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THANH PHAN: M3i vién bao dudng chifa CHi DINH, CACH DUNG & LIEU DUNG, CHONG

- Hyoscin-N-butylbromid ................cco..... 10mg CHI DINH, TUONG TAC THUOC, TAC DUNG

- Ta duge ... . .viadi PHY VA NHONG DIEU CAN LUU Y: Xin doc
BAO QUAN: Noi kna ausi snc trénh dn sang.  trong to hudng din sir dyung.

SBK: . BE XA TAM TAY CUA TRE EM
TIEU GHuﬁN AP DUNG TCGS pOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
B GMP-WHO
PRESCRIZTION ONLY 5 blisters x 10 sugar coated tablets
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Hyoscin-N-butylbromid 10 mg
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COMPOSITION: Each sugar coated tablet contains  INDICATIONS, DOSAGE AND ADMINISTRATION,

- Hyoscin-N-butylbromid ... 10 mg CONTRAINDICATIONS, INTERACTIONS, SIDE
- Excipients 5.0  EFFECTS AND OTHER PRECAUTIONS: Read the
STORAGE: Store in dry place, below 30°C, protect package insert.
from light,

REGISTRATION NUMBER: ............. KEEP OUT OF REACH OF CHILDREN

MANUFACTURER'S SPECIFICATION READ CAREFULLY THE INSTRUCTIONS BEFORE USE
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TO HUONG DAN SU DUNG THUOC
Rx

Thudc bén theo don

DOROLEX®
THANH PHAN
Mbi vién bao dudng chira:
- Hyoscin-N-butylbromid... siosesines . 10 mg
- Ta dugc: Tinh bdt mi, Av1cel PHIOI Pov1don K30 Natn starch glycolat amd Stearic,
Colloidal silicon dioxid A200, Hydroxypropylmethyl cellulose 15cP, Polyethylen glycol 6000,
Talc, Pudng tring, Calci carbonat, Glycerin, Titan dioxid, Sap ong trz‘ing, Sap parafin.
DANG BAO CHE
Vién bao dudng.
QUY CACH PONG GOI
Hop 5 vi x 10 vién.
CHI PINH:
- Con dau do co thit co tron lién quan dén duong tiéu hoa, loét da day-ta trang, tdo bon do co
tht, viém dai trang, dau do r6i loan vin dong duong mat.
- Con co thit dwong ni¢u — sinh duc, chimg dau bung kinh.
LIEU LUQNG VA CACH DUNG
Duing ung, nén nudt nguyén vién véi luong nuée diy du
- Nguoi 16m: 1 vién x 3-5 lan/ngay. Pau bung kinh nén bt dau 2 ngay trudc ky kinh va tiép tuc
3 ngay sau khi c6 kinh.
- Tré em 6 - 12 tudi: 1vién x 3 lan/ngay.
CHONG CHIi PINH:
- Bénh nhan nhay cam véi hyoscin-N-butylbromid hodc bat cir thanh phin nao cua thube.
- Nhuoc co ning, to két trang, glaucom, phi dai tuyén tién liét, bénh xuit huyét, tim nhanh.
- Tré em dudi 6 tudi.

THAN TRONG KHI SU DUNG: Rl
- Than trong ddi v&i bénh nhan c6 kha ning, tic nghén dudng tiéu hoa hodc tiét niéu va trén =8
nhitng bénh nhan c6 chidu huéng loan nhip nhanh. )
- Bénh nhéan 1én tudi, suy gan than, bénh nhan dong kinh. .
PHU NU' CO THAI VA CHO CON BU L
- Kinh nghiém khong cho thdy anh huéng x4u trén thai ky. Nhitmg nghién ctru tién 14m sang & =3

chuét va tho khéng gay nhung anh hudng ddc hai trén bao thai hodc sinh quai thai. Tuy nhién w’,

can theo ddi khi sir dung, nhat 1a trong ba thang dau thai ky.

- Su an toan trong thoi ky tiét sita chua duoce ghi nhan. Tuy nhién chwa thdy nhitng phan g
bét 1gi trén tré moi sinh.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thubc c6 thé giy budn ngu, a0 glac nén khong sur dung khi 14i xe va vdn hanh may méc
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

- Lam ting tic dung khang cholinergic ctia thudc chéng trAm cam 3 vong, khéng histamin,
quinidin, amantadin va disopyramid, paracetamol, ketoconazol, digoxin, riboflavin, ché phim
¢6 chira kali chlorid

- Diéu tri két hop véi thudc d6i khéang dopamin nhu metoclopramid c6 thé lam giam hiéu lyc
clia ca hai thude trén dudng tiéu hoa.

- Gay nhip tim nhanh khi ding chung thu6c kich thich beta giao cam.

TAC DUNG KHONG MONG MUON

- Téc dung phu khang cholinergic bao gdm: Kho miéng, mo mit, liét co mi, gian dong tir, s¢
anh sang, roi loan bai tiét md héi, nhip tim nhanh, bi tidu, ting ap luc trong méit, 4o gide, la
14n, loan tim than, mé sang.

- Rét hiém xay ra cac phan tmg di ing da, phan vé.

Thong béo cho Béc si nhitng tac dung khéng mong mudn gip phai khi sir dung thude.
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QUA LIEU VA CACH XU TRI:

Triéu chirng qua liéu: Trong truong hop qua lidu, triéu chimg khéang cholinergic nhur bi tiéu,
kho miéng, tim dap nhanh, ngu ga va roi loan thj gidc thoang qua.

Xir tri: Rira da day bing than hoat, tiép theo bing magnesium sulfat (15%). Tri¢u chimg qua
liéu hyoscin-N-butylbromid dép (g véi thude kich thich pho giao cam. P6i véi bénh nhan bi
tang nhén ép, pilocarpin dugc ch1 dinh tai chd. Gia tang tuéin hoan mau bang thudc kich thich
giao cam, dat bénh nhan nim néu bi ha huyét ap thé dimg, dat 6ng thong trong truong hop bi
tiéu.

Nhimg bién phép hd tro thich hop nén sir dung khi can thiét.

DUQC LUC HQC

Hyoscin-N-butylbromid ¢6 tac dung chdng co thit trén co tron da day - rudt, mat, dudng niéu -
sinh dyc do bloc hach phé giao cam trén thanh ndi tang cling nhur do tac dong khang muscarin.
Vi la din xut amonium bac 4 nén hyoscin-N-butylbromid khong xam nhép vao hé than kinh
trung wong. Do d6, tac dung phu do khang cholinergic & hé than kinh trung wong khong xay
ra.

DUQC PONG HOC

Do 1a hop chit amonium béc bon hyoscin-N-butylbromid phén cyc manh va vi vay chi mét
phan dugc hap thu qua dudng uong (8%). Sinh kha dung toan than dudi 1%. Tuy nhién, cho
di ndng d9 trong mau thip c6 the do dugc trong mot thoi gian ngén, do tap trung thude tai chd
ctia hyoscin-N-butylbromid gén phéng xa la tuong déi cao va/hodc cac san phdm chuyén héa
cta thudc da duoc thay tai vi tri tac dung: dudng tiéu héa, thi mat, duorng mat, gan va than.
Hyoscin-N-butylbromid khong qua hang rdo mau ndo va sy lién ket v6i protein huyet tuong
thap. Céc san phim chuyén héa chinh dugc tim thdy trong nude tiéu lién két kém voi thy thé
muscarinic.

BAO QUAN: Noi khé, duéi 30°C, tranh 4nh sang.

HAN DUNG: 24 théng ké tir ngay san xuit.

THUOC NAY CHI DUNG THEO PON CUA BAC SI

PQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI

PE XA TAM TAY TRE EM
| NHA SAN XUAT VA PHAN PHOI )
@t CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

o Dia chi: 66 - Quéc 16 30 — Phuong My Phu — TP Cao Lanh — Dong Thap

TP. Cao Lanh, ngay L thing 1 nim 2013
P. Tong Gidm Pocy, <= -
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Lé Vin Nhi Phuong

PHO CUC TRUONG

JVW Vim Ghank,
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