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Thanh phan/ Composition: Mai vién nén
chira/ Each tablet contains:

Drotaverin hydrochlorid
Ta duoc vd/Excipients g.s.f....1 vién/ 1tablet

Chi dinh, Chéng chi dinh, Cach dung, Liéu
ding va cac thong tin khac/ Indication,
Administration-Dosage
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Drotaverin Hydrochlorid 80mg

ion,

and other information:

Xin xem t& huéng dan sif dung thudc bén

; trong hop/ See the package insert inside. ‘

Rx PRESCRIPTION ONLY

Hop 10 vi x 10 vién nen

GMP-WHO
Tiéu chuan/ Specification:
TCCS/ Manufacturer's.
SBK (Reg.No):
5614 SX (Lot Na}:

MNgay 5X (Mfg. Date):
HD (Exp. Date):

DROMASM FORT

Drotaverine Hydrochloride 80mg

HATAPHAR

Box of 10 blisters x 10 tablets

Bao |:|u§||.‘I Storage: Noi kha, nhiét do
degli 30 C/ Store in a dry place, below
30 C

Pé xa tidm tay tré em. Doc kj hudng dan
st dung trudc khi ding./ Keep out of
reach of children. Carefully read the
accompanying instructions before use.

KHONG DUNG QUA LIEU CHI BINH./ FOLLOW THE PRESCRIBED DOSES

GMP-WHO

HATAPHAR
San xudt tai/ Manufactured by:
CONGTY C.P DUGC PHAM HA TAY

HATAY PHARMACEUTICAL JOINT STOCK COMPANY
T6 dan phd s6 4 - La Khé - Ha Bang - TP Ha Noi

Population groups No.4 - La Khe - Ha Dong - Ha Noi City
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Huéng dan si dung th uoe m 1909
Thubc nay chi bdn theo don cia bac sy Q‘/FUNG TY '
DROMASM FORT cOPHAY |
S 7 T} TOOC PRAM 4
- Dang thuoc: Vién nen. \(,\ HA 'E'QV
- Qui cach déng goi: Hop 10 vix 10 vién nén. 5

Y6 -

- Cong thirc bao ché cho 1 don vi (1 vién) thanh pham: Moi vién nén cﬁ
Drotaverin hydrochlorid 80 mg
Téa dugce vd 1 vién

(Té duoe gom: Bot tale, tinh bot sdn, quinoline yellow, gelatin, magnesi stearat, dibasic
calcium phosphat khan).
- Dwge lue hoce:
Drotaverin hydroclorid 1a dan chit isoquinolein tong hop. Co tac dung chéng co that tryc tiép
lén co tron. Co ché tac dong cua thude 1a do tc ché men PDE IV (men dac hiéu AMP vong
phosphodiestesa). Céc chat e ché PDE IV ©6 déc tinh gian co va hoat dong khang viém. Su uc
ché men phosphodlesterase lam tang cao nong 40 AMP vong ndi bao boi su khir hoat tinh men
kinase ctia chudi myosin nhe (MLCK) thi calei ndi bao giam dan den su thu gidn cua co trom.
Thude ¢é tac dung trong trudong hop co thét co tron ¢6 ngudn ooc ca than kinh va co. Sy tac
dong cta drotaverin trén co tron cua hé tiéu hoa. ducmg mat, hé tiét niéu va mach mau khéng <=~
phu thude vao su phan bé ciia hé thin kinh thuc vat dbi voi cac co. Do tac dung gidn mach
thude lam tang tudn hoan ma. LL/-’ G
- Duwgc dong hoc
Hap thu thude hap thu hoan toan qua duong udng twong dwong v6i duong tiém.
Phén bé. Drotaverin c6 ty 1& gan két cao véi protein (95-98%), dac biét v6i albumin, gama va
beta-globulin. Drotaverin ¢o thé qua duge hang rao nhau thai. Néng do dinh trong huyét trong “<._-
dat dugc trong khoang 45 dén 60 phut sau khi udng va sau Ian chuyén hoa dau tién thi 65% liéu T
udng vao dugce tim thay dudi dang khong thay d6i trong hé tuan hoan.
Chuyén héa: Drotaverin duge chuyén héa & gan.
Théi trie: Thoi gian ban huy sinh hoc 1a 16-22 gio. Trén thue té thude bién mat hoan toan trong
co thé sau 72 gio. Hon 50% thude dugc bai tiét qua nude tiéu va khoang 30% qua phan. Thudc
dugce bai tiét chu yéu dudi dang chuye én hoa chinh; khong tim thay dang khong thay doi trong
nude tidu.
- Chi dinh: chdng co that co tron trong céc trudng hop
Co thit da day-rugt. Hoi chimg rudt bi kich thich.
Con dau quin mat va cac co that duong mat: San dudng mat va tui mat, viém dudng mat.
Con dau quédn thdn va cac co that duong niéu-sinh duc: Soi thén, soi ni¢u quan, viém bé thén.
viém bang quang.
Dau bung kinh.
- Liéu lwgng va cach ding: Thudc nay chi dung theo don cua bac s¥. udng nhiéu lan trong
ngay. Liéu trung binh:
Ngudi lon: 1-3 vién/ngay, moi lan lvién.
Tré trén 6 tudi: 1-2 vién/ngdy, moi lan 1 vién.
Tir 1-6 tudi: Dung theo chi dan cua thay thudc, nén chon ham lugng thap hon cho phu hop.
- Chong chi dinh:

+ Man cam v&i mot trong céc thanh phén ctia thude.

+ Suy gan ning, suy than ning hay suy tim ndng (hoi chimg hi¢u sudt thép)

+ Block nhi that do I, I
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+ Tut huyét 4p

+Tré em dudi 1 tudi
- Thén trong:

+ Réi loan chuyén héa porphyrin

+ Phu nir ¢6 thai va cho con bu.

+ D9 an toan va hiéu luc cua thude & tré em chua dugce xac dinh.
- Thoi ky mang thai: Cac nghién ctru trén vat thi nghiém khong thiy thudc gdy quéi thai. Tuy
vay, cling nhu da sé cac thude khac, dé than trong, nén tranh dung Drotaverin hydroclorid kéo dai
trong thoi ky mang thai, chi ding khi that can thiét theo su chi din cua thay thudc.
- Thoi ky cho con bii: Khi sir dung cho phu nit dang nuéi con bt khong nén ding thude kéo dai,
chi ding khi thét can thiét theo sw chi din cta thdy thuéc.
- Tac dung khéng mong muén (ADR):
Hiém gép:

+ D6 biimg mit, nhip tim nhanh, ting huyét ap nhe.

+ Chéng mit, ngu ga, an than, nhirc dau. L /

+ Budn non, tdo bon, chén an, tiéu chay. Z

+ Qua man gan, viém gan man tinh.

Thong bdo cho bdc sy nhitng tdc dung khéng mong muon gdp phai khi siz dung thuéc.
- Twong tac thudc:
+ Céc thude (e ché hé than kinh trung wong lam tang nhe tic dung cia thude va morphin ¢6 tc
dung hiép déng véi thudc.
+ Khi dung dong thoi thude gay can tré tac dung diéu trj cta levodopa & nguoi bénh Parkinson.
do vdy tranh sir dung dong thoi 2 thude ndy khi diéu tri cho ngudi bénh Parkinson,
+ Téang cudng hiéu qua cua céc thude gidn co khac (alverin, drotaverin, papaverin,
phloroglucinol)
- Qua liéu va xir tri: NG
+ Qué lieu: C6 thé xay ra block nhi thit, ngimg tim, t& liét trung tam ho hap. 3\
+ Xt tri: Khi gép phdi nhitng d4u hiéu va triéu chimg qué liéu can phai nglng thude ngay va dén * |
co sy té gan nhit. &3
- Han dung: 36 thang ké tir ngay san xuét. Khong dugce dung thube da qua han dung. K,Im
thude ¢6 biéu hién bién mau, vién 4m, vi rach, mo nhan...hoac ¢é biéurbif}n nghi ngo khéc"ﬁfléi
hoi lai noi ban hodc noi san xuat theo dia chi trong don. 4 P,

- Bao quin: Noi kho, nhiét d6 dudi 30°C. %4 h
- Tiéu chuan ap dung: TCCS (- % . _L

DE XA TAM TAY TREEM |
"Doc ky huwong dan sir dung trude khi dim 2\
Néu can thém théng tin xin héi y kién bdc s?"?_.j_‘-_{:. '
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