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{\\iﬁf b Flavoxat hydroclorid 200 mg

Khuyén cso:
Pé xa tAm tay tré em

Doc k¥ hudéng dn sir dung trude khi ding
Théng bao ngay cho béc si hodc duge si nhitng tdc dung khong mong mudn gip |
phai khi sir dung thube

1. THANH PHAN CONG THUC THUOC

Mbi vién nén bao phim CLAGIAS chiia:

Thanh phcfn dugc chat: Flavoxat Bydroelolid aanisnmnnnna 200 g

Théanh phdn td dioc: Lactose monohydrate, Natri starch glycolate, Polyvinyl pyrrolidon K30,
Microcrystalline cellulose, Colloidal hydrated silica, Magnesium stearate, Hydroxypropyl
methylcellulose 606 (HPMC 606), Hydroxypropyl methylcellulose 615 (HPMC 6135),
Polyethylene Glycol 6000 (PEG 6000), Tale, Titanium dioxide.

2. DANG BAO CHE

Vién nén bao phim.

M@ ti dgng bao ché

Vién nén bao phim, hinh trdn, hai mit vién nhén, thianh va canh vién 1anh lan, mau tréng dén tring
nga.

3. CHi PINH

Lam giam triéu chimg tiéu khé, tiéu gip, tiéu dém, dau trén khép mu, tiéu rat va tiéu khdng tu chu
c6 thé xay ra khi viém bang quang, viém tuyén tién 1iét, viém niéu dao, viém niéu dao-bang quang
va viém niéu dao-tam gidc bang quang.

LAm gidm co thit bing quang-niéu quan do dit 6ng thong, soi bang quang hodc dit bng théng
tidu; truée khi soi bang quang hoic dit éng thong tidu; va trong di chimg phiu thuit dudng tiu
dudi.

4. LIEU DUNG, CACH DUNG

Liéu diing

Ngudi 16n (bao gdm ca ngudi cao tudi): 1 vién x 3 lan/ngay.

Tré em: Tinh an toan v hidu qué & tré < 12 tubi chua duogc biét.

Cich dung

Dung dudng udng. Nén ubng thude sau khi an @ tranh tinh trang nén mira.

5. CHONG CHI PINH

- Qué mén v6i bat ky thanh phén nio cia thube

- Téc dudmg tiéu hoa hodc tic rudt
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- Chay mau tiéu hoa
- Co thit tAm vi
- Bitidu
- Glaucom
- Bénh nhuoc co.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Khong khuyén céo ding thube nay cho tré < 12 tubi.
Do thanh thai & than cua chét chuyén héa cé hoat tinh chiém > 50% lidu dung, do dé tinh trang
suy than ¢6 thé giy anh hudng ding ké dn dugc dong hoc cla thude. Can than trong khi ding
thude cho nhitng bénh nhan nay.
Thudc nay cé chira t4 duge lactose monohydrate. Bénh nhén méc bénh di truyén hiém gap khéng
dung nap galactose, thiéu hut lactase hozc kém hap thu glucose-galactose khong nén ding thube
nay.
7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nit ¢é thai
Chua c6 hodc co rat it dit liéu vé viée str dung Flavoxat cho phu nit ¢6 thai. Trong céc nghién ctru
trén dong vat, khong thiy c6 anh hudng c6 hai truc tiép hay gidn tiép gy doc lén qua trinh sinh
san. Nhim muc dich thén trong, tranh ding thubc nay trong thai ky. -
Phu nir dang cho con bu
) ngudi, chwa biét Flavoxat va cdc chét chuyén héa ¢d dugce bai xuét vao sita me hay khdng.
Khéng thé loai trir duoc nhitng nguy co c6 thé xay ra & tré b me. Khong nén ding thude nay cho
phu nir dang cho con bu.
Kha néng sinh san
Chua c6 dit liéu v& anh hudng cia Flavoxat dén kha ning sinh san & ngudi. Flavoxat khong gay
anh huong dén kha ning sinh san & dng val.
8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Bénh nhan cin duoc thong bao néu xay ra budn ngu hodc nhin md, thi khéng nén 141 xe hodc vén
hanh miy méc.
9. TUONG TAC, TUONG KY CUA THUOC
Twong téc cia thude
Tdang tdc dung/déc tinh: Flavoxat hydroclorid ¢o thé 1am tang ndng dd/tac dung cla cée thude
khang cholinergic, cdc cannabinoid va potassium chloride. Nong do/tac dung cia Flavoxat
hydroclorid c6 thé ting 18n do pramlintide.
Giam tdc dung: Flavoxat hydroclorid ¢6 thé lam gidm ndng do/tac dung cua cac thude tic ché
acetylcholinesterase (& than kinh trung uong), secretin. Nong do/tac dung cua Flavoxat
hydroclorid ¢6 thé bi giam do cac thube tic ché acetylcholinesterase (& than kinh trung uong).
Ethanol: Tranh dung déng thdi ethanol vi cé thé 1am tang sur e ché hé than kinh trung vong.
Twong ky cua thube
Do khong c6 céc nghién cira vé tinh twong ky cta thudc, khong trén 14n thude nay véi céc thube
khac.
10. TAC DUNG KHONG MONG MUON CUA THUOC (ADR)
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Thwéng giip (1/100 < ADR < 1/10)
Tiéu hoa: Budn nén.

it gap (1/1000 < ADR < 1/100)

Heé thin kinh: Budn ngu.

Mit: Giam thj lye.

Tiéu hoa: Nén, khé miéng, kho tiu.

Da va md du6i da: Phat ban.

Hiém gip (1/10000 < ADR < 1/1000)

Da va m0 dudi da: May day, ngira

Than va tiét nidu: Bi tiéu.

Toan thin: Mét moi.

Chura rd tin suit

Hé mién dich: Qua min, phén tng phéan v&, sbc phan vé.

Tam than: L lan.

Mit: Glaucom.

Tim: Panh tréng nguc.

Gan-mét: Vang da, r6i loan & gan, enzyme gan bat thudng.

Da va mdé dudi da: Ban do.

Huwéng din cich xir tri ADR:

Khi thdy tic dung manh d6i v6i thin kinh trung wong va hé tim mach, cin ngimg ding thude
ngay, xit iri kip thoi dé duy tri cac chirc ndng séng.

B4o cdo cdc phin ung ¢6 hai nghi ngo:

Viée bo céo cac phan tmg c6 hai nghi ngé sau khi thude duoc cAp phép 14 rit quan trong. Piéu
nay cl:no phép tiép tuc theo ddi sy can bang loi ich/rai 1o cua thube. Cac béc si, du?c si nén duge
yéu cAu bao céo bit ky phan tmg c6 hai nghi ngd ndo vé& Trung tdm Thong tin thuoc va Theo d&i
phéan img cé hai cia thudc.

Thong bdo v6i bdc si nhiing tdc dung khong mong mubn gdp phdi khi sit dung thudc.

11. QUA LIEU VA CACH XU TRi

Qui liéu

Triéu chimg: Giy tdc dung khac cholinergic voi cac déu hiéu sau: Cir dong vung vé hoic lao dao,
chéng mit ning; cam théy rét budn ngt, sbt; do birng hodc dd mat; do gidc; hoi tho ngéin hodc rbi
loan hd hip; sur kich thich khac thuong; tinh trang kich dong, bdn chén hodc dé bi kich thich.
Cdch xir tri khi ding thuoc qud liéu

Lam gidm hdp thu

Géy nén hodc rira da diy véi dung dich acid tanic 4% hodc ding than hoat.

Piéu tri ddc hiéu
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Dung liu nhé barbiturat tic dung ngin (100 mg thiopental natri) hodic benzodiazepin, ho#ic thut
(bom) vao truc trang 100 — 200 ml dung dich cloral hydrat 2% dé kiém soat su kich thich. Néu
cén thiét thi thuc hién h6 hip nhan tao véi oxy khi 6 sy tc ché hd hip.
Diéu tri hé tro
Khi biét 15 hodc nghi ngd 1 ngudi bénh cb y ding thudc qua lidu thi phai chuyén ngudi bénh dén
hoi chén vé tam Ly tam thén.
12. PAC TINH DUQC LUC HOC
Mia ATC: G04BD02
Nhém dwee Iy: Thude chdng co that dudng tiét niéu
Flavoxat hydroclorid [chét chuyén hoa chinh 12 methyl flavone carboxylic acid (MFCA)] 1a thude
chéng co thét, ¢o tac dyng chon loc trén dudmg niéu. Trong céc nghién ciru trén ngudi va dong
vét, Flavoxat hydroclorid gy tdc dung chdng co thit true tiép 1én co tron.
Co ché hoat dong lién quan dén su tich tu AMP vdng trong t& bao va hoat dgng trc ché kénh calci.
Thubc gy trc ché céc con co thit bang quang giy ra béi nhidu chét chi vén khéc nhau hoic bai
céc kich thich dién va e ché tn s cua cdc con co thit bang quang. Flavoxat hydroclorid lam
tang dung tich bang quang, gidam ngudng va ap luc co bép.
Ngoai ra, cic nghién ciru trén dong vit cho thiy Flavoxat hydroclorid ¢6 tac dung gidm dau va
gay t&. Thubc khong gay anh hudéng dang ké dén chirc ning tim va hé hép.
13. PAC TiNH DUGC PONG HQC
Chc nghién clru trén nam gi6i cho thdy thubc duge hép thu tét nhanh chéng & rudt va duge
chuyén héa chii yéu tao thanh MFCA (methyl flavon carboxylic acid).
Sau khi dimg lidu tiém tinh mach IV (twong duong 100 mg), céc théng s6 cuia Flavoxat dugc tinh
ton nhu sau: Ty 83,3 phit, thé tich phan bd biéu kién 2,89 kg, Thé tich phan b6 bidu kién ciia
MFCA 12 0,20 Vkg. Khong tim thdy Flavoxat ty do trong nuée tiéu (24 gid). Tuy nhién 47% lidu
ding dwgc bai tiét duéi dang MFCA.
Sau khi uéng don lidu 200 mg va 400 mg, hau nhu khéng phét hién dugc Flavoxat dang ty do
trong huyét twong. Nong d6 dinh ctia MFCA dat dugc sau twong {mg 1a 30-60 phut va khoang 2
gi& sau khi ubng liéu duy nhit Flavoxat hydroclorid 200 mg va 400 mg. AUC cia liéu 400 mg
cao gin ghp ddi so véi lidu 200 mg. Khoang 50% liéu dung dwgc bai xuét duéi dang MFCA trong
vong 12 gid; tAt ca dugc thai trir trong vong 6 gid diu tién.
Sau khi udng liéu nhic lai (200 mg x 3 lin/ngdy x 7 ngay), su bai xuit lily tich cia cdc chat
chuyén héa khéng thay ddi, chiém 60% so véi liéu ding vao ngay thtr 3 va khéng dbi trong 1
Chura biét Flavoxat c6 thé duoc loai bo bang thdm tdch méu dwoc hay khéng.
14. QUY CACH DONG GOI:
Hop 3 vi (Alw/Alu) x 10 vién, kém theo t& huéng dén st dung.
Hop 5 vi (Alu/Alu) x 10 vién, kém theo t& huéng dén sir dung.
Hop 10 vi (Alu/Alu) x 10 vién, kém theo t& hudng dan sir dyng.
15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Piéu kién bao quin: Noi khd rdo, tranh anh sang, nhiét do khong qué 30 °C.
Han dimg: 36 thang ké tir ngay sén xuét.
Tiéu chuén chit luong: TCCS
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16. TEN, PIA CHI CUA CO SO SAN XUAT, CO SO PANG KY THUOC:

Co sa diing ky:

CONG TY ¢O PHAN DUQC PHAM MEDBOLIDE
Dia chi: Phong 09, lau 10, tda nha The EverRich 1, s6 968 duong Ba Thing Hai, Phudng 15,

Quén 11, Thanh phé Hd Chi Minh

Co s¢ sin xuit:

NHA MAY HDPHARMA EU — CONG TY CO PHAN DUGC VAT TU Y TE HAI DUGNG

Dia chi: TAng 2, Téa nha 4A, Thira dét sé 307, cum Céng nghiép Cim Thugng, phuong Cém
Thuong, Thanh phé Hai Dwong, Tinh Hai Duong

Tp. Hé Chi Minh, ngayPthdng\ ndm 2024
Gidm dbc
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