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1. THANH PHAN CONG THU'C THUOC.

MObi vién nén bao phim chia:

Thanh phén hoat chat: Flavoxat hydroclorid ...........o..ooccoociccnccnnninnnns, 100,0 mg

Thanh phén ta diwoc: Lactose monohydrate, Microcrystalline cellulose, Crospovidon,
PVP K30, Magnesium stearate, Aerosil, HPMC 606, PEG 6000, Talc, Titan dioxyd
................................................................................................................... vira du.

[ 2. DANG BAO CHE.
Vién nén bao phim
MO ta: Vién nén mau tring, hinh tron, canh va thanh vién lanh lan.
3. CHI PINH.
Lam giam tri¢u ching kho tiéu, tiéu gip, tidu dém, dau trén khép mu, thuong xuyén va
khong kidm sodt dugc xéay ra trong viém bang quang, viém tuyén tién ligt, viém nigu
dao, viém niéu dao — bang quang.

-+ DUOQ ~™

Lam giam nhe céc co that bang quang — ni¢u dao do str dung dung cu hodc phau thudt.

Lam giam nhe triéu ching dau, di tiéu ludn va dai dam két hop véi céc rdi loan viém
duong tict nigu.

Flavoxat hydroclorid dirge dung dé lam giam nhe triéu chimg nhung khong diédu tri

khoi hén, nhung ¢6 thé ding phdi hp vdi cée thude nhim diéu tri nhiém tring dudng
( tiét niéu.

4. CACH DUNG, LIEU DUNG.

Liéu ding

Nguoi lon (ké cd nguedi gia) va tré em trén 12 tudi

| hodc 2 vién/lan, 3-4 lin/ngay.

Khi cdc triéu chimg duoc cai thién, ¢6 thé giam liéu.

Thudc nay khong duge khuyén cdo cho tré so sinh va tré em dudi 12 tudi vi tinh an
toan va hiéu qua chua dugc chimg minh ¢ nhém tudi nay.

Cich dung
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Flavoxat hydroclorid duoc ding véi nude, tuy vay néu c6 kich tng da day, udng thude
cung voi thire an hodc sira.

5. CHONG CHI PINH.

Flavoxat hydroclorid duge chéng chi dinh & nhitng b¢nh nhén co bat ky cac tinh trang
thc nghé&n nao sau day: tic nghén mdn vi hodc ta trang, ton thuong dudng rudt, co thit
thm vi, tdc rudt, dau bung, xuit huyét dudng tiéu héa va tic nghé&n dudng tiét niéu
dudi.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC.
Flavoxat hydroclorid cé thé gdy cam giac budn ngu, chéong mat va cac rdi loan vé mét,
nén phai str dung than trong khi lai xe va van hanh may méec.

Dung thén trong ¢ ngudi bénh nghi ngd 13 ¢é ting nhén 4p, bénh mach vanh, suy tim
sung huyét, nhip tim nhanh. Thin trong trong khi tap thé duc, thoi tiét nong c6 thé bi
séc nhiét, Néu tinh trang khé miéng trén 2 tuan, phai hoi y kién béc si.

Phai than trong khi ding cho ngudi cao tudi vi thude c6 hoat tinh khang cholinergic
(gdy la lan, tdo bon, nhin mé, nhip tim nhanh). Sy an todn va hiéu qua cta flavoxat
hydroclorid khéng duge xéc dinh & tré em dudi 12 tudi nén khong dung cho tré em &
nhém tudi nay.

Cinh bdo véi td dwoe lactose: Bénh nhan bi r6i loan di truyén hiém gip nhu khong
dung nap galactose, thiéu hut lactase hoan toan hogc kém hip thu glucose - galactose
khéng nén dung thude nay.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU.

Phu nit c6 thai

Khong ¢ hodc ) lugng dir ligu con han ché tir viée sur dung flavoxat ¢ phu nir mang

thai. Cdc nghién ciru trén dong vat khong chi ra tic dong c6 hai truc tiép hodc gian tiép

lién quan dén doc tinh sinh san. Khuyén cdo an toan nhat la tranh str dung flavoxat

trong khi mang thai trir khi that can thiét

Phu ni¥ cho con b

Phai st dung than trong flavoxat hydroclorid cho phu nit dang cho con bt vi khéng

biét flavoxat hydroclorid c6 bai tiét vao sita nguoi hay khong va nhiéu thude duge bai

tiét trong stta ngudi.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC.

Flavoxat hydroclorid ¢6 thé gdy cam gidc budn ngi, chéng mat va cic rdi loan vé mit,

nén phai st dung than trong khi lai xe va van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC.
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Téng tdc dung/dge tinh: Flavoxat hydroclorid c6 thé lam tang ndng dd/tdc dung cua
cac thuoc khang cholinergic, cac cannabinoid va kali clorid. Nong dd/tac dung cua
flavoxat hydroclorid ¢6 thé ting 1én do pramlintid.

Gidm tdc dung: Flavoxat hydroclorid c6 thé 1am giam ndng dd/ tac dung ctia cic thude
ttc ché acetylcholinesterase (& than kinh trung wong), secretin. Nong dd/tdc dung cua
flavoxat hydroclorid ¢6 thé bi giam do cic thudc {rc ché acetylcholinesterase (¢ than
kinh trung uong).

Ethanol: Tranh ding ddng thoi ethanol vi ¢6 thé lam ting su (e ché hé than kinh trung
wong,

10. TAC DUNG KHONG MONG MUON CUA THUOC.
Thicong gdp, ADR > 1/100

+ Thin kinh trung wong: Cam thay budn ngti

+ Tiéu hod: Khé miéng va hong

It gip, 1/1 000 < ADR < 1/100

+ Than kinh trung vong: Kho tip trung, chong mit, nhirc dau, st cao, mét moi, tinh
trang kich dong.

+ Tim mach: Nhip tim nhanh, danh tréng nguec.
+ Tiéu ho4: T4o bén, budn ndn, nén, dau da day.
+ Sinh duc - tiét niéu: Khé tiéu tién.

+ Mit: Réi loan didu tiét méit, nhin mo, gidn ddng tir (ting nhay cam cta mat véi anh
sang).

+ Khac: Ting ra md hoi.

Hiém gdp, ADR < 1/1 000

+ Thin kinh trung wong: L n (dic biét & ngudi cao tudi).

+ Da: Phan (ing qua man (may day, ban).

+ Mit: Tang nhan ap.

+ Huyét hoc: Giam bach céu (viém hong va sbt), tang bach cau ua eosin.
11.QUA LIEU VA CACH XU TRI

LDso dudng udng déi véi flavoxat hydroclorid & chudt cong 14 4273 mg/kg. LD qua
dwdng miéng cho flavoxat hydroclorid & chudt nhét 1a 1837 mg/kg.

Triéu chirng: Gay tac dung khang cholinergic voi cac ddu hiéu sau: Cur dong vung vé
hodc ldo dao, chéng mit ning; cam thiy rat budn ngu, sot; do bimg hodc do mdt; do
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gide; hoi thé ngin hodc rdi loan hé hdp: su kich thich khac thuong; tinh trang kich
dong, bon chén hodc dé bj kich thich.

Xir tri: Lam giam hép thu: Gay ndén hodc rtra da day véi dung dich acid tanic 4% hodc
dimg than hoat. Piéu tri dic hidu: Dung lidu nhé barbiturat tic dung ngan (100 mg
thiopental natri) hoac benzodiazepin, hoac thut (bom) vao tryc trang 100 - 200 ml
dung dich cloral hydrat 2%, dé kiém ché su kich thich. Néu can thiét thi thuc hién ho
hz"ip nhan tao véi oxy khi c6 su e ché ho hép. Diéu tri hd tro: Khi biét rd hodc nghi
ngd 1a ngudi bénh ¢d ¥ ding thude qué liéu thi phai chuyén nguoi bénh dén hdi chin
vé bénh ly tdm than.

12.PAC TINH DUQC LUC HQC

Nhém dieoe Iy: Thude chdng co thit duong tiét niéu

Ma ATC: G04BD02

Flavoxat hydroclorid 14 mét dan chét cia flavon ¢6 tac dung tryc tiép chong co that co
tron (gidng nhu papaverin), chi yéu trén co tron duong tiét nidu va lam tang dung tich
bang quang & bénh nhan ¢ biéu hién co cimg bang quang. Thudc cling c¢é tac dung
chdng co thit co tron rudt non, tii mat, tir cung va tai tinh. Thude gay gidn true tiép co
trom théng qua sy uc ché phosphodiesterase.

Flavoxat hydroclorid ddc bi€t ¢ hi¢u qua trong diéu tri sy co cling co bang quang, co
thé 1a do thude ¢6 tic dung ddi voi co mu bang quang, nhd d6 1am tang kha nang tiét
niéu. Thoi gian bit diu cé tac dung: 55 - 60 phit. Thude cling c6 téc dung khang
histamin, gy t& va giam dau yéu. Véi lidu cao, cé tac dung khéng cholinergic yéu.
Thudc khong c6 tac dung lam gidn dong tir va chéng tiét nudce bot.

13.PAC TINH DUQC PONG HOC.

Hdip thu

Flavoxat duoc hip thu dé dang qua dudng tiéu hod

Chuyén héa

Chuyén hod nhanh chéng thanh acid methyl flavon carboxylic ¢ hoat tinh.

Thai trie

Khoang 50 - 60% cua liéu ding duge thai trir qua nude tidu trong vong 24 gity dudi
dang acid methyl flavon carboxylic. Chua biét thude c6 thé loai bé bing thim phan
hay khong

14.QUY CACH PONG GOL

Hop 02 vi/ 03 vi/ 05 vi/10 vi x 10 vién kém t& hudng din sir dung.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC.
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Bio quan: Dé ¢ nhiét do dudi 30°C, tranh 4m va dnh sang.
Han diing: 36 théng ké tir ngdy san xuat.

Ti¢u chuin chét lwgng: Tiéu chuan co s¢.

16. TEN, PIA CHI CUA CO SO SAN XUAT.

CONG TY CO PHAN DUGC ENLIE.

Pudng NAG, khu cong nghiép My Phude 2, phuong My Phudce, thi xa Bén Cat, tinh
Binh Duong.




