng niéu tdc nghén, bi dai. Nhugc co.

T4c hodc ban tic rudt, & dong G da day, mat truong Iuc rudt, ligt rudt, viem loét dai trang ndng,
phinh dai trang nhiém doc.

Ngudi cao tudi hodc suy nhudc ¢ gidm truong luc rudt.

Chay mau 6 ngudi c6 tinh trang tim mach khong &n dinh.

Khong dung cho tré dui 5 tudi vi chua xac dinh dugc dd an toan va tinh hiéu qua.

LUU Y VA THAN TRONG:

Oxybutynin clorid nén dugc st dung than trong & ngudi gia yéu va tré em (nhiing ngudi nay co
thé nhay c&m hon v6i téc dung cla thuc) va & nhiing bénh nhan c6 bénh than kinh tu quan
(chdng han nhu nhiing ngudi bi b&nh Parkinson), suy gan, thin va r6i loan nhu ddng rudt
nghiém trong.

R6i loan tiéu hod: Nhiing thuSc khdng cholinergic c6 thé lam gidm nhu dong rudt. Nén s dung
than trong G nhiing bénh nhan co rdi loan tic nghén dudng tiéu hod, mat truong luc rudt va
viém loét dai trang.

Thudc khang cholinergic nén sl dung than trong ¢ nhiing bénh nhéan cao tudi do nguy ca suy
giam nhan théc. Vi tac dung khadng cholinergic clia oxybutynin clorid, cac triu chiing atropin
nghiém trong c6 thé x&y ra trong thdi gian diéu trj véi oxybutynin, dc biét 12 & trd em. Mic do
nghiém trong clia cac triéu chiing nay cé thé yéu cdu diéu chinh liéu hodc ngung diéu tri.

'U/



Oxybutynin clorid c6 thé 1am nZng thém nhip tim nhanh (va do cudng gidp,suy tim sung huyét,
loan nhip tim, b&énh mach vanh, tdng huy&t 4p) rdi loan nhan thic va triéu chitng phi tuyén tién
‘liét. ’

Téc dung 18n hé than kin.h trung uong cla thudc khang cholinergic (nhu do gidc, kichddng, 10

lAn, ngll ga) da dugc béo cdo; dé nghi gidm sat ddc biét trong nhiing thang dau tién sau khi bat

d4u diéu tri hodc tang liéu; xem xét ngung thudc hodc giam liéu néu tac dung Ién hé thdn kinh
trung udng clia thudc khéng cholinergic tién trién.

Vi oxybutynin c6 thé gy tdng nhdn ap goc hep, bénh nhan nén dugc khuyén dén bac sT ngay

lap tiic n€u nhan thdy dot ngdt bi mat thi luc hodc dau mat.

Oxybutynin c6 thé gay gidm d6 md hoi; trong moi trudng nhiét do cao c6 thé din t6i say nong.

N&u cd nhiém tring dudng tiét niéu, nén bat d4u liéu phap diéu tri khang khudn thich hop.

Oxybutynin clorid dugc xem 1a khong an toan ddi v6i b&nh nhan rdi loan chuyén hod porphyrin

do thudc dd dugc chiing minh 1a c6 gay r6i loan chuyén hod porphyrin & dong vat va in vitro.

S dung lau dai c6 thé dan dén gia tdng sau ring, nha chu hoic bénh ndm Candida miéng do

gidm hodc (c ché tigt nuéc bot. Thudng xuyén kiém tra rdng trong qué trinh diéu tri 1au dai.

Can chiam séc didc biét nhiing bénh nhan thoat vi khe thuc quéh/tréo ngudc da day va/hodc

nhiing ngudi dang dung déng thoi véi thudc (nhu bisphosphonat) ¢ thé gay ra hodc lam trdm

trong thém viém thuc quan, nhu thuéc khdng cholinergic c6 thé 1am ndng thém tinh trang nay.

Bénh nhan c6 van dé vé di truyén hi€m gdp khong dung nap galactose, thi€u hut lactose Lapp

hodc kém hap thu glucose-galactose khong nén dung thude nay.

Tré em

Oxybutynin clorid khong dudgc khuy&n céo s dung cho tré dusi 5 tudi vi dif liéu an toan va hiéu

qua diéu tri chua day du.

Béng ching han ch& vé viéc sl dung oxybutynin & tré dai ddm dém don triéu ching (khong lién

quan dén bang quang co that).

G tré em trén 5 tudi, oxybutynin clorid nén dugc ding than trong do tré c6 thé nhay cam han

véi tac dung cla thudc, dic biét 1a cdc phan (ng khong mong mudn trén than kinh trung uong

va tam thén.

— Phu nif ¢6 thai: Chua c6 di dif liéu vé viéc st dung oxybutynin trong thoi ky mang thai. Cac
nghién cifu trén dong vat cho thdy cd dgc tinh sinh sdn nhd. Cac nghién clu trén dong vat
chua dii d€ phén anh téc dung trén thdi ky mang thai, su phat trién phoi thai/thai, sinh dé
hodc phat trién sau khi sinh. Nhiing nguy co tiém &n d6i v6i con ngudi 1a chua ré. Khong
nén st dung oxybutynin trong khi mang thai trir khi that sy cén thiét.

- Phy nif cho con bii: Oxybutynin dugc bai ti€t vao siia me. Khong khuyén cdo ding
oxybutynin trong thoi ky cho con ba.

- Téc déng cia thudc khi 13i xe va vdn hanh mdy mdc: Phai than trong khi Iai xe hodc van
hanh may vi thudc c6 thé gay budn ngli hodc nhin md.

TAC DUNG KHONG MONG MUON:

Thudng gép, ADR > 1/100: %




Toan than: Hoa mét, chéng mit, dau ddu, IAn Ion, ngli ga, mat ngl, finhbtrang kich thich, suy
nhugc, khd da, phat ban.

Tiéu héa: Khd miéng, budn non, non, tdo bon, tiéu chay, trdo ngudc da day - thle. quan, kho
tiéu, day hai, dau bung.

M4t: Khé mat, nhin md.

Tiét nidu: Bi dai, viem bang quang, nhiém khu&n dudng tiét niéu.

Ho hap: Ho, kho mii va niém mac xoang, viém mii, viém xoang, viém hong, viém phé quan,
hdi ching cam.

Tudn hoan: Gian mach hodc tang huyé't ap.

Xuong - khép: Dau khép, dau lung.

It gdp, 1/1000 < ADR < 1/100:

Toan than: Chan #n,s6t, mit do biing, phi mach, yéu mét.

M&t: Giam thi luc, gidn dong t, ting nhan &p, liét co thé mi.

Tiéu héa: Kho tiéu, giam nhu dong dudng tiéu hoa.

Thén kinh trung uong (khi dung liéu cao): Kich dong, mat dinh huéng, &o gidc, co giat (nguy co
cao G tré em).

Tuan hoan: Tim dap nhanh, loan nhip tim.

Da: Man cadm &nh séng.

NG tiét: Liét duong, giam bai tigt sia.

Phan (ing di (ng ndng: Phat ban, may day, cac phan (ing da khéc.

Lam gidm tiét md hoi, ddn dén cadm gidc nong va ngat trong moi trudng nong.

Théng bdo cho bac sT nhifng tic dung khéng mong mudn gap phai khi si dung thuéc.
TUGNG TAC THUOC:

Nén than trong khi st dung déng thai oxybutynin véi cac thusc khéng cholinergic khéc vi c6 thé
dén dé&n 10 1An & ngudi 16n tudi.

Hoat tinh khéng cholinergic cla oxybutynin dugc ting I1&n khi st dung dong thoi véi cac thudc
khéng cholinergic khac hodc céac thudc cd tinh khdng cholinergic nhu amantadin va céac thudc
chéng Parkinson khang cholinergic (nhu biperiden, levodopa), khang histamin, thudc chong loan
thdn (nhu phenothiazin, butyrophenon, clozapin) quinidin, digitalis, thudc chdng trdm cdm ba
vong, atropin va cac hop chat co lign quan nhu thudc chéng co thdt tuong tu atropin va
dipyridamol. ‘

Do gi&m nhu dong da day, oxybutynin ¢ thé anh hubng dé&n su hdp thu clia cac thudc khéc.
Oxybutynin ciing ¢6 thé lam gidm céc tac dung dudng tiéu hod clia metoclopramid and
domperidon.

Oxybutynin dudc chuyén hod bdi cytochrom P450 isoenzym CYP 3A4. Dung dong thoi v6i céc
thusc Gc ch& CYP 3A4 c6 thé Gc ch& chuyén hod oxybutynin va gia ting phci nhiém véi
oxybutynin. Can luu y khi st dung dong thoi thudc khdng ndm nhom azol (vi du ketoconazol)
hodc thudc khéang sinh nhém macrolid (vi du erythromycin) véi oxybutynin.

Oxybutynin c6 thé d6i khang véi céc liéu phap diéu hda nhu dong. 7/




Kha ning tan clia nitroglycerin ding dudng ngdm dudi IGi co thé gidm'do kho miéng. Bénh
nhan dung nitroglycerin ngdm dudi Iugi can biét ho nén lam &m miéng vGi UG hodc vai mot it
huéc trude khi dung. '

SU dung dong thoi oxybuty'nin v6i itraconazol dan dén ting gdp 2 I4n ndng do oxybutymin trong
huyét tuong, nhung chi ting 10% chat chuyén hod c6 hoat tinh. Su tuong tac nay co g it lién
quan dén lam sang.

SU dung ddng thdi véi cac thudc Gic ché-enzym cholinesterase ¢ thé lam gidm hiéu qud cla
thudc Gic ché enzym cholinesterase.

Bénh nhan cén dugc thong béo rang rugu co thé 1am gia ting budn ngl dudgc gay ra bdi cac
thue khang cholinergic nhu oxybutynin.

QUA LIEU VA CACH XU TRI:

Triéu chung:

Céc triéu chlng trén than kinh trung uong bao gém run, d& bj kich thich, mé sang, hung phén,
do gidc, co giat.

Céc triéu ching tim mach: B4 bung, nhip tim nhanh, ting huyét ap hodc ha huyét ap, loan nhip
tim.

S6t, budn ndn, ndn, mat nudc, bi dai cd thé xay ra.

Qué liéu nghiém trong cé thé gay liét, suy hd hdp, hon mé.

piéu tri

Bao gdm diéu tri triéu chiing va diéu tri hd trg. Sau ubng qua liéu oxybutynin, riia da day ngay
hodc gay non. Chéng chi dinh gdy ndn & ngubi tién hon mé, dang co gidt hodc tinh trang loan
tam than. C6 thé dung than hoat va thudc tdy. C6 thé tiém tinh mach physostigmin.

Diéu trj s6t bdng chudm da hodc céc bién phap lam lanh khéc.

Duy tri hd hdp nhén tao néu ngudi bénh bj liét cac co hd hap.

TRINH BAY: Hop 3 vi x 10 vién nén.

BAO QUAN: § nhigt do dusi 30°C, noi khd réo, tranh &nh sang.

HAN DUNG: 36 thang ké tir ngay san xudt. Khong dung thudc khi qua han sir dung.

THGI GIAN XET LAI T3 HUGNG DAN SU DUNG:

DE XA TAM TAY TRE EM.

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHi DINH.

NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST .

Nha san xuét:

“GHE rly

E H :Tg A;D ii /‘

z 5 o) 4 >

?4,7' N\& ,“\r“ L\ TUQCUC TRUONG
e “”‘“‘“’“’"% P. mdcmf PHONG
CONG TY CO PHAN DUGC PHAM OPV ] /’/f v HHiino
L6 27, budng 3A, Khu Cong Nghiép Bién Hoa I, Thanh pho Blen{ioa Tinh Dong Nai. f

DT: (061) 3992999 Fax: (061) 3835088 ‘V/

_}
%‘%@,



