B{ Thuéc nay chi dung theo don thudc GMP-WHO

DROTUSC FORTE

1. Tén thudc: ™ DROTUSC FORTE
2, Cac diu hidulwu )’lvé khuyén céo khi diing thuée:

“Dé xathmtay tréem”.

“Doc ky hudng dan str dung tredre khiding”.

“Thubc nay chi diing theo don thuée”.
“Théng bao ngay cho béc sT hodc dwgc st nhitng tac dung khéng mong mudn gap phai khi siv
dung thudc”.
3.Thanh phan cong thire thube:
-Thanh phén hoat chét: Drotaverin hydrochlorid ....80mg
- Thanh phan ta dwoe: Amidon, magnesi stearat, lactose, povidon K30, natri croscarmeliose,
talc. '
4, Dang bao ché: Viénnén.
5. Chidinh:
Co thét co trom trong nhivng bénh ly dwérng mat: sdi dng mat va tdi mét, viém tdi mat, viém quanh
tai mat, viém dwdng mat, viém bong tuy.
Co thét co tron trong nhirng bénh Iy duwdng niéu: sdi than, s6i niéu quan, viém bé than, viem
bang quang, dau do co thatbang quang.
Diing diéu tri hé tro trong:
+ Co that co tron hé tiéu hoa: loét da day va ta trang, viém da day, co thét tam vi va mén vi, viém
rudt, va tang kich thich clia dai trang.
+ Céc bénh phuy khoa: dau bungkinh.
6.Cach dung, lidu dung:
- Cédch ding: Thudc nay chi diing theo don ciia bac s§, udng nhiéu 1an trong ngay.
-Lidu ddng:
Liéu trung binh:
+Nguwoilon: 1- 3v1en/ngay, méilan 1 vién.
+Tréemirén12 tu0! 1-2 vién/ngay, mbi lan 1 vién. Hoac theo sw chi d&n clia bac .
+Tré em dudi 12 tudi: ham lwong 80 mg khang diing cho ddi twong nay.
7. Chong chidinh:
Man cam voi mot trong cac thanh phén cda thuée.
Suy gan, suy than suy tim ndng.
Tré em duwdi 12 tudi.
8.Céanh bao vathan trong khi dung thude:
+Canlwuydic blet khi dung vién nén Drotusc forte cho bénh nhan c6 huyet ap thap.
+ Do trong thanh phén ciia thudc co chira lactose, thubc co thé gay rdi loan tiéu hoa cho bénh
nhan khdng dung nap dwgclactose.
9. Sir dung thudc cho phu nir cé thai va cho con bi:
- Phy nip ¢6 thai: Cac nghién clru trén vat thi nghiém khong théy thubc gay quai thai. Tuy vay,
cling nhwr da s6 cac thube khac, dé than trong, nén trénh diing drotaverin hydrochlorid kéo dai
trong thot ky mang thai, chidiing khithat cAn thiéttheo s chidan clia thay thubc.
- Phu ni¥ cho con bi: Do thidu cac di ligu nghién ctru, khuyén khéng ding thudc cho phu ni
dang nudi con bang strame.
10. Anh hwéng cia thudc lén kha nang fai xe, vdn hanh may moéc:
Thubc khong anh hudng dén kha nang lai xe va van hanh may méc & lidu thong thwdng Tuy
nhién, néu ban bi chodng vang sau khi diing thudc, thi khdng nén 14i xe hodc van hanh may méc.




11. Twong tac, twong ky ctia thude:

Thong bao cho bac st hodc dugc st btet néu ban dang diing ho#c gan day da dung bat ky thudc
nao khac, bao gom cathubc khéng cin don cdabacsi.

Céac thudc (rc ché hé than kinh trung wong lam tang nhe tac dung clia thudc va morphin co tac
dung hiép dong véithube.

Khi ding dong thovi thubce gay can tré tac dung didu triclia levodopa & nguedi bénh Parkinson, do
vay tranh slr dyng dong thoi 2 thube nay khi diéu tri cho ngwdi bénh Parkinson.

Khi dung ddng thdri thude véi cac thude glan co, thubc 1am taing tac dung didu tri.

12.Tac dung khéng mong mudn clia thudc (ADR):

Hiém gép: (1/10000 <ADR < 1/1000)

+Hbihdp, ha huyetap

+Chong mat, mat ngt, dau dau.

+Budnnén, tdo bén.

13.Qua lidu va cach xte tri:

Qua lidu: co thé gay nghén nht thét, truy tim mach, suy hd hap.

XU trf bang didu tri h tro trigu chirng.

14.Béc tinh dwoc lwe hoc:

Nhom dugce 1y: thube didu tri réi loan chive nang dwdng rudt.

M&ATC: A03ADO2

Drotaverin hydrochlorld 14 dan chat lsoqumolln c6 tac déng chdng co that trwec tiép 18n co tron.
Cochétac dong cla thudc 1a do rc ché men phosphodlesterase (PDE) IV va lam téng ndng 46
cAMP, dan dén gién co tron thong qua sy bt hoat men kinase ctia m6i myosin nhe (MLCK).
Drotaverin (¢ ché men PDF |V in vitro, nhung khéng trc ché i isoenzym PDE lll va PDE V. Trén
thue té, PDE IV c6 vai tro quan trong trong viéc phong bé tinh co that ciia co tron; dwa trén sy (rc
ché chon loc PDE IV ¢6 thé trng dung trong didu tri nhivng réi loan tang tinh van dong va bénh co
kém co thét co tron dwdng tiéu hoa.

Thudc co tac dung v&i moi trieong hop co that co tron cd nguén géc than kinh va co.

Cé tac dung chéng co that co tron trong tw nhuw papaverin nhung manh hon, xuét hién sém hon
va ddctinh clng ithon.

15. Déc tinh dwoe dong hoc:

Hap thu: Thudc hép thu hoan toan qua duwong ubng twong duong véi dudng tiem.

Phéan bé: Drotaverin ¢ ty 18 gan két cao v&i protein (95-98%), d&c biét voi albumin, gama va
beta-globuhn Drotaverin cé thé qua dwoc hang rao nhau thai.

Nong d6 dinh trong huyét twong dat dwoc trong khoang 45 dén 60 pht sau khi uong va sau Ian
chuyén héa du tién thi 65% liéu uéng vao duworc tim thay dudi dang khong thay dbi trong hé tuan
hoan.

Chuyén héa: Drotaverin dwoc chuyen héa & gan. Thoi glan ban hliy sinh hoc 1 8 - 10 gioy.
Théitree: Trénthuc t& thudc bién mat hoan toan trong co thé sau 72 gio. Hon 50% thudc dwoc bai
tiét qua nudre tidu va khoang 30% qua phan Thubc du’oc bai tiét chll yéu dwéi dang chuyén hoa
chinh; khéng tim thay dang khéng thay di trong nwdrc tiéu.

16. Quy cach dong gm

Hép 10 vix 10 vién nén. Kém theo t& hudng dan str dung thudc.

17.Didukiénbao quan han dung, tiéu chudn chat lwong ctia thudc:

Han dung 36 thang k& tir ngay san xuét. Khéng dwere diing thubce da qué han diing.

Tiéu chuan chétivong: TCCS

San xudt tai:
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