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TO HUONG DAN SU DUNG
R*H3n djch uéng EGUDIN suspension
Solifenacin succinate 1 mg/ ml

® C"FHube ndy chi diing theo dom thude

Dé xa tdm tay tré em
e Doc k§ huéng dén str dung trude khi ding
¢ Thong bao ngay cho bdc si hodc duoc si nhimng tac dung khong mong mubn gap phai
khi str dung thube

1. Thanh ph?m cong thire thude:

Mbi ml hén dich ubng chira:

Thémh phén hoat chdt: SOLLEnacin SUCCINALE .vv.vv.vveve oo ] mg
Tt nE SHHINOHE oS o T e 0,75 mg
Thanh phan td duoe:... — ..virada 1 ml

(Cremophor RH 40; l\am citrat; Xanthan gum; Amd citric; Nlpagm Nlpasol Sorb:to] 70%; Mui
cam (tinh déu cam); Natri saccharin; Vang tartrazine; Simethicone 30%; Propylene glycol; Nuéc
tinh khiét vira du.)

2. Dang bao ché:
Hdn dich ubng.
Hon dich duc mau vang, mii cam, vi hoi ngot.

3. Chi dinh:
Hdi chirng bang quang ting hoat djng & nguwdi lén -
Hon dich udng EGUDIN suspension duoe chi dinh diéu tri triéu chimg tiéu khong tu chu do théi A2\
thiic (tiéu s6n) vavhogc tiéu nhiéu lan va tiéu gdp, c6 thé xdy & bénh nhan bj hoi chimg bang quang N

~

tang hoat déng (OAB).
Ting hoat co chép do nguyén nhén thin kinh
Hén dich udng EGUDIN suspension duge chi dinh didu tri ting hoat co chop do nguyén nhén thin
kinh & tré em tir 2 — 18 tudi.

4. Liéu ding, cich dung:
4.1 Liéu ding

Hoi chirng bang quang ting hoat ding

Nguwoi lon, bao gc‘;m cd ngwoi cao 1Udi:

Ligu khuyén céo 1a 5 mg (twong duong 5 ml) solifenacin succinate mdt lan / ngay. Néu can, lidu
dung c6 thé tang lén dén 10 mg (twong duong 10 ml) solifenacin succinate mot 1an / ngay.

Tré em va thiéu nién

Hiéu qua ctia EGUDIN suspension ¢ tré em va thiéu nién trong hoi chimg bﬁflg quang tang hoat
dong chua dugc xdc dinh. Do d6, khong k.}luyén ding EGU DT\T suspension dé diéu tri hoi chimg
bang quang tang hoat ddng & tré em va thiéu nién dudi 18 tudi.
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Ting hoat co chép do nguyén nhén thin kinh

Tré em va thiéu nién (2 — 18 tubi):

Liéu khuyén céo ctia hdn dich ubng EGUDIN suspenszon duoc xdc dinh dua trén cln ning cua
bénh nhan. Diéu tri dugc bt dau bing lidu bt diu khuyen c4o. Sau do, lidu s& dugc tang lén dén
liu thip nhét c6 hidu qua. Khong nén vuot qua liéu t6i da. Trong thoi gian didu tri dai han, bénh
nhan nén dugc danh gia dinh ky dé tiép tuc didu ti va c6 thé didu chinh lidu, it nhit hang ndm hoic
¢6 thé thuomg xuyén hon. Cac liéu EGUDIN suspension theo trong lugng co thé ciia bénh nhén
theo bang dudi day:

Trong luong (kg) Liéu bat diu (ml) Liéu tdi da (ml)
9 dén 15 2 4
>15 dén 30 3 5
>30 dén 45 3 6
>45 dén 60 4 8
>60 5 10

EGUDIN suspension nén duoc udng mot 1an/ ngay.

Suy thin

Khéng can diéu chinh lidu ddi v6i bénh nhan bi suy than nhe dén trung binh (d3 thanh thai creatinin
* > 30 ml/phut). Nhitg bénh nhén bi suy than ning (d6 thanh thai creatitin < 30 mUphut) nén duge

diéu tri than trong va khong ding qua 5 mg (tuong dwong 5 ml) mdi ngay mét lan (nguoi I6m) va
khéng nhiéu hon lidu bét dau (tré em va thiéu nién) (xem phan Céc dic tinh duge dong hoc).

Suy gan

Khong cn diéu chinh lidu dbi v&i bénh nhan b suy gan nhe. Bénh nhan bi suy gan trung binh (chi
s6 Child-Puld tir 7 — 9) nén duge didu trj than trong va khong dung qud 5 mg (twong duong 5 ml)
mdi ngdy mét lan (nguoi 1ém) va khong nhiéu hon lidu bét dau (tré em va thiéu nién) (xem phin
Céc dac tinh duoe dong hoc).

Chat vmg ché manh cytochrome P450 344

Liéu EDUDIN suspension tbi da nén giGi han dén 5 mg (twong duong 5 ml) (ngudi 16m) va khéng
nhi¢u hon lidu bit du (tré em va thiéu nién) khi diéu tri ddng thi v6i ketoconazole hodc véi cae
liéu diéu tri cuia cdc chét tre ché manh CYP3A4 khéc nhw ritonavir, nelfivarir, itraconazole (xem
phan Tuong téc véi cée thube khac va céc dang tuong tac khac).

4.2 Cich ding
Hén dich uéng EGUDIN suspension duge ding ducmg udng va sau dé nén uéng mét ly nuéc.
Thudc khong nén ding cting thire &n va‘hodic cic d6 ubng khac. Viée dung cling thirc &n va/hoic
dd ubng c6 thé gy giai phéng solifenacin trong miéng tao nén vi dang va cam gidc té ti trong
mi¢ng.
Sir dung coc dong hodc xi-lanh dé 14y chinh x4c lidu dimg.

5. Choéng chi dinh:
Khi duge st dung dé diéu trj bang quang hoat ddng qud mue, solifenacin chéng chi dinh & bénh
nhan bj bi tiéu.
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Khi duge sir dung dé didu tri bang quang hoat ddng qué mirc hodc qué hoat co chép do nguyén
nhén than kinh, solifenacin chbng chi dinh &:

- Bénh nhén bj tinh trang da day-rudt ning (bao gém chimg to dai trang nhiém ddc), bénh
nhuoc co ning hodc glauma géc hep va nhitng bénh nhén ¢6 nguy co dbi véi nhiimg tinh
trang nay.

- Bénh nhén qua min véi hoat chét hoic bét k¥ thanh phan néo cia t4 duoc.

- Bénh nhén dang thim phén méau. (xem phin Céc dic tinh duge dong hoc)

- Bénh nhén bi suy gan niing (xem phan Cac dic tinh duge dong hoc).

- Bénh nhén bj suy than ning hozc suy gan trung binh va dang diu tri bang mot chit (¢ ché
CYP3A4 manh, nhu ketoconazole (xem phan Tuong tic véi cée thude khic va cac dang
tuong tac khéac).

6. Canh bdo va thén trong khi dung thudc:

Cén d4nh gia cdc nguyén nhan khac giy tiéu nhidu lan (suy tim hoéc bénh than) truée khi diéu tri
bang EGUDIN suspension. Néu c6 nhim khudn duong tiét nigu, can khoi dAu didu tri khang khudn
thich hop.

Nén than trong khi dung EGUDIN suspension & nhitng bénh nhan c¢o:

- Nghén thoat nudc tiéu tir bang quang cd y nghia 14m sang cé nguy co bi tiéu.

- Rdi loan nghén da day ruét.

- Nguy co giam nhu dong rudt.

- Suy thin ning (d6 thanh thai creatinine < 30 ml/phit) va liéu dung khéng duge vugt qué 3
mg (twong duong 5 ml) & ngudi 1én hodc liéu bat dau & bénh nhan tré em va thiéu nién cho
nhimg bénh nhdn nay.

- Suy gan trung binh (chi sb Child-Pug}z tu 7 dén 9), va liu ding khéng qua 5 mg (tuong
dwong 5 ml) & nguoi 16m hodc liéu bat dau ¢ bénh nhan tré em va thiu nién cho nhimg
bénh nhan nay.

- Dung déng thoi véi mot chét iic ché CYP3A4 manh, nhu ketoconazole, lidu ding khong
vuot qua 5 mg (tuong duong 5 ml) & ngudi 16m hoic licu bat dau & bénh nhan tré em va
thi€u nién cho nhimg bénh nhén nay.

- Thodt vi khe thyc quan/ trao nguoc da day-thue quén vi‘hodc nhimg ngudi dang dung déng
thoi cac thube (nhu bisphosphonates) c6 thé g4y ra hoiic 1am nang thém viém thuc quan.

- Bénh than kinh ty dong.

QT kéo dai va xoén dinh d quan sat thiy & nhiing bénh nhén ¢6 céc yéu t6 nguy co, ching han
nhu héi chimg QT dai va ha kali mau d4 ¢4 tir trude.

Phii mach véi tic nghén dudng thé da duge bido cdo & mot s6 bénh nhén ding solifenacin. Néu
xuét hién phi mach, nén ngimg solifenacin va thyc hién liéu phap va / hodic cac bién phap thich
hop.

Phan tmg phan vé da dugc bdo cdo & mot sé bénh nhan duge didu tri bang solifenacin. O nhiing
bénh nhan xuat hién phan tmg phan v€, nén ngung solifenacin va thuc hién li¢u phép va / hodc bién
phap thich hop.

Hiéu qua tdi da ctia solifenacin cé thé duoge xdc dinh sém nhit sau 4 tuin.
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Hén dich Egudin suspension chita Nipagin (methyl parahydroxybenzoate) va Nipasol (propyl
parahydroxybenzoate). Didu nay c6 thé gay ra cic phén tng di tmg (c6 thé xay ra chim).

7. Sir dung thube cho phu ni¥ ¢6 thai va cho con bi:
7.1 Si dung thube cho phu nit ¢6 thai
Chua c6 dir liéu 1dm sang & phuy nit ¢6 thai trong khi dang ding solifenacin. Céc nghién ciru trén
dong vat khong cho thiy téc dung c6 hai truc tiép trén kha ning sinh san, sy phiét trién ciia phéi/thai
hodc sur sinh dé. Chua 13 nguy co c6 thé c6 ddi voi nguoi. Can than trong khi ké don cho phu nit
co thai.
7.2 Sir dung thude cho phu nir cho con ba

Chua c6 dit liéu vé sur bai tiét solifenacin vao sita me. Trén chuét nhét, solifenacin va/hodc céc chit
chuyén héa ctia né duoe bai tidt vao sita va gdy khong phét trién & chudt nhit méi sinh phu thude
lidu. Vi vay nén tranh sur dung EGUDIN suspension trong khi dang cho con bu.

7.3 Khé niing sinh san
Chua c6 dit liéu 1am sang vé anh huéng cua solifenacin 1&n kha nang sinh san. Anh huéng 1én kha
nang sinh san trén dong vat chua dwoc quan st thiy.

8. Anh huéng ciia thudc 1én kha niing l4i xe, vin hinh mdy méc:
Vi solifenacin giéng nhu cac thude khan g cholinergic khéc c6 thé gay nhin mo va trong mr(mg hop
it gap 14 budn ngi va mét moi, kha nang 14i xe va vin hanh mdy méc ¢ thé bi anh hudng xAu.

9. Twong tac, twong ky ciia thude:
9.1 Twong tdc ciia thude
Twong tac dwoce Iy hoc
Duing dong thoi véi cée thuéc khéc ¢6 déc tinh khang cholinergic ¢6 thé din dén tac dung didu tri
va tac dung khong mong mudn r6 rét hon. Nén ¢6 mot khoang cach khoang 1 tuén sau khi ngimg
diéu trj bang EGUDIN suspension, trude khi bit dau diéu trj bang thudc khang cholinergic khéc.
Tac dung diéu trj ctia solifenacin c6 thé b gidm khi ding ddng thoi véi chit chd van thy thé
cholinergic.
Solifenacin ¢6 thé lam glam tac dung cua cac thudc kich thich nhu dong cua dudng da day-rudt,
nhur metoclopramide va cisapride.
Twong tic dwge djng hoc
Céc nghién ctru in vitro da cho théy la & cdc ndng dd diéu tri, solifenacin khong tic ché C'YP1A1/2,
2C9, 2D6 hozc 3A4 co ngudn gde microsom & gan nguoi. Vi vdy, solifenacin khong chéc lam thay
dbi d6 thanh thai cua céc thude duoe chuyén héa béi céc enzyme CYP nay.
T4c dung ciia cic thude khéc trén dwge dong hoc ciia solifenacin

Solifenacin dugc chuyé én hoa bi CYP3A4. Dung dong thoi voi ketoconazole (200 mg/ ngay) - mot
chét trc ché manh CYP3A4, din dén téng gép 2 ldn vé dién tich duéi dudng cong (AUC) cua
solifenacin, trong khi ketoconazole véi lidu 400 mg/ngay dan dén ting gdp 3 lan AUC cia
solifenacin. Vi vay, liéu EGUDIN suspenswn t0i da nén gi¢i han &én 5 mg, khi duge ding ddng
thoi véi ketoconazole hodc cdc heu diéu tri ctia c4c chét trc ché manh CYP3A4 khéc (nhu ritonavir,
nelfinavir, itraconazole) (xem phan Liéu lwgng vé cach din g).

Chong chi dinh diéu tri déng thoi solifenacin va mot chit tc ché manh CYP3A4 ¢ bénh nhan bi
suy thdn ning hogc suy gan trung binh.
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Tac dung cam Gng enzyme trén duogc dong hoc ciia solifenacin va cac chat chuyén héa clia né chua
dugc nghién ciru, cing nhw chwa c6 nghién ctru vé thc dung clia cac co chat CYP3A4 ¢6 4i luc cao
hon trén su hép thu solifenacin. Vi solifenacin duoc chuyén héa béi CYP3A4, cac tuwong tic dugce
dong hoc c6 thé c6 véi cac co chit CYP3A4 khac cé 4i luc cao hon (nhu verapamil, diltiazem) va
cc chat gdy cam img CYP3A4 (nhu rifampicin, phenytoin, carbamazepin).

Téc dung cia solifenacin trén duwge dong hoc ciia cdc thude khic
Thude ngira thai dimg dwomg uéng

Dung EGUDIN suspension khong thdy tuong tac duogce ddng hoc cua solifenacin trén cac thube
ngura thai ding dudng uéng phoi hop (ethinylestradiol/levonogestrel).

Warfarin ?

Dung EGUDIN suspension khéng lam thay doi dugc dong hoc cia R-warfarin hodc S-warfarin
hodc tac dung khéc trén thoi gian prothrombin.

Digoxin '

Dung EGUDIN suspension khéng thay tac dung trén duoc ddng hoc cuia digoxin.

9.2 Twong ky ciia thue
Do khong ¢6 cée nghién ciu vé tuong ky cia thude, khong trén 13n thube nay voi cac thude khic.

10. Tdc dung khéng mong mudn cia thude:

Do téc dung dugc Iy cua solifenacin, EGUDIN suspension c6 thé gy ra céc tac dung khang
cholinergic khong mong mubn (néi chung) mirc d9 nhe hodc trung binh. Tén suét cta cac tac dung
khéng cholinergic khéng mong mudn phy thude lidu.

Phan ting phu d duoc bdo c4o hay gip nhit véi solifenacin 14 kho miéng. Phan ing nay xdy ra &
11% bénh nhan dugc diéu trj bang 5 mg m&i ngay mét ldn, & 22% bénh nhan duoc diéu trj bing
10 mg m&i ngay mdt lan va & 4% bénh nhan duoc didu tri bang gia dugc. Mitc 4 kho miéng thuong
nhe va chi thinh thodng m¢i d4n dén ngimg didu tri. N6i chung sy hoa hop véi thude rit cao (khoang
99%) va khoang 90% bénh nhan dugc diéu tri bing solifenacin da hoan tat giai doan nghién ctru
day du 12 tudn diéu trj.

Nhém co quan hé | Rathay | Hay gip | Itgip |Hiém gip | Rit hiém | Chwa rd
thong theo xép logi| gip >1/10 | >1/100, | >1/1000, | 1/10,000, | gip (khong
ciia MedDRA <110 | <V100 | <1/1000 |<1/10.000| thé wic
tinh tir
~ s A 1585,
Nhiém tring va Nhiém
nhiém ky sinh tring triing
duong tiét
niéu
Viém bang
R6i loan tAm than Ao gidc* N
Réi loan \':_\
tinh thin | )J)
Roi loan hé than Buonngi | Chéng 7 /Y
kinh Loan vi mat* x4
gidgc  |Nhirc dau* =
R&i loan mat Nhin m¢ | Khd mat
R&i loan ho hép, et
nguc va trung thit
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R6i loan da day-ru¢t| Kho miéng| Téo bon | Bénh trao | Téc ruét
Buén nén | nguoc da | Phan réin
Kho tiéu | day -thuc | Nén*
Dau bung quan
Kho hong
R6i loan da va md Dakhé | Ngta* |Bands da
dudi da Néi ban* dgng
Nbi mé
day*
Phti mach*
Roi loan than va tiét Khé tieu | Bi tiéu
ni¢u
Rdi loan toan than Mét mai
va tinh trang tai chd Phti ngoai
dung bién

* Quan sat hdu mai

D c6 béo céo vé viée kéo dai khoang QT va xoan dinh lién quan dén sir dung Solifenacin sau khi
thudc duge Iuu hanh trén thi trudmg. Do nhimg van @ nay duoe béo céo ty phat nén khéng thé xéc
dinh 13 vai tro clia Solifenacin trong viéc gy ra céc phan tmg nay.

Thong bdo véi bdc si nhitng tdc dung khong mong mudn giip phdi khi sir dung thuic.
11. Qua lidu va cach xir tri:
11.1 Qui li¢u

Qud lidu solifenacin succinate ¢6 kha nang dan dén cac tac dung khang cholinergic nghiém trong.
Liéu solifenacin succinate cao nhit vo y udng nhim & mot bénh nhén 13 280 mg trong thoi gian 5
gi%y, dén dén cac thay dbi vé trang théi tinh than khong cn nhép vién.

11.2 Céch xir tri khi ding thudc qua liéu

Trong trudng hop qua liu solifenacin succinate, bénh nhén nén duge diéu tri bang than hoat. Rira
da day hitu ich néu duge thyc hién trong vong 1 gio nhung khéng nén gdy non.

Cling nhu céc thuée khang cholinergic khéc, ¢6 thé didu tri tri¢u chimg nhu sau:

- Céc tac dung khéng cholinergic trung wong ning nhu o gidc hodc kich dong rd rét: diéu tri
bang physostigmin hodc carbachol.

- Co giat hodc kich dong 5 rét: diéu tri bang benzodiazepine.

- Suy hé hép: diéu tri ban g hd hip nhan tao.

Nhip tim nhanh: diéu tri bang thuée chen beta,

Bi tiéu: diéu tri bang dat bng thong tiéu.

Gién dong tir: diéu tri bang thudc nho mét pilocarpine va/hodc cho bénh nhan nim trong phong

t6i.
Cling nhu céc thude khang muscarin khéc, trong trudng hop qua liéu, cdn phai luu ¥ dic biét dén
nhing bénh nhan da biét c6 nguy co kéo dai khoang QT (nhu ha kali méu, nhip tim chidm va ding
ddng thoi voi cac thude da biét kéo dai khoang QT) va cdc bénh tim dd c6 tir trude lién quan (nhu
thidu mau cuc bd co tim, loan nhip, suy tim sung huyét).

12. Thong tin vé dwoe Iy, Jam sang;
12.1 Pac tinh dwge Ire hoe
Nhém diroe Iy: Thube chdng co thit dudmg tiét niéu
Ma ATC: G04B D08
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Co ché tic dung

Solifenacin 12 mdt chit d6i khang thu thé cholinergic dac hiéu, canh tranh.

Bang quang hoat dong dugc nhd than kinh phé giao cam thude hé cholinergic. Acetylcholine lam
co co bang quang théng qua céc thu thé muscarin trong dé phan nhém M; c6 lién quan chi yéu.
Céc nghién ctu vé duoc 1y in vitro va in vivo cho théy solifenacin 1a mot chat e ché canh tranh
thu thé muscarin phan nhém Ms. Nigoai ra, solifenacin cho thdy 1a mét chit déi khéng dic hiéu dbi
v6i thy thé muscarin, biéu thi 4i luc thip hodic khong 4i luc déi véi cac thy thé khéc nhau va kénh
ion qua thit nghiém.

12.2 Céc dic tinh dwoc djng hoc

Hap thu

Sau khi udng, ndng do solifenacin téi da trong huy ét tuong (Cmax) dat duoc sau 4 gior dén 12 gitr &
ngudi 16m. Thoi gian dat duoc ndng d6 cao nhét trong huyct trong (imax) khong phu thuge liduw. Cmax

va dién tich dudi dudmg cong (AUC) ting ty 18 vé6i lidu ding tir S mg dén 40 mg. Sinh kha dung
tuyét d6i khoang 90%.

Thic n khéng anh huéng dén Cmax va AUC ciia solifenacin.

Phdn bé

Thé tich phan b biéu kién ctia solifenacin sau khi diing dwémg tinh mach khoang 600 L. Solifenacin
gén két véi protein huyét trong & mic d9 cao (khodng 98%), chi yéu la véi oy-acid glycoprotein.
Chuyén héa

Solifenacin duge chuyén héa manh boi gan, chii yéu béi cytochrome P450 3A4 (CYP3A4), Tuy
nhién, ¢6 nhiéu duong chuyén héa co thé tham gia vao sy chuyén héa ctia solifenacin. P thanh
thai toan than cua solifenacin khoang 9,5 L/gidr va thoi gian ban thai cubi cua solifenacin 14 45-68
gitr. Sau khi ding dudng udng, 1 chét chuyén héa c6 hoat tinh dugre 1y (4R-hydroxy solifenacin va
3 chit chuyén hoa khéng c¢6 hoat tinh (N-glucuronide, N-oxid va 4R-hydroxy-N-oxid cta
solifenacin) da dugc thiy trong huyét twong ngoai solifenacin.

Thdi trie

Sau khi diing mét liéu don solifenacin 10 mg c6 gén phong xa "C, khoéng 70% phéng xa duoc
phét hién trong nude tiéu va 23% trong phan sau 26 ngay. Trong nudc tiéu, khoang 11% phéng xa

duoc théy duéi dang hoat chét khéng dbi; khoang 18% dudi dang chét chuyén hoa N-oxid, 9% ~
du6i dang chét chuyén hoa 4R-hydroxy-N-oxid va 8% dudi dang chét chuyén héa 4R-hydroxy x\
(chat chuyén héa c6 hoat tinh). Y
s LN
Tuyén tinh M
Duoc ddng hoc 14 tuyén tinh & mtc lidu didu tri. ...IDE
13. Quy cach déng géi: ;;

Hop 1 chai 150 ml (chai PET véi ndp vin PE), cbe dong 15 ml, kém 1 t& hudmg dan sir dung.
14. Piéu kién bdo quan, han dung, tiéu chuin chéit lwgng ciia thube:

Diéu ki¢n bao quan: Noi kho réo, tranh 4nh séng, nhiét do khong qué 30°C.

Han dung: 24 thang ké tir ngdy san xuAt. Khong st dung qua 28 ngay ké tir ngay dau mé nép.

Tiéu chuin; TCCS.
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15. Tén, dia chi ciia co s& sin xudt, co sé ding ky thude:
Co s& san xuit: CONG TY CO PHAN DUQC PHAM PHONG PHU — CHI NHANH NHA

MAY USARICHPHARM
L6 12, Pudng sb 8, Khu cong nghiép Tan Tao, Phuong Tan Tao A, Quén Binh Tén, TP. HO Chi
Minh.

Co s& ding ky: CONG TY CO PHAN DUQC PHAM MEDBOLIDE
Phong 09, lau 10, Téa nha The EverRich 1, S6 968 duong Ba Thang Hai, Phuémg 15, Quan 11,
TP. H) Chi Minh.

Tp. H6 Chi Minh, ngay ) thangt)-nam 2021

SIAMBOC
92?(}4:' Minds, Ghonh
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