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SOLINACIN

ien nén bao phim Solifenacin succinate 5 mg, 10 mg)
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Théng béo ngay cho bdc sy hodc duge sThhiing tic dung khong mong mudn gép phai khi sir dung thuée

THANH PHAN VA HAM LUQNG
MOi vién nén bao phim c6 chira:

Hoat chiit:
Vién nén bao phim Solifenacin succinate 5 mg: Solifenacin succinate .............. 5 mg.
Vién nén bao phim Solifenacin succinate 10 mg: Solifenacin succinate .............. 10 mg.

Td dwoc: Cellulose vi tinh thé 102, lactose monohydrat, tinh bdt ngd tién gelatin hoéa,
magnesi stearat, ta4 dugce bao phim.

Vién nén bao phim Solifenacin succinate 5 mg: Ta dugc bao phim Opadry II Yellow (thanh
phan: polyvinyl alcohol, titan dioxid, polyethylen glycol, talc, oxid sét vang khong birc xa).
Vién nén bao phim Solifenacin succinate 10 mg: T4 dugc bao phim Opadry II Pink (thanh
phan: polyvinyl alcohol, titan dioxid, polyethylen glycol, talc, FD&C red #40).

DANG BAO CHE

Vién nén bao phim Solifenacin succinate 5 mg: Vién nén bao phim mau vang, bong lang,
khong bong hay dinh mit, hinh tron, hai mat khum, mdt mit c¢6 vach ngang, mot mit nhin,
canh va thanh vién lanh lan.

Vién nén bao phim Solifenacin succinate 10 mg: Vién nén bao phim mau hdng, bong lang,
khong bong hay dinh chit, hinh tron, hai mat khum, mot mét duge dap chim chir “HBP”,
mdt mit nhan, canh va thanh vién lanh lan.

CHI PINH

Didu tri triéu chung tiéu khong tu chu va/hodc tiéu nhiéu lan va tiéu gip c6 thé xay ra &
nhiing bénh nhan c6 hoi chirng bang quang tang hoat dong.

LIEU DUNG VA CACH DUNG

Liéu diung:

Nguwoi l6m, bao gom ngiwoi cao tudi:

Lidu khuyén cdo 12 5 mg solifenacin succinate mot 1dn mdi ngay. Néu cén, c6 thé ting liéu
1én 10 mg solifenacin succinate mot 1an mdi ngay.
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Tré em:

Tinh an toan va hiéu qua cua solifenacin & tré em van chua dugc xac dinh. Vi viy, khong
nén dung solifenacin cho tré em.

Bénh nhan suy than:

Khong can diéu chinh lidu cho bénh nhén suy than nhe dén vira (d6 thanh thai creatinin >
30 ml/phut). Nén diéu trj than trong cho bénh nhan suy thin ning (dd thanh théi creatinin <
30 ml/phut) va ding khéng qua 5 mg/lan/ngay.

Bénh nhdn suy gan:
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Khéng can diéu chinh lidu cho bénh nhan suy gan nhe. Nén diéu trj thén trong cho bénh

nhan suy gan vira (diém Child Pugh tir 7 dén 9) va khong dung qué 5 mg/lin/ngay.

Thuéc tre ché manh cytochrome P450 344:

Nén gi6i han liéu tdi da ciia solifenacin & 5 mg khi str dung dong thi véi ketoconazole hodc
céc chit e ché CYP3A4 manh khéc & liéu diéu tri, nhu ritonavir, nelfinavir, itraconazole.

Cach ding:

Thube duge ding dudng udng va nudt nguyén vién véi nuée. Co thé udng cung hoic khong
cung voi thirc an.

CHONG CHI PINH

Chéng chi dinh solifenacin & nhitng bénh nhén bj bi tiéu, bénh duong tiéu héa nghiém

trong (g6m cd phinh dai trang nhiém ddc), bénh nhuge co hodc bénh tang nhén dp gdéc hep
va ¢ nhirng bénh nhdn c6 nguy co mac cac bénh nay. \ ]

— Bénh nhan qua man voi hoat chat hodce véi bat ky thanh phén nao cta thude.

— Bénh nhan dang chay thdn nhén tao.

— Bénh nhén suy gan ning.

— Bénh nhéin suy thin ning hodc suy gan vlra va dang diéu tri bing thudc e ché
CYP3A4 manh, nhu ketoconazole.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Nén danh gia cdc nguyén nhan khac gy tiéu nhicu lan (suy tim hodc bénh than) trudce khi
diéu tri bﬁng solifenacin. Néu bi nhiém tring duong tiét niéu, nén khéi déu bf"mg mot liéu
phap khang khuin thich hop. Nén sir dung solifenacin thn trong & nhitng bénh nhén:

— Tic nghén dong ra tir bang quang c6 y nghia 1dm sang vé1 nguy co géy bi tidu.

— R&i loan tic nghén duong tiéu hoa.

— Nguy co giam nhu ddng dudng tiéu hoa.

—  Suy thin ning (d9 thanh thai creatinin < 30 ml/phut), va liéu ding cho nhitng bénh nhén
nay khéng nén vugt qua 5 mg.

—  Suy gan vira (diém Child Pugh tir 7 dén 9), va lidu ding cho nhitng bénh nhan nay khong
nén vuot qua 5 mg.

— St dung déng thoi thude e ché CYP3A4 manh, nhu ketoconazole.

— Thoat vi khe hoanh/trao nguoc da day thuc quan va/hodc nhitng nguoi dang diung dong
thoi cac thude (nhw bisphosphonate) c6 thé gy ra hodc lam trim trong thém tinh trang
viém thyuc quan.

— Bénh ly than kinh ty chu.

Kéo dai khoang QT va xodn dinh dugce ghi nhan & nhitng bénh nhan c6 cic yéu td nguy co,
nhu hoi chirng kéo dai khoang QT va ha kali mau da c6 tir trude.

Tinh an toan va hiéu qua van chua duge xac dinh & nhitng bénh nhén ¢6 nguyén nhan thin
kinh ddi véi co bang quang ning déng qua mic.

Pi ¢6 bao cdo phit mach véi tic nghén duong thd & mot s6 bénh nhan str dung solifenacin
succinate. Néu xday ra phu mach, nén ngirng sir dung solifenacin succinate va diéu tri va/hoac
thue hién céc bién phép thich hgp.

D3 ¢6 bao céo phan trng phan vé & mot s6 bénh nhan didu tri bing solifenacin succinate. 0]
nhimng bénh nhan xuit hién phan tmg phan vé, nén ngimg sir dung solifenacin succinate va
diéu tri va/hodc thue hién cac bién phap thich hop.
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Hiéu qua t6i da cua solifenacin ¢6 thé duoc x4c dinh sém nhét sau 4 tuin.

Td dwoe:

San phdm chira lactose, do d6 khong nén diing cho nhitng bénh nhén ¢6 van dé di truyén
hiém gip khong dung nap galactose, thidu hut Lapp lactase hodc kém hip thu glucose-
galactose.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky c6 thai:

Khoéng c6 dit liéu 14m sang nao vé phu nir mang thai khi dang ding solifenacin. Céc nghién
ciru trén dong vat khong chi ra nhiing anh hwéng c6 hai truc tiép dén kha nang sinh san, su
phét trién phoi thai/bao thai hoic qua trinh sinh san. Khong xac dinh dugc nhitng nguy co
tiém an cho con nguoi. Can than trong khi ké don cho phu nit c6 thai.

Phu nix cho con bu

Khong c6 dit liéu vé sy bai tiét clia solifenacin trong sita me. O chudt, solifenacin va/hoic
cac chit chuyén hoa cia né duge bai tiét qua sira, gdy ra tinh trang khong phét trién phu
thudc vao lidu lwong & chudt so sinh. Do d6, nén tranh sir dung solifenacin trong thoi ky
cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Vi solifenacin, giéng nhur cac thude khang cholinergic khac ¢é thé gy mé mét, va it gip
hon 1a budn ngi va mét méi, kha ning 141 xe va sir dung may moéc c6 thé bj anh hwong xAu.
TUONG TAC, TUONG KY CUA THUOC

Twong tdc duoc ly:

Dung ddng thoi véi cac thube khac ¢é dic tinh khang cholinergic c6 thé dan dén hiéu qua
diéu tri va tdc dung khong mong mubn r3 rét hon. Nén nghi khoéng mét tudn sau khi ngimg
diéu tri bang solifenacin, trirde khi bit ddu liéu phap khang cholinergic khac. Tac dung didu
tri ctia solifenacin c6 thé bi giam khi dung ddng thoi véi thude chi véan thy thé cholinergic.
Solifenacin ¢6 thé lam giam tac dung cta céc thude kich thich nhu dong duong tiéu hoa,
ching han nhu metoclopramide va cisapride.

Tuwong tac dwoc dong hoc:

Céc nghién ctru in vitro da chimg minh duogc ring & nong do didu tri, solifenacin khong trc
ché CYP1A1/2, 2C9, 2C19, 2D6, hodc 3A4 c6 ngudn gbe tir microsome gan ngudi. Do do,
solifenacin khong ¢6 kha ning lam thay dbi do thanh thai cia céc thube duoc chuyén hoa
bdi cac enzym CYP nay.

Anh huéng ciia cde thube khéc dén diege dong hoc ciia solifenacin:

Solifenacin dugc chuyén hoa boi CYP3A4. Str dung dong thi ketoconazole (200 mg/ngay),
mot thude tre ché CYP3A4 manh, lam ting gip hai 1an AUC cua solifenacin, trong khi
ketoconazole vai liéu 400 mg/ngay lam tang gip ba lin AUC cua solifenacin. Do do, nén
han ché lidu t6i da cta solifenacin & mure 5 mg, khi st dung ddng thoi voi ketoconazole
hodc lidu diéu tri cia cac thudc wec ché CYP3A4 manh khic (ritonavir, nelfinavir,
itraconazole).

Chéng chi dinh diéu tri ddng thoi solifenacin va mét thude e ché CYP3A4 manh & bénh
nhéan suy thin nang hodc suy gan via.
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Chua nghién ctru anh hudng ctia cam Gng enzym trén duge dong hoc cua solifenacin va céc
chét chuyén hoa ciia n6 ciing nhu anh hudng cta co chit CYP3A4 c6 i luc cao hon trén
ndng do solifenacin. Vi solifenacin duge chuyén hoa boi CYP3A4, cac tuong tac duge dong
hoc ¢6 thé xay ra véi cac co chat CYP3A4 khac c6 i luc cao hon (verapamil, diltiazem) va
cac chét cam tmg CYP3A4 (nhu rifampicin, phenytoin, carbamazepin).

Anh hwéng cua solifenacin trén duoc dong hoc cua cac thuée khdc:

Thubc tranh thai duong udng: Khong c6 twong tac duoc dong hoc ciia solifenacin voi thude
tranh thai duong udng phéi hop (ethinylestradiol/levonorgestrel).

Wafarin: Solifenacin khong lam thay d6i duge dong hoc ctia R-warfarin hodc S-warfarin
hay anh huéng ctia ching trén thoi gian prothrombin.

Digoxin: Solifenacin khong lam anh hwdng dén duge dong hoc ctia digoxin.

Twong ky

Khéng co.

TAC DUNG KHONG MONG MUON

Tém tiit ho so an toan:

Do tac dung duoc ly, solifenacin c6 thé gy ra cac tac dung khéng mong mudn khéng
cholinergic (néi chung) & mirc dd nhe hodc trung binh. Tan suét ciia cdc tac dung khong
mong mudn khang cholinergic lién quan dén liéu lugng. Tac dung c6 hai duge bao céo

thudng gip nhat véi solifenacin 1a kho miéng. Tinh trang nay xay ra & 11% bénh nhan diéu
tri v6i 5 mg x 1 1an/ngay, & 22% bénh nhan diéu tri véi 10 mg x 1 lan/ngay va & 4% bénh
nhéan diéu tri bing gia dugc. Mire d6 nghiém trong cua chimg khd miéng thong thudmg 1a
nhe va chi thinh thoang méi din dén ngung diéu tri. Nhin chung, su tudn thu diéu tri rit cao
(khoang 99%) va khoang 90% bénh nhan diéu tri bang solifenacin da hoan thanh toan bo
thoi gian nghién ctru 1a 12 tuan diéu tri.

Rit thwong gip (ADR > 1/10):

Tiéu héda: Kho miéng.

Thwong gap (1/100 <ADR < 1/10):

Mit: Nhin mo.

Tiéu héa: T4o bén, budn ndn, kho tidu, dau bung.

It gdip (1/1000 < ADR < 1/100):

Nhiém tring va ky sinh tring: Nhidm tring duong tiét niéu, viém bang quang.

Thén kinh: Budn ngu, rdi loan vi giac.

Mit: Kho mit,

Hb hip, 16ng ngue va trung thit: Kho mii.

Tiéu hoa: Bénh trao ngugc da day thuc quan, kho hong.

Da va md dudi da: Kho da.

Thén va tiét niéu: Tiéu kho.

Toan than va tai chd: Mét moi, phi ngoai vi.

Hiém gdp (1/10000 < ADR < 1/1000):

Thén kinh: Hoa mit*, dau dau*.

Tiéu héa: Téc nghén dai trang, phan rin, non.

Da va mo dudi da: Ngtra*, phat ban*.
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Than va tiét niéu: Bi tiéu.

Rit hiém gip (ADR < 1/10000):

Tam than: Ao giac*, It Jin*.

Da va md dué6i da: Hong ban da dang*, may day*, phit mach*.

Chua ré tin suit (khong thé wéc luong tiv div ligu sin cé):

Hé mién dich: Phan ting phan vé*.

Chuyén hoa va dinh dudng: Giam sw thém an*, ting kali mau*.

Tam than: Mé sang*.

Mit: Tang nhan ap*.

Tim: Xoin dinh*, khoang QT kéo dai trén dién tdm do*, rung nhi*, danh tréng nguc*, nhip
tim nhanh*,

Ho hép, 16ng nguc va trung that: Khé phat dm*.

Tiéu héa: Tac rudt*, kho chiu & bung*.

Gan mat: Réi loan gan*, xét nghiém chirc ning gan bat thuong*.

Da va md dudi da: Viém da troc vay*,

Co xuwong khép va mo lién két: Yéu co*.

Than va tiét niéu: Suy than*.

* Ghi nhén khi thudce luu hanh.

QUA LIEU VA XU TRi

Triéu chirng:

Qua liéu solifenacin succinate c6 thé din dén tac dung khang cholinergic nghiém trong. Liéu
cao nhat cuia solifenacin succinate vo tinh diing cho mot bénh nhan 1a 280 mg trong khoang
thoi gian S gio, dAn dén thay doi trang thai tinh thin ma khong can nhép vién.

Diéu tri:

Trong truong hop qué lidu solifenacin succinate, bénh nhén nén dugce diéu tri bing than hoat
tinh. Rét hitu ich néu tién hanh ria da day trong vong 1 gid, nhung khong nén giy non.
Nhu céc thude khang cholinergic khéc, cac triéu chimg ¢ thé duge diéu tri nhu sau:

— Téc dung khéng cholinergic trung wong nghiém trong nhu ao gidc hodc kich thich rd

rét: didu tri bang physostigmine hodc carbachol.

— Co giat hodc kich thich ra rét: diéu tri bing benzodiazepine.

— Suy h hép: diéu tri bang hd hip nhan tao.

— Nhip tim nhanh: didu trj bing thudc chen beta.

— Bi tiéu: diéu tri bing cich thong tiéu.

— Gién déng tir: diéu tri bang thude nho miit pilocarpine va/hodc ddt bénh nhéin trong

phong ti.

Ciing nhur céc thube déi khang thu thé muscarinic khac, trong trudong hop ding qué lidu, can
ddc biét chu y dén nhitng bénh nhén ¢6 nguy co kéo dai khoang QT (nhu ha kali méu, nhip
tim cham va ding dong thoi cac thude dugce biét lam kéo dai khoang QT) va cac bénh tim
c6 lién quan (nhu thiéu mau cuc bd co tim, rbi loan nhip tim, suy tim sung huyét).

DUQC LUC HQC
Nhém dige Iy: Thude chbng co thit dudng tiét nidu.

Ma ATC: G04BDO08.
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Co ché tic dung:

Solifenacin 12 mot chit ddi khang thu thé cholinergic canh tranh, dic hiéu.

Bang quang dugc bao boc bodi cdc ddy than kinh pho giao cam cta hé cholinergic.
Acetylcholine 1am co co tron bang quang théng qua céc thu thé muscarinic trong d6 chi yéu
lién quan dén phin nhém M3. Céc nghién ctru duge ly in vitro va in vivo chi ra ring
solifenacin la mot chét tre ché canh tranh cta thu thé muscarinic phan nhom M3. Ngoai ra,
solifenacin cho thy 1a mot chét ddi khang dic hiéu véi céc thu thé muscarinic bang cach
biéu hién véi 4i luc thép hoidc khong ¢o ai lwe véi cac thu thé va kénh ion khac dwoc thi
nghiém.

DUQC PONG HQC

Hap thu:

Sau khi udng solifenacin, ndng do téi da trong huyét trong (Cmax) dat duoc sau 3 dén 8 gio.
tmax kKhOng phu thudc vao liéu ding. Cmax va dién tich dudi duong cong (AUC) tang tuong
{tng v6i lidu trong khoang tir 5 dén 40 mg. Sinh kha dung tuyét dbi khoang 90%. Udng cung
v6i thire &n khong anh hudng dén Cmax va AUC cta solifenacin.

Phén bo:

Thé tich phan b6 biéu kién cia solifenacin sau khi tiém tinh mach khoang 600 L. Solifenacin
lién két véi protein huyét tirong & mirc d cao (khoéng 98%), chi yéu la alacid glycoprotein.
Chuyén héa:

Solifenacin duge chuyén héa nhiéu & gan, chi yéu bai cytochrom P450 3A4 (CYP3A4).
Tuy nhién, c6 nhiéu con dudng chuyén hoa khic ¢6 thé gop phan vao qué trinh chuyén hoa
cia solifenacin. D9 thanh thai toan than cta solifenacin khoang 9,5 L/gi¢ va thoi gian ban
thai cudi ciing coa solifenacin 14 45-68 gid. Sau khi ubng thude, mot chit ¢6 hoat tinh dige
ly (4R-hydroxy solifenacin) va ba chét chuyén héa khong c6 hoat tinh (N-glucuronid, N-
oxid va 4R-hydroxyl-N-oxid cua solifenacin) da duoc xdc dinh trong huyét twong ngoai
solifenacin.

Thai trie:

Sau khi ding mét liéu don 10 mg solifenacin [gin phong xa *C], phat hién dwoc khoang
70% luong phong xa trong nudc tiéu va 23% trong phén sau 26 ngay. Trong nudc tiéu, thu
hoi khoang 11% luong phéng xa dudi dang hoat chét khong thay doi; khoang 18% & dang
chit chuyén hoa N-oxid, 9% ¢ dang chit chuyén héa 4R-hydroxy-N-oxid va 8% chit chuyén
héa 4R-hydroxy (chat chuyén héa c6 hoat tinh).

Tuyén tinh/phi tuyén tinh:

Dugc dong hoc tuyén tinh trong pham vi liéu didu tri.

Cdc dbi twong dic biét khdc:

Ngueoi cao tudi:

Khong can diéu chinh liéu dua trén tudi ctia bénh nhan. Cdc nghién ciru & ngudi cao tudi da
chi ra rang ndng do solifenacin, duge biéu thi bang AUC, sau khi dung solifenacin succinate
(5 mg va 10 mg mdt 1dn mdi ngay) twong ty nhau gira nhitng ngudi cao tudi khoe manh (tir
65 dén 80 tudi) va nhitng ngudi tré khoe manh (nhé hon 55 tudi). Tdc do hap thu trung binh
dugc biéu thi bing tmax hoi chdm hon va thoi gian ban thai cudi cing dai hon khoang 20%
& ngudi cao tudi. Nhitng khac biét nho nay duge xem 1a khong c6 y nghia lam sang.
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Dugc dong hoc cua solifenacin chua dugc thiét 1ap & tré em va thanh thiéu nién.

Gioi tinh: Duge dong hoc cua solifenacin khong bi anh hudng béi gidi tinh.

Chung téc: Duge dong hoc cua solifenacin khong bi anh hudng béi chiing tdc.

Bénh nhan suy than:

AUC va Cpnax cua solifenacin & bénh nhan suy thdn nhe va vira khéng khac biét dang ké so
v6i ngudi tinh nguyén khée manh. O nhiing bénh nhén suy than ning (d6 thanh thai creatinin
<30 ml/phit), ndng do solifenacin cao hon déng ké so véi nhém ching véi mire ting Cumax
khoang 30%, AUC hon 100% va ti/ hon 60%. Quan st thdy ¢6 mdt méi quan hé c6 y nghia
théng ké gitta d thanh thai creatinin va do thanh thai solifenacin. Dugc dong hoc & bénh
nhan chay than nhén tao chua dugce nghién ciru.

Bénh nhan suy gan:

O bénh nhan suy gan vira (diém Child Pugh 7 dén 9), Cmax khong bi anh huéng, AUC ting
60% va ti tang gap doi. Dugce dong hoc cua solifenacin & bénh nhan suy gan ning chua
dugc nghién ctru.

QUY CACH PONG GOI

Hop 3 vi x 10 vién.

BAO QUAN

Béo quén trong bao bi kin, noi kho rao, nhiét do duoi 30°C.

TIEU CHUAN CHAT LUQNG \

Nha san xuét. £

HAN DUNG ¢

36 thang ké tir ngdy sin xudt. y

S6 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han ding (Exp. date): xin xem trén nhan bao
bi.

San xudt tqi:

Céng ty TNHH Sinh dwgc phim Hera

L6 A17 Khu céng nghiép Tir Ha, phwong Tiv Ha, thi xd Hwong Tra, tinh Thira Thién Hué,
Viét Nam.
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