" https://trungtamthuoc.com/

, _ MAUDANGKY_
TO HUONG DAN SU DUNG THUOC REMENTIM 5

Rx- Thube nay chi diing theo don thude

REMENTIM 5

Dé xa tim tay tré em
DPoc ki hwémg dén sir dung trurde khi ding
Thanh phén cong thiec thubc: Moi vién chita
- Thanh phan dwgc chat:

Solifenacin succinat Smg
- Thanh phan t¢ duge: Lactose, Tinh bot mi,
Polyvinyl pyrolidon K30, Natri starch glycolat,
Colloidal anhydrous silica. Magnesi stearat, HPMC
606, HPMC 615, PEG 6000, Tale, Titan dioxyd,
Tartrazin yellow.
Dang bio ché:

Vién nén bao phim. )

Vién nén nho hinh tron, hai mét tron 161, bao
phim mau ving, bén trong mau trang hoc gan nhw
trang.

Chi dinh: )

Dicu tri trigu chimg tiéu khong tr chu do thoi
thic (tieu sén) va/hodc tieu nhiéu lan va tiéu gap, co
thé xay ra & bénh nhéan bi héi chimg bang quang
ting hoat dong.

Cdch ding, lidu ding:

* Cich dung: Thude dwge dung dudng uéng va nén
nuot ca vién véi nude. Thude co thé ding cung hodc
khong cung vai thire an.

* Liéu ding:

.ﬁ'gyr}f I6n, bao gém ngudi cao tudi:

Liéu khuyen cdo la Smg solifenacin succinat, mbi
ngay mét lan. Néu ca.n. c6 thé tang liéu dén 10 mg
solifenacin succinat, moi ngay mot lan.

Tré em va thiéu nién:

D an toan va hiéu qua & tré em chua duge xac
dinh. Do d6, khéng khuyén ding thudc nay cho tré
em.

Nhém bénh nhan dic biét:

Bénh nhdn suy thén: )

Khéng can diéu chinh liéu dbi voi bénh nhan bi
suy than nhe dén trung binh (d¢ thanh thai creatinin
> 30 ml/phit). Nhig bénh nhan bi suy thin ning
(d6 thanh thai creatinin < 30 ml/phit) nén dugc diéu
tri thén trong va khong ding qua Smg moi ngay mét
lan (xem phan Ddc tinh dwgc dong hoc).

Bénh nhdn suy gan:

Khéng cin diéu chinh liéu doi v6i bénh nhan bi
suy gan nhe. Bénh nhén bi suy gan trung binh (chi
sd Child- Pugh tir 7 dén 9) nén dugc diéu trj thin

trong va khong ding qua Smg mdi ngay mét lan
(xem phan Béc tinh duwge dong hoc).

(Jgar tre ché manh cytochrom P450 344

Liéu sollfenacm succinat toi da nén gidi han dén
Smg khi diéu trj dong thoi vai ketoconazol hodc vai
cac liéu diéu tri cua cac chat e ché manh CYP3A4
khac nhu ritonavir, nelfivarir, itraconazol (xem phﬁn
Twong tde, wong ky cua thuoc).

Chéng chi dinh:

Chong chi dinh ding solifenacin & bénh nhan bi
bi ticu, tinh trang da day-rudt nang (bao gém chimg
to dai trang nhiém doc), bénh nhuge co ngng hogic
glaucoma goc hep va nhimg bénh nhén ¢é nguy co
d6i véi nhirng tinh trang nay.

- Bénh nhén qua man cam véi hoat chét hodc bat
ky thanh phan nao cia ta duoc.

- Bénh nhén dang tham phédn mau (xem phan Pac
tinh dirgc dong hoc).

- Bénh nhén bj suy gan ning (xem ph?m Pdc tinh
duge dong hoc).

- Bénh nhén b; suy thin ning hodc suy gan trung
binh va dang diéu tri bing mét chét irc ché CYP3A4
manh, nhir ketoconazol (xem phan Twang tdc, eong
ky ctia thudc).

Canh bdo va thin trong khi dung thudc:

- Carl danh gia cic nguyén nhan khic gay tiéu
nhiéu l4n (suy tim hogic bénh than) trudc khi diéu fri
bang solifenacin succinat. Néu c6 nhiém khusn
dutmg tiét nigu, cin khéi dau diéu trj khang khudn
thich hgp. )

- Nén than trong khi dung thuéc & nhimg bénh
nhan co: :

+ Nghén thodt nudc ticu tir bang quang ¢o y
nghia 1am sang ¢ nguy co bi tiéu.

+ Réi loan nghén da day ruét.

+ Nguy co giam nhu dong rudt.

+ Suy thin ndng (do thanh thai creatinin <
30 ml/phit, xem phan Cdch dimg, liéu ding va Ddc
tinh duwge dong hoc), va liéu ding khcmg dwgc virgt
qua 5 mg ddi véi nhirg bénh nhén nay.

+ Suy gan trung binh (chi 50 Chlld-Pugh tir 7
dén 9, xem phan Cdch ding, liéu dimg va Pdc tinh
duwgc dong hoc), va liéu dimg khong duge vurgt qua
Smg ddi véi nhung bénh nhan nay.

+ Ding dong thoi véi mét chat e ché
CYP3A4 manh, nhu ketoconazol (xem phan Cdch
dimng, liéu dimg va Twong tdc, twong ky cua thudc).

+ Thoat vi khe thyc qualvu*éo ngugc da day-
thyre quan va/hodc nhirng ngudi dang diing déng thoi
cac thube (nhir bisphosphonat) co thé gdy ra hoic
lam tang nang viém thyc quan.

s



https://trungtamthuoc.com/

+ Bénh than kinh tr dong,

- g an toan va hi¢u qua chira dugce xéc dinh ¢
bénh nhan cé nguyén nhin do than kinh d6i vdi
chimg tang hoat déng co ¢ bang quang.

- Nhlmg bénh nhan c6 cac van dé di lruyen hiém
gdp ve khong dung nap galactose, thiéu hut Lapp
lactase hodc kém hap thu glucose-galactose khéng
nén ding thude nay.

- Thanh phén ta duge cia thude ¢o chira tinh bot
mi nhung duge xem 13 an toan cho bénh nhan ¢é
bénh coeliac (khong dung nap gluten). Tuy nhién,
bénh nhan di img v&i laa mi khong nén ding thude
nay.

- Té dugc mau Tartrazin yellow: Co thé gay phan
tmg di img.

- Phit mach véi tic nghén duong thé da dwgc bao
cdo & mdt s6 bénh nhin sir dung Solifenacin
succinat. Néu phu mach Xay ra, nén ngung
solifenacin succinat va diéu trj thich hop va/hosc
cén thue hién cac bién phap.

- Tac dung tbi da cua thude c6 thé duge xdc dinh
sém nhat sau 4 tudn.

- Thude khong duge chi dinh trong diéu tri bang
quang tang hoat & bénh nhan tré em.

Sit dung thuic cho phu ni¥ cé thai vi cho con bi:

= Phu nit ¢6 thai: Chira cé dir liéu 1am sang ¢ phu
nir co thai trong khi dang dung solifenacin. Céc
nghién cuu trén dong vét khéng cho thay tac dun g co
hai trye tlep trén kha nang sinh san, sir phat trién cua
phoi/thai hodc sur sinh dé (xem phan Cde dir liéu an
1oan tién ldm sang). Chua rd nguy co ¢ thé co dbi
véi ngudi. Cén thin trong khi ké don cho phy nir ¢o
thai.

= Phu nir cho con bi: Chua ¢6 dir ligu vé s bai
tiet solifenacin vao sita me. Trén chudt nhat,
solifenacin va/hodc cac chat chuyén hda cia no
dwoc bai tiét vao sita va gdy khéng phat trién &
chudt nhit mdi sinh phu thuge liéu (xem phén Cdc
dir li¢u an toan tién lam sang). Vi vy nén tranh sir
dung solifenacin trong khi dang cho con bu.

- Kha nang sinh san: Khong cé dir li¢u lam sang
vé tac dung cua solifenacin trén kha ning sinh san &
dong vit.

Anh hwéng cia thube lén khi ndng lii xe, vin
hanh mdy moc: ] }

Vi solifenacin giong nhu cac thude khang
cholinergic khac ¢ thé gay nhin m& va trong truong
hop it gap 12 budn ngi va mét méi (xem phén 7dc
dung khiong mong qmé'n), kha nang lai xe va van
hanh may méc co6 the bi anh hrong xau.

Twong tdc, twong ky ciia thube:
Twong tdc thuéc:

" TMg tic duwgc Iy hpc

Ding déng thoi véi cac thude khac cb déc tinh
khang cholinergic c6 thé dan dén tac dung diéu tri va
tac dung khéng mong mudn rd rét hon. Nén c6 mot

khoang cach khoang 1 tudn sau khi ngirng diéu tri
bang solifenacin, trude khi bat déu diéu tri bz‘ing
thude khang chohneryc khac. Téac dung diéu trj cua
solifenacin co thé bi giam khi ding dong thoi vai
chat chu van thy thé cholinergic.

Solifenacin c6 thé lam giam tac dung cua cic
thude kich thich nhu dong cua dwong da day-rudt,
nhu metoclopramid va cisaprid.

* Twong tdc dw;n: djng hoc:

Cac nghmn ctru in vitro di cho thay la ¢ céc ndng
d6 diéu tri, solifenacin khong wrc ché CYP1A122,
209, 2C19, 2D6 hojc 3A4 c6 ngudn gbc tir
microsom gan ngudi. Vi vy, solifenacin khong chic
lam thay doi d¢ thanh thai cia cic thudc diwge
chuyén héa bai céc enzym CYP nay.

* Tde dung ciia cde thubce khdc trén duge dong
hoc cuia solifenacin:

Solifenacin dirge chuyén héa bai CYP3A4. Ding
dong théi véi ketoconazol (200mg/ngay), la mot
chat {rc ché manh CYP3A4, dén dén tang gip 2 lan
vé dién tich dudi dudng cong (AUC) cua
solifenacin, trong khi ketoconazol véi ligu 400
mg/ngay din dén tang gap 3 lan AUC cua
solifenacin. Vi vy, liéu solifenacin succinat toi da
nén Eum han dén 5 mg déi vai ngudi 1om, khi dl.rqc
ding ddng thoi véi ketoconazol hodc céc lidu diéu
tri cua cac chit irc ché manh CYP3A4 khac (nhur
ritonavir, nelfinavir, itraconazol) (xem phan Cdch
ding, liéu dimg). i

Chéng chi dinh diéu trj déng thasi solifenacin va
mét chat irc ché manh CYP3A4 & bénh nhan bj suy
thdn nang hodc suy gan trung binh.

Tac dung cam img enzym trén dugc dong hoc cia
solifenacin va céc chat chuycn hoa cia n6 chura dugce
nghién ciru, ciing nhur chura ¢é nghién ciru vé tic
dung cia céc co chit CYP3A4 cé 4i lyc cao hon trén
sir hap thu solifenacin. Vi solifenacin dwoc chuyén
hoéa béi CYP3A4, cac twong tac duge dong hoc co
thé ¢6 vdi cac co chat CYP3A4 khac ¢ i luc cao
hon (nhu verapamil, diltiazem) va céc chat gy cam
tmg CYP3A4 (nhur rifampicin, phenytoin,
carbamazepin).

* Tdc dung cua solifenacin trén dwge ding hoc
ciia cde thude khde: )

Thuoc ngira thai dimg dwong uong: Ding
solifenacin khong thﬁy tuong tac duge dong hoc cuia
sollfenacm trén cdc thubc ngira thai dung dwdng
uorlg ph01 hgp (ethinylestradiol/levonogestrel, cac
chit nen CYP3A4).

Warfarin: Dung solifenacin khong lam thay déi
duge dong hoc cua R-warfarin (chit nén CYP3A4)
hodic S-warfarin (chét nén CYP2C9) hoic tac dung
khac trén thoi gian prothrombin. )

Digoxin: Dung solifenacin khong thay tac dung
trén dugc dong hoc cua digoxin (0,125 mg/ngay)
trén ¢ thé khoe manh,
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Tuong ky:

Khéng ap dung,

Téc dung khong mong mubn cia thubc:

Do tac dung duge Iy cia solifenacin, thudc cé thé
gay ra cac tac dung khang cholinergic khong mong
muon (ndi chung) mirc d nhe hodc trung binh. Tan
suat_ cua cac tac dung khang cholinergic khéng mong
muon phu thude liéu.

Phan {mg phy da dugc bo cdo hay gap nhét véi
solifenacin la khé mieng Phan img nay xay ra ¢
11% bénh nhén duge dicu tri bang, S5mg moi ngay
mot lan, & 22% ‘bénh nhén duge diéu tri bang 10mg
moi ngay mét lan va & 4% bu:nh nhén duge diéu tr
bing gia dwge. Mirc d§ kho miéng thudng nhe va
chi thinh thoang méi dan dén ngimg diéu tri. N6i
chung sy hoa hop vai thude rat cao (khoang 99%) va
khoang 90% bénh nhdn duwoc diéu tri bﬁn&.
sellfenacm da hoan tét giai doan nghién ciru ddy du
12 tuan diéu tr.

- Rdt thudng gap (ADR 2 1/10):

+ Roi loan da day-rudt: Kho miéng.
- Thuomg gap, 1/100 <ADR = 1/10:
+ Roi loan mét: Nhin ms.
+ Roi loan da day-rudt: T4o bén, budn non,
kho tiéu, dau bung.

- frgap (1/1.000 < ADR < 1/100):

+ Nhjem trung va nhiém ky sinh tring: Nhiém
trung dudng tiét niéu, viém bang quang.

+ Réi loan hé than kinh: Buén ngu, loan vi
giac.

+ Ri loan mét: Khé mit.

+ Réi loan hé hap, nguc va trung that: Khé
mili.

+ Roi loan da day-ruft: Bénh trao ngugc da
day-thye quan, kho hong.

+ R6i loan da va mé duéi da: Da khé.

+ Roi loan thin va tiét ni¢u: Khé tiéu.

+ Rai loan toan thdn va tinh trang tai chd
diung: Mét moi. phu ngoai bién.

- Hiém gap: 1/10.000 < ADR < 1/1.000:

) + Roi loan hé than kinh: Chong mat*, nhirc
d-au*l r ’ »
+ Roi loan da day-ruft: Tac rudt, phan ran,
non*. i
+ Réi loan da va mé duéi da: Ngira*, noi
ban*. )
+ R6i loan than va tiét niéu: Bi tiéu.

- Rat hwm gap (<1/10.000):

+ Réi loan tam than: Ao gidc*, rdi loan tinh
than*

+ _Réi loan da va mé dudi da: Ban do da
dang*, noi may day, phit mach*.

- Chua ro (khong thé wdc tinh tir dit li¢u hién cd):

+ ROi loan hé thong mién dich: Phan (mg
phan vé. ) i

+ Ro1 loan trao doi chat va dinh dudng: Chéan
an¥*, tang kali mau®,

+ Réi loan tdm than: Mé sang*.

+ ROI loan mét: Glaucoma*

+ Réi loan tim: Rung tdm nhi*, danh trong
nguc*, nhip tim nhanh*, xodn dinh*, khoang QT kéo
dal*

+ Réi loan hé hép, nguc va trung that: Chimg
kho phat am*.

+ Roi loan da day-rudt: Liét rudt*, ri logn vi
giac.

+ Réi loan gan mét; Réi loan chirc ning gan*,
kiém tra chuc ning gan bét thuong*.

+ Roi loan da va mé dudi da: Viém da bong
vay*.

+ Réi loan co xuong va mo lién két: Co bap
suy yéu*.

+ Réi logn than va tiét niéu: Suy thin*.

(*): Quan sat hau mdi.

Thong bdo ngay cho bdc st hodc dugc st nhiing phan
wng ¢é hai gdp phai khi swe dung thude
Qud liéu va cdch xir tri:

- Triéu chl'mg.'

Qua liéu solifenacin succinat c6 kha ning dan
dén céc tic dung khéng cholinergic nghiém trong va
nén dugce dleu tri tuong img. Liéu solifenacin
succinat cao nhat vo y uong nham ¢ mot bénh nhan
la 280mg trong thai gian S gid, din dén céc thay déi
vé trang thai tinh than khong can nhép vién.

- Xar tri:

Trong truémg hop qua lleu solifenacin succinat,
bénh nhéan nén dugc dicu tri bﬂng than hoat. Rira da
day hiru ich neu duge thyc hién trong vong 1 gid,
nhung khong nén gay non.

Ciing nhur céc thu6c khang cholinergic khéc, c¢6
thé diéu trj tridu chimg nhur sau:

- Cac tac dung khang cholinergic trung wong
ndng nhur ao giac hodc kich dong 1o rét: Diéu tri
bang physostigmin hodc carbachol. i

- Co giat hodc kich déng 1o rét: Picu tri béng
benzodiazepin.

- Suy ho hap: Diéu tri bang hé hdp nhan tao.

- Nhip tim nhanh: Bleu tri bang thube chen beta.

- Bi tiéu: Diéu trj bﬁng dat ong thong twu

- Gian ddng tir: Diéu tri bang thuoc nho mit
pllocarpm va/hodc cho bénh nhén nim trong phong
t6i.

Ciing nhwr cac thuoc khang muscarin khéc, trong
truomg hop qua lidu, cin phai hru y dac biét dén
nhitng bénh nhén di biét ¢6 nguy co kéo dai khodng
QT (nhw ha kali méu, nhip tim chim va ding dcmg
thoi véi cac thude da biét kéo dai khoang QT) va cac
bénh tim da c6 tir trude lién quan (nhu thiéu méu
cuc bé co tim, loan nhip. suy tim sung huyét).

Bdc tink dwge luc hoc:

Nhém duge ly: Thude chéng co thit duomg tiét
niéu.

Ma ATC: G04B D08.

Co ché tic dung:

=\
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Solifenacin 14 mét chat d6i khang thu thé
cholinergic déc hiéu, canh tranh.

Béng quang hoat déng dugc nh&r than kinh phéd
giao cam thudc hé choli.ncrgic. Ace;ylcholin lam co
co bang quang théng qua céac thu thé muscarin trong
d6 phén nhém M; cé lién quan cha yéu. Céc nghién
cru vé dwge ly in vitro va in vivo cho Ihay
solifenacin la mot chat trc che canh tranh thy thé
muscarin, biéu thi & i lue thap hodc khong c6 ai lyre
d6i v6i cac thy thé khac nhau va kénh ion qua thur
nghi¢m.

Cic tac dyng duge lye hoc:

Diéu tri bang solifenacin succinat véi cac lidu 5
mg va 10 mg méi ngay da duoc nghien ciru trong
m@t vai thir nghiém lam séng mu doéi, ngau nhién, co
kiém chirng bang gia dirge & nam gidi va phu nir bj
chirng bang quang tang hoat dfng.

Nhur cho thdy trong bang dudi ddy, ca hai lidu
Smg va 10mg solifenacin succinat dé tao ra sy cai
thién c6 y nghia thémg ké vé céc tiéu chi chinh va
tiéu chi phu so v6i nhém dung gia duge. Di quan sat
thay hiéu qua trong vong I tuan khoi dau diéu tri va
on dinh trong thoi gian 12 tuan. Mot nghién ciru dai

" han biét rd tén thuoc da chimg minh 14 hiu qua

dwoc duy tri it nhat trong 12 thang. Sau 12 tuan diéu
tri, khoang 50% bénh nhén bj tleu khéng tw chu
trude khi diéu tri da qua giai doan tiéu khong tr chi,
va thém véo do, 35% bénh nhan dat dugc s6 lan di
tiéu dudi 8 lin méi ngay Diéu tri tri¢u chimg bang
quang tang hoat dong con dan dén lgi ich trong mét
50 tiéu chi do ludmg Chét lugng cude song, nhur nhgn
thirc chung veé sirc khoe, tac dong cua chimg néu
khong tw chu, cac han chc vé vai tro, cac han ché vé
thé chat, cac han ché vé xi héi, cam xac, mirc do
ngng cua triu chimg, cac bi¢n phap do mirc d6 ning
va glac ngwsinh lye.

Két qua (dir liéu gop) cua 4 nghién ciru Pha 3 ¢6
kiém chimg vdi thoi gian diéu tri 12 tudn

Gia [Solifenacin Solifenacin|Tolterodin
duye | suceinat | suecinat | 2Img,
1img, 2

S& 1an di ticw/24 giir

Smg,
1 in/ngiy |1 Win/ngiy | lan/ngiy

Gid  [Solifenacin(Solifenacin|Tolterodin
duge | succinat | succinat | 2mg,

Smg, 10mg. 2
1lin/ngiy |1 lin/ngdy| lin/ngay
irj 56 p* <0001 | <0,001 | 0,009
S6 lin tiéu dém/24 gidy
Mirc ban dau trung binh 1.8 20 1.8 1.9
Giam trung binh so véi mix 04 0.6 0.6 0.5
dau

% thay ddi so vdi mirc ban ddu | (22%)] (30%) | (33%) | (26%)
n 1005 | 494 1035 232
tri s p* 0,025 | <0001 | 0.199

Thé tich mit/di tiéu

Mire ban dau trung binh

Jl()ﬁml 146ml | 163ml | 147ml
Gidm trung binh so voi mirx ba

9ml 32ml 43ml 24ml

dau
% thay doi so véi mirc ban dau | (3%) | (21%) | (26%) | (16%)
n 1135 552 1156 250
tri 50 p* <0,001 | <0.001 | <0,001
S0 bang 16124 giir
Mirc ban dau trung binh 3.0 28 27 27
Gidm trung binh so voi muc banf 0.8 1.3 1.3 1.0
dau

% thay déi so v6i mirc ban ddu | (27%)| (46%) (48%) | (37%)
no 238 236 242 250
trj 6 p* <0001 | <0,001 | 0010

Luu ¥: Trong 4 nghién ciru then chét, solifenacin
succinat 10mg va gid dwgc di dugc dung
Solifenacin succinat Smg ciing da dugc dimg g2
trong 4 nghién ciru va mot trong cdc nghién ciru bao
g6m tolterodin 2mg, 2 lan/ngay.

Khéng phai tat ca thong sé va cic nhom didu
tri dcu dwoc danh gia 6 timg nghién ciru riéng 1¢. Vi
vay, 0 bénh nhan duoc liét ké c6 thé thay déi theo
thong sd va nhom diéu tri.

* Tri s6 p dé so sanh timg d6i véi gia dugc.

Anh hwing trén khodang QT:

Mot nghién cira mit d6i, d6i chimg gia duge duge
thuc hién trén 86 nit trudmg thanh khoe manh dé
danh gia anh huong trén khoang QT sau khi dung
13p lai solifenacin succinat. Trong trang thai 6n dinh,
nhém ding solifenacin succinat liéu 10mg, cé thay
d6i khoang QT twong tw déi véi nhom diung gia
duge. Tai lidu 30mg, thay @i khoang QT so véi
nhom dung gia dugc la 6 msec.

Thay ddi khoding QT tir dwimg nén trong trang

% thay doi so voi mirc banddu | (38%) (38%) | (62%) | (48%)
n 781 314 778 157

M co ban trung binh 19 [ 121 | 119 | 121 | thdién dinh (khdc so véi nhdm gia dupc)
Giam trung binh so voi mirc banf 1.4 23 2.7 1.9
ﬁu - -
% thay d6i 50 v0i mirc bandin | (12%)| (19%) | (23%) | (16%) | | ThAnhphin | QTc | 90% khoing tin
n 1138 | 352 1158 | 250 (msec) | efy
?A 50 5531‘ g <0001 | <0,001 | 0.004 Gidi han dudi Gidi han trén
1An tidu gap/24 giv —
Mire ban du trung binh J 6.3 39 6.2 54 Solifenacin 0 -3 5
Giam trung binh so voi mic ban, 2,0 29 34 2,1 succinat
duu 10mg/ngay
% thay doi 5o vdi mirc ban dau | (32%)| (49%) | (35%) | (3.9%) Solifenacin 6 1 11
n 1124 | 3548 1151 250 succinat
tri 50 p* <0001 | 0001 | 0031 30mg/ngay’
_Sél’alﬂ_‘i!f#m:_t\mmm gid Moxifloxacin® | 10 6 13
Mure ban dau trung binh 29 2.6 29 23 400mg/ngay
Giam trung binh so vai mic 1,1 L5 1.8 1.1
diu 1 Ba lan lleu diéu tri khuyén cao toi da tuong

dong vdi nong do huyét twong sau khi ding liéu
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solifenacin succinat liéu 10mg vdi chét (rc ché manh
CYP3A4.

2 Nhém chimg manh dé xac dinh d6 nhay cia
nghién ciru.

Dir liéu canh giac dugc sau khi luu hanh duoc
xac nhin kéo dai khoang QT c6 lién quan téi céc
liéu dwu tri cua solifenacin trong céc trudng hop co
céc yéu t6 nguy co di biét. (xem phan Canh bdo va
than trong khi dimg thuée va Tde dung khéng mong
mudn eva thuéc).

Ddc tinh dwgc djng hoc:
* Céc dic tinh chung:

Hadp thu:

Sau khi udng, nong do solifenacin t6i da trong
huyét twong (Cinax) dat dugc sau 3 gity dén 8 gio.
Thoi gian dat dwoc néng dé cao nhat trong huyét
tuong (tne) khéng phy thude licu. Cpey va dién tich
dudi dudng cong (AUC) tang ty 1€ vai liéu dung tir
Smg dén 40mg. Sinh kha dung tuyét di khoang
90%.

Diing thirc an khéng anh huéng dén C,,.. va AUC
cua solifenacin.

Phan bo:

Thé tich phan bd biéu kién cia solifenacin sau
khi ding dudng tinh mach khoang 600L. Solifenacin
gan két voi protein huyét twong & mic do cao
(khoang 98%), chii yéu véi a;-acid glycoprotein.

Chuyén héa:

Solifenacin dwge chuyén hoa manh bai gan, chi
yeu boi cytochrom P450 3A4 (CYP3A4). Tuy nhién,
cO nhleu dudmg chuyén hoa co thé tham gia vao syr
chuyén héa cia solifenacin. D9 thanh thai toan thin
cua solifenacin khoang 9.5 l/gio va thoi gian ban
thai cudi cia solifenacin la 45-68 gio. Sau khi dung
duong udng, 1 chat chuyen hoa c6 hoat tinh duoc ly
(4R-hydroxy solifenacin) va 3 chét chuyén hoa
khong ¢é hoat tinh (N-glucuronid, N-oxid va 4R-
hydroxy-N-oxid ciia solifenacin) da dugc thiy trong
huyét trong ngoai solifenacin.

Thai trie:

Sau khi dimg mét liéu dom solifenacin 10mg c6
géin phong xa 'C, khoang 70% phéng xa dugc phit
hién trong nurdc tiéu va 23% trong phan sau 26 ngay.
Trong nudc tidu, khoang 11% phong xa dugc thay
dudi dang hoat chat khong doi; khoang 18% dudi
dang chdt chuyén hoa N-oxid, 9% dudi dang chét
chuyen hoa 4R-hydroxy-N-oxid va 8% dudi dang,
chét chuyén héa 4R-hydroxy (chét chuyén héa co
hoat tinh).

Ty I¢ vdi liéu dimg _

Duge dong hoc 1a tuyén tinh & mirc lidu diéu tri.

* Cac dic tinh & bénh nhén:

Tudi:

Khéng can diéu chinh liéu theo tudi cua bénh
nhan. Céc nghién ciru trén ngudi cao tudi cho thay la
sy hap thu solifenacin, dugc biéu thi dudi dang dién

tich dudi dwomg cong (AUC) sau khi ding
solifenacin succinat (Smg va 10mg, mm ngay moét
lan) tuong tir nhau gxi’ra ngudi cao tubi khoe manh
(65-80 tudi) va ngudi tré khoe manh (dudi 55 tubi).
Tée do hap thu trung binh dugc bleu thi dudi dang
tmax hoi chdm hon & ngudi cao tubi va thisi gian ban
thai cubi dai hon khoang 20% & ngudi cao tudi. Sy
khac nhau vira phai nay dugc cho la khong cd y
nghia vé 1dm sang.

Dugoce dong hoc cua solifenacin chra duge xéc
dinh & tré em va thiéu nién.

Gidi:

Dugc dong hoc cua solifenacin khéng bj anh
huong bai gidi.

Chung téc:

Duge dong hoc cua solifenacin khéng bi anh
hudong bai chung toc.

Suy than:

Dién tich dudi duong cong (AUC) va nong dé
cao nhat trong huyét trong (C,,.) ctia solifenacin &
bénh nhén bi suy thin nhe va trung binh khéng khéc
biét dang ké 50 vdi céc dir ligu tim thdy & nhimg tinh
nguyén khoe manh. O bénh nhén bi suy than nang
(d thanh thai creatinin < 30 ml/phat), sy hap thu
solifenacin cao hon dang ké & nhom chimg véi Coue
tang khoang 30%, AUC cao hon 100% va t,; cao
hon 60%. Da quan sat thay sur lién quan c6 y nghia
thong ké gitra do thanh thai creatinin va thanh thai
solifenacin.

Chua c6 nghién ciru vé duge dong hoc & bénh
nhén dang tham phéan méu.

Suy gan: .

O bénh nhan suy gan trung binh (chi s6 Child-
Pugh tir 7 dén 9), Cpey khong bi anh huéng, AUC
tang 60% va t,, tang gap doi. Chua c6 nghién ciru
ve duge dong hoc cia solifenacin & bénh nhan suy
gan nang.

Anh hrong cua thire an:

Khong c¢6 anh hudng cé v nghia lam sang cua
thirc an lén dugc dong hoc cia thude.

Cdc dir liéu an toan tién lim sang:

Cac dir ligu an toan tlén lam sang khong phat
hién nguy hiém dic biét d01 vOi nguoi dya trén céc
nghién ciru thuong quy vé dugc ly an toan, ddc tinh
liéu 1ap lai, kha nang sinh san, sy phat trién phdi-
thai, doc tinh gen va kha nang gdy ung thu. Trong
nghién ciru v€ sy phat trién trude khi sinh va sau
sinh trén chudt nhat, diéu tri solifenacin cho chudt
me dang cho con bu di lam giam ty 1& song sot sau
sinh phu thuge iiéu, ls‘qn giﬂ;n can ning chg(‘:-t con va
lam cham sur phat trien the chit & céac nong doé co
lién quan vé lam sang.

Qui cdch dong goi:

- Hop 03 vi x 10 vién nén bao phim.

- Hdp 06 vi x 10 vién nén bao phim.

Piéu ki¢n bdo quan ciia thubc: Bao quan thuée noi
kho, nhiét d6 khéng qua 30°C, tranh anh sang.

S
=

7

NN



" https://trungtamthuoc.com/

Han diing ciia thuie: 36 thang ké tir ngay san xuat. {
Tiéu chudn chét lugng cia thude: TCCS A
Tén, dia chi ciia co s sin xudt thudc: CONG TY LIEN DOANH MEYER-BPC

S0 6A3 qube 1§ 60, P. Phit Tan, TP. Bén Tre, tinh Bén Tre, Viét Nam

ps. Huinh Thién Nghia




