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TO HUGNG DAN SUDUNG THUOC
Vién nén bao phim
GIANNINA-5
Vién nén bao phim

GIANNINA-10

P& xa tim tay tré em
Poc kj huéng dén si dung trudc khi dung
Thong bdo ngay cho bdc s§ hodic dugc sy nhitng tic dung khéng mong muén khi sif dung thuéc
T thong tin sdén phdm nay bao gom huéng dén si dung cho thudc cé nhiéu ham légng khdc nhau

PHAN 1. HUGNG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phan

M&i vién nén bao phim GIANNINA-5 chifa:

Solifenacin succinat .. . Smg

T4 dugc: Beta cyclodextrm cellulose vi tinh thé M101, polysorbat 80, powdon (kollidon 30),
BHA, BHT, croscarmellose natri, magnesi stearat, opadry® 200, mau oxyd sdt vang, mau oxyd
sdt dé.

M®i vién nén bao phim GIANNINA-10 chifa:

Solifenacin succinat .. .. 10 mg

T4 dugc: Beta cyclodextrm cellulose vi tinh thé M101, polysorbat 80, povzdon (kollidon 30),
BHA, BHT, croscarmellose natri, magnesi stearat, opadry® 200, mau oxyd sdt vang, mau oxyd
sdt dé.

2. Mb t3 sin phdm

GIANNINA-5: Vién nén tron, bao phim mau vang, mdt mét c6 dép logo ﬁ , mat kia cé
dap gach ngang.

GIANNINA-10: Vién nén tron, bao phim mau hdng, mdt mat c6 ddp gach ngang, mat kia
tran.

3. Quy cdch déng géi: GIANNINA-5 : Hop 6 vi x 10 vién.
GIANNINA-10 : Hop 6 vi x 10 vién.

4. Thudc dung cho bénh gi?

GIANNINA-5/ GIANNINA-10 chtta thanh phin chinh c¢6 tdc dung duge ly la solifenacin
succinat, mot thudc chdng co thdt dudng ti€u. Thudc dugc sif dung theo chi dinh clia bdc sy
dé diéu tri tinh trang c6 tén goi 12 hdi chitng bang quang tang hoat dong. Bi€u hién 1a: Con
mic ti€u d&€n bat ngd va manh, di ti€u nhiéu 14n va khong nhin tiéu dugc dé kip di vé sinh.

5. Nén dung thudc nay nhu th& nao va liéu lugng?
Ludn ding thudc chinh xdc nhu hudng din cuia bdc sy hodc dugc s¥. Néu ban chua rd, hay

héi lai cho chic chin.
Liéu ding: h/
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Lidu khuyé&n cdo 1a 5 mg/ ngdy. Trong mot s3 trudng hgp, béc s§ c6 thé chi dinh udng 10
mg/ ngay.

Céch dung:

U6ng nguyén vién véi mot it nue. Thudc c6 thé€ udng ciing hoic khong cing véi thifc an.
Khong bé vién ra.

6. Khi nao khong nén ding thudc nay?

Khong nén diing thudc nay néu ban:

- Min cdm véi solifenacin hodc bat ky thanh phan nao cla thudc.

- Bi bi ti€u (khong thé di ti€u hodc 1am rdng bang quang hoan toan.

- C6 nhitng tinh trang da day hodc rudt ning (bao gdm phinh dai trang nhiém doc, mot bién
chitng do viém loét dai trang).

- Bi bénh cd goi 12 nhudc cd, c¢6 thé 1am mdt s6 cd cyc ky yéu.

- Bi ting 4p luc & mdt, kém mat dan thi gidc (ting nhan 4p).

- Pang dugc thim phan mdu.

- Bibénh gan ndng.

- C6 bénh than ning hodc bénh gan vira dang dugc diéu tri vdi thude c6 thé 1am gidm suf
thai trir cia solifenacin ra khdi cd thé (vi du nhu ketoconazol).

7. Téc dung khéng mong mudn

Nhu céc thudc khic, solifenacin succinat c6 thé giy tdc dung khong mong mudn, nhung
khong phdi ai cling gdp phai.

Ngung ding thubc va lién hé trung tdm y té& gdn nhdt néu ban gap cdc phdn ung sau:

Phén tng di tng (qud mén), phdn ¥ng nghi€ém trong trén da (phdng rop va tréc da).

Phd mach (phdn tng di tng trén da din d&€n phd mo & dudi bé mit da) kém theo khé thd.
Cdc tdc dung khéng mong mudn khdc:

Ra’t thuong gdp (gdp & nhiéu hon 1 trén 10 nguoi sit dung)

Kho6 miéng.

Thuong gdp (gdp & 1 dén 10 trén 100 nguoi si dung)

M mit, tdo bén, budn ndn, khé tiéu vdi triéu chitng nhu diy bung, dau bung, ¢ va ¢ néng,
da day kho chiu.

It gdp (gdp & 1 dén 10 trén 1.000 ngudi si dung)

Nhi&m tring dudng ti€u, nhiém tring bang quang, mat ngd, gidm vi gidc, kho mit, khd mii,
trao ngugc da day - thie quan, kho cd, kho da, khé tiéu, mét méi, phdt chan.

Hiém gdp (gdp & 1 dén 10 trén 10.000 nguoi si dung)

Bi tiéu, ch6ng mit, nhic ddu, ndn, ngita, ndi mén.

Rd't hiém gdp (gdp & 1 dén 10 trén 100.000 ngudi sit dung)

Ao gidc, 14 1dn, ndi mdn di éng.

Chua ré tdn sudt

Gidm ngon miéng, ting natri huy€t c6 thé din dén loan nhip tim, ting nhan 4p, thay dai
dién tim d3, nhip tim bat thudng, tréng ngyc, nhip tim nhanh, rdi loan giong néi, roi loan
gan, yé&u cd, rdi loan thin.

Thubc cé thé cé tdc dung khong mong mudn khdc, thong bdo cho bdc sy nhitng tdc dung
khéng mong mudn gap phdi khi sit dung thudc.

8. Nén tranh ding nhitng thudc hoic thyc pham gi khi dang sijung thudc nay?
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Thong bdo cho béc s§ hodc dugc sy cia ban vé tit ca céc loai thudc ma ban dang st dung,
bao gdm ci cdc thudc ké don hodc khong ké don, cdc vitamin hodc thudc tir dugc ligu.
Théng bdo cho bdc sy hodc dudc sy néu ban dang si dung cdc thudc sau:

Céc thudc khdng cholinergic khac.

Céc thudc cholinergic.

Metoclopramid, cisaprid.

Ketoconazol, ritonavir, nelfinavir, intraconazol, verapamil and diltiazem.

Rifampicin, phenytoin va carbamazepin.

Bisphosphonat.

Siz dung thudc ciing vdi thitc dn va dé udng

Solifenacin succinat c6 thé dugc udng ciing hodc khong cung vdi thic an.

9. Can lam gi khi mjt 14n quén khéng dung thuéc?

Néu ban quén khong dung 1 liéu, nén udng li€u dé ngay khi c6 th&. Né&u thdi diém nhd ra da
ngay gan thoi diém dung liéu thudc ti€p theo, khong ding liéu da quén ma dung thudc theo
ding lich trinh c@i. Khong udng gap doi liéu. N&u chua rd, hay hdi lai cho chic chdn.

10. N&u ban mudn ngitng thudc
Néu ban tu ¥ ngitng s dung solifenacin succinat, bénh c6 thé quay lai va trd nén ning hon.
N&u ban c6 cau hdi gi thém, hdy hdi § ki€n bac s§ hodc dugc s3.

11. Cén bio quin thudc nay nhu th& nao?

Giit thudc trong bao bi gdc clia nha sin xudt, ddy kin.

P& thudc ndi kho réo, tranh 4nh sdng, nhiét d6 khong qua 30°C, va ngoai tim vdi cla tré
em.

Khong st dung thudc sau ngay hét han ghi trén bao bi (hdp va vi thudc).

12. Nhitng d4u hi¢u va tri¢u chitng khi dung thudc qu4 liéu

Ding thudc chinh xdc nhu hudng din cla bac s§. Néu ban ding qué liéu hoic tré em nudt
phdi thudc, lién hé ngay vdi bdc sy va trung tim y t€ gan nhat. Khi ding qué liéu ban c6 thé
cadm thdy dau dau, kho mleng, chéng mat, budn ngd, md mit, do gidc, kich ddng, co giat,
khé thd, ting nhip tim, bi tiéu, va gidn dong tu.

13. Can phai lam gi khi dung thudc qud liéu khuyé&n cdo?

Ngung ding thudc va lién lac ngay véi bdc s§ hodc trung tim y t&€ gin nhat.

Mang theo vién thudc cing véi bao bi dé€ bdc sy bi€t ban da udng thudc gi va c6 bién phdp
Xt 1y kip thdi.

14. Nhitng diéu cin than trong khi dung thuéc nay

Trudc khi diung thuéc nay, thong bdo cho bdc sy néu ban dang c6 cdc vdn dé vé sitc khde sau
day:

Nghén dudng tiéu, bi ti€u hodc kho ti€u, tdo bén.

C6 nguy cd gidm van dong cic co quan dudng ti€u héa (nhu ddng da day va rudt).

Suy th&n ndng.

Suy gan trung binh.

Thodt vi khe thyc quén/ trdo ngude da day thyc quan va/ hodc sif dung chung véi thudc
(nhu bisphosphonat) ¢6 thé gy ra hodc traim trong hon viém thyc quén. /
Bénh than kinh thuc vit. Q-\\/
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Thudc ¢ chita polysorbat 80, BHA va BHT ¢6 thé gy di tng

Dung thudc cho tré em

Thong tin vé st dung thudc cho tré em cdn han ch€. Khong ding thudc cho tré em dudi 18
tudi.

Phu nit mang thai hodc cho con bu

Né&u ban mang thai hoic nghi ring minh dang mang thai, héi y ki€n bdc sy trudc khi sif dung
thusc. Khong ding thudc khi dang mang thai trir khi that can thiét.

Ngirng cho con bu khi sif dung solifenacin succinat, thudc c6 thé di qua sita me.

Ldi xe va vdn hanh mdy mdc

Solifenacin succinat ¢6 thé gdy md mit va doi khi mat ngd. Do d6, khong nén 14i xe va vén
hanh mdy méc trude khi ban chidc chdn khong bi nhitng tdc dong nay.

15. Khi nao cAn tham van bdc sy, dugc s§?
N&u cin thém thong tin xin hdi ¥ ki€n bac s§ hodc dugc s§.

16. Han ding ctia thudc: 36 thang ké tiY ngdy sdn xuit.

v
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PHAN 2. HUGNG DAN SUDUNG THUOC CHO CAN BQ Y TE

1. DUQC LUC HQC

Ma ATC: G04BDO0S.

Nhém dugc 1y: Chat chdng co thit dudng ti€t niéu.

Solifenacin 12 mot cha't d6i khdng canh tranh, dic hiéu thy thé cholinergic.

Bang quang hoat dong dugc nhd than kinh phé giao cdm thudc hé cholinergic. Acetylcholin
lam co cd tron bang quang théng qua cdc thu thé muscarin, trong d6 phan nhém Mj ¢6 lién
quan chii y&u. Cdc nghién citu vé& dudc 1y in vitro va in vivo cho thdy solifenacin 12 mét chat
¢ ché& canh tranh thu thé muscarin phin nhém Ms. Ngoai ra, solifenacin cho thdy 1a mot
chi't d6i khdng dic hiéu d6i véi thy thé muscarin, biéu thi § 4i lyc thap hodc khong c6 4i lyc
d6i véi cdc thu thé khdc nhau va kénh ion qua thit nghiém.

2. DUGC PONG HQC

Hdép thu:

Sau khi udng vién nén solifenacin succinat, ndng do dinh dat dugc sau 3 - 8 gid. Thdi gian
dat ndng do dinh khong phu thudc vao lidu. Cmax va AUC ting ty 1€ thun trong khodng li€u
5- 40 mg. Sinh kh3 dung tuyét ddi khodng 90%.

Diing thitc in khong dnh hudng d€n Cmax va AUC ciia solifenacin.

Phén b

Thé tich phan bd bi€u ki€n cda solifenacin sau khi tiém tinh mach 12 khodng 600 L.
Solifenacin g&n véi protein huyé&t tuong khodng 98%, chi y€u la al-acid glycoprotein.
Chuyén héa

Solifenacin dugc chuyén héa manh bdi gan, chi y&éu bdi CYP3A4. Tuy nhién cling c6 nhifng
con dudng chuyén héa khic cla solifenacin. Sau khi udng, 1 chi't chuyén héa cé hoat tinh
(4R-hydroxy solifenacin) va 3 chat chuyén héa khong c6 hoat tinh (dang N-glucuronid,
N-oxyd va 4R-hydroxy-N-oxyd cia solifenacin) da dugc xdc dinh trong huyé&t twong cing véi
solifenacin.

Thdi tru:

D6 thanh thai toan thin cla solifenacin khodng 9,5 L/ gid va thoi gian bdn thdi cla
solifenacin 1a 45 - 68 gid.

Sau khi udng mot lidu 10 mg solifenacin ddnh ddu '*C, khodng 70% chat phéng xa dudc phat
hién trong nudc ti€u, 23% trong phan sau 26 ngay. Trong nudc ti€u, khodng 11% chat phéng
xa dugc thu hdi dudi dang ban ddu khong ddi; khodng 18% dudi dang chat chuyén héa
N-oxyd, 9% dudi dang chat chuyén héa 4R-hydroxy-N-oxyd va 8% dudi dang chit chuyén
héa 4R-hydroxy (chit chuyén héa c6 hoat tinh).

Su tuyén tinh

Dugc dong hoc ciia thudc tuyén tinh trong khodng liu diéu tri.

Daéi tugng ddc bigt

Ngudi cao tudi

Khong can diéu chinh liéu theo tudi clia bénh nhéan. Cdc thong s6 dugc dong hoc khédc nhau
khong ddng ké giita ngudi cao tudi so véi ngudi tré tudi khde manh. Sy khdc nhau vira phdi
nay dugc cho 1a khong ¢ ¥ nghia vé 1am sang.

Bénh nhdn suy thdn

& bénh nhan suy than nhe va trung binh, AUC va Cnax clia solifenacin khong khéc nhau ¢6 y
nghia so véi ngudi tinh nguyén khée manh. & bénh nhéan suy thin nang (Cler < 30 mL/ phit)
phoi nhiém vdi solifenacin cao hon ddng ké (ting Cmax khodng 30%, ting AUC hon 100% va
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ting thoi gian ban thai hon 60%). P quan sit thdy méi lién quan thong ké gitta hé s6 thanh
thdi creatinin va thanh thdi solifenacin.

Dugc dong hoc trén bénh nhén thAm phan m4du chua dugc nghién ciu.

Bénh nhdn suy gan

3 bénh nhan suy gan trung binh (chi s6 Child-Pugh ti¥ 7 - 9), Cmax khong bi dnh hudng, AUC
ting 60% va ti ting gdp ddi. Chua c6 nghién cifu duge dong hoc cia solifenacin 3 bénh
nhén suy gan ndng.

3. CHI PINH
Triéu ching tiéu khong tyr chii do thdi thiic (ti€u sén) va/ hodc tiéu nhiéu 1an va tiéu gip &
bénh nhin bi hdi chitng bang quang tdng hoat dong.

4. LIEU DUNG - CACH DUNG

Liéu dung

Nguoi lon, bao gom ngudi cao tudi:

Liéu khuy&n cdo 1 5 mg x 114n/ ngay. N&u can thi€t c6 thé ting 1én 10 mg x 114n/ ngay.
Tré em:

An toan va hiéu qua cla thudc trén tré em chua rd. Khong nén ding thudc cho tré em.

Bénh nhdn suy than:

Khong can chinh liéu cho b&énh nhan suy than nhe va trung binh (Cler > 30 mL/ phiit). Nén
sit dung thin trong 3 bénh nhén suy thin ning (Cle: < 30 mL/ phut), liéu khong vudt qué 5
mg x 1 1an/ ngay.

Bénh nhdn suy gan

Khong cin chinh liéu cho bénh nhin suy gan nhe. Nén sif dung thin trong & bénh nhén suy
gan trung binh (chi s8 Child-Pugh 7 - 9), liéu khong vugt qud 5 mg x 1 1an/ ngay.

Chdt ic ché manh CYP3A4

Liéu tdi da nén gidi han & 5 mg khi st dung chung véi ketoconazol hoédc liéu diéu tri clia cic
chat @c ché€ CYP3A4 khic nhu ritonavir, nelfinavir, itraconazol.

Cach dung:

Ding dudng udng, c¢6 thé ding chung hodc khong chung véi thifc dn.

5. CHONG CHi PINH

Bénh nhén bi tiu, bénh dudng tiéu héa ning (bao gém phinh dai trang nhiém doc), nhugc
cd hoic glaucom géc hep va 3 nhitng bénh nhén c6 nguy cd v6i nhitng tinh trang nay.

M2n cidm vdi solifenacin succinat hodc bt cif thanh phan nao cla thudc.

Bénh nhan thim phin mdu.

Suy gan ndng.

Bénh nhéan suy than ning hoic suy gan trung binh dang diéu tri v6i chat e ch€ manh
CYP3A4, (vi du ketoconazol).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Cén dénh gid cdc nguyén nhan khdc gy ti€u nhiéu lan (suy tim hodc bénh than) trude khi
didu trj v6i solifenacin. Néu c¢6 nhiém khudn dudng tiét niéu, can khdi diu diéu tri khing
khu&n thich hgp.

Solifenacin nén dugc sit dung than trong ¢ bénh nhan:

- Nghén thodt nudc tiéu tit bang quang c6 nguy cd bi tiu c6 y nghia 1dm sang. /

- R&i loan tic nghén dudng ti€u hda. ‘\\\/
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- Nguy co hodc bi gidm nhu dong dudng ti€u hoa.

- Suy thin ning (Cler < 30 mL/ phit): Li€u khong nén vugt qud 5 mg.

- Suy gan trung binh (chi s Child-Pugh 7 - 9): Liéu khong nén vugt qui 5 mg.

- Si dung chung v6i chit @c ché manh CYP3A4, vi du nhu ketoconazol.

- Thoét vi khe thuc quan/ trao ngugc da day - thyc quén va/ hodc st dung chung véi thudc
(nhu bisphosphonat) ¢6 thé gy ra hoic trAm trong hon viém thuc quan.

- Bénh than kinh thuc vat.

Pi c6 bdo cdo kéo dai khodng QT va xodn dinh & bénh nhan c¢6 y&u td nguy cd, nhu di bi

hoi chitng kéo dai khodng QT va ha kali mdu tir truGc.

Do an toan va hiéu qud chua dugc xdc dinh ¢ bénh nhan c¢6 nguyén nhin than kinh d6i véi

chitng ting hoat dong co ¢S bang quang.

Phd mach kém theo tic nghén dudng ho hip di dugc bdo cdo & bénh nhan s dung

solifenacin succinat. Néu phit mach x4y ra, nén ngirng solifenacin va 4p dung cdc bién phép

diéu tri va xét nghiém thich hgp

Pi c6 bdo cdo phdn tng phdn vé & bénh nhan sit dung solifenacin succinat. & bénh nhén c6

phdn ttng phdn vé, nén ngirng solifenacin va dp dung cdc bi€n phdp diéu tri va xét nghiém

thich hgp.

T4c dung t8i da cida solifenacin c6 thé dugc x4c dinh s6m nhat sau 4 tudn.

Canh béo vé ta dugc

Thudc c6 chita polysorbat 80, BHA va BHT c6 thé gy di tng.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu nit co thai

Chua ¢6 dit liéu 1am sang & phu nit c6 thai khi di€u tri vdi solifenacin. Nghién ctfu trén dong

vat khong cho thdy tdc dong c6 hai tryc ti€p 1én khd nidng sinh sidn, sy phat trién clia phoi/

thai hodc su sinh dé. Chua rd nguy cd c¢6 thé c¢6 ddi v6i ngudi. Than trong khi chi dinh cho

phu nif ¢6 thai.

Phu nit cho con bi

Chua 16 thudc c6 phin bd vao sita me hay khong. & chudt nhit, solifenacin va/ hoic chat

chuyén héa dudc bai ti€t trong sita va lam chudt con khong phét trién phu thudc li€u. Do d6

khong nén ding thudc khi cho con bu.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Solifenacin, twong tut nhu cdc thudc khang cholinergic khdc c6 thé gdy nhin md, va budn ngi
vad mét mdi (it gap). Do d6 thudc c6 thé dnh hudng x4u dé€n khd ning ldi xe va van hanh
mdy moc.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC

Tuong tdc dugc liic hoc

St dung ddng thdi v6i thudc khang cholinergic c6 thé ting tdc dung di€u tri va cdc tdc dung

khong mong mudn. Nén ngitng solifenacin succinat khodng 1 tudn trudc khi bat diu diéu tri

biing cdc thudc khang cholinergic khdc. Hiéu qud diéu tri cda solifenacin c6 thé gidm khi stt

dung ddng thdi vé6i cdc thudc chii van thy thé cholinergic.

Solifenacin ¢6 thé 1am gidm hiéu qué clia cdc thude kich thich nhu dong dudng ti€u héa, nhu

metoclopramid va cisaprid.

Tuong tdc dugc djpng hoc l\\\/
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Nghién citu in vitro cho thiy tai ndng do tri liéu, solifenacin khong e ch&€ CYP1A1/2, 2C9,
2C19, 2D6, hoidc 3A4 c6 ngudn goc tir microsom gan ngudi. Do d6, solifenacin khong thay
ddi thanh thai ca thudc dugc chuyénhéa bdi cdc enzym trén.

Anh huéng ciia thuéc khdc doi vdi dugc djng hoc ciia solifenacin

Solifenacin dugc chuyén héa bdi CYP3A4. St dung dong thdi vé6i ketoconazol (200 mg/
ngay), mot cha't tc ch€ manh CYP3A4, lam ting AUC cia solifenacin 1én 2 lan. V6i liéu
ketoconazol 400 mg/ ngay lam ting 3 1in AUC ciia solifenacin. Do d6 liéu t3i da solifenacin
succinat khong nén 16n hon 5 mg khi ding chung vdi ketoconazol hodc véi liéu diéu tri cia
céc thudc dc ch€ CYP3A4 manh khéc (vi du: Ritonavir, nelfinavir, itraconazol).

Chdng chi dinh st dung ddng thdi solifenacin va chat e ch€ manh CYP3A4 & bénh nhan
suy thin ning hodc suy gan trung binh.

T4c dung cdm ng enzym trén dugc dong hoc cia solifenacin va céc chat chuyén héa cia né
chua dugc nghién citu, cling nhu chua c6 nghién cifu vé téc dung cla cic co chat CYP3A4 c6
4i luc cao hon trén sy hap thu solifenacin. Do solifenacin dugc chuyén héa bdi CYP3A4 c6
thé c6 tuong tdc dudge dong hoc vdi cic cd chat cia CYP3A4 c6 4i luc cao hon (vi du:
Verapamil, diltiazem) va chdt cdm ng CYP3A4 (vi du: Rifampicin, phenytoin,
carbamazepin).

Anh huéng ciia solifenacin lén dugc djng hoc ciia thudc khdc

Thudc trdnh thai uéng

Khong thdy tuong tic duge dong hoc khi ding chung vdi thudc trdnh thai dudng udng phdi
hop (ethinylestradiol/ levonorgestrel).

Warfarin

St dung solifenacin khong thay d8i dugce dong hoc clia R-warfarin hodc S- warfarin hodc tdc
dung cda ching 1én thdi gian prothrombin.

Digoxin

St dung solifenacin khong dnh hudng dugc dong hoc cia digoxin.

8. TAC DUNG KHONG MONG MUON

Cic tdc dung khong mong muén phan theo tan suit va hé cd quan

Rd't thuong gdp, ADR < 1/10

Tiéu h6éa: Kho mi€ng.

Thuong gap, 17100 < ADR < 1/10

Mit: Nhin md.

Tiéu héa: T4o bén, budn ndn, khé tiéu, dau bung.

It gap, 1/1.000 < ADR < 1/100

Nhiém tring va nhiém ky sinh tring: Nhiém tring dudng ti€t niéu, viém bang quang.

Hé than kinh: Budn ngt, rdi loan vi gidc.

M4t: Khd mit.

H6 hap, 16ng nguc va trung that: Khd mii.

Tiéu héa: Trao ngugc da day - thuc quén, kho hong.

Da va md dudi da: Kho da.

Thén va ti€t niéu: Kho tiéu.

Toan thin va dudng st dung: Mét mdi, phu ngoai vi.

Hiém gdp, 1/10.000 < ADR < 1/1.000

Heé than kinh: Chéng mit, nhitc diu. ’
Tiéu héa: Tdc rudt, phan rdn, ndn. i\/
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Da va m6 dudi da: Ngita, n3i man.

Thén va ti€t niéu: Bi tiéu.

Ré? hiém gap, ADR < 1/10.000

Tam than: Ao gidc, trang thdi ld 1An.

Da va m6 du6i da: Hong ban da dang, may day, phi mach.

Chua ré tdn sudt

Hé mién dich: phdn @ng phdn vé.

R&i loan trao d8i chat va dinh dudng: Chdn #n, ting kali méu.

Tam than: Mé sdng.

Mit: Glaucom.

Tim mach: Xo#n dinh, kéo dai khodng QT, rung tdm nhi, trong ngyc, tim ddp nhanh.
H6 hép, 16ng nguc va trung that: Khé phdt am.

Tiéu héa: Tic rudt, bung khoé chiu.

Gan, mat: Rdi loan gan, rdi loan chi sd chic ning gan.

Da va md dudi da: Viém da tréc vay.

Cd xuong va mo lién két: Yéu co.

Than va ti€t niéu: Suy than.

Thuéc cé thé gdy ra cdc tdc dung khong mong mudn khdc, khuyén bénh nhdn théng bdo cdc
tdc dung khéng mong mudn gap phdi khi dung thudc.

9. QUA LIEU VA CACH XU TRI

Triéu chung

Qud4 liéu solifenacin succinat c6 thé giy ra tdc dong khdng cholinergic ning. Liéu cao nhat

solifenacin vo tinh uéng nhim & mdt bénh nhan 1a 280 mg trong 5 gid, din dén cic thay ddi

vé trang th4i tAm thin va khong cin nhdp vién.

Xut tri

Trong trudng hgp qud li€u solifenacin succinat, bénh nhan nén dugc diéu tri bing than hoat.

Rira da day c6 thé c6 ich n€u dugc thyc hién trong vong 1 gid, nhung khong nén gy ndn.

Tuong tu nhu céc thudc khang cholinergic khéc, triéu ching c6 thé diéu tri nhu sau:

- Céc tac dung khdng cholinergic trung uong nang nhu 4o gidc hodc kich dong rd rét: Piéu
tri bing physostigmin ho#c carbachol.

- Co giat hoic kich dong rd rét: Diéu tri bing benzodiazepin.

- Suy hd hap: Ho hdp nhan tao.

- Nhip tim nhanh: Di€u tri bing thudc chen beta.

- Bi tiéu: it dng thong tiéu.

- Gidn ddng t: St dung thudc nhd mit pilocarpin va/ hodc cho bénh nhan & trong phong
toi.

Ciing nhu cdc thudc khang muscarin khic, trong trudng hop qud liéu, cin phdi lwu y dac bigt

dén nhitng bénh nhan da bi€t c6 nguy co kéo dai khodng QT (nhu ha kali mdu, nhip tim

chim va ding ddng thdi véi cdc thude da bi€t kéo dai khodng QT) va cdc bénh tim da c6

trude lién quan (nhu thi€u mau cuc bd cd tim, loan nhip, suy tim sung huyét).

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong ding qué liéu chi dinh,

v/
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11. TEN, PIA CHi VA BIEU TUGNG CUA CG SG SAN XUAT

Sdn xudt tai:

DAVIPHARM

CONG TY CO PHAN DUGC PHAM PAT VI PHU
(DAVIPHARM)

L6 M7A, Pudng D17, Khu Céng nghiép My Phuéc 1, Phudong Théi Hoa, Thi x3 Bén Cat, Tinh

Binh Duong, Viét Nam.
Dbién thoai: 0274.3567.687 Fax: 0274.3567.688

12. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUGNG DAN SU

DUNG THUOC

PHO ";‘(:)NG GIAM POC
Ngzuyen Xuin Phwong

'UQ. CUC TRUONG
TRUONG PHONG
A/ 1/ 7 /\‘
Vayén Huy Hane

o/
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