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HUONG DAN SU DUNG THUOC

A\VOXAT DWP 100mg
i canfuu y va khuyén co khi dung thude

“T¢ DUQC F;'EA‘;{“ ttheo don thudc”

“Doc.\ ¥ hife n st dung truoc khi dung”
3. Thanh phan cong thirc thude: Mdi vién nén bao phim chira:

Thanh phén duoc chat: Flavoxat hydroclorid 100mg.
Thanh phan td dwgc: Microcrystalline cellulose, Tinh bét ngd, Lactose monohydrat, Natri

starch glycolat, Hydroxypropyl cellulose, Magnesi stearat, Colloidal silicon dioxide, Opadry
1T white (polyvinyl alcohol, titanium dioxide, tale, polyethylene glycol 3350).

4. Dang bao ché: Vién nén bao phlm

M0 ta: Vién nén bao phim mau tring dén tring nga, hinh tron, mot mat khic chir “dwp”, canh
va thanh vién lanh 14n.

5. Chi dinh
Giam c4c triéu chung kho tiéu, tiéu gép, tiéu dém, dau bang quang trén xuong mu, tiéu nhiéu

lan va tiéu khong ty chi nhu ¢6 thé xay ra trong viém bang quang, viém tuyén tién liét, viém
niéu dao, viém niéu dao-bang quang va viém tam giac bang quang ni¢u dao.

Giam co thét bang quang-niéu dao do dat 6ng thong, ndi soi bang quang hodc dat ong théng
tiéu; trude khi ndi soi bang quang hoac dit 6ng thong; di chimg cta can thiép phau thuat
dudng tiét nidu dudi.

6. Cach dung, liéu ding

Ciach dung: Thude ding dudong ubng. Néu c6 kich ung da day, ¢6 thé ubng thude ciuig Vol
thirc &n hodc sira.

Liéu dung:

Ngudi 16n va tré em trén 12 tudi: Lidu flavoxat hydroclorid 12 mdi lan ubéng 100 - 200 mg,
ngdy 3 - 4 1an. Giam liéu khi céc triéu chimg dugc cai thién.

7. Chéng chi dinh

Qua man vai flavoxat hodc voi bat ky thanh phfin nao cua thude;

Tinh trang téc ngh&n dudng tiéu hoa hodc téc rudt

Xuét huyét tiéu héa

Co thét thm vi

Bi tiéu

Glocom

Nhuoc co

8. Canh bso va thin trong khi ding thude

Khong nén st dung & tré em dudi 12 tudi.

Do d6 thanh thai qua than cua chét chuyén héa ¢6 hoat tinh chiém hon 50% liéu ding nén suy
than co thé anh hudng dang ké dén duoc dong hoc cua thude. Vi vay can thén trong & bénh
nhan suy than.




Th/g_r_c\chua lactose monohydrat nén khéng khuyén cao st dung thude & nhitg bénh nhan
o8R8 dintruyén hiém giip vé khong dung nap galactose, thiéu hut men lactase toan phan

u glucose-galactose.

1 mmol natri (23 mg) médi vién, nghia la vé co ban 1a 'khéng chira natri'.
¢ cho phu nir ¢6 thai va cho con bu
237! rhai

hydroclorid cho phy nif trong thoi ky mang thai trir khi that can thiét,

* Thoi ky cho con bu:

Phai sir dung than trong flavoxat hydroclorid cho phu nit dang cho con bd vi khong biét
flavoxat hydroclorid c6 bai tiét vao sira ngudi hay khong va nhiéu thude duge bai tiét trong
stra nguoi.

10. Anh hwéng ciia thudc 1én kha niing 14i xe va van hanh may méc

Flavoxat hydroclorid c6 thé gdy cam gidc budn ngt, chéng mit va cac rbi loan vé mét, nén
phai sir dung thén trong khi 1di xe va van hanh may moc.

11. Twong tac, twong ky ciia thude

* Twong tac cla thudc

Téing tdc dung/déc tinh: Flavoxat hydroclorid c6 thé lam ting ndng do/tac dung cia cac thube
khang cholinergic, cac cannabinoid va kali clorid. Néng dd/tac dung cua flavoxat hydroclorid
¢6 thé tang 1én do pramlintid.

Giam tdc dung: Flavoxat hydroclorld c6 thé 1am gidm ndng do/ tic dung clia céo thude trc ché
acetylcholinesterase (& than kinh trung wong), secretin. Noéng dd/tac dung cia flavoxat
hydroclorid c6 thé bi gidm do cac thude tre ché acetylcholinesterase (¢ than kinh trung uong).
Ethanol: Tranh dung ddng thoi thudc cung ethanol vi ¢é thé lam ting irc ché hé than kinh
trung wong.

* Twong ky ciia thudc: Do khong cé cac nghién ciru vé tinh tuong ky clia thudc, khong trén
13n thude nay véi cac thude khac.

12. Tac dung khong mong mudn cia thudc (ADR)

Tén sudt ADR dudi diy xdc dinh dya trén dit liéu duge thu thip thong qua cac thir nghiém
14m sang, nghién ciru quan sat va bdo céo tu phat.

Cac ADR dugc béo céo va liét ké theo hé co quan vi tan sut: rt thuong gap (> 1/10); thudng
gip (21/100 dén <1/10);it gip (21/1.000 dén <1/100); hiém gap (21/10.000 dén
<1/1.000); rit hiém giip (<1/10.000), khong & (khéng thé uéc tinh tir dit li¢u c6 sdn). Trong
mdi nhém tan sudt, cac ADR dugc trinh bay theo thir ty mire d nghiém trong giam dan.

H¢ co quan |Tf}n suit  |ADR

Réi loan hé mién dich ]Khong rd  |Qud min, phan Gmg phan v¢, sdc phan vé

Réi loan tam than Khéng ro  |Trang thai bi rdi
R&i loan hé than kinh  |it gap Budn ngi
Réi loan mit it gip Giam kha néng nhin

Khong ro  |Glocom

Rbi loan tim Khong 16 Dénh trbng nguc
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R&i loan tiéu hoa it gap Non, khdé miéng, kho tiéu
W M\ Thudng gip [Buon nén
/( 35 \‘QE Khong 16 |Vang da, réi loan chirc nang gan, men gan bt thuong
(B Igrge i - .
\‘i E@Q% v ﬂm dudil it 3p Ph?t ban ’
el WEALPHAV ) Hiém gap | May day, ngtia
- \,‘@*/ Khongrs  Ban dd
R&i [oanthan va tiét niéu/Hiém gap  |Bi tiu
R&i loan chung va tai chd|[Hiém gdp | Mét moi
ding thude

- Tri¢u chirng:

Liéu LDso dudng udng cia flavoxat hydroclorid & chudt 16n 1a 4273 mg/kg. LDso dudng udng

Théng bao ngay cho béc s§ hodc dugc sy nhimg phan tmg ¢6 hai gap phai khi st dung thudc.
13. Qua liéu va cach xi tri

ctia flavoxat hydroclorid & chu¢t nho la 1837 mg/kg.

Gay tac dung khf’mg cholmcrglc voi cac dau hidu sau: Ctr dong vung vé hoic ldo dao chong
mat ndng; cam thay rat budn ngi, sbt; do bimg hodc do mit; 4o gidc; hoi the ngan hodc rbi
loan hé hép; sy kich thich khéc thudng; tinh trang kich dong, bdn chdn hodc dé bi kich thich.

- Cdach xu tri:

Lam giam hdp thu: Gdy non hogc rira da day voi dung dich acid tanic 4% hodc dung than

hoat.

Diéu trj dac hiéu: Dung liéu nhé barbiturat tac dung ngin (100 mg thiopental natri) hodc
benzodlazepm hoiac thut (bom) vao truc trang 100 - 200 ml dung dich cloral hydrat 2%, dé
kiém ché su kich thich. Néu can thiét thi thyc hién ho hap nhan tao vadi oxy khi c6 su i ché

ho hép.

Khong biét flavoxat hydroclorid ¢6 thé duge thdm tach hay khong.

14. Pic tinh dwgce lwe hoc
Ma ATC: G04BDO02.

Nhém duge 1y: Thube chéng co thit dudng tiét niéu.

Flavoxat hydroclorid (va chit chuyén hoa chinh ctia n6 1a acid methyl flavon carboxylic,
MFCA) la mdt chit chéng co thit chon lgc & dudng tiét niéu. Trong cac nghién ctru trén dong
vat va ngudi, flavoxat hydroclorid da duge chirng minh la c6 téc dung chéng co thit tryc tiép

trén cac SQ’] co tron.

Co ché hoat dong lién quan dén tich liy AMP vong ndi bao va hoat dong chen calci. N6 tc
ché céc con co thit bang quang gdy ra bai céc chét chi vén khéc nhau hodc bang kich thich
xung dién va uc ché tin suét cac con co thit bang quang. N6 lam ting thé tich bang quang,
giam ngudng va ap luc tiéu tién.

Ngoai ra, cac nghién ciru trén dong vt cho thdy flavoxat hydroclorid c6 dac tinh gidm dau va

gdy té cuc bo.

Flavoxat khong anh hudng déng ké dén chirc ning tim hodc ho hap.




gcc dong hoc
Hhap thu dé dang qua dudng tiéu hoa va dugc chuyén hod nhanh chong thanh
81 carboxylic co hoat tinh. Khoang 50 - 60% cua lidu ding duge thai trir qua
j g 24 giv dudi dang acid methyl flavon carboxylic. Chua biét thude cé thé
phén hay khéng.

Hop 6 vi x 10 vién. Kém theo to hudng dan sir dung bén trong hop.

17. Diéu kién bao quén, han dung, tiéu chuén chat lwong thudc

- Diéu kién bdo quan: Noi kho, nhiét do khong qua 30°C, tranh anh sang.

- Han dimg: 24 thang ké tir ngay san xuat.

- Tiéu chudn chét heong thuée: TCCS.

18. Tén, dia chi ciia co s& sin xuit:

Tén co s¢ san xudt : CONG TY CO PHAN DUGC PHAM WEALPHAR

Dia chi: Ld CN5, Khu cong nghiép Thuy Van, Xa Thuy Vén, Thanh phé) Viét Tri, Tinh Phu
Tho.



