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JUBSOLIFEN

Solifenacin Succinate Tablets

Cice diau hiéu lrn y & khuyén cdo:

Doc kj hudng dén sic dung triede khi diing,
Dé xa tam tay tré em.

Thong bdo ngay cho bdc st hodic dwgc T nhitng phan itng ¢é hai gdp phai khi sir dung thude.
Thudc nay chi dimg theo don thuée

1. Thanh phin céng thire thude:

Jubsolifen 5mg: Mdi vién nén chira

Thanh phin dwge chit: Solifenacin succinat................ 5 mg

Thanh phéin ti duge: Lactose monohydrat (Pharmatose 200 M), maize starch (Unipure FL),
hypromellose (Pharmacoat 603), magnesi stearat, Opadry yellow 031'520056.

Jubsolifen 10mg: Mdi vién nén chia

Hogqt chiit chinh: Solifenacin succinat..................... 10 mg

Thanh phin ti dwge: Lactose monohydrat (Pharmatose 200 M), maize starch (Unipure FL),
hypromellose (Pharmacoat 603), magnesi stearat, Opadry pink 03F540032.

2. Dang bao ché: Vién nén bao phim

- Jubsolifen Smg

Vién nén mau vang nhat, tron, hai mit 101, bao phim, dugc dép chir 'D5' & mt méit va tron nhan &
mit con lai.

- Jubsolifen 10mg

Vién nén mau héng nhat, trdn, hai mit 161, bao phim, duge dap chir 'D6' & mot mit va tron nhin &
mit con lai.

3. Chi dinh diéu tri ; 1 )
Didu trf triéu chimg khong nhin tiéu duge vi/hofic ting tin suéit va mudn di tiéu & nhimg bénh
nhan ¢6 hdi chimg bang quang hoat dong qua mirc.

4. Litu lrgng va cach ding

Jubsolifen dung dudng ubng va nudt nguyén vién voi nuée, Co thé dung thude véi hogic khéng co
thirc an.

Nguoi trudng thanh, ké ca ngudi cao tudi: lidu khuyén cdo la 5 mg/mot lAn/ngay. Néu cén c6 thé
tang 1én 10 mg/mdt lan/ngay.

Bénh nhan suy than va gan: Khong cén diéu chinh lidu cho nhitng bénh nhén suy thin tir nhe dén
trung binh hodc suy gan nhe.

Nhitng bénh nhén suy thin ngng hogc suy gan trung binh, phai duge didu tri v&i sy thin trong, va
khong ding lidu >5 mg/mét lan/ngay.

Tré em: Chua biét do an toan va higu qua cua solifenacin succinat & tré em, vi thé, khong nén sir
dung & tré em.

Dung véi chét trc ché manh CYP3A4: Liéu toi da 1a 5 mg khi ding solifenacin ddng thoi v6i
ketoconazol hogic dung ddng thdi voi lidu diéu tri cua céc e ché manh CYP3A4 nhu ritonavir,

nelfinavir, itraconazol.

5. Chong chi dinh

Khéng duing cho nhimg bénh nhén c6 hofc c6 nhitng nguy co sau:
- Bi tiéu :

- Bénh dudmg tiéu hoa ning (bao gom phinh dai trang nhiém ddc)
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- Nhtrqc co nang hodc glé com goc h¢p

- Mén cam v6i thude va céc thanh phéan khéc ctia thude.

- Bénh nhan dang thim phén mdu, suy thin ning hofic suy gan trung binh & bgnh nhén c6 ding
chét e ché manh CYP3A4 nhu ketoconazol.

6. Cace truo’ng hgp than tr ong khi dung thube:

Phai giai, quyét nhiing nguyén nhén khéc cua chlrng tidu dat (suy tim hodic bénh thén) trudce khi
didu trj bang solifenacin, Néu nhidm khufn duong tict nigu, phai bit dau didu tri bang khang sinh.
Jubsolifen phai dugc diing thin trong & nhitng bénh nhéan:

- Téc dong ra bang quang c6 y nghia lam sing ¢6 nguy co bi tiéu.

- Téc duong tiéu héa.

- Nguy co giam nhu dong rudt.

- Dung déng thoi vi chit (e ché CYP3A4 manh, nhu ketoconazol.

- Thodt vi khe thue quém/llao nguoc da day - thue quan, va/hodic ngudi dang dung cdce thudc (nhur
biphosphonat) ¢6 thé lam tré niing chimg viém thyc quén.

- Bénh thén kinh ty ch.

Da gip kéo dai quﬁng QT va xodn dinh & nhimg bénh nhén c6 céc yéu t6 nguy co, nhur hoi chimg
QT dai va chimg giam kali mau da méc tir trude.

Chua biét d an toan va hiéu qua cua solifenacin succinat & nhimg bgnh nhin c¢6 nguyén nhin
than kinh cho su tang hoat dong qua mire.

Nhitng bénh nhén mac nhitng 161 loan di truyén hiém khong dung nap galactose, suy gidam Lapp
lactase, hodc kém hép thu glucose-galactose khﬁn;, nén dung solifenacin.

Pa gip pht mach kém tic dudng hd hdp & vai bénh nhan ding solifenacin. Néu gip phit mach,
ngimg ding solifenacin ngay va ap dyng nhiing liéu phap thich hop.

Di gip soc phan vé & vai bénh nhdn ding solifenacin. Néu giip séc phan vé, ngimg ding
solifenacin ngay va ap dung nlnmg li¢u phap thich hop.

Chi ¢6 thé xac dmh tac dung tdi da ctia solifenacin it nhét la sau 4 man

Sau khi ngimg diéu tri véi Jubsolifen, phai ¢6 khoang nghi 1 tudn tru6e khi bat diu dung céc
thube khéng cholinergic khic. Tac dung diéu trj cua solifenacin c6 thé giam khi ding déng thoi
v&i ce chét chi van cholinergic.

7. Sir dyung thudce cho phu nit ¢6 thai va cho con bi

Chua c6 cée nghlen ctru ddy du va thich hop trén phu nir ¢6 thai trong khi ding solifenacin. Chua
biét nguy co tiém 4n cho con ngudi, Nén thén trong khi ké don cho ngurdi mang thai.

Khmlg c6 dit lidu vé sy tiét solifenacin vio sira me. 3 chudt nhét, solifenacin vazhoiic céc chit
chuyén héa ctia n6 qua duoc sita me. Vi thé nén tranh ding solifenacin khi nudi con bu.

8. Anh hwéng 1én kha niing I4i xe vi vin hainh miy méc
Thubc c6 thé gay budn ngi, khong nén 14i xe va vin hanh mdy mée khi dung solifenacin.

9. Twong tic, twong !?' cita thuoce

Solifenacin dugc chuyén héa boi CYP3A4. Duing dong thoi véi ketoconazol (200 mg/ngdy), mot
chét tic ché CYP3A4 manh, lam ting gap d6i AUC cua sollfenacm trong khi ketoconazol v&i lidu
400 mg/ngay lam ting gap ba AUC ctia solifenacin. Vi thé liéu tdi da cia solifenacin phai han ché
dén 5 mg/ngay, khi sir dung ddng thoi voi ketoconazol hodic nhiing lidu diu t cta céc chat irc
ché CYP3A4 manh nhu ritonavir, nelfinavir, itraconazol.

Anh hudng cia céc chét gy cam (g enzym va cic chét nén CYP3A4 4i lyc manh hon 1én duge
dong hoc cua solifenacin va cdc chit chuyen héa cta nd chwa duge nghlen clru. Vl solifenacin
duge chuyen hoa boi CYP3A4, nén c6 thé c6 twong tac dugc dong hoc voi cac chéit nén CYP3A4
¢6 4i lwe manh hon (nhwr verapamil, diltiazem) va cac chét gdy cam tmg CYP3A4 nhu rifampicin,
phenytoin, carbamazepin.
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Véi lidu didu tri, solifenacin khdng e ché CYPLAL/2, 2C9, 2C19, 2D6 hoiic 3A4 (i cac
microsome gan nguﬁn

Cde thube ngira thai umig

Khong thiy trong téc duge dong hoc véi solifenacin khi ding ddng thai véi cae thude ngira thai
udng nhu ethinylestradiol/levonorgestrel).

Warfarin

Solifenacin khong lam thay ddi duge ddng hoc ctia R-warfarin hofic tc dung ctia chiing 1én thoi
gian prothrombin.

Digoxin
Dung dong thoi solifenacin succinat véi digoxin khong ¢ tdc dong 1én duge ding hoc cia
digoxin.

Thude téc dong lén hé cholinergic

Str dung thude dong thoi véi cac thude khac c6 dic tinh _khéng cholinergic ¢6 thé dan dén nng
cudng hi¢u qua didu tri 1An céc tac dung khéng mong mudn. Nén céin mot khoang théi gian hong
khodng mdt tuéin sau khi ngimg diéu tr bing solifenacin truée khi bat dau didu tri bang thudc
khéng cholinergic khéc. Hiéu qua didu tri cia solifenacin ¢6 thé bi giam khi ding déng thoi cac
chét chii van thy thé cholinergic. Solifenacin c6 thé lam giam téc dung ciia céic san phadm thude
kich thich sw vin déng ciia dudmg tiéu hoa, ching han nhu metoclopramide va cisapride.

10. Tac dung khong mong muén

Vi tac dung dugce ly cta solifenacin, solifenacin succmat c6 thé gy nhitng tac dung khang
cholinerg g,u, & cac mirc do nhe hogc trung binh. Tan suat cac tdc dung khang cholinergic khong
mong mudn lién quan dén lidu.

lmng mot nghlcn clru dd hoan tat 12 tudn vai solifenacin succinat, téc dung bit lgi thudng gip
nhét |4 khd miéng, thtrcmg nhe, it khi phai ngimg thube. Céc tac dung bét lgi k}u‘tc nhu bang sau:

Phan loai co Rit Thwing It gap Hiém gip | Rat hiém IKKhéng rd
quan theo thuwong gip >1/1000 >1/10000 gip
Medra gap >1/100 <1/100 <1/1000 >1/10000
>1/10 <1/10

Nhiém khuén Viém bang

v nhiém quang,

nim nhiém

khuén niéu

Hé mién dich Soc phan vé

Chuyén hoa Giam  thém

va dinh an*, tang kali

dudng I L mau*

Tam thén do gidc, la | Mé sang*

lan*
Théan kinh Budn ngi Chéng mat*
Nhire ddu*

Miit : Mo mit Kho mit Glocoma*

Tim Xoin dinh*,
Kéo dai QT*,
rung  nhi*,
hdi hop*,
nhip tim
nhanh*

Hé ho hap, Khé mii Khé phat 4m

long ngue,

trung thét
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Hé tiéu héa | Kho Téo bén Trao nguge | Taic  rudt, Tac  rudt*,
miéng da day - |phan dic, dau bung

thyc quan | budn nén*
Khd miéng
Gan mit Roi loan
gan®, x6t
nghiém chirc
ning gan bét

thudmg™®

Da va md Kho da Ngita, noi | Hong ban | Viém da tiét
dudi da man da dang*, | ba*

mé day*,

phti mach
H¢ co xuong Nhuge co*
va mod lién
két
Thén, niéu Kho tiéu | Bi tiéu Suy thin*
Toan thin va MEét méi
noi ding Phu  ngoai
thudc bién

*géip sau khi lvu hanh trén thi trudmg
“Théng bao ngay cho bac si hoéc duge si nhimng phén (mg ¢6 hai gép phai khi str dung thuoe”

11. Qué lidu va efich xi tri

Qua lidu solifenacin succinat ¢6 thé din dén téac dung khing cholinergic niing. Lidu cao nhét dung
v6 ¥ cho bénh nhén 1a 280 mg trong 5 gid, 1am thay ddi tinh trang tim thin khéng cén nhdp vién.
Bénh nhén phai duge diéu trj bing than hoat. Suc rira da day c6 ich néu thyc hién trong vong 1
gitr qué liéu, nhung khéng nén géy nén.

Cling nhur céc thuéc khéng cholinergic khéc, céc tri¢u chiing cé thé dugc didu tri nhu sau:

- Céc tae dyng khéng cholinergic trung wong niing nhur 4o gidc hogic kich ddng manh: diéu trj bing
physostigmin hodc carbachol. i ‘

- Co gidt hodc kich dong manh: dicu trj bang hd hap nhéan tao.

- Nhip tim nhanh: didu tri bﬁng thudc chen bé-ta.

- Bi tiéu: diéu tri bing dat dng thong,

- Giin déng tir: didu tri bing thude nhé mét pilocarpin vi/hodc dua bénh nhan vao phong tbi

Ciing nhu céc thude khéng muscarinic khac, trong truong hop qué lidu nén luu ¥ dic biét dén
nhitng bénh nhén da biét ¢6 nguy co kéo dai quing QT (tire chimg tang kali mau, nhjp tim chim
va ding dbng thai cde thube khic kéo dai quang QT) va méc céc bénh tim (tic thiéu mau co tim,
loan nhip tim, suy tim sung huyét).

12. Dic tinh dwge lye hoe

Nhom duge 1y: chong co thiit duong tidt niéu.

Ma ATC: G04B DO08.

Solifenacin 1a mot chat d6i van thy thé cholinergic canh tranh, diic hiéu. Ngoai ra, no ciing la mot
chét déi van diic hiéu cho cdc thu thé muscarinic qua su thé hién &i lye thdp hodic khdng ¢6 4i luc
vGi nhiéu thy thé khac va céc kénh ion da thir.

Tic djng dwge lwe

Piéu tri bﬁng solifenacin succinat véi cac lidu 5 mg hodc 10 mg méi ngay da dwgce nghién ctru
trong vai nghién ciru 1am sang mi doi, lya chon ngéu nhién, déi chimg & nam va nit b co thit
bang quang manh.
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Ca hai liéu 5 mg va 10 mg déu ¢ sy céi thién c6 y nghia thong ké & nhﬁ‘ng diém danh g ;,la lac
dung chinh w.‘l phuy so véi gia duge. Da thdy higu qua trong vong 1 tudn bat dau didu trj va & On dinh
trong 12 tuan. Sau 12 tudn diéu tri khoang 50% bénh nhén bj chimg khdng nhin dqu:, tiéu tién
trrée diéu tri khéng con bi cdc con x6n tiéu, va thém 35% bénh nhén chi con di tidu it hon § 1an
mot ngay.

13. Diic tinh dwge dong hoe

Hiip thu

Sau khi udng solifenacin succinat, nong do huyét twong dinh (Cinax) cuia solifenacin dat duoge sau
3-8 gidr. Cpax va dign tich duéi dudmg cong (AUC) téing theo ty 1& véi liéu tir 5-40 mg. Sinh kha
dung tuyc;t dbi khoang 90%. Thirc &n khong anh hwéng dén Cpax va AUC ctia solifenacin.

Phéin bd

Solifenacin gan manh vao céc protein huyct twong (98%), chi yéu 1a véi a,-acid glycoprotein,
Chuyén héa

Solifenacin duge chuyén héa manh béi gan, cha ycu la bcl cytocrom P450 3A4 (CYP3A4). Tuy
nhién, vin con nhimg chu trinh chuyén hoa khac, g,op phén chuyén hoa solifenacin. Do thanh thai
h¢ thong clia solifenacin khodng 9,5 L/gi¢r va thoi gian bén thai tir 45-68 gio. Sau khi uéng, mot
chét chuyén héa ¢6 hoat tinh duoc ly (4R-hydroxy solifenacin) v ba chét bit hoat (N-
glucoronide, N-oxid va 4R-hydroxy-N-oxid solifenacin) dd dwgc dinh tinh trong huyét tuong
ngoai solifenacin.

Thai triv

Sau mdt liéu don 10 mg [*C-phéng xa)- solifenacin, khoang 70% hoat tinh phong xa dugc phat
hién trong nuée tiéu va 23% trong phén tmng 26 ngay. Trong nude tiéu, khoang 11% hoat tinh
phong xa dugce phat hién dudi dang hoat chét chwa chuyén hoa, khoéng, 18% chit chuyén héa N-
oxid, 9% chat chuyén héa 4R-hydroxy-N-oxid va 8% dang chit chuyén héa 4R- -hydroxy (chét
chuyén hoa).

14. Quy cdch dong gbi: Hop chira 3 vi x 10 vién nén bao phim.

15, Diéu kién bao quan, hau tlung, tiéu chuéin chit luwgng ciia thude
Piéu kién béo quan: Bao quan & nhiét do dudi 30°C.

Han ding: 24 thang k& tir ngay san xudt

Tiéu chuan chét luong: TCCS

16. Nha sin xuiit:

JUBILANT GENERICS LTD.

Village Sikandarpur Bhainswal,

Roorkee-Dehradun Highway, Bhagwanpur

Roorkee, Distt.- Haridwar, Uttarakhand-247661, An bj.




