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HUONG DAN SU DUNG THUOC

THUOC NAY CHI DUNG THEO PON THUOC

USARSOLIF 10

POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
DE XA TAM TAY TRE EM
THONG BAO NGAY CHO BAC SI HOAC DUQC SI
NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC

1. Thanh phin cong thirc thude:
Thanh phin duoc chit:
Solifenacin succinate.............ccevvervrivereennn. 10 Mg

Thanh phan ti duge: Lactose monohydrate, Microcrystalline cellulose 102, Sodium starch
. glycolate, Magnesium stearate, Colloidal anhydrous silica, Vivacoat PM-1P-000, Titanium

dioxide.

2. Dang bao ché:

Vién nén bao phim: Vién nén tron, bao phim mau trfmg, hai mat khum, canh va thanh vién lanh
lan.
3. Chidinh:
Diéu tri triéu chimg tiéu khéng tu chi va/hodc tiéu nhidu 14n va tidu gép c6 thé xay ra & bénh
nhén bi hi chimg bang quang hoat ddng qué muc.

4. Cich dung, liéu dung:
Cich ding: Ding dudng udng, ding kém hoic khong kém thirc &in, nén udng ca vién va khong
duoc chia hodc nghién nat vién thudc.
Liéu ding:
Ngudi lom, ké ca nguoi cao tudi

. Liéu khuyén céo 12 5 mg $olifenacin succinate x 1 1dn/ngay. Néu can, c6 thé ting lidu lén 10 mg
solifenacin succinate x 1 lan/ngay.
Tré em
Tinh an toan va hiéu qua cua solifenacin succinate & tré em van chua dugc xdc dinh. Do dé,
khong nén str dung solifenacin succinate cho tré em.
Bénh nhén suy thdn
Khéng cén diéu chinh liu cho bénh nhan suy than nhe dén trung binh (d9 thanh thai creatinin >
30 ml/phut).
Bénh nhéan suy thin ning (d6 thanh thai creatinin < 30 ml/phut) nén duogc diéu tri than trong va
khéng duoc ding qua 5 mg x 1 ldn/ngay.
Bénh nhdn suy gan
Khong cén didu chinh lidu cho bénh nhan suy gan nhe. Bénh nhén suy gan trung binh (Chi sb
Child-Pugh tir 7 dén 9) nén dugc diéu tri than trong va khong ding qua 5 mg x 1 lin/ngay.
Liéu t6i da cua solifenacin succinate nén duoc gidi han dén 5 mg khi diéu tri dong thoi véi
ketoconazole hodc véi céc lidu diéu tri cuia céc chét trc ché manh CYP3A4 khéc, vi du: ritonavir,
nelfinavir, itraconazole.
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Khuyén cdo néu quén uéng mét liéu thude: Ubng ngay 1 liu khi ban nhé ra minh da quén udng
thudc. Nhung néu thoi gian nhé ra ghn lidu ké tiép thi bé lidu di quén va udng nhu theo thoi glan
quy dinh. Khéng dugc udng gap ddi lidu trong trrdmg hop quén ding thude.

5. Chéng chi dinh:

Mén cam véi solifenacin succinate hodc véi bét ky thanh phin t4 duge nao khac.

Solifenacin dugc chéng chi dinh & nhiing bénh nhén bj bi tidu, tinh trang da day-rudt nang (ké ca
chimg to dai trang nhiém dc), bénh nhuge co hodc bénh tang nhan ap géc hep va & nhiing bénh
nhdn ¢6 nguy co mac cac tinh trang ndy.

Bénh nhén dang chay thdn nhéan tao.

Bénh nhén suy gan ning.

Bénh nhén suy thén ning hodc suy gan trung binh va dang diéu tri bing mot chit we ché
CYP3A4 manh, nhu ketoconazole.

6. Canh bdo va thén trong khi ding thudc:

Can danh gia cac nguyén nhén khéc gy di tiéu thuémg xuyén (suy tim hodc bénh than) trudce khi
di€u tri bang solifenacin succinate. Néu c6 nhiém tring dudmg tiét niéu, nén bét dau mét lidu
phép khéang khuén thich hgp.

Solifenacin succinate nén dugce sir dung than trong & nhitng bénh nhan:

Téc nghén duong thoat nude tidu tir bang quang c6 nguy co bi tiéu cé y nghia lim sang.

Réi loan téc nghén dudng tiéu héa va c6 nguy co giam nhu dong rudt.

Suy thdn n3ng (d¢ thanh thai creatinin < 30 ml/phit), va lidu ding khéng duoe vuot qua 5 mg
do1 voi nhimg bénh nhén nay.

Suy gan trung binh (chi 6 Child-Pugh tir 7 dén 9), va liéu luemg khéng duge vuot qué 5 mg doi
vO1 nhitng bénh nhan nay.

Sir dung ddng thoi véi chét e ché CYP3A4 manh, vi du ketoconazole.

Thodt vi khe thuc quan/trao nguoc da day-thue quan va/hodic nhimg ngudi dang ding ddng thei
cde thude (nhu bisphosphonates) ¢ thé gdy ra hodc lam trdm trong thém tinh trang viém thuc
quan.

Bénh than kinh ty chi.

Viée kéo déti khoang QT va xoén dinh da duge quan sat thdy & nhiing bénh nhin ¢6 cdc yéu t6
nguy co, ching han nhu tién sir hai chimg kéo dai khoang QT va ha kali mau.

Tinh an toan va hiéu qua van chua dugce xdc dinh & nhitg bénh nhin co nguyén nhén do thin
kinh doi v6i chimg ting hoat ddng qua mic clia co ¢6 bang quang.

Phu mach véi tic nghé&n duong thé di duge béo cdo & mdt sd bénh nhén sir dung solifenacin
succinate. Néu phit mach xay ra, nén ngimg sir dung solifenacin succinate va didu tri bang céc
bién phép thich hop.

Phan Gng phéan vé da duge béo cdo & mét sé bénh nhéin duge didu tri béng solifenacin succinate.
Cj_ nhitng bénh nhan bj phan tng phan vé, nén ngimg sit dung solifenacin succinate va diéu trj
béng cée bién phap thich hop.

Téc dung t6i da cua solifenacin succinate c6 thé duoe xéc dinh sém nhét sau 4 tun.

Lactose monohydrate: Néu bénh nhan dugc bac si chdn dodn co réi loan dung nap véi mét sb
loai .dLr@n’g nhat dinh, hay héi y kién bac si trude th ding thude nay. Bénh nhan bi rbi l?an di
truyén hiém gdp nhu khong dung nap galactose, thiéu hut lactase hoan toan hoic kém hap thu
glucose — galactose khong nén dung thuée nay.
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7. Sir dung thude cho phu nir ¢6 thai va cho con bu:

Str dung thuée cho phu wnit ¢é thai: Chua cé dit lidu 1am sang O phu nit ¢6 thai khi dung
solifenacin. Céc nghién ciru trén ddng vét khong cho thdy tac dong c6 hai truc tiép trén kha ning
sinh san, sy phat trién cta phéi thai/thai nhi hodc sy sinh dé. Chua 1o nguy co d6i véi ngudi. Can
thén trong khi ké don cho phu nir ¢d thai.

Stk dung thuée cho phu nit cho con bii: Chua c6 dix lidu vé sy bai tiét ctia solifenacin trong sita
me. Trén chudt nhit, solifenacin vivhodic cdc chét chuyén héa cia nd duge bai tiét qua sita va
gy ra tinh trang khong phdt trién phy thugc vao liu lugng & chudt nhit so sinh. Vi vy nén
tranh st dung solifenacin succinate trong thoi ky cho con b,

8. Anh hwing ciia thude 1én kha ning 14i xe, vin hanh miy méc:

Vi solifenacin giéng nhu cdc thude khéng cholinergic khéc c6 thé gy ra nhin mo, va hiém gip la
budn ngil va mét moi, nén cin than khi dang lai xe va sir dung may moc.

9. Tuwong tic, twong ky ciia thube:

Twong tic dwoce ly

Diing ddng thoi véi céc thude khic ¢6 dic tinh khéng cholinergic c6 thé din dén tic dung diéu tri
va téc dung khéng mong mudn rd rét hon. Nén cé mot khoang céach khoang mot tudn sau khi
ngimg diéu tri bing solifenacin succinate, truéc khi bit ddu dilu tri bing liéu phap khang
cholinergic khac. Tac dung diéu tri cta solifenacin c6 thé giam khi ding ddng thoi cac chit cha
vén thu thé cholinergic.

Solifenacin c6 thé lam giam tic dung cta céc san phdm thude kich thich nhu déng cta dudng -
tiéu hoa, nhu metoclopramide va cisapride. L
Twong tic dwge djng hoe Eé)h
Céc nghién ctru in vifro dd chimg minh réng o néng dd diéu tri, solifenacin khéng tc ché 'I_OC
CYP1A1/2, 2C9. 2C19, 2D6, hoic 3A4 cb nguén géc tlr microsome gan nguoi. Do dé, ON
solifenacin khdng c6 kha ning lam thay dbi d¢ thanh thai ctia céc thude duge chuyén héa boi cac \f}‘:
enzym CYP nay. e

Anh huong cua cdc thuéc khdc dén duwgc dong hoc cua solifenacin

Solifenacin duge chuyén hoa bdi CYP3A4. Dung ddng thoi véi ketoconazole (200 mg/ngay),
mot chit e ché manh CYP3A4, lam ting gip hai lan dién tich dudi dudng cong (AUC) cua
solifenacin, trong khi ketoconazole véi liéu 400 mg/ngay din dén lam ting gp ba lan AUC cia
solifenacin. Do dé, liéu t4i da cua solifenacin succinate nén duge gi6i han dén 5 mg, khi duge sir
dung ddng thoi vai ketoconazole hodc lidu diéu tri cia cac chat e ché manh CYP3A4 khac
(nhu: ritonavir, nelfinavir, itraconazole).

Chdng chi dinh diéu trj ddng thoi solifenacin va mdt chat tc ché manh CYP3A4 & nhimg bénh
nhin bi thdn ning hodc suy gan trung binh.

Tac dung cam Ung enzym trén duge dong hoc cua solifenacin va cdc chét chuyén hoa ciia no
cling chua duge nghién ctru, cling nhu chua cé nghién ctru vé tic dung cua cdc co chit CYP3A4
¢6 i lue cao hon déi véi viée hép thu solifenacin. Vi solifenacin dugc chuyén héa bai CYP3A4,
cac tuong tac duge dong hoc co thé xay ra vdi cac chit nén CYP3A4 khéc c6 &i luc cao hon
(nhu: verapamil, diltiazem) va cdc chdt gdy-cam tng CYP3A4 (nhu rifampicin, phenytoin,
carbamazepin).

Anh hucng ciia solifenacin dén duge déng hoc ciia cdc thuéc khdc

Thubc udng tranh thai: Udng solifenacin succinate cho thiy khong cé twong téac dugc dong hoc
ctia solifenacin trén thude udng tranh thai phéi hop (ethinylestradiol/levonorgestrel).
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Warfarin: Uéng solifenacin succinate khong lam thay d6i duoc dong hoc cia R-warfarin hodc S-
warfarin hogic anh hudng dén thoi gian prothrombin.

Digoxin: Uéng solifenacin succinate cho thdy khéng anh hudng dén duge déng hoc cua digoxin.

10. Tic dung khéng mong muén ciia thude:

Do tac dung dugc ly cua solifenacin, solifenacin succinate cé thé giy ra tac dung khéng mong
muon khang cholinergic (néi chung), mitc & nhe hodc trung binh. Tan suét cua céc tic dung
khong mong mudn khéng cholinergic phu thude vao liéu luong.

Téc dung khong mong mudn dugce béo cdo phé bién nhét véi solifenacin succinate 14 khd miéng.
Tac dung nay xdy ra & 11% bénh nhin duoc didu tri v6i 5 mg x 1 1dn/ngay, & 22% bénh nhén
diéu tr véi 10 mg x | lfm/‘ﬂgé}' va & 4% bénh nhan duoc diéu tri bang gia duge, Mic do khod
miéng thuong nhe va doi khi méi ngimg diéu tri.
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11. Qui lidu va cdch xir tri:

Triéu chirng:

Qué lidu solifenacin succinate c6 thé din dén tac dung khang cholinergic nghiém trong. Liéu
solifenacin succinate cao nhit vo y udng nhim & mét bénh nhén la 280 mg trong thoi gian 5 gio,
din dén thay d6i vé trang théi tinh thdn nhung khéng cén nhap vién.

Cach xir tri:

Trong truémg hop qué liéu véi solifenacin succinate, bénh nhan nén duoce didu tri bing than hoat.
Rira da day hitu ich néu duge thuc hién trong vong 1 gio, nhung khong duge giy non.

Déi véi cée thube khéng cholinergic khac, céc triéu chimg c6 thé duoge diéu tri nhu sau:

Tac dung khéng cholinergic trung wong nghiém trong nhur 4o giac hodc kich dong rd rét: diéu tri
bang physostigmin hodc carbachol.

Co git hodic kich dong r rét: Piéu tri bing cac thude benzodiazepin.

Suy hd hip: Piéu trj bing hé hip nhan tao.

Nhip tim nhanh; Piéu tri bing thude chen beta.

Bi tiéu: Piéu tri bing cach dit dng thong tidu.

Gidn dong tir: Diéu trj bang thudc nho mét pilocarpine va/hoic ddt bénh nhén & trong phong t6i.
12. Dic tinh dwge lwe hoce:

Nhém dwge Iy: Thude chong co that duong tiét niéu.

Ma ATC: G04B D08

Co ché tic dung:

Solifenacin 1a 1 chit déi khéng thu thé cholinergic dac hiéu, canh tranh.

Bang quang hoat dong duoc nhd cic ddy thin kinh phé giao cam thuéc hé cholinergic.
Acetylcholine 1am co co bang quang thdng qua céc thu thé muscarin trong d6 phan nhém M; c6
lién quan chi yéu. Céc nghién ciru vé dugc 1y in vitro va in vivo cho thdy solifenacin 1a mdt chat
trc ché canh tranh thu thé muscarin phdn nhém M3, Ngoai ra, solifenacin cho the“iy la mot chét @bi
khang dic hidu dbi véi céc thu thé muscarinic biéu thi & 4i luc thap hodc khéng c6 i luc ddi véi
cac thu thé khac nhau va kénh ion qua thir nghiém.

Tac dung duge luc hoc

Piéu tri bing solifenacin succinate mdi ngay d dugc nghién ctru trong mot vai thir nghiém 1am
sang mu ddi, ngau nhién, c6 kiém ching bing gia duge & nam giéi va phu nit bi ching bang
quang hoat dong qué mirc.

13. Dic tinh dwge dong hoc:

Hip thu

Sau khi uéng, nong d6 téi da solifenacin trong huyét twrong (Cmax) dat duoc sau 3 dén 8 gio. Thoi
gian dat dugc ndng d cao nhét trong huyét twong (tmay) khong phu thude vao lidu luong. Cpax va
dién tich dudi dudng cong (AUC) tang ti 1& voi liéu dung tir 5 mg dén 40 mg. Sinh kha dung
tuyét doi khoang 90%.

Dung cung thirc an khong anh hudng dén Cax va AUC ciia solifenacin.

Phin b

Thé tich phéan b biéu kién ctia solifenacin sau khi tiém tinh mach la khoang 600 L. Solifenacin
gin két v6i huyét tuong & mitc do cao (khoang 98%), chu yéu la v6i al-acid glycoprotein.
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Chuyén héa

Solifenacin duoc chuyén héa manh & gan, chu yéu bai cytochrom P450 3A4 (CYP3A4). Tuy
nhién, ¢6 nhiéu dudng chuyén héa cé thé tham gia vao su chuyén hoa ctia solifenacin. P$ thanh
thai hoan toan cua solifenacin 1a khoang 9,5 L/gié va thoi gian ban thai cudi cling cta solifenacin
12 45 — 68 gid. Sau khi udng, mdt chit chuyén hoéa cé hoat tinh dugc 1y (4R-hydroxy solifenacin)
va ba chit chuyén héa khéng c6 hoat tinh (N-glucuronide, N-oxide va 4R-hydroxy-N-oxide ctia
solifenacin) da dugc tim thdy trong huyét twong ngoai solifenacin.

Thii trir

Sau khi ding mét liéu 10 mg c6 gin phéng xa 14C, khoang 70% phéng xa duoc phat hién trong
nude tidu va 23% trong phan sau 26 ngay. Trong nuéc tiéu, khoang 11% dwoc thy dudi dang
hoat chét khéng thay ddi, khoang 18% dudi dang chét chuyén héa N-oxide, 9% dudi dang chat
chuyén héa 4R-hydroxy-N-oxide va 8% dudi dang 4R-hydroxy (chit chuyén héa c6 hoat tinh).
Tuyén tinh/ khéng tuyén tinh

Duoc déng hoc la tuyén tinh trong pham vi lidu diéu tri.

Duoc dong hoe trén dbi twong dic biét

Tudi

Khéng can diéu chinh liéu lwong dia trén tubi clia bénh nhan. Cac nghién ciru trén ngusi cao
tudi cho thdy su hip thu solifenacin, duoc biéu thi bing dién tich duéi dudmg cong (AUC), sau
khi diing solifenacin succinate (5 mg va 10 mg mdt 1in mdi ngay) tuong tu & ngudi cao tudi
khoe manh (tir 65 — 80 tudi) va ddi tuong tré khoe manh (dudi 55 tudi). Tée &6 hép thu trung
binh dugc bidu thi dudi dang tye hoi chim hon & ngudi cao tudi va thdi gian ban thai cudi dai
hon khoang 20% & dbi tugng cao tudi. Su khac biét vira phai nay duge cho 1a khéng cé y nghia
lam sang.

Dugc dong hoc cua solifenacin chua duge xéc dinh & tré em va thiéu nién.

Gioi tinh

Dugc dong hoc cua solifenacin khong bi anh huéng béi gidi tinh.

Chung téc

Dugc dong hoc cta solifenacin khong bi anh hudng béi ching toc.

Suy than

Dién tich duéi dudmg cong (AUC) va ndng dd cao nhét trong huyét twong (Cpayx) cia solifenacin
& bénh nhan suy than nhe va trung binh khong khac biét dang ké so véi cac dit lidu tim thdy &
nhitng ngudi tinh nguyén khoe manh. O bénh nhan bj suy thdn ning (46 thanh théi creatinin < 30
ml/phut), sy hip thu solifenacin cao hon déng ké so véi mirc ting Cpax khoang 30%, AUC hon
100% va ty, cao hon 60%. Di quan sat thdy su lién quan c6 ¥ nghia théng ké giita do thanh thai
creatinin va d6 thanh thai solifenacin. Dugc dong hoc & bénh nhén chay than nhén tao chua dugc
nghién ciru.

Suy gan

O nhing bénh nhén suy gan trung binh (diém Child-Pugh tir 7 dén 9), Crax khong bi anh huéng,
AUC tang 1én 60% va ty, ting gap d6i. Duogc dong hoc ctia solifenacin & bénh nhén suy gan ning
chua dugc nghién ciru.
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14. Quy cach dong goi:
— Hop 03 vi (Al/PVC) x 10 vién nén bao phim kém t& huéng dan sir dung.
— Hop 05 vi (AI/PVC) x 10 vién nén bao phim keém t& huéng dan sir dung.
— Hdp 10 vi (AI/PVC) x 10 vién nén bao phim kém t& huéng dan sir dung.
15. Diéu kién bio quén, han dung, tiéu chuin chét lwong ciia thude:
Diéu kién bao quan: Noi khé thoang, tranh 4nh sang, nhiét do dudi 30°C.
Han dung: 36 thang ké tir ngay san xuét.
Tiéu chuan chét lugng: TCCS s6: KL-TF123
16. Tén, dia chi ciia co' s& san xuit thude:
Tén co sé sin xuidt: CONG TY CO PHAN DUGC PHAM PHONG PHU — CHI NHAN)
MAY USARICHPHARM
Dia chi: Lo 12, Pudng s6 8, Khu cdng nghiép Tan Tao, Phudng Tén Tao A, Q
Thanh pho HO Chi Minh.
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