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TO HUONG DAN SU DUNG THUOC

Vién nén bao phim
DUQC PHAM
A\ oaT Vi G MANDUKA
7 Thube bén theo don
Dé xa tam tay tré em

Poc ki hwéng din sir dung trwée khi dung
Thong bdo ngay cho bac sy hodic dugc sy nhirng tic dung khéng mong mudn khi sir dung thude

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phén

MBOi vién nén bao phim chira:

Flavoxat HCI ........ 200 mg

T4 duge: Cellulose vi tinh thé M101, lactose monohydrat, povidon (Kollidon 30), natri starch
glycolat, magnesi stearat, HPMC EG, titan dioxyd, talc, polyethylen glycol 4000, polysorbat 80,
dau thau dau.

2. M ta sin pham
Vién nén dai, bao phim mau trang, hai mat tron.

3. Quy cach dong goi
Hop 6 vi Nhom - Nhom) x 10 vién.

4. Thubc dung cho bénh gi?
MANDUKA chira hoat chét 14 flavoxat HCI, thudc nhom thubc chdng co that dudng t1et ni¢u.
Thude duoc dung dé diéu tri co that co & duong tiét nidu do viém bang quang, tuyén tién liét

hogc dudng tiéu. Thude ciing duge ding de lam giam tri€u chung xay ra do phau thudt, ndi soi @
bang quang hodc dat cather nhu dau khi tidu, tiéu nhidu vé dém va tiéu khong kiém soat.
5. Nén dung thudc nay nhuw thé nao va li¢u lrgng?

Ludn dung thuéc chinh xac nhu huéng dan cia bac s§ hodc duoc sy. Néu ban chua rd, hdy héi s
lai cho chic chan.
Liéu dung:
Liéu khuyén c4o 1a 1 vién 200 mg x 3 lan/ ngay. o
Céch dung:

Ban nén udng nguyén vién voi nude.

6. Khi nao khong nén dung | thudc nay?

Khong nén dung thudc nay néu ban:

- Man cam vdi flavoxat HCI hoac bat ky thanh phan ctia thude.

- Ban c6 tién su, dang bi hoac nghi minh c6 thé bi tic nghén da day, rudt hodc duong tiéu.
- Néu ban timg bi tdn thuong hodc chay mau duong tiéu hoa gan day.

- Ban bj co that dng thuc quan.

7. Tac dung khong mong muén
Nhu cac thude khéc, flavoxat HCI c6 thé gdy tac dung khong mong mudn, nhung khong phai ai

cling gap phai.
Negung dung thuoc va lién hé trung tdm y té gan nhdét néu ban gdp cdc phdn itng sau:

Phan ung qua man (may day, Qan).
Cdc tdc dung khong mong muon khdc: ’
Thuong gap (gap o0 1 dén 10 trén 100 nguoi sir dung) &\/

Cam thiy budn ngi, khd miéng va hong.
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It gdp (gdp 6 1 dén 10 trén 1000 nguoi su dung)

Kho tép trung, chéng mat, nhire dau, sét cao, mét moi, tinh trang kich dong.

Nhip tim nhanh, danh tréng nguc.

T4o bon, budn ndn, ndn, dau da day.

Kho tiéu tién.

R&i loan dié‘u tiét mét, nhin mo, gidn ddng tir (ting nhay cam cuia mét véi anh sang).
Téng ti€t mo hoi.

Hiém gap (gdp ¢ 1 dén 10 trén 10.000 nguoi sic dung)

L 14n (dic biét & nguoi cao tudi).

Téng nhan ép.

Giam bach cau (v1em hong va s6t), tang bach cau 4i toan.

Chua rd tan sudt

Tiéu chay, kho tiéu, kho nudt.

Phu mach, héng ban.

Mét méi, sbt.

Thuéc cé {hé ¢6 tdc dung khong mong muén khdc, théng bdo cho bdc sy nhiing tdc dung khong
mong muén gap phai khi sir dung thuoc.

8. Nén tranh dung nhirng thudc hoic thwe pham gi khi dang sir dung thudc nay?

Théng bdo cho béc sy hoac duoc s§ cua ban vé tit ca cac loai thubc ma ban dang sir dung, bao
gdm ca cac thudc ké don hodc khong ké don, cac vitamin hodc thude tir duoge lidu.

Théng bdo cho bdc s¥ hodc dwoc si néu ban dang sir dung cdc thudc sau:

Céc thudc khang cholinergic, cac cannabinoid va kali clorid.

Pramlintid.

Cac thudc tc ché acetylcholinesterase, secretin.

Stk dung MANDUKA véi thirc din va do uéng

Tranh sir dung dong thoi rugu vi co thé lam tang su trc ché than kinh trung uong.

9. Cin lam gi khi mot lin quén khong dung thudc?
Néu ban quén khong dung thudc, bo qua liéu da quén. Khong dung glp d6i lidu dé bu lai cho
liéu da quén.

10. Cén bio quan thuoc nay nhw thé nao?

Gitr thuoc trong bao bi gbc ciia nha san xudt, day kin.

Pé thudc noi kho réo, tranh 4nh sang, nhiét do khong qua 30°C, va ngoai tAm vé6i cua tré em.
Khoéng sir dung thudc sau ngay hét han ghi trén bao bi (hdp va vi thudc).

11. Nhirng dAu hiéu va tri¢u chirng khi dung thudc qua licu
Dung thudc chinh x4c nhu huéng dan cta bac sy. Néu ban dung qua liéu hoic tré em nudt phai
thudc, lién hé ngay véi bac s§ va trung tim y t& gan nhat.

12. Can phii lam gi khi dung thudc qua liu khuyén cdo?

Ngung dung thudc va lién lac ngay véi bac sy hodc trung tdm y té gan nhét,

Mang theo vién thudc cliing véi bao bi dé béac sy biét ban da udng thudc gi va c6 bién phép xir ly
kip thoi.

13. Nhirng diéu cin thin trong khi dung thudce nay

Trucc khi dimg thudc nay, thong bdo cho bac sy néu ban dang cé cdc vdn dé vé sitc khoe sau
day:

Néu ban bi hodc nghi ban ¢6 thé bi tang nhan ap (bénh lam tang ap luc bén trong mét).

Néu ban bi bat ky nhiém tring dudng tiéu nao.

Thubc c6 chira lactose, thong bao cho bac sy néu ban da timg dugc cho biét khong dung nap véi

bét cir loai dudng nao. r\/
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Thudc c¢6 chira polysorbat 80 c6 thé gay di ing va dau thau dau c6 thé gdy budn ndn, non, dau
bung, ti€u chay.

Diing thuéc cho tré em

Khong st dung thude cho tré em dudi 12 tudi.

Phu nit mang thai hodc cho con bu

Thong tin an toan khi sir dung trong thai ki cua thudc chua dugce thiét 1ap. Khong khuyén céo sir
dung thudc néu ban dang mang thai, nghi ban c6 thé mang thai hozc ¢ y dinh mang thai.

Khong khuyén cdo sir dung thudc khi dang cho con bu vi chua 3 thubc co tiét qua sira me hay
khong.

Hoi y kién béac s§ hodc dugc s§ truée khi ban st dung bét ky thude nao.

Ldi xe va vdn hanh mdy méc

Khong 14i xe hodc van hanh may moc néu ban bi budn ngy, nhin m& hoic chéng mit khi dung
thude.

14. Khi nao cin tham vin bac sy, dwoe s§?

Cén lién lac ngay véi bac s§ hodc trung tdm y té gin nhét khi dung thudc qua liéu chi dinh.
Thong thuong, bao gio cling phai hoi y kién bac s§ hodc duge sy trude lic dung bat ky thude
nao khi mang thai hodc cho con bu.

Thong bao ngay cho bac s§ hodc duge sy nhiing tdc dung khdng mong mudn gip phai khi st
dung thuoc

Néu cén thém thong tin xin hoi y kién bac sy hodc duge s

15. Han dung ctia thude: 36 thang ké tir ngay san xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. DUQC LUC HQC

Maia ATC: G04BD02.

Nhém dwoe ly: Thube chéng co that dudng tiét niéu.

Flavoxat HCI 1a mot dan chat cua flavon ¢4 tac dung truc tiép chéng co thit co tron (gibng nhu
papaverin), chu yéu trén co tron duong tiét nidu va lam ting dung tich bang quang & bénh nhén
¢6 biéu hién co cimg bang quang. Thude cling ¢ tac dung chéng co thit co tron rudt non, tui
mat, tir cung va tai tinh. Thudc gdy gidn truc tiép co tron thong qua su {rc ché phosphodlesterase.
Flavoxat HCI dac biét c6 hidu qua trong diéu tri su co cimg co bang quang, c6 thé 1a do thudc co
tac dung dbi véi co mu bang quang, nho d6 lam tang kha néng tiét niéu. Thoi gian bat dau c6 tac
dung: 55 - 60 phut. Thudc ciing c6 tac dung khang histamin, gdy té va giam dau yéu. Véi lidu
cao, ¢6 tac dung khang cholinergic yéu.

Flavoxat khong anh huéng dang ké dén chirc nang tim hozc hd hép.

2. DUQC PONG HQC

Flavoxat dugc hép thu d& dang qua dudng tiéu hoa va dugc chuyén héa nhanh chéng thanh acid
methyl ﬂavon carboxylic (MFCA) ¢6 hoat tinh. Khoang 50 - 60% cua lidu dung duoc thai tru
qua nudc tiéu trong vong 24 gi¢ dudi dang acid methyl flavon carboxylic. Chua biét thude cé
thé loai bo bang thdm phan hay khong.

Sau khi ding liéu don dudng udng flavoxat 200 mg va 400 mg & ngudi tinh nguyén, hau nhu
khong phat hién duoc flavoxat tu do trong huyét twong. Nong d¢ dinh cia MFCA dat dugc & 30
- 60 phut sau khi dung liéu 200 mg va & khoang 2 git sau khi dung lidu 400 mg. AUC cua liéu
400 mg khoang gip ddi so v6i AUC cua liéu 200 mg. Khoang 50% lidu duoc thai trir dudi dang
MFCA trong vong 12 gio; hau hét dugc thai trir trong 6 gid dau.

Sau khi dung lidu 1ap lai (200 mg, 3 1an/ ngay trong 7 ngay) su bai tiét tich liy cla chit chuyén
hoéa 6n dinh & 60% liéu dung & ngay thir 3 va duy tri hau nhu khong dbi sau mot tuan.

=\ 3224 /g

3. CHI PINH

Flavoxat dugc chi dinh dé giam nhe tridu chimg kho tiéu, tiéu gap, tiéu dém, dau bang quang
vung chu, tleu thuomg xuyén va khong kiém soét c6 thé gip trong cc bénh viém bang quang,
viém tuyén tién liét, viém niéu dao, viém niéu dao - bang quang, viém niéu dao.
Ngoai ra, thudc con duge chi dinh dé giam co thit niéu dao - bang quang do dit cather, ndi soi
bang quang hodc c6 cather trong co thé; trude khi ndi soi bang quang hodc dit cather; di ching
ctia phiu thuét can thiép duong tiét nidu dudi.

4. LIEU DUNG - CACH DUNG >
Liéu dung

Nguoi I6n (bao gom ngum cao tuéi)

Liéu khuyén céo & ngudi 16n 1a 1 vién x 3 1an/ ngay trong thoi gian diéu tri kéo dai.
Tré em

Khong khuyén céo sir dung flavoxat & tré em dudi 12 tudi.

Cach dung:

Thudc duge dung dudng udng.

5. CHONG CHI PINH

Man cam véi flavoxat hodc vai bat ky thanh phan nao cua thube.

T4c mon vi hodc ta trang, tén thuong dudng rudt gy tic nghén hoic liét rudt, co thit 6ng thuc
quan, chay mau duong ti€u hoa va tic nghén duong tiéu dudi.

6. CAC TRUONG HOP THAN TRONG KHI DUNG THUOC
Nén thén trong khi ding flavoxat & bénh nhén nghi ngd 1a c6 tang nhén dp, dac biét la truong

hop goc déng, bénh mach vanh, suy tim sung huyét, nhip tim nhanh va & t}enh nhan bi roi loan
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tic nghén dudng tidu dudi nghiém trong, khong kiém soat. Than trong trong khi tdp thé duc,
thoi tiét nong c6 thé bi soc nhiét. Huong dan bénh nhan thong béo bac s§ néu tinh trang khd
miéng kéo dai trén 2 tuan.

Thén trong khi dung thudc cho ngudi cao tudi vi thude co hoat tinh khang cholinergic (gdy 1t
14n, tdo bon, nhin mo, nhip tim nhanh).

An toan va hiéu qua cua flavoxat HCI chua duoc xac dinh 6 tré em dudi 12 tudi nén khong ding
cho tré em & nhom tudi nay.

Néu c6 bang ching nhidm tring duong tiéu, nén tién hanh diéu tri phéi hop bang thube khang
sinh thich hop.

Thudc cé chira lactose, bénh nhén méc bénh di truyén hiém gap khong dung nap galactose, thiéu
hut Lapp lactase hoac rbi loan hap thu glucose - galactose khong nén dung thudc nay.

Thudc c6 chira polysorbat 80 c6 thé gy di ung va dau thiu dau c6 thé gay budn nén, ndn, dau
bung, ti€u chay.

Sir dung cho phu nir ¢6 thai va cho con bu:

Phu nit co thai

Vi chua c6 bang ching vé an toan cia thudc trén thai ki & ngudi, cling nhu dong vat, nén tranh
str dung flavoxat trong thai ki trir khi khong c6 lua chon thay thé an toan hon.

Phu nit cho con bu

Chua 1o flavoxat c6 tiét qua sita me hay khong. Vi c6 nhidu thudc c6 thé tiét qua sita me, nén
can than trong khi sur dung flavoxat & phu nit cho con bu.

Anh hwéng cia thude ddi véi cong viée (nguwdi van hanh may méc, ngudi dang ldi tau xe,
ngudi lam viéc trén cao va cac trudng hop khac)

Thubc c6 the gdy budn ngu, nhin md va chéng miat. Bénh nhan khong nén lai xe hodc van hanh
may moc néu gdp cdc tri¢u chung trén.

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

Tang tdc dung/ doc tinh

Flavoxat HCI c¢6 thé lam tang ndéng do/ tac dung cla céc thudc khang cholinergic, cic
cannabinoid va kali clorid. Nong dd/ tac dung ctia flavoxat HCI c6 thé tang 1én do pramlintid.
Giam tdc dung

Flavoxat HCI c6 thé lam giam ndng do/ tac dung cua céac thudc we ché acetylcholinesterase (¢
TKTW), secretin. Nong do/ tac dung cua flavoxat HCI c6 thé bi giam do cac thudc wc ché
acetylcholinesterase (& TKTW).

Ethanol

Tranh ding ddng thoi ethanol vi ¢6 thé 1am tang su wrc ché hé TKTW.

8. TAC DUNG KHONG MONG MUON

Cic tac dung khong mong mudn phin theo tin suéit va hé co quan

Thuong gap, 1/100 <ADR <1/10

Thén kinh: Cam thiy budn ngu.

Tiéu hda: Kho miéng va hong.

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

Théan kinh: Khé tap trung, chéng mat, nhirc dAu, sbt cao, mét moi, tinh trang kich dong.
Tim mach: Nhip tim nhanh, danh trbng nguc.

Tiéu hoa: Téo bon, budn non, ndn, dau da day.

Sinh duc - tiét ni¢u: Kho tleu tién.

Mit: Réi loan dleu tiét mét, nhin mo, gidn ddng tir (ting nhay cam cta mat v6i anh sng).
Khac: Tang tiét md hoi.

Hiém gdp, 1/10.000 < ADR <1/1.000

Than kinh: L 14n (dac biét & ngudi cao tudi).

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

Mit: Tang nhén ap.
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Huyét hoc: Giam bach cau (viém hong va sbt), tang bach cau ai toan.

Chuea rd tan sudt

Tiéu hoa: Kho tiéu, kho nubt, tidu chay.

Da: Phit mach, hong ban.

Khéc: Mét moi, sbt.

Thudc c6 thé gdy ra cdc tac dung khong mong muon khdc, khuyén bénh nhdn théng bao cac tdc
dung khong mong mudn gdp phdi khi dimg thuéc.

Huéng din xir tri ADR

Khi thay tac dung manh dbi v6i TKTW va hé tim mach, can ngimg dung thudc ngay, xir tri kip
thoi & duy tri céc chirc ning séng.

9. QUA LIEU VA CACH XU TRIi
Triéu chung

Gay tac dung khang cholinergic v6i cac déu hiéu sau: Ctr dong vung vé hoic lao d'
nang, cam thay rat buon ngu sot dé bung hoac do mat ao glac hcn thor ngan ho_ ;

Xue tri
Lam giam hép thu: Gy non hodc rira da day véi dung dich acid tanic 4% hodc du
tinh. Piéu tri dic hiéu: Dung liéu nho barbiturat tic dung ngén (100 mg thiopental natri) hoac
benzodiazepin, hodc thut (bom) vao truc trang 100 - 200 ml dung dich cloral hydrat 2%, aé
kiém ché su kich thich. Néu can thiét thi thuc hién hé hap nhan tao voi oxy khi c6 su ché ho
hip. Piéu tri hd tro: Khi biét 15 hodc nghi ngo 1a nguoi bénh c¢b y dung thudc qua lidu thi phai
chuyén ngudi bénh dén hoi chén v& bénh ly tim than.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong dung qua lidu chi dinh.

11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

DAVIPHARM

CONG TY TNHH DUQC PHAM PAT VI PHU

(DAVI PHARM CO., LTD)
L6 M7A, Puong D17, Khu CN My Phudce 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh

Duong, Viét Nam
Tel: 0650-3567689  Fax: 0650-3567688
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