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SGY TETP HO CHI MINH
CONG TY €O PHAN DUQC PHAM MEDBOLIDE

QW /01“

Cong Hoa Xa Héi Chi Nghia Viét Nam

Péc lap - Tu do - Hanh phuc

MAU HOP 3 vi x 10 vién
Vién nén bao phim EGUDIN 10

Co.ng th e . CHI BINH, LIEU DUNG - CACH DUNG, CHONG CHI DINH VA CAC THONG TIN KHAC:
Solifenacin succinate ......... 10Mg  yin doc trong t& hudng din st dung

Taduoc ... vd 1 vién nén bao phim Bio quan

SPK: Noi kho rdo, tranh anh sang, nhiét d6 khong quéa 30C

SJD1 :Bbunp de uenyd nail

:bunp uéy

XS AeBN

XS 9195

RX Thudc béan theo don

Vién nén bao phim

EGUDIN 10

Solifenacin succinate 10 mg

Cong ty dang ky:
Cong ty C6 phan Dugc pham MEDBOLIDE
Phong 09, Lau 10, Toa nha The EverRich 1, 56 968 Duting 3/2,
Phuding 15, Quan 11, Thanh Phd HG Chi Minh

Cosdsanxuat:
Cong ty C phan Dugc pham ME DI SUN
521 An Loi, Hoa Lgi, Bén Cét, Binh Duong, Viét Nam
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THANH PHAN: Cong thirc cho 1 vién nén bao phim:

Vién nén bao phim EGUDIN chura hoat chit chinh 1 solifenacin succinat v&i ham luong nhu sau:
EGUDIN 5 chtra solifenacin succinat 5 mg
EGUDIN 10 solifenacin succinat 10 mg

Ta dugc: thanh phan ta dugc vira di cho 1 vién nén bao phim EGUDIN bao gom: lactose monohydrat,
povidon K30, pregelatinized starch, magnesi stearat, hydroxypropyl methyl cellulose 606,
hydroxypropyl methyl cellulose 615, polyethylen glycol 6000, talc, titan dioxid va mau vang Quinolin
(EGUDIN 5) hodc mau do6 sat oxid (EGUDIN 10).

DANG BAO CHE: Vién nén bao phim

DUQC LUC HQC

Co ché tac dung:
Solifenacin 1a mdt chit dbi khang canh tranh véi thu thé muscarinic. Thu thé muscarinic la thu thé dong vai tro
trung gian quan trong trong chirc nang cua hé cholinergic (than kinh ddi giao cam), bao gom gay co thit co tron
bang quang va kich thich tiét nudc bot.

Tac dung dwoc luc:
Viée diéu trj bang solifenacin succinat licu 5 mg va 10 mg mdi ngay da dugc nghién ctu trong mot sO thir nghi¢m
lam sang ngau nhién, c6 ddi chirng, mu d6i 6 nam gidi va phu nir c6 bang quang tang hoat dong. Két qua cho thay
caliéus mg va 10 mg déu co sy cai thién dang ké ve cdc chi tiéu chinh va phu so v6i gia duoc. Hi¢yqua duogc quan
sat trong vong mot tudn sau khi bét diu didu tri va on dinh trong 12 tuan. Nghién cir u ma dai hantho thiy hiéu qua
duoc duy tri trong it nhét 12 thang. Sau 12 tudn diéu tri, khoang 50% bénh nhan bi tiéu khong g chu tr udce khi diéu
tri khdng con tinh trang trén, va thém 35% bénh nhin giam dugc s6 lan di tiéu xudng dudi 84an/ ngay. Diéu tri cac
tri¢u ching cua bang quang tang hoat dong ciling mang lai loi ich khi do luong (gt s6 chytiéu vé chét lugng cude
song, nhu nhin thire chung vé sire khog, tic dong cia ching tiéu khong tu chu, g vé vai tro, gioi han vé thé
chit, giéi han vé xd hoi, cam xuc, mirc dd ning cua tridu chimg, cic bién phap d§ mirc do ning va gidc ngd/ sinh
lure.

DUQC PONG HQC

Hap thu:
Trén ngudi tinh nguyén khoe manh, ndng dd dinh trong huyét tuong (Cyy.) ctia solifenacin dat duge trong vong 3
gid sau khi uong O trang thai 6n dinh, C,, dat khoang 32,3-62,9 ng/ml, tuong (g voi liéu 5 va 10 mg. Sinh kln
dung tuyét d6i cua solifenacin khoang 90%. Nong d¢ solifenacin trong huyét tuong ty 1¢ thudn véi lidu dung. Thic
in khong anh hudng dén hip thu cua solifenacin.

Phdn bé:
Solifenacin gin két véi _protein huyét tuong nguoi voi ty 1¢ khoang 98%, chu yéu véi al-acid glycoprotein.
Solifenacin dugc phén b cao dén ciac md khong thudc hé thin kinh trung uong (non-CNS), thé tich phan bo trung
binh ¢ trang thai on dinh la 600L.

Chuyén héa:
Solifenacin duoc chuyén hoa & gan, con dudng thai trir chinh la thong qua CYP3A4; tuy nhién, van ton tai con
dudng trao dbi chat thay thé khac. Cac dudng chuyén hoa chinh cua solifenacin la thong qua su oxy hoa vi tri N cua
vong quinuclidin va hydroxyl hoa vi tri 4R ctia vong tetrahydroisoquinolin. Mot chit chuyén hoa cé hoat tinh 1a 4R-
hydroxy solifenacin (xuét hién & nong dé thip, hoat tinh 1am sang khong dang k&) va ba chat chuycn hoa khong
hoat tinh (N-glucuronid, N-oxid va 4R-hydroxy-N-oxid cua solifenacin) da duoc tim thiy trong huyét tuong nguoi
sau khi uong.

Thai tru:
Sau khi dung lidu 10 mg cua [*C]-solifenacin succinat trén ngudi tinh nguyén khoe manh, 69,2% lidu duoc thu hoi
trong nudc tidu va 22,5% trong phan sau hon 26 ngay. Dudi 15% licu ding dugc thu hon trong nudc tiéu dudi dang
solifenacin khong chuyén héa. Cac chit chuyén hoa chinh dugc xdc dinh trong nude ticu la N-oxid cta solifenacin,
4R-hydroxy solifenacin va 4R-hydroxy-N-oxid cua solifenacin; trong phin la 4R-hydroxy solifenacin. Thoi gian
ban thai cua solifenacin khi ding dai han la khoang 45-68 gio.

* Poi twgng dic biét:

Ngudi cao tuoi:
Nghién ctru trén tinh nguyén vién cao tudi (65-80 tudi) cho thiy Cpu, AUC va thoi gian ban thai cua solifenacin
cao hon khoang 20-25% so véi cac tinh nguyén vién tré (18-55 tudi).

Tré em:
Dugc dong hoc cua solifenacin chua dugc thanh ldp & bénh nhi.

Gidi tinh:
Dugc dong hoc cuia solifenacin khong bi anh huong dang ké boi gioi tinh.

Chuing téc:
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S6 lugng cac dbi tugng thude cac ching toc khic nhau duoc nghién ciru kh huong cua
chung tdc trén dugce dong hoc cua solifenacin.

Bénh nhan suy than: :
C6 su gia tang gdp 2,1 lan AUC va tang gap 1,6 lan thoi gian ban thai cua sol OTX SR /aPag pliy than ning.
Liéu solifenacin succinat 16n hon 5 mg khong dugc khuyén khich ¢ bénh nhan sujgraitaang(CICA 30 ml/ phat).

Bénh nhan suy gan: :
Co su gia tang 35% AUC va tang gap 2 lan thoi gian ban thai cua solifenacin & bénh nhén suy gan trung binh. Licu
solifenacin succinat 1é6n hon S mg khong duoc khuyén khich & bénh nhan suy gan trung binh (Child-Pugh B).

QUY CACH PONG GOI: Hop 3 vi x 10 vién

CHi DINH
Diéu tri triéu chirng tiéu khdng tw chu do théi thuc (tiéu son) va/ hodc tiéu nhicu lan va tiéu gap & bénh nhén bj hoi
chirng bang quang tang hoat dong.

LIEU DUNG VA CACH DUNG

Liéu diing: tinh theo lidu cua solifenacin succinat

Ngudi 16n (bao gom ngudi cao tudi):

Liéu khuyen céo thong thudng 1a 5 mg, mdi ngay mot lan. Néu liéu 5 mg dugc dung nap tét, co thé ting lidu dén 10
mg mdi ngay mét lan.

Tré em: )

An toan va hiéu qua cua solifenacin & tré em chua dugc thiét 1ap. Do d6 khong nén ding thudc nay cho tré em.

Bénh nhén suy thén: i

- Bénh nhén suy than nhe dén trung binh (CICr > 30 ml/ phat): khong cén diéu chinh licu.

- Bénh nhén suy than ning (CICr < 30 ml/ phit): liéu hing ngay khong vuot qua 5 mg.

Bénh nhén suy gan:

- Bénh nhén suy gan nhe: khong can diéu chinh lidu.

- Bénh nhan suy gan trung binh (Child-Pugh B): li¢u hing ngay khdng vuot qua 5 mg.

Ngudi dang dung thude e ché manh CYP3A4 (vi du: ketoconazol, itraconazol, ritdgavir, 1

khong vuot qua 5 mg.

Céch ding: EGUDIN nén duge nudt nguyén vién véi nude. Co thé dung trong hay ng

CHONG CHI PINH

- Bitiéu.

- Udich da day.

- Glaucoma goc hep khong kiém soat.

- Suy gan nang (Child-Pugh C).

- Qua man v&i bat ky thanh phan nao cta thude.

THAN TRONG

- Phu m'lch & mdt, mdi, ludi va/ hodc thanh quan da dugc bio cao khi st dung solifenacin, xay ra vai gio sau lidu déu
tién hodc sau khi uong nhiéu liéu. Phu mach két hop véi pha né dudng hé hip trén co thé de doa tinh mang. Néu
phit mach & ludi, hau dudi va thanh quan xay ra, nén ngung solifenacin ngay va dung bién phap thich hop dé dam
bao dudng tho cua bénh nhan. Hlem gap phan (g phan v¢ ¢ bénh nhan sir dung solifenacin succinat. Khong nén su
dung thudc & bénh nhan c6 qua min da biét hodc nghi ngd vai solifenacin succinat. O nhig bénh nhin bi phin
ung phan vé, nén ngung solifenacin succinat va sir dung bién phap tri liéu thich hop.

- Céc tac dung khéang cholinergic da duoc bio cdo khi st dung thude, bao gdm nhire déu, 10 14n, do giic va budn ngu.
Bénh nhén can dugc theo ddi cac ddu hidu trén, dic biét 1a sau khi bit dau didu tri hodc tang lidu. Tu van cho bénh
nhén khong nén lai xe hodc van hanh may moc hang nang cho dén khi biét rd anh huong cia thude. Néu bénh nhan
gdp phai cac hiéu ing khang cholinergic, viéc giam licu hodc ngung thude nén duge xem xét.

- Sir dung than trong trén cic ddi tuong:

o Bénh nhén bi tic nghén bang quang co y nghia lam sang vi co thé gy bi tiéu.

o Bénh nhén cé giam nhu dng rudt.

o Bénh nhan dang duoc diéu tri glaucoma goc hep.

o Bénh nhan suy gan, suy than.

o Bénh nhan co tién sir bi kéo dai khoang QT hodc bénh nhan dang ding thude lam kéo dai khoang QT.

PHU NU MANG THAI
Chua c6 nghién ciru dy du tac dong cuia solifenacin trén phu nit mang thai. Solifenacin khong nén str dung & phu
nir mang thai trir khi loi ich cho me 16n hon nguy co cho thai nhi.

PHU NU' CHO CON BU
Chua co nghién ctru vé sur bai tiét cua solifenacin vao sita me. Cac div liéu trén dong vat cho thiy solifenacin €0 bai
tiét vao sira. Can can nhic giira loi ich cta viéc cho con bu va loi ich cta viée diéu tri cho ngudi me dé quyét dinh
cho tré ngung bi hodc ngung/ tranh st dung solifenacin.

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC
Nhu cac thude khang cholinergic khac, solifenacin cé thé gdy md mét, budn ngu va mét moi, do do khong nén lii
xe hay van hanh may méc trong khi dung thude.

TUONG TAC THUOC

Thuoc chuyén hoa boi cytochrom P450:

finavir): licu hang ngay

ai btra an.




gan nguoi.

Cac thudc trc ché CYP3A4:
Nghién ctru chuyén hoa thudc in vitro cho thdy solifenacin la chat nén cid
trc ché CYP3A4 c6 thé 1am thay dbi dugc dong cua solifenacin.

Ketoconazol:

Sau khi dung liéu 10 mg solifenacin succinat ddng thoi voi 400 mg ketoconazol (mot chit trc ché manh CYP3A4),
Cpax trung binh cua solifenacin tang 1,5 lan va AUC tang 2,7 lfm twong Ung. Do d6, khong nén ding lidu
solifenacin succinat vuot qua 5 mg khi ding dong thoi vai ketoconazol hodc cht tre ché manh CYP3A4 khic.

Thuéc tranh thai dwong uong:
Su hién dién cua solifenacin khong c6 anh huong dang ké dén ndng do huyét tuong cua thudc tranh thai két hop
(ethinyl estradiol/ levonorgestrel).

Warfarin:
Solifenacin khong anh hudng dang ké dén duoc dong hoc ciia R-warfarin hodc S-warfarin.

Digoxin:

Solifenacin khong anh hudng dang ké dén duoc dong hoc cta digoxin (0,125 mg/ ngay) ¢ ngudi khoe manh.

TAC DUNG KHONG MONG MUON (ADR)

Théng bao cho bac si cac tac dung khong mong muén gap phai khi ding thuéc

Do tac dung dugc ly cua solifenacin, thudc co thé gay tac dung khang cholinergic khong mong mudn (noi chung) mure

d6 nhe hodc trung binh. Tan suat clia cac tdc dung khang cholinergic khong mong muodn phuy thudc vao lidu.

Cac tdc dung khong mong muon da duogc bdo cdo co lién quan dén solifenacin duoc liét ké trong bang dudi ddy theo hé

co quan va tan suat. Cac tan suit duoc phan loai nhu sau: rdt thudng gap (= 1/10), thuong gap (= 1/100 dén < 1/10), it

gdp (= 1/1.000 dén < 1/100), hiém gdp (= 1/10.000 dén < 1/1.000), rét hiém gap (< 1/10.000) hodc chua rd (khong thé
ude tinh tir dit liéu dang c6 sin).

Hé co quan Rt thudng gip |Thuong gip [it gip Hiém gip |RAt hiém gip Ql/ura ré
Nhiém tring va ky Nhiém tring
sinh trung duodng ticu
Viém bang
quang
R&i loan hé mién Phan ung phan
dich ve*
Réi loan chuyén Chan an*
hoa va dinh dudng Tang kali mau*
R&i loan tim than Ao gidc* Mé sang*
R61 loan tinh
than*
Réi loan hé than Budn ngu Chong mat*
kinh Loan vi gidc Nhire dau*
Réi loan mit Nhin mo Kho mit Glaucoma*
Réi loan tim Xoidn dinh*
Kéo dai khoang
QT*

Rung nhi*
banh trong nguc*
Nhip tim nhanh*

Roi loan hé hap, Khé mui Ching kho phat
nguc va trung that am*
Roi loan duong  |Kho miéng Tao bon Trao nguoc da  [Tdc nghén Liét rugt*
tiéu hoa Budn ndn day — thuc quan |dai trang Kho chiu o bung*
Kho tiéu Kho hong Phén ran
Pau bung Non*
Roi loan gan mat R&i loan chire

nang gan*

Xeét nghiém chue
ning gan bit
thuong*

Réi loan da va md Kho da Nglra* Ban do da dang* |Viém da troc vay*

dudi da Noi ban*  [May day*
Pha mach*
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Roi loan co xuong Nhuoc co*
va mo lién ket

RO1 loan thin va Kho tiéu Bi tiéu Suy than*
tiét niéu

ROi loan chung va Mét moi

tai cho Phu ngoai bién

*Quan sat hau mai

Céch xir tri ADR:

Néu bénh nhan gap phai con di ung, phan mg da nghiém trong (vi du nhu phong rop da va 10t da) hodac phu mach (di

tng da dan dén phu né xay ra trong mé ngay bén dudi bé mit da), can ngung thudc ngay lap tirc va thong bio ngay cho

bac s dé co bién phap xir ly thich hop.

Viéc bdo cédo cac phan ung phu dang nghi ngo cua san pham la rat quan trong gitp cho cac chuyén gia cham soc suc

khoé c6 thé danh gia dugc cén bang loi ich va nguy co cuia san pham Bénh nhan can bao cao cho bac si bat ky tac

dung khéng mong mudn nao gip phai trong qua trinh str dung thudc, bao gom cac tac dung khong dugc ligt ké trong

bang trén.

QUA LIEU VA XU TRi

- Qua liéu solifenacin c6 thé din dén tac dung khang cholinergic nghiém trong va can dugc diéu tri phu hop. Cac
triéu chimg nhu gian dong tr, mo mit, run va kho da xdy ra vao ngay thir 3 ¢ ngudi tinh nguyén khoe manh udng
liéu 50 mg/ ngay (gip 5 lan lleu t6i da khuyén cao) va khoi trong vong 7 ngay sau khi ngirng thude.

- Trong truong hop qua lidu, tién hanh ria da day va st dung cac bién phap hd tro thich hop, theo ddi dién tim do
ciing duoc dé nghi.

BAO QUAN Noi kho rdo, tranh anh sang, nhiét do khong qua 30°C

HAN DUNG: 36 thang ké tir ngay san xuat

NGAY XEM XET SUA POI, CAP NHAT NQI DUNG:

Thuéc nay chi ding theo su ké don cuia bac st
Dé xa tam tay tré em
Poc ky hwong din sir dung truée khi diing
Néu cén thém théng tin xin héi y kién ciia bac st hodc dxo
Khong dung thubc qud han hodc kém plufm chit

. ~ Cososian Xudt:
CONG TY CO PHAN DU'(.):C PHAM ME DI SUN
521, An Loi, Hoa Loi, Bén Cat, Binh Duong

Co s dang ky:

CONG TY CO PHAN DUQC PHAM MEDBOLIDE
Phong 09, lau 10, toa nha The EverRich 1, s6 968, dudng 3/2, phudng 15, quan 11, TP, Hb Chi Minh

Ngay 20 thang 04 nam 2017
Giam doc
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i THONG TIN CHO BENH NHAN

A

ougc PHAM |+ VTEN NEN BAO PHIM EGUDIN

\MEDEOLIDE

L F R & hudc nay chi ding theo sw ké don cia bac st
P H g box o . g
2= Poc ky hudng dan si dung trude khi dung
Dé xa tam tay tré em
A

Théng bdo cho bdc st hodc dwoc si cdc tdc dung khong mong muén gap phai khi dang thuoc

THANH PHAN
Vién nén bao phim EGUDIN chura hoat chét chinh 1a Solifenacin succinat v&i ham lugng nhu sau:
EGUDIN 10 chira Solifenacin succinat 10 mg
EGUDIN 5 chtra Solifenacin succinat 5 mg

Céac thanh phan khac vira du cho 1 vién nén bao phim EGUDIN bao gdm: lactose monohydrat, povidon
K30, pregelatinized starch, magnesi stearat, hydroxypropyl methyl cellulose 606, hydroxypropyl
methyl cellulose 615, polyethylen glycol 6000, talc, titan dioxid va mau vang Quinolin (EGUDIN 5)
hodc mau do sit oxid (EGUDIN 10).

MO TA SAN PHAM
EGUDIN 10 c6 dang bao ché 1a vién nén tron, bao phim mau hong, mot mat co gach ngang, mot mat
dap chim hinh chir S.
EGUDIN 5 cé dang bao ché 1a vién nén tron, bao phim mau vang nhat, mgt mat c6 gach ngang, mot
mit dap chim hinh chir S.

QUY CACH PONG GOI
Hop 3 vi x 10 vién, vi nhém - nhom.

EGUDIN PUQC DUNG CHO BENH GI?

.

Thanh phan hoat chét trong EGUDIN la Solifenacin succinat la mot chat thugc nhém khang

cholinergic. Nhirng loai thudc nay dugc sir dung dé lam giam tinh trang hoat dong qua mirc cua bang /

quang véi céc triéu chimg bao gdm: tiéu khong tu chii do théi thic (tiéu son), phai di ticu thuong
xuyén hodc tidu gap.
SU DUNG EGUDIN NHU THE NAO?

- Luén ludn dung thude nay theo ding hudng dan ciia bac si. Kiém tra lai thong tin v
dugc si ciia ban néu co diéu gi khong chic chan.

- Ban nén udng ca vién thudc véi mot it chat long, c6 thé dung cung hodc khong cung voi thuce an.
Khong nghién vién thude.

- Liéu thuong dung la 5 mg moi ngay, trir khi bac s huong dan ban udng 10 mg moi ngy.

KHI NAO KHONG NEN DUNG EGUDIN?

- Néu ban c6 tinh trang bi tiéu.

- Néu ban c6 tinh trang da day hodc rudt nghiém trong (bao g6|11 hoi chirng phinh dai trang nhiém
ddc, mot bién ching lién quan dén viém loét dai trang).

- Néu ban bi nhugc co.

- Néu ban bi tang 4p luc trong mat, voi su giam dan thi lyc (ting nhan ap).

- Néu ban bj di img v6i Solifenacin hodc bat ky thanh phé‘m nao khac cua thude nay (duge liét ké
trong muc THANH PHAN).

- Néu ban dang chay than.

- Néu ban co bénh gan nang.

- Néu ban bj bénh than nang hoac bénh gan vua phai va d6|1g thoi dang duogc diéu tri béng cac loai
thude co thé lam giam viéc thai trur Solifenacin ra khoi co thé (vi du: ketoconazol). Béac si hay
duoc si s& thong bao voi ban néu truong hop nay xay ra.

Thong bao cho bac si cia ban néu ban ¢6 hodc timg ¢6 bat ky mot trong cac tinh trang néu trén trude

khi bat dau diéu tri véi EGUDIN.

TAC DUNG KHONG MONG MUON
Gibng nhu tit ca cac loai thude, EGUDIN ¢6 thé giy ra mot s6 tac dung phu, mic du khong phai voi
tat ca moi nguoi.
Néu ban bi phan tng di (mg, hodc phan (ng da nghiém trong (nhu phdng rop va bong troc da), phai
thong bao cho bac si hodc duge sT cua ban ngay lap tirc.

173




Ni (ng da dan t6i sung xay ra trong cac mo bén dudi bé mat da) vai tac nghén duong tho

'dLrQ'c bao cao & mot so bénh nhan sir dung Solifenacin succinat. Néu phu mach xay ra,

7

T Q g EGUDIN ngay lap tirc va tien hanh cac bién phap diéu tri thich hop.
agfthé giy ra mot so tac dung phu khac nhu sau:

O ;u (c6 thé anh hieong dén hon 1 trong 10 nguoi):
R niéng
DTG gap (c6 thé anh huong dén 1 trong s6 10 nguoi):
- Mo mat

- Téo bon, budn non, kho tiéu voi cac tri¢u chimg nhu day bung, dau bung, o, budn ndn, ¢ néng,
kho chiu da day
It gap (cé thé anh hiong dén 1 trong 100 nguoi):
- Nhiém tring dudng tiéu, viém bang quang
- Budn ngu, suy giam vi gidc
- Kho (kich thich) mat
- Kho mii
- Bénh trao nguoc da day-thuc quan, kho hong
- Khoda
- Tiéu kho
- Mét moi, phu chan
Hiém gap (c6 thé énh heong dén 1 trong 1.000 nguoi):
- Tich tu phan trong rudt gia
- Bitiéu
- Chong mat, nhirc dau
- Nobn
- Nagtra, phat ban
Rat hiém gap (c6 thé anh huong dén 1 trong 10.000 nguoi):
- Aogiac, 10 1an
- Noi ban dj ing
Khong ro (khong thé wée tinh dwoc tan 6 tir dit lidu c6 san):
- Giam sy them an, tang nong dd kali trong mau ¢6 thé dan dén nhip tim bat thuong
- Tang ap luc trong mat
- Thay déi dién tam dd (ECG), nhip tim bat thuong, cam thay nhip dip cta tim, nhip tir
- R&i loan giong néi: kho phat &m
- R&i loan chirc ndng gan, than
- Yéuco
Néu ban gip phai bat ky tac dung phu nao, bao gdm tac dung phu khong duogc liét ké trong to thong tin
nay, xin vui long thong bao cho bac si hoac duoc si cuia ban.
NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI PANG SU DUNG THUOC
NAY?
Thong bao cho béc si hodc dugc si ctia ban néu ban dang dung hodc gan day da dung cac loai thude
khac, dac biét quan trong la cac loai thude sau:
- Cac loai thudc khang cholinergic khac vi tac dung va tac dung phu cua ca hai loai thudc co thé
duoc tang cuong.
- Thudc thudec nhom cholinergic vi co thé lam giam tac dung cia EGUDIN.
- Thudc lam tang hoat dong cua hé tiéu hoa (nhu metoclopramid va cisaprid) vi EGUDIN co thé
lam giam hiéu qua cua chung.

.

- Céc loai thuéc nhu ketoconazol, ritonavir, nelfinavir, intraconazol, verapamil va diltiazem, vi s&
lam giam tdc do phan hay cuia EGUDIN trong co thé.
- Céc loai thudc nhu rifampicin, phenytoin va carbamazepin, vi chiing c6 thé 1am tang toc do phén
hiy cia EGUDIN trong co thé.
- Céc loai thudc nhu bisphosphonat, vi c6 thé gy ra hodc lam tram trong thém tinh trang viém cua
thuc quan.
CAN LAM GI KHI MOT LAN QUEN DUNG THUOC?
Néu ban quén udng mot liéu vao gio thuong 1€, hay udng ngay khi nho ra, trir khi do la thoi gian ding
lidu tiép theo cua ban. Khong bao gio udng nhiéu hon mot liéu trong mot ngay. Néu ban c6 nghi van,
luon ludn tham khao y kién bac si hodc dugc sicua ban.
BAO QUAN EGUDIN NHU THE NAO?
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- Dé xatam tay va tam nhin cta tré em.
- Khong str dung thude sau ngay hét han duoc ghi trén hop va vi.
DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU ,
Céc triéu chirng ctia qua lidu c6 thé bao gdm: dau dau, kho miéng, chong mit, budn ngl va md mat, a0
giac, dé bi kich thich qua murc, dong kinh (co giat), kho tho, nhip tim nhanh, tich tu nudc tiéu trong
bang quang (bi tiéu) va gidn dong tir.
CAN LAM GI KHI DUNG THUOC QUA LIEU ‘
Néu ban udng qué lidu khuyén céo, hodc néu c6 tré em vo tinh udng phai EGUDIN, can lién hé ngay
lap tirc voi bac sT hodc duoc st cuia ban.
NHUNG DIEU CAN THAN TRONG KHI DUNG EGUDIN
Théng bdo cho bac st cua ban néu ban co6 hodc ting ¢ bat ky mot trong cac yéu t6 sau day trudc Khi
bit dau diéu tri v6i EGUDIN: ,
- Néu ban c6 tic nghén bang quang hodc kho khan trong viéc di tiéu (vi du nhu dong chay nuéc tiéu
mong) vi nguy co tich ty nude tiéu trong bang quang (bi tiéu) cao hon cac bénh nhan khac.
- Néu ban c6 mdt s6 tac nghén trong hé théng tiéu hoa (tao bon).
- Néu ban c6 nguy co hé tI16ng tiéu hoa bi cham lai (chuyén dong da day va rudt). Bac si s€ thong
bao v&i ban néu trudng hop nay xdy ra.
- Néu ban bi bénh than nang.
- Néu ban c6 bénh gan vira phai.
- Né&u ban bj thoat vi hoanh hodc ¢ nong.
- Néubanco rdi loan than kinh (bénh than kinh tu cha).
- Néu ban da dugc bac si thong bao rang ban c6 van dé vé di truyén hiém gap khong dung nap
galactose, thiéu hut lactase hodc kém hap thu glucose-galactose.
Khong nén st dung EGUDIN néu ban dang mang thai trir khi thét can thiét.
Khong st dung EGUDIN néu ban dang cho con bl vi Solifenacin c6 thé bai tiét vao sita me.
EGUDIN c6 thé gy mo mét va doi khi budn ngti hodc mét moi. Néu ban bi bat cir phan (mg phu nao
nhu trén, khong lai xe hodc van hanh méay moc.
KHI NAO CAN THAM VAN BAC Si, DUQC S1?
- ch,:u ban can ding mt loai thudc méi trong khi dang dung EGUDIN.
- Néu ban dang mang thai hodc cho con bi, hay hoi bac si hodc dugc si cua ban dé
trude khi ding thude nay.
Néu can thém thong tin xin hoi y kién cua bac st hodic dugc s
HAN DUNG CUA THUOC:
NGAY XEM XET SUA POI, CAP NHAT NOQI DUNG:

. ) San Xuiit tai: _
CONG TY CO PHAN DUQC PHAM ME DI SUN
521, An Loi, Hoa Loi, Bén Cat, Binh Duong

) _ Phén phdi béi:
) CONG TY CO PHAN DUQC PHAM MEDBOLIDE
Phong 09, lau 10, tda nha The EverRich 1, s0 968, duong 3/2, phuong 15, quan 11, TP. HCM
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