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N@-SPA

Vién nén
Drotaverine hydrochloride 40 mg

sancfigventis

THUOC BAN THEO BON.. ) _ )
BOC KTY HUPONG DAN SU DUNG TRUOC KHI DUNG. NEU CAN THEM THONG TIN XIN HOI ¥ KIEN
BAC 5I.

DANG VA TRINH BAY
Viégn nén.
Vi 10 vién, hdp 5 vi.

THANH PHAN
Drotaverine hydrochioride ...........40mg
Ta durgre viFa do cho 1 vién: lactose monohydrate, tinh bét ngd, tale, magnesium stearate.

DAC TINH DU'QC LY

Bac tinh dwoc lye hoc

ATC: AD3A DO2

Nhém dugre Iy didu tri: nhom thude digu tri gidn co tron dugc chi dinh dieu tri cac héi chirng dau cla cac
cor quan khac nhau nhu: hé tiéu héa, duong mat, he tiét niéu-sinh duc va mach mau

Drotaverine 1 din chat cla isoquinoline, co tac dyng chéng co thét co tron do Gc che enzym
phosphodiesterase (PDE) IV (PDE dac hiéu AMP véng) trong phong thi nghiem nhung khong t'c ché
isoenzym PDE Il va PDE V.

Cac chit (rc ché PDE IV co dac tinh gidn cor va hoat tinh khang viém.

Hau qua cla su tc ché PDE IV 1am tang ndng do AMP vong ndi bao béi sy khir hoat tinh enzym kinase
clia chudi myosin nhe (MLCK) va ion calci (Ca™") ndi bao gidm dan dén gian co tron.

V& mat chirc nang, PDE IV 16 ra c6 vai trd rat quan trong trong viéc gidm tinh co that cla co tron, didu
nay cho théy, su trc ché chon loc PDE IV c6 thé hiru ich trong diéu tri nhiing réi loan do téng nhu dong va
nhirng b&nh co lién quan dén tinh trang co that cda hé tiéu hoa, hé nigu-sinh duc.

Enzym thiy phan AMP vong trong co tim va té bao co tron mach mau chi yéu |4 isoenzym PDE 11, didu
nay gidi thich rang drotaverine |1 thuéc chéng co that hiéu qua nhurng khang co tac dung khong mong
mudn nghiém trong trén tim mach, va cé hiéu qua diéu tri cao trén tim mach.

Thube cé tac dung trong triréing hop co that co tron cé ngudn gée cd than kinh va co.

Sy tac déng cua drotaverine trén co trom cia hé tieu hda, dudng mat, hé ligt niéu-sinh duc v& mach mau
khéng phu thudc vao sy phan bé clia hé than kinh thuc vat déi vi céc co.

Do tac dung gidn mach thudc 1am tang tudn hoan mé.

Drotaverine dugc hip thu nhanh va& nhidu hon papaverine, va gan két v&i protein huyét teong it hon
papaverine, do dé tac dung cla drotaverine manh hon so véi papaverine.

Drotaverine khéng co tac dong khang chelinergic.

Pac tinh dwegec dong hoc

Hép thu; Drotaverine hap thu nhanh sau khi diing duéng ubng. Nong dd dinh trong huyet tueng (Cmax)
dat duoc trong khoang 45 dén 60 phut sau khi ubng,

Phan bé: Thé tich phan bé khodng 200 lit. Drotaverine cd ty 1€ gén két cao véi protein (95-88%), dac bigt
v&i albumin, gama- va beta- globulin, Drotaverine ¢6 thé qua duge hang rao nhau thal.

Chuyén hoa; Drotaverine duoc chuyén héa & gan. Sau chuyén hoa Ian dau qua gan, 65% lidu uéng vao
duoc tim thay dudi dang khang thay ddi trong hé tuan hoan
Thai trir Théi gian ban hiy sinh hoc 1a 16-22 giér. Trén thire 18, thuéc bién mét hoan toarrkimeg thé sau
72 gier. Hon 50% thube duge bai tiét qua nuoc tiéu va khodng 30% qua phan. ThEoc du o 81 Bt chi
5/ GONGT "'b\’
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yéu dudi dang chuyén héa; khong tim thiy dang khéng chuyén héa trong nude tigh
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Con dau quan mét do co that co tron €6 lién quan dén nhitng bénh cia dwong mat: do sdi til mat,
s4i dng mat, viém 10i mat, viém quanh i mat, viém dudng mat va viém bong tuy

Con dau quan thén do co that co tron trong nhing bénh cta dwdng tiét nieu: do sdi than, sdi niéu
quan, viém be than, viém bang quang va co that bang quang.

Ding diéu trj hd trer trong.

- Bau bung hay con dau quan bung do co that co tron durdng tigu hod: co that trong loét da day-ta trang,
viém da day, co that tam v| va mén vi, viém rugt non va viém dal trang, co thét dai trang v&| tho ban va cac
dang chudng byng da hél chirng dai trang bi kich thich, Drotaverine cai thign nhanh va hiéu qua cac trigu
chirng dau bung do o that nhung khang lam che lap cac dau hiéu bung ngoal khoa,

- Cac bénh phu khoa: dau bung kink.

LIEU LIPONG VA CACH DUNG

Liéu dlng dugc khuyén cde méi ngay cia NO-SPA 40 mg la:
Ngudi Iém: 120-240 malngay (3-8 vién chia 2-3 laningay)
Liéu trong dueng: 1-2 vién, udng 3 lan/ngay.

Tré em:

-Tré em tir 1-8 tudi: 40-120 mgingay (1-3 vién chia 2-3 1an/ngay).

I_';éu twong duwong: % -1 vién, ubng 2-3 lan/ngady. Hay nghién %-1 vién thutc héa voi it nude trude khi
udng

-Tré em trén 6 tudi: B0-200 mg/ngay (2-5 vién chia 2-5 lan/ngay).

Ligu twong duong: 1 vién, uang 2-5 lan/ngay

Cach ding: dudng udng,

CHONG CHI BINH
KHONG DUNG NO-SPA 40 mg trong nhirng treéng hop sauw: =
- Min cam véi hoat chét chinh hofc véi bat ky ta duoe ndo cla thube. —
- Suy gan nang. suy thén nang hay suy tim nang (phan sudt thng (EF) mau thép)
- Blbe nhi-that a6 (1-111

- Tré em dudi 1 tudi do thidu dir liéu vé an toan va hiéu qua.

THAN TRONG

Nhirng lru § ddc biét va than trong khi s dung thuéc

Can phal than trong hon khi ding drotaverine trong trudng hep ha huyét ap )
Do thufic ¢& chia lactose, bénh nhan bj rdi loan di truygn hiém gap nhu bat dung nap galactese, thieu
enzym lactase hodc kém hap thu glucose-galactose khdng nen s dung NO-SPA 40 mg. i

TU'ONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC
Khi dung chung voi levodopa, thude nay lam gidm tac dyng chong Parkinson, va téng run réy. co cung co

S0 DUNG CHO PHU NO* MANG THAI VA DANG NUOI CON BANG SUA ME

Trudc khi si dung bat ky loai thudc néo, cén t van bl bac si hay duoc st

Phu nir mang thai:

Chura c6 bang chirng sinh quéi thai va gay déc cho phéi thai tir cac nghién clru trén déng vat va nghién
clru hdi clru & ngurdi trong giai doan mang thai khi ding thubc bang duong udng. Tuy nhién, can than
trong khi chl dinh ding thudc cho phy nir mang tha.

Phu nir dang nudi con bing siva me: do chua cd cac k&t qua khdo sat day Gd, thude khéng dugc
khuyén dung trong thoi ky nudi con bang sira me

TAC DONG CUA THUOC KHI LAl XE VA VAN HANH MAY MOC
Bénh nhan can duoc chi dan rang ndu ho cdm thay chéng mat, thi ho can tranh lam it
nang gay nguy hiém nhu I&i xe hodc diéu khién may mac '
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Trang théi gian nghién ciru 1am séng, céc tac dung khing mong mudn sau day dugc bao cao cd lign guan
dén drotaverine theo cac nhom tin sudt
R&t hay gip (>1/10), thuong gap (>1/100, <1/10), It gap (>1/1.000, <1/100), hiém gap (>1/10.000,
<1/1.000) va rat hiém gép (<1/10.000) va theo hé co quan:
- Réi loan hé tigu hoa:
hiém gap: budn ndn, tao bon.
- Réi loan hé than kinh:
hiém gap: nhirc dau, chong mat, mat ngh
- Rdi lpan hé tim mach:
hiém gép: danh trdng ngue, ha huyét ap.
- Réi loan h& mién dich:
hiém gap: phan tng di (g {phit mach, mé day, phat ban, nglra).
Khi gap nhiing triéu chimg trén, cdn bdo ngay cho bac ST diéu trj. Néu ban ghi nhén bat ky tae dung phi
néao khéng duoe néu trong I hudng dan st dung nay, can bdo ngay cho bac sf hodc duge s

QUA LIEU
Qua lidu drotaverine cé lién quan dén réi loan nhip tim va réi loan dan truyén, bao gbm block phan nhanh
va ngung tim c6 thé dan dén W vong,

Trong trudng hop qua liéu, bénh nhan cin dugc gidm sat chat ché, diu tr triéu chirng va cham soc nang
de. :
Bién phap x¥ Iy bac gém gay nén valhodc rira da day.

%

BAO QUAN .
Bdo quan & —nhiét dé khang qua 30°C. /
D& xa tAm tay tré em,
"

TIEU CHUAN: tiéu chuan oo sd.

HAN DUNG
Han dung: 24 thang ké t ngay san xuat.
KHONG DUNG THUGC KHI QUA HAN SUY DUNG IN TREN HOP THUGC.

CO SO SAN XUAT

CONG TY TRACH NHIEM HO'U HAN SANOFI-AVENTIS VIET NAM L
123 Nguy&n Khoai, Quan 4, Tp H& Chi Minh, Viét Nam

Tel: 84 3 9400 623 - Fax: 84 3 8254 3680
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