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M3i vién nén bao phim chia
Flavoxate hydroclorid 200mg
Téa dugc via di 1vién

WINFLA

{ue>

MERTPHAR

GMP - WHO

R tHU6C BAN THEO BON
Hop 3 vi x 10 vién nén bao phim

@ CONG TY CS PHAN DUGC PHAM VA SINH HOC Y TE

MEBIPHAR L6 Ill - 18 dudng 13, KCN Tan Binh, Quan Tan Pha, Tp. HCM
gnx ues AebN
:Bunp uey
0198
Buhp s 1ux opna ugp Supny 1t 26@ . A ”
5 o A B SOOLUNUOMRIL  XX-XXXXX-OA NGS

wiyd oBq USU UIA O} X[A £0 dOH

340/41

\
WINFLA WINFLA

((FLAVOXATE HYDROCLORID 200 MG)

WINFLA WINFLA

((cTCP DUGC PHAM VA SINH HQC Y TE )

WINFLA WINFLA

((FLAVOXATE HYDROCLORID 200 MG)

WINFLA WINFLA

MERIPHAR

((cTCP DUGC PHAM VA SINH HOC Y TE )

WINFLA WINFLA

( FLAVOXATE HYDROCLORID 200 MG
\_(sL: HD: D/

WOH "dL ‘nud ugl ugnD ‘yuig uel NOM ‘€L BUENP 81 - 111 1  WVHJIIAW
JLA OOH HNIS YA Wde ooNna NYHd QO AL ODNQO @

O NN7Z CIMNOTINOMO LM JIVYYOAY 14
OW 002 AIJOT1O0H0AH FIVXOAY 14

VIANIM

NOG O3HL Ny8 OQONHL ‘ﬂ

wiyd oeq ugu UIA O X 1A € dOH

WINFLA

MEBIPHAR

CUC QUAN LY DUGC
PA PHE DUYET

RO N TE
ALJ\;] x ) g

|
{

Lan daus. 2o/ %....... 0d&.... «

|
—




TGO HUGNG DAN SU DUNG THUOC CHO NGUOT BENH
WINFLA

DE xa tdm tay ciia tré em.
Thuoc nay chi ding theo don ciia bdc si.
DPoc ky hudng dan sit dung truée khi ding.
Thong bdo ngay cho bdc si hodc dugc st nhitng tic dung
khong mong mudn gdp phdi khi si dung thudéc.

1. THANH PHAN, HAM LUGNG THUOC:
Flavoxate hydroclorid 200 mg
T4 dugc vira di 1 vién
(Lactose, Microcrystalline cellulose M101, Tinh bét lia mi,
Croscarmellose sodium, PVP K30, Bot Talc, Magnesi stearat, HPMC 606,
HPMC 615, PEG 6000, Titan dioxyd, mau Quinolein, mau Tartrazine lake)
2 MO TA SAN PHAM: Vién nén tron bao phim mau vang .
3.QUY CACH PONG GOI: Vi 10 vién — Hop 3 vi
4. THUOC DUNG CHO BENH GI:
- Flavoxate hydroclorid dugc ding dé€ gidm nhe cdc triéu ching nhung khong diéu tri
khéi hin ti€u tién kho, tiéu tién dém, dau trén khép mu va ddi dim & ngudi cé bénh
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viém bang quang, viém ni€u dao, viém ni€u dao - bang quang, viém ni€u dao — tam
gidc bing quang va viém tuyén tién liét.

- La thudc gidn cd tron dugc diing d€ 1am gidm nhe triéu ching dau, di tiéu ludn va d4i
dam két hop véi céc rdi loan vién dudng ti€t niéu.

- Lam gidm nhe cic co thit bing quang- niéu dao do st dung dung cu hoic phiu thuit.

5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUGNG:

Liéu dung:
Nguoi Idn va tré em trén 12 tudi: uéng 100 — 200 mg/ 1an, ngay 3 - /4 1an. Gidm li€u khi
céc triéu chitng dudc cdi thién. M

Cdch dung:

Flavoxate hydroclorid dudc diing udng vdi nudc, tuy vy néu c6 kich tng da day, udng
thuSc ciing vdi thitc An va sita. Néu c6 nhiém khuén dudng tiét niéu, hdy dp dung liéu
phap khang khuan thich hgp.

6. KHI NAO KHONG NEN DUNG THUOC NAY:

- MAn cdm vdi bat ky thanh phin nao cia thudc.

- Téc mdn vi hodc t4 trang.

- Chdy mdu dudng ti€u hoa.

- Téc rudt.

- Bénh tic dudng niéu dudi.

- Mit gian.

- Tré em dudi 12 tudi.

7. TAC DUNG KHONG MONG MUON CUA THUOC:



Thong béo ngay cho bdc si hodc dugc si khi xuit hién nhitng tic dung khong mong
mudn clia thude dugc liét ké dudi day:

* Thitong gap, ADR >1/100
Thén kinh trung wong: Cam thdy budn ngd (bénh nhan nén ngung van hanh mdy méc
hodc 14i tau xe trong khi budn ngi).

Tiéu héa: khd miéng (bénh nhan nén udng nhicu nudc khi ding thudc).

* It gap: 1/1000 < ADR < 1/100
Thén kinh trung udng: khé tip trung, chéng mit, nhic diu, s6t cao, mét mdi, tinh trang
kich dong.

Tim mach: nhip tim nhanh, d4dnh trong nguc.

Tiéu héa: tdo bén, budn ndn, ndn, dau da day (bénh nhan nén in thifc in dé tiéu héa va
trdnh nhitng thyc pham cay néng).

Sinh duc — tiét niéu: kho tiéu tién.

Mit: r6i loan di€u ti€t mdt, nhin md, gidn déng t¥ (ting nhay cidm ctia mit v4i 4nh
sdng).

Khéc: ting ra md hoi.

* Hiém geip, ADR < 1/1000

Than kinh trung wong: 1d 13n (dic biét & ngudi cao tudi).

Da: phdn tng qud min (may day, ban).

Mit: ting nhan 4p.

Huyét hoc: gidm bach cau (viém hong va s6t), ting bach cau wa eosin.

* Huéng dan xit tri tdc dung khéng mong muon: Khi thdy tic dung manh d6i vdi than
kinh trung wong va hé mach, can ngling dung thudc ngay, x tri kip thdi d€ duy tri cdc
chifc ning sdng.

8. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GI KHI PANG SU

DUNG THUOC NAY:

- Flavoxate hydroclorid: 1am ting néng dd/ tdc dung clia cdc thudc khdng cholinergic,
cac cannabinoid, kali clorid. '

- Pramlintid: 1am ting ndng d6/ tdc dung cla flavoxate hydroclorid.

- Flavoxate hydroclorid: diing két hgp céc thudc e ché acetylcholinesterase, secretin sé
lam gidm ndng do/ tdc dung cla nhau.

- Ethanol: diing k&t hdp véi flavoxate hydroclorid 1am ting su ttc ché& hé thin kinh trung udng.

9. CAN LAM GI KHIMQT LAN QUEN KHONG DUNG THUOC:
Ubng ngay 1 liéu khi nhd ra va udng li€u ti€p theo cdch it nhat 4 gid. Khong ding li€u
gap ddi d€ b vao liéu da bd 13. @

10.CAN BAO QUAN THUOC NAY NHU THE NAO:
Nhiét do khong qué 30 OC, tranh 4nh sédng va 4m.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

* Trigu ching: ¢t dong vung vé hoic 1do ddo, chéng mit ning, cdm thdy rdt budn ng,
sot, d6 birng mit, 40 gidc, hoi thd ngdn hodc rdi loan hd hép, tinh trang kich dong, bon
chdn hoidc dé bi kich thich.
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12. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:
Né&u uéng thudc qud liéu, nhanh chéng dwa ngudi bénh dén co sd y t€ gdn nhat va mang
thudc (hay vi thudc, hop thudc) da udng theo cling.

13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:

- Bénh nhan khong dung nap galactose, thi€u hut lactase, kém hip thu glucose-
galactose khong nén st dung thudc nay.

- Thudc c6 thé giy cdm gidc budn ngd, chéng mit va cdc r6i loan v& mit, nén phai st
dung than trong khi 141 xe va vdn hanh mdy méc.

- Dﬁng thin trong & ngudi bénh nghi ngd 14 ¢6 ting nhin dp, bénh mach vanh, suy tim
sung huyét, nhip tim nhanh. Thin trong trong khi tip thé duc, thdi ti€t néng cé thé bi
sOc nhiét. N&u tinh trang kho miéng trén 2 tuan, phai hdi ¥ ki€n bc si.

- Phai than trong khi ding cho ngudi cao tudi vi thudc c¢é hoat tinh khdng cholinergic
(gdy 14 14n, tdo bén, nhin md, nhip tim nhanh). Syt an toidn va hiéu qué cta flavoxte
hydroclorid khéng dugc xdc dinh & tré em du6i 12 tudi nén khong ding cho tré em &
nhém tudi nay.

- Thoi ky mang thai: khéng c6 nghién citu diy dud trén phu nit c6 thai nén thudc chi dudc
dung trong lic mang thai khi that cin thiét.

- Thoi ky cho con bi: phai than trong dung thudc trong thdi ky cho con bi vi khong biét
flavoxate hydroclorid c6 bai ti€t vao sita ngudi hay khong.

- Anh hudng ciia thudc dén kha ning ldi xe va van hanh mdy méc: Khong lai xe hodc van
hanh mdy méc neu 6 biéu h1en budn ngd, md tAm nhin hodc chéng mat khi st dung thudc.

14. KHINAO CAN THAM VAN BAC Si HOAC DUGQC SIL

- Xuat hién mot hoic nhiéu tdic dung khong mong mudn sau khi diing thudc.

- P€ tranh tuong tic thudc, cin thong bdo cho bac si hoic dudc sikhi dang dung bat ky
loai thudc nao trude khi dang thudc. |

Néu cén thém thong tin xin héi y kién bdc si hodc duoc si.

15. HAN DUNG CUA THUOC: 36 thang k€ tif ngdy san xuat.

16. TEN, PIA CHI CUA CO SO SAN XUAT: d\k

MEBIPHAR

CONG TY CO PHAN DUGC PHAM VA SINH HOC Y TE
Lo I - 18 dudng 13, KCN Tan Binh, Q. Tan Phd, TP. H5 Chi Minh.
17. NGAY XEM XET SUA POL, CAP NHAT LAI NOI DUNG HUGNG DAN SU

DUNG THUOC: xx — XX — XX.
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TO' HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

WINFLA
1. THANH PHAN CAU TAO THUOC:
Flavoxate hydroclorid 200 mg
Ta dugc vira dd 1 vién

(Lactose, Microcrystalline cellulose M101, Tinh bét lia mi,
Croscarmellose sodium, PVP K30, Bt Talc, Magnesi stearat, HPMC 606,
HPMC 615, PEG 6000, Titan dioxyd, mau Quinolein, mau Tartrazine lake)
2.DANG BAO CHE: Vién nén bao phim.

3. PONG GOI: Vi 10 vién — Hop 03 vi.

4. DUGC LUC HQC:

M3 ATC: GO4BDO02

Nhém dudc 1y: Thude chdng co thit dudng tiét niéu

Flavoxate hydroclorid 14 mot din chét cla flavon c6 tdc dung tryc ti€p chéng cd tron
(gi6ng nhu papaverin), chl y&u trén cd tron dudng tiét niéu va 1am ting dung tich bang
quang & bénh nhan c6 bi€u hién co cing bang quang. Thudc ciing c6 tic dung chdng co
thdt cd tron rudt non, tdi mat, ti cung va tdi tinh. Thudc giy gidn truc ti€p cd tron thong
qua sy c ch& phosphodiesterase. Flavoxate dic biét hiéu qua trong diéu tri s ¢6 ctng
cd bang quang, nhd d6 1am ting khd ning ti€t niéu. Thdi gian bit ddu c6 tic dung: 55 —
60 phut. Thudc ciing c6 tdc dung khdng histamin, gdy té va gidm dau y&u. Véi liéu cao,
¢6 tdc dung khéng cholinergic y&u. Thudc khdng c6é tdc dung lam gidn déng ti va
chdng ti€t nudc bot.

5.DUGC PONG HOC:

Flavoxate dugc hap thu d& dang qua dudng tiéu héa va dugc chuyén héa nhanh chéng
thanh acid methyl flavon carboxylic ¢6 hoat tinh. Khodng 50 - 60 % cta liéu diing dugc
thai trit qua nudc tiéu trong vong 24 gid dudi dang acid methyl flavon carboxylic. Chua
biét thudc c6 thé loai bd bing thAm phan hay khong.

6. CHI PINH, LIEU LUUNG, CACH DUNG, CHONG CHI PINH:

Chi dinh: \

- Flavoxate hydroclorid dugc dung dé€ gidm nhe céc triéu chiing nhung khong diéu tri
khdi hin ti€u tién khé, ti€u tién dém, dau trén khép mu va ddi ddm & ngudi c6 bénh
viém bang quang, viém ni€u dao, viém ni€u dao - bang quang, viém ni€u dao — tam
gidc bang quang va viém tuyén tién liét.

- La thudc gidn co tron dugc ding d€ 1am gidm nhe tri€u ching dau, di ti€u ludn va ddi
dim k&t hgp vdi c4c 16i loan vién dudng tiét niéu.

- Lam gidm nhe céc co thit bang quang- niéu dao do s dung dung cu hodc phiu thuit.

Liéu lugng va cdch dung:

Liéu dung:

Nguoi 16n va tré em trén 12 tudi: udng 100 — 200 mg/ 14n, ngay 3 - 4 lan. Gidm licu khi
céc triéu ching dudc cai thién.

Cdch dung:




Flavoxate hydroclorid dugc ding uéng v6i nudc, tuy vay néu cé kich dng da day, udng
thudc cling véi thitc dn va sita. Néu c6 nhiém khudn dudng ti€t niéu, hiy 4p dung liéu
phap khdng khuén thich hgp.

Chéng chi dinh:

- Min cdm véi bat ky thanh phan nio cda thudc.

- Tdc mdn vi hodc t4 trang.

- Chay mdu dudng ti€u hoa.

- T4c ruot.

- Bénh tic dudng niéu dudi.

- M4t gidn.

- Tré em duéi 12 tudi.

7. CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:

- Bénh nhian khong dung nap galactose, thi€u hut lactase, kém hap thu glucose-
galactose khong nén st dung thudc nay.

- Thudc c6 thé giy cdm gidc budn ngl, chéng mit va céc r6i loan v& mit, nén phai st
dung than trong khi 14i xe va vdn hanh mdy méc.

- Dung thén trong & ngudi bénh nghi ngd 14 ¢6 ting nhdn 4p, bénh mach vanh, suy tim
sung huyét, nhip tim nhanh. Thin trong trong khi tip thé duc, thdi ti€t néng cé thé bi
soc nhiét. N&u tinh trang kho miéng trén 2 tuin, phai hdi ¥ kién béc si.

- Phdi than trong khi diing cho ngudi cao tudi vi thudc c6 hoat tinh khdng cholinergic (giy
14 14n, tdo bén, nhin md, nhip tim nhanh). Sy an toan va hiéu qua cla flavoxte
hydroclorid khong dudc xé4c dinh & tré em dudi 12 tudi nén khong dung cho tré em &
nhém tubi ndy.

- Thoi ky mang thai: khong ¢ nghién cttu ddy dud trén phu nit c6 thai nén thudc chi dudc

N 7 é
dung trong lic mang thai khi thit can thiét. "
- Thoi ky cho con bii: phai than trong dung thudc trong thdi ky cho con bd vi khong biét o

flavoxat hydroclorid cé bai ti€t vao sita ngudi hay khong.
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- Anh hudng cua thudc dén khd ndang ldi xe va vdn hanh mdy mdc: Khong 14di xe hodc vin E@'\
hianh mdy méc n€u bénh nhan c¢6 bi€u hién budn ngli, md tam nhin ?Rac chéng mit khi CONG

st dung thudc. ) jg(g :HHAAI
8. TUONG TAC VGI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC: NH HOC
- Flavoxate hydroclorid: 1am ting ndng d6/ tdc dung cla cédc thudc khdng cholinergic, o

c4c cannabinoid, kali clorid. ﬁfﬁ-—‘i%

- Pramlintid: 1dm ting néng do/ tic dung cia flavoxate hydroclorid.
- Flavoxate hydroclorid: ding k&t hgp cdc thudc tc ché acetylcholinesterase, secretin s&
1am gidm ndng dd/ tdc dung cia nhau.
- Ethanol: ding k&t hdp vdi flavoxate hydroclond lam ting sy {ic ch& hé than kinh trung udng.
9. TAC DUNG KHONG MONG MUON CUA THUOC:
Yéu ciu bénh nhan thong bdo ngay cho bic si hoic duge si khi xuit hién nhiing tic
dung khong mong muén cla thudc.
* Thuong gap, 1/100 < ADR < 1/10
Thén kinh trung wong: Cdm thdy budn ngd.
Ti€u héa: khé miéng.



* It gap: 1/1 000 < ADR < 1/100
Thén kinh trung udng: khé tap trung, chéng mit, nhitc dau, s6t cao, mét mdi, tinh trang
kich dong.

Tim mach: nhip tim nhanh, ddnh tréng ngyec.

Tiéu héa: tdo bén, budn ndn, ndn, dau da day.

Sinh duc — ti€t niéu: kho ti€u tién.

Mit: rdi loan diu ti€t mit, nhin mJ, giin déng ti (ting nhay cdm cda mit v4i dnh
sdng).

Khéc: ting ra mo hoi.

* Hiém gdp, 1/10 000 < ADR < 1/1 000

Than kinh trung wong: I 14n (dic biét & ngudi cao tudi).

Da: phén tng qud min (may day, ban).

Mit: ting nhin 4p.

Huyét hoc: gidm bach cau (viém hong va sét), ting bach ciu wa eosin.

* Hudng dén xit tri tdc dung khong mong muén: Khi thiy tic dung manh d6i vdi than
kinh trung uong va hé mach, can ngitng dung thudc ngay, xi tri kip thdi d€ duy tri cdc
chuc nang song

10. QUA LIEU VA XU TRI:

* Triéu chitng: gdy tdc dung khdng cholinergic vdi cdc ddu hiéu nhu ¢t dong vung vé
hoic ldo ddo, chéng mit ning, cdm thdy rat budn ngd, sot, dé bitng mit, 4o gidc, hdi thd
ngin hoic r6i loan hd hap, tinh trang kich dong, bon chdn hoic dé bi kich thich.

® Xt irf:

« Lam gidm hAp thu: gdy non hodc rita da day vdi dung dich acid tanic 4 % hodc dung

than hoat.

« Diéu tri dic hiéu: ding liéu nhd barbiturat tic dung ngin (100 mg thiopental natri) hodc 1\
benzodiazepin, hodc thut (bdm) vao tryc trang 100 — 200 ml dung dich cloral hydrat &,’ .
2%, d€ kiém ché su kich thich. N&u can thiét thi thyc hién ho hap nhin tao vdi oxy khi ///
¢6 sy ttc ché& ho hap. f\?\p\}

. Diéu tri hd trg: khi biét rd hodc nghi ngd 12 ngudi bénh ¢ y dung thudc qua h
phai chuyen ngu’dl bénh dén hoi chudn vé bénh 1y tAm than. |

11. PIEU KIEN BAO QUAN Nhiét do khong qué 30°C, trdnh 4nh séng va am “A

12. HAN DUNG CUA THUOC: 36 thang ke tlf ngdy sdn xuat. 6‘{

13. TEN, PIA CHI CUA CO SO SAN XUAT:

MEBIPHAR

CONG TY CO PHAN DUGC PHAM VA SINH HOC Y TE
LOoIT- 18 du’dng 13 KCN Tan Binh, Q. Tan Phid, TP. H5 Chi Minh.

14. NGAY XEM XET SUA DOI CAP NHAT LAI NOI DUNG HUGNG DAN SU
DUNG THUOC: xx — XX — Xx.

Tp. HCM ngaye’d thdng 4{ ndm 2017
en-¢ dang Ky, san xuat LC
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