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Hiedng ddin st dung thudc cho nguecri bénh

GENURIN' Vién nén bao phim
Flavoxate hydrocloride 200 mg
Doc ky hudng din sit dung trweéc khi diing
e 'thude xa tim tay va tim nhin ciia tré em.
Thing bdo ngay cho bdc st hode durgre sT
nhitng tdc dung khéng mong mudn gip phdi khi sir dung

THANH PHAN

Hoat chét: Fl hydrocloride 200 mg

Td diegre: Tale, macrogol stearate, lactose, magnesi stearate, povidone, titan dioxyde, cellulose vi tinh the), carboxymethyl-starch, macrogol 6000,
hypromellose.

MO TA SAN PHAM - QUY CACH DONG GOl

Vién nén bao phim mau tring, dwoc dap chir F200.

Hop 2 vix 15 vién nén bao phim ddng trong vi nhdm/ PVC.

THUOC DUNG CHO BENH GI?

Genurin dwoc chi dinh d&'1am gidm triéu chifng tiél khd, tiéu gdp, tiél dém, dau bing quang ving trén xwong mu, lim gidm s8 1dn tigh khong
ki€m sodt ¢6 the'xdy ra trong viém bing quang, viém tuy&n tiéh liét, viém niu dao, viém niéu dao bing quang, viém nigu dao tam gidc bang quang.
Ngoéi ra, thuc cdn dugre chi dinh d8'Tam gidm co thit nigu dao-bing quang do dit 8ng thong, soi bing quang holc liru 8ng théng tig; tnrore khi
ni soi bang quang hoiic diit 8ng théng tié; cde di chimg do phiu thujt dwong ti€t nigu dudi.

NEN DUNG THU%C NAY NHU THE NAO VA LIEU LUQNG?

Cich diing: dwdmg udng.

Ligu ding:

Nguedri lom (bao gbm cd bénh nhdn cao woi): 1 vién x 3 18n/ngdy.

Tré em (nr 12 — 18 uéi): | vién x 3 lin/ngdy.

Nhi khoa: khong nén ddng Genurin cho tré em duwdi 12 tudi.

KHI NAO KHONG NEN DUNG THUOC NAY? )

Khong ding flavoxate cho cdc bgnh nhin c6 céc tinh trang tic nghén sau: the mon vi holic thc t4 tring, céc chn thwong gay thc rudt, rudt mét tinh
gidin, xudt huy&t dudmg tiéu héa, bénh 1y niéu tic nghén cla dwong tiét nidu dwdi.

Qud méin v&i flavoxate hydrocloride hofic véri bt cir thanh phén ndo cla thudic.

TAC DUNG KHONG MONG MUGN

Trong béng diriri ddy, cdc phin (mg phu dwrge béo cdo va liét ké theo nhdm hé cor quan va tdn s8 xuit hién: rit thuomg gip (= 1/10); thuomg gip
(= 1/100 d&n < 1/10); it gép (= 1/1.000 d&n < 1/100); hi€m gip (= 1/10.000 d&n < 1/1000); rt hi€m glp (< 1/10.000); chwra biét (khong the dyr
dodn dwore tin s§ xudt hign tr céc dir liéu hién c6). Trong mdi nhém tan 58, cdc phin img phy quan sat dirgre trinh bay theo thi tw gidm ddn mire

49 nghiém trong.
H¢ cor quan Rt hiém gdp Chira biét
R3i loan méu v h bach huy&t Téing bach c8u eosin, gidm bach cfu
Rdi loan hé mién dich Phin (mg qud min
R&i loan tim than Cing thing, 16 Vin tam than
(@i biés & nguivi cao )
R&i loan h¢ thn kinh Bu&n ng, chéng mit, nhirc diu
R&i loan & mit Nhin mé, 81 loan digu ti€t thj gidc,
ting nhiin dp
R loan & tai v tai trong Chéng mit
| R&i loan tim mach Dinh trng ngye, nhip tim nhanh
Réi loan tiéu hda Tiéu chdy, khé miéng, khé tiéu, khé nudt,
bu &n nén, nén. Budn ndn va
néin s& hét khi ugng thudc lic no.
Rdi loan gan mét Ving da, r&i loan gan,
men gan bt thuomg
Rdi loan da va cdc md duwdi da Phi mach, mé& day, hdng ban, ban, ngira
| ROilonthgnvatiétnigy [Tiewkhd
R&i loan tong thé’ va diéu kién noi ding thudc Mét mdi, siit cao

NEN TRANH DUNG NHUNG THUGC HAY THUC PHAM G KHI PANG SU DUNG THUGC NAY?

Chura c6 nghién ciru twomg tde thudc nito dugre tién hanh.

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUGC?

Khong ding liu gip d6i d&'bi vio lidu dd quén.

CAN BAO QUAN THUGC NAY NHU THE NAO?

Bdo quan noi kho réo, nhi&tdbkhﬁmgqu_é?:ﬂ“&

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU?

Cho d&n nay, chura ghi nhin tnromg hop ndo qud lidu.

Céc ddu hiéu va trigu chimg khi ding qu li€u déng k& cia Genurin dirge dir dodn 14 twong tr nhur céc thudic khng cholinergic khéc. Céc ddu
higu va triéu chimg ndy thuomg lién quan d&n céc digm cudi ctia thih kinh ty trj va ndio b3, gdm c6 budn ndn, ndn, dd bimg mit, gidn ddng bk,
kho miéng va lui, da khd néng, s5t, nhjp xoang nhanh, ting huyét dp, mA't digu hoa, rung gidt nhin ciu, budn ngl, mé sdng, kich dong va do thi
gide. ft gip hom, céc diu hiéudi;cmmgwﬁnthﬁnduﬁnhdﬁcuiachﬂk]ﬁngcholinagicbaogﬁmruuggialw,hénmé,cogii(,ﬁ%lowdin
truy&n tim vi r8i loan nhip tim, truy tim mach, liét rudt, bi tiéh.

CAN PHAI LAM GI KHI DUNG THUGC QUA LIEU KHUYEN CA0?

Tién hinh diu trj h tro va theo ddi trong vong 6 gity sau khi udng thudc.

NHUNG DIEU CAN THAN TRONG KHI DUNG THUGC NAY?

Thén trong khi diing thudc

Céin than trong khi dilng Genurin & bénh nhan nghi ngér bj ting nhdin dp, dic biét cc tnrdmg hop bj ting nhén dp gée ding.

Khi c6 nhiém khuzn dwomg ti€t nidu, nén diing flavoxate phiSi hop v liu phép chng nhiém khuah thich hep.

Khéng nén diing thufic nity khi bénh nhéin ¢6 viin d€ v& bénh di truy&n hiém gip nhr bit dung nap galactose, thi€u hut men Lapp lactose hay kém
hilp thu glucose-galactose.

Kha néing bj ri loan da diiy-rudt (budn nén, nén) bién mét khi diing thudc lic no.

Trromg hop xuit hién trang thii ngd lo mo, nén gidn khodng céch ding thufic.

Phy nir ¢6 thai

Nén trdnh diing Genurin & phu nit mang thai trir khi khéng c6 thuc thay thé an toén hon.

Phu nif cho con b

Nén thin trong khi ding thuc nay cho phu nir cho con bi.

Téc dfng clia thudc trén kha nang 14i xe vi vin hanh mdy méc

Nén thin trong khi diing thudc niy cho nguri lai xe va vin hanh mdy mée vi ¢6 the’ gy budn ngu, nhin mer va chéng mit.

KHI NAO CAN THAM VAN BAC SI?

Phu nir ¢ thai va cho con bii, nén hoi § ki€n bdc si trudre khi ding.

Néu céin thém thdng tin xin héi ¥ ki€n béc sT hodic dugc si.

HAN SU DUNG CUA THUGC

36 thang k&'tir ngy sdn xuflt. Khng ding qud ngay hét han diing ghi trén bao bi.

TEN, PIA CHI CUA CO'SO'SAN XUAT

RECORDATI INDUSTRIA CHIMICA E FARMACEUTICA S.PA.

Via Civitali, 1 - 20148 MILANO (MI) - Y
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Hurémg diin sir dung thudc cho cdn bj y 1&

GENURIN Vién nén bao phim
. Flavoxate hydrocloride 200 mg
THANH PHAN
Hogt chdt: Flavoxate hydrocloride..............u........ 200 mg
T4 dugre: Tale, macrogol stearate, lactose, magnesi stearate, povidone, titan dioxyde, cellulose vi tinh the], carboxymethyl-starch, macrogol 6000,
hypromellose.

DANG BAO CHE - QUY CACH PONG GOI
Hiyp 2 vi x 15 vién nén bao phim déng trong vi nhém/ PVC.

CAC PAC TINH DUQC LY

Durgre lure hoe

Nhém durgre 1 thuBic chéing co thiit dwomg tiét niéu - flavoxate.
M ATC: GO4BDO2

Cor ché tic dong

Flavoxate hydrocloride (va cht chuy#h héa chinh ciia né, methyl flavon carboxylic acid - MFCA) Ta chi't chi¥ng co thit chon loc & dudmg ti€t
nigu, Trong cic nghién ciru trén dfng vit va trén nguiri, flavoxate hydrocloride d& dwge chimg minh 12 ¢6 tic dung ch@ng co thit tmrc ti€p trén
céc sgri cor trom.

Co ché tac dong lién quan dén s tich tu ndi bio AMP vdng vA téc ddng chen calci. Thubc e ché sir co thit bing quang gy ra béri cdc chit chi
véin khdc nhau hofic do kich thich dién va irc ch& tin s& co thit lim trdng bing quang. Thudc 1am ting dung tich bang quang, lam gidm nguomg
va dp lyc tiéu tién.

Ngodi ra, cdc nghién ciru trén ddng vt cho thily flavoxate hydrocloride c6 tinh chit gidm dau va giy t2 tai chd.

Flavoxate khing c6 dnh hudmg déing k&' trén chire ning tim hodc hé hap.

Durgre dfng hoc
Hip thu

Céc nghién ciru trén nguiri cho thiy flavoxate ding udng duge hip thu dE ding qua dwdmg tiéu héa va duge chuyén héa nhanh chéng mit lwomg
[ém thanh MFCA.

Phin b8

Sau khi mdt liél tiém tinh mach (dAng phan tr 100 mg), cdc théng s& tinh e cho flavoxate nhir sau: thivi gian bdn hity 1 83,3 phiit, thé’
tich phén b 12 2,89 Vkg. The'tich phén b cia MFCA 120,20 UVkg. Khong fim thiy flavoxate dang tw do trong nudre tig (24 gior). Tuy nhién, 47%
li&u ddng duro bi xuit dudi dang MFCA.

Sau khi cho céc finh nguyén vién ding li€u don flavoxate 200 mg vi 400 mg, hu nhir khing phét hién thi'y flavoxate dang tr do trong huy€t
tromg. Ndng di dinh ctia MFCA dat dugre tir 30 d€n 60 phiit sau khi ding ligu 200 mg va khodng 2 gitr sau khi ding ligu 400 mg. Dién tich dudi
dwdng cong 451 voi 1i8u 400 mg x4 p xi gdp d6i dién tich dwdi dwimg cong d6i véi ligu 200 mg. Khodng 50% ligu diing durgre bai xud't dundi dang
MFCA trong vong 12 gi¢r; da s8 dirgre bai xuft trong vong 6 gior ddu.

Sau khi uSng 13p lai (ligu 200 mg, 3 1dn/ngdy, ding 7 ngay), sir bai tiét tich liy cia cdc chit chuyén héa dn dinh & mirc 60% cila ligu ding vio
ngly thit 3 va duy tri giin nhr khong d6i sau mit tufn.

CHI PINH i
Genurin dugc chi dinh d&'1im gidm trigu chimg tigu kho, tié gip, ti€u dém, dau bing quang ving trén xwrong mu, lim gidm sB 13n tith khong
ki#m sodt o6 the xdy ra trong viém bing quang, viém tuy&n ti€h liét, viém niéu dao, viém nidu dao bing quang, viém niéu dao tam gidc bang quang.
Ngodi ra, thuic con dwrore chi dinh d€'1am gidm co thit nigu dao-bing quang do dit 8ng théng, soi bang quang holc luu Bng thing tieh; tnrire khi
ni soi bing quang hoic dit Sng théng tiéu; céc di chimg do phiu thuft dwong tiét nigu dudi.

LIEU LUQNG VA CACH DUNG

Céch diing: dwomg udng.

Ligu ding: , .
Ngiedri lom (baop pom ::;d bénh nhdn cao tudi): 1 vién x 3 1n/ngay.
Tré em (i 12 - 18 mdi): 1 vién x 3 1dn/ngay.

Nhi khoa: khéng nén diing Genurin cho tré em duwdi 12 tudi.

CHONG CHi BINH ) )
Ch&ng chi dinh flavoxate cho céc bénh nhén c6 céc tinh trang thc nghén sau: tic mon vi hodc thc t4 tring, cic chin thwong giy the rudt, rut mat
tinh gidn, xuf't huy&t dudmg tiéu hda, bénh I}' niéu tic nghén clia dwomng it niéu duri.

Qué min voi flavoxate hydrocloride hodic v bt cir thanh phiin ndo cha thudc.

NHUNG LUU ¥ PAC BIET VA THAN TRONG KHI DUNG

Ciin thin trong khi diing Genurin & bénh nhn nghi ngd bj ting nhéin 4p, dic bit céc tnrimg hop bi ting nhin dp géc dong.

Khi cé nhiém khufin dwong tiét niéu, nén ding flavoxate ph&i hop véi liéu phép chiing nhiém khuhn thich hop.

Khéng nén ding thufic niy khi bénh nhén c6 vin ¢ v bénh di truy&n hi€m gip nhw bit dung nap galactose, thi€u hut men Lapp lactose hay kém
hip thu glucose-galactose. ;

Khd niing bj rdi loan da day-ru¢t (budn ndn, nn) bi€n mi't khi ding thudc ldc no.

Trrime hom xuilt hién trane théi ned lo mo. nén gidn khodng cdch ding thufc.
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TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC
Chura c6 nghién ciru twrong tic thuSc no dwgre tign hanh.

PHU NU MANG THAI VA CHO CON BU

Phu nir mang thai . - - -

Vi khéing c6 béing chimg v& dd an todn khi ding thuGc trong thiri kj mang thai cling khong ¢6 bilng chimg tir c4c dong vét dugc nghién ciru ring
thudc ¢6 kha niing gy riii ro hay khong, nén trédnh ding Genurin ¢& phu nir mang thai tni khi khong c6 thuc thay thé an toan hom.

Phy nit cho con bii

Viin chwa bigt litu thufic ¢6 bai tigt vio sita me hay khong. Vi ¢6 nhigu thudc dwgre bai ti€t vio sita me, nén thin trong khi ding thudc niy cho
phu ni cho con bi.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC . _ ,

Cin phéi bdo cho bénh nhin nhitng tdc dung khéng mong mudn 6 the x4y ra nhwe budn ngd, nhin mé va chéng mét khi diing thuSc d&'thén trong
khi 14i xe v& vin hanh miy mde.

TAC DUNG KHONG MONG MUGN . .

Trong bng durdri ddy, cdc phin img phy dirgre bdo cdo v liét ké theo nhdm hg co quan va tan s xufit hign: rit thwomg gip (= 1/10); thudmg gip
(2 1/100 d&n < 1/10); it gip (= 1/1000 d€n < 1/100); hi€m gap (= 1/10000 d€n < 1/1000); £t hi€m gip (< 1/10000); chura biét (khdng thé dyr dodn
dugre tan s8 xuft hién tir cdc dir lidu hién ¢6). Trong mdi nhom tdn s, céc phan img phy quan sit dueye trinh bay theo thir tr gidm dén mire d§
nghiém trong.

Hé co quan - Rét hiém gap Chiea biét
R&i loan méu vi hé bach huyét Ting bach ciu eosin, gidm bach ciu
R&i loan hé mién dich Phén man
R&i loan tim thin Cing , 1 4n tim théan
(dc biét & ngudri cao tudi)
Rai loan hg thin kinh Buon ngl, chéng mit, nhirc ddu —
R&i loan & mit Nhin mér, 161 loan di2u tiét thj gidc, e —
[ ting nhin 4p b =S
Rdi loan & tai va tai trong Chong mit s
R&1 loan tim mach Bénh tring nguc, nhip tim nhanh ———
Rdi loan tigu hda Tiéu chdy, khé miéng, khé tiéu, kho nudt,
bun ndn, nén. Budin nbn v
nin s& hét khi uing thuic lic no.
R{i loan gan mét Vang da, rfi loan gan,
men gan bt thwdomg
R&i loan da vi cdc md dudi da Phil mach, m& day, hdng ban, ban, ngira
_R&i loan than vi ti€t nigu Tiéls kh
R&i loan toing the’va didu kién noi ding thulc MEét mdi, st cao
QUA LIEU

Chura c6 tnromg liéu béo cdo. Cde dfu higu va tridu chimg khi diing qud ligu k& cita Genurin dugre dir dodin 12 twong tr nhur
cic thufic kh&ngmlgn“érgic kﬁ;ﬁrgc(:éc diu higu 1.rh'c!:ilélue chimg niy thtrgng Iiénq%lgu dén céiﬁg%’m cudi ciia thén kinh tr trj vi nfio b, gdm cb
budin ndn, ndn, dd bimg mit, gidn ddng i, kho migng va luii, da khd néng, sit, nhip xoang nhanh, ting huyét dp, mi't di€u hoa, rung gidt nhin
cm,buﬁnngﬁ,méséng,kfchd&ngvﬁguﬂligiﬁc. tgﬁphm,cécdiuhiéudﬁcmngm&nmdumug&ccﬁachﬂkhmgcmmmgichmgﬁm
m;ggiélw.hﬁnnﬁ,mgiét.rﬁiloandiuuuyﬁmnvhﬁi]nannhi tim, truy tim mach, ligt rudt, biti€n.

Ti nh&ﬂhdi&'uu‘ihﬁtwv&ﬂ'mdﬁimng\jbl!gﬁgib'saukhiuﬁng C,kl'ﬁn;thdi&h‘j@:hﬁuktﬁc,lécanﬂuﬁuﬁivmphﬁilmcécbénhnhﬁn.
Lo ich ciia vige khit dc da diy chwa chic chin. Xem xét diing than hoat néu bénh nhéin ufng mit lwgmg thudic c6 kha niing gdy dic trong vong
mt gicr. Vai trd cha viéc nira da dity chi dwgre xem xét & nguiri 16m khi vira udng qud liga mt hwong thubc 6 the de doa tinh mang trong vong
mit gicr va chi khi lgd fch cao hon i ro, . y »

Vi chi€n lirgre xit I tinh trang thuSc qué ligu lién tuc ti€n triéh, nén lién hé véi trung tim kiém sodt chit doc € xdc dinh cic khuyén cdo m&i nhit
d& quin 1f tnromg hop thudc qud ligu.

BAO QUAN - HAN DUNG Bo quan noi kho réo, nhiét d khoing qué 30°C. Han ding: 36 thing k&'tir ngdy sin xuit. Khong ding qué ngiy hét
han diing ghi bao bi. :
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