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Buscopan*
N
Hyoscin butylbromid 10 mg

Vién nén bao dudng

Ppé xa tam tay tré em.

Poc ky huéng dén sit dung trudc khi dung,
Thong bao ngay cho bac s hodc dugc si
nhitng phan Ung cé hai gap phai khi sir dung
thuéc.

Thanh phan céng thitc

Mot vién nén bao dudng chuta:

Thanh phdn hoat chdt: 10,0 mg hyoscin
butylbromid.

Thanh phdn td dugc: Calci hydro phosphat, khan;
tinh bot ngo kho; tinh bot ngo tan; silica
colloidal, khan; acid tartaric; acid stearic;
povidon; sucrose; talc; acacia, bét; titan dioxid;
macrogol 6000; sap ong, trang; sdp carnauba.

Dang bao ché

Vién nén bao duong.

Vién tron bao dudng mau trdng, hai mat 16i.

Chi dinh ‘

Giam co that co tron dudng sinh duc - tiét niéu
hodc dudng tiéu hoa. Diéu tri triéu ching hoi
ching ruét kich thich.

Céch dung, liéu dung

Chi dung vién nén Buscopan 10 mg dudng uéng.
Nén nuét nguyén vién nén Buscopan 10 mg véi
dua nudec. 2 ,

Ngudi I16n: 2 vién x 4 1an/ngay. Déi vai diéu tri
triéu chiring héi ching ruét kich thich, liéu khai
dau khuyén céo la 1 vién x 3 1an/ngay. C6 thé
tang liéu 1&n 2 vién x 4 1an/ngay néu can thiét.
Tré tir 6 — 12 tudi: 1 vién x 3 lan/ngay.

Chua c6 théng tin dac hiéu vé sir dung thudc
cho ngudi cao tudi. Cac thif nghiém lam sang cé
bao gém bénh nhan trén 65 tudi va khong ghi
nhan tac dung phu di€n hinh nao trén nhém
bénh nhan nay.

Khong nén dung vién nén Buscopan 10 mg
hang ngay hodc kéo dai khi dau bung ma khéng

kiém tim nguyén nhan.

Khéng diing cho tré em dudi 6 tudi.

Chéng chi dinh

Buscopan chdng chi dinh & bénh nhan:

-Quéa man véi bt cir thanh phan nao cta thudc

hodc bat ci thudc giéng atropin nao

-Nhugc co nang

-Megacolon

-Tang nhan ap

-Hep ca hoc dudng tiéu héa

-Co that tam vi

-Liét hodc tic ruét

-Phi dai tién liét tuyén tdc nghén

-Réi loan nhip nhanh bénh ly

Canh bao va than trong khi dung thuéc

Trong céc trudng hgp ndng, dau bung khéng ro
nguyén nhan kéo dai hodc tién trién xdu, hoac
xudt hién ciing véi céc triéu chiing nhu sét, budn
ndn, non, thay déi dai tién, dau bung khi khdm,
giam huyét ap, ngat hoac c6 méau trong phan,
can hoi ngay y kién bac si.

Nén thén trong khi st dung vién nén Buscopan
10 mg trong nhifng trudng hgp dic trung bdi
nhip nhanh nhu nhiém déc giap, suy tim va
phéu thuat tim do thuéc cé thé 1am nidng hon
tinh trang nhip nhanh,

sanofi

Do nguy ¢d bién ching ctia thuéc khéng
cholinergic, nén than trong khi st dung cho
nhimng bénh nhan dé bj tdc nghén duong rudt
hodc dudng niéu. Do kha nang tac dung khéng
cholinergic c6 thé lam gidm tiét mé hdi, nén
thérl trong khi stt dung Buscopan & bénh nhan
bi s6t.

Tang ap luc ndi nhan c6 thé xay ra khi sir dung
céc thuéc khéng cholinergic nhu Buscopan

& bénh nhén tédng nhan dp géc hep chua dugc
chan dodn va diéu tri. Vi vay, bénh nhan nén
tham khdo y kién béc si chuyén khoa mat néu
tién trién dau, d6 mat di kém véi mat thi luc
trong hodc sau khi sir dung Buscopan.

Mang bao vién chia sucrose (41,2 mg) vi vay
bénh nhan mic bénh di truyén hiém gap khéong
dung nap fructose, kém hap thu glucosegalactose
hodc thiéu men sucrase-isomaltase khéng nén-
str dung Buscopan vién nén. »
St dung thudc cho phu nif ¢6 thai va cho con ba
Dt liéu st dung hyoscin butylbromid trén phu
ntt c6 thai con han ché. | '
Cac nghién ctu trén dong vat khéng cho thdy
tac hai tryc tiép hodc gién tiép lién quan dén doc
tinh trén kha nédng sinh san. ‘
Chua cé thong tin vé su bai tiét ctia Buscopan va
cac chat chuyén hoa vao stia me.

Nhu bién phap phong ngifa, nén tranh dung
Buscopan trong thai ky mang thai va cho con bu.
Chua tién-hanh nghién cttu vé anh hudng dén
kha nang sinh san & nguadi.

Anh huéng ctia thuéc Ién kha ning ldi xe va
van hanh may méc

Chua c6 nghién cdu vé dnh hudng dén kha niang
14i xe va van hanh mdy méc.

Do kha nang réi loan thi luc, bénh nhan khéng
nén li xe hay van hanh may néu bj dnh hudng.
Tuong tac, tuong ky cia thudc

Buscopan c6 thé gay téng tac dung khang
cholinergic cia cac thudc chdng tram cam ba va
bén vong, khang histamin, chéng loan than,
quinidin, amantadin, disopyramid va cac thuéc
khang cholinergic khac (nhu tiotropium,
ipratropium, cac hgp chat giéng atropin).

Diéu tri két hop vdi cac thuSc d6i khang
dopamin nhu metoclopramid c6 thé gay giam
tdc dung cua ca hai thudc trén dudng tiéu hoa.
Tac dung gdy nhip tim nhanh cuia thuéc kich
thich beta giao cam ¢ thé tang lén do Buscopan.

Céc thudc khang acid hodc thudc hap phu
chéng tiéu chdy c6 thé lam gidm hip thu clia cac
thudc khang cholinergic dan dén lam giam hiéu
qua diéu tri. Nén st dung Buscopan it nhit 1 gi&
trudc khi dung céc thudc trén.

Tac dung khdng mong mudn ctia thudc

Nhiéu téc dung ngoai y dugc liét ké dugi day la
do déc tinh khang cholinergic cta Buscopan.
Céc tac dung phu dugc phan loai theo tan sudt
Xxudt hién véi quy Udc sau:

Rat thudng gap (2 1/10); thuding gép (2 1/100,
<1/10); it 9ap (= 171000, <1/100); hiém gip

(2 1/10000, <1/1000); r4t hiém g3p (<1/10000);

chua biét - khdng the e [ygng duge tan sudt
tlr gy |jéu san €O ' y
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RGi loan hé mién dich
Chua biét*: Soc phdn vé, phén {ng phan vé kho
thé, cac biéu hién qua man khéc.

R&i loan tim

[t gap: Nhip tim nhanh

R&i loan tiéu héa

It gdp: Kho miéng

R&i loan da va mé dudi da

[t g3p: Phan ting trén da (nhu may day, ngura),
dd mé hoi bat thudng

Chua biét*: phét ban, ban dd

Réi loan than va tiét niéu

Hiém gdp: Bi tiéu

*Phan (ing bat lgi dtIc_x ghi nhan hau mai. Véi do
tin cay 95%, tan sudt xuat hién ctia phan (ng
khéng I6n hon nhém ft gap (3/1368) nhung c6
thé thip hon. Khéng thé udc lugng chinh xac
tén sudt do téc dung phu nay khéng xdy ra trong
mét thir nghiém lam sang tién hanh trén 1368
bénh nhan.

Théng bdo cho bdc si nhing tdc dung khéng
mong muén gdp phdi khi dung thudc.

Qua liéu va cach x tri

Triéu chiing

Chua ghi nhan dugc nhitng dau hiéu ngd dc}c
nghlem trong & ngudi trong truang hgp qud liéu
cép tinh. Trong trudng hgp qué Ileu, téc dung
khang cholinergic chdng han bi ti€u, khé miéng,
da do Ung, nhip nhanh, tc ché nhu dong dudng
tiéu ho, réi loan thi luc thoang qua c6 thé xay ra
va nh|p th6 kiéu Cheynes-Stokes ciing da dugc
béo céo.

Diéu tri

Trong trudng hop ngd ddc dudng udng, nén ria
ruét bang than hoat tinh ti€p nGi bdi magnesi
sulfat (15%).

Cac triéu chUng qua liéu Buscopan dap ung véi
thudc kich thich than kinh phé giao cdm. Nén st
dung pilocarpin tai chd cho bénh nhan tang
nhan &p. Nén diéu tri cac bién ching tim mach
theo nguyén tac diéu tri thong thuong. Trong
trudng hgp liét hé hap: nén can nhéc dat noi khi
quan, thong khi nhén tao. C6 thé can dit 6ng
thdng trong truang hap bi t|eu Nén bé sung cac
bién phap diéu tri ho trg khi can

Pac tinh dugc luc hoc

Nhém dugc Iy: thudc chdng co that Ma ATC:
A03BBO1

Buscopan thé hién téc dung chéng co thit trén
co tron dudng tiéu hda, dudng mat va dudng
sinh duc-niéu. Nhu mét dan xuit amoni bac bén,
hyoscin butylbromid khong vao hé than kinh
trung uong. Do d6, tdc dung phu khang chohnerglc
trén hé than kinh trung uang khong xugt hién.
Tac dung khang cholinergic ngoai bién I3 két
qua ctia su Uc ché hach trong pham vi thanh noi
tang cling nhu tadc dung khédng muscarinic.

Pic tinh dugc dong hoc

Hap thu

La mot hop chat amoni bac 4, hyoscin
butylbromid phan cuc manh va vi vy chi hdp
thu mét phan sau khi dung dudng udng (8%)
hoic dudng truc trang (3%). Sau khi udng liéu
don tir 20 mg - 400 mg hyoscin butylbromid,
néng dod dinh trong huyét tuang trung binh
trong khodng 0,11 ng/mL - 2,04 ng/mL dat dugc
sau khodng 2 gid. Vdi cling khoang liéu, gid tri
AUCO-tz trung binh thay d8i tir 0,37 - 10,7 ng.
gio/mL. Trung vj cia sinh kha dung tuyét di cla

cac dang bao ché khac nhau nhu vién nén bao,
vién dan, dung dich udng chifa 100 mg hyoscin
butylbromid la dudi 1%.

Phan bé

Do ai luc cao véi thu thé muscarinic va nicotinic,
hyoscin butylbromid phan bé cht yéu tai co tron
ctia bung va viing chéu ciing nhu hach trong
thanh cac co quan & bung. Gén két protein
huyét tuang (albumin) cGia hyoscin butylbromid
khoang 4,4%. Cac nghién ctu trén dong vat cho
thay hyoscin butylbromid khéng qua hang rao
mau - ndo, tuy nhién khong c6 san dit liéu lam
sang vé tac dung nay. In vitro, hyoscin
butylbromid (1 mM) dugc ghi nhan la c6 tuang
tac vdi su van chuyén choline (1,4 nM) & té bao
biéu mé nhau thai ngudi.

Chuyén hoé va thai tru

Sau khi dung dudng udng liéu don trong
khoéng liéu 100 mg — 400 mg, thdi gian ban thai
cudi tir 6,2 dén 10,6 gid. Dudng chuyén hoé
chinh I3 thuy phan lién két ester. Hyoscin
butylbromid dung dudng udng dugc thai trir
qua phan va nudc tiéu. Cac nghién ctu trén
ngudi cho thdy 2-5% liéu phéng xa dugc thai tris
qua than sau khi dung dudng uéng va 0,7 - 1,6%
sau khi dung duong truc trang. Khodng 90%
chat phéng xa tim lai dugc trong phén sau khi
dung dudng udng. Bai tiét qua nudc tiéu cta
hyoscin butylbromid la dudi 0,1 % liéu. Sau cac
liéu dudng udng tir 100 dén 400 mg, thanh thai
biéu kién trung binh trong khoang 881 dén
1420 L/phat, trong khi d6 thé tich phan b3
tuong Ung clia cling khoang liéu thay déi tur
6,13 dén 11,3 x 105 L nhiéu kha ndng la do kha
dung toan phan rét thap.

Céc chat chuyén hod thai trir qua dudng than
gén két kém vai cac thu thé muscarinic va vi vay
dugc cho la khdng dong gép vao hiéu qua caa
hyoscin butylbromid.

Quy cach déng géi

Vi 10 vién bao dudng. Hop 1, 2, 5 hodc 10 vi.

Vi 20 vién bao duong. Hop 5 vi

Piéu kién bdo quan, han diing, tiéu chuin
chat Iu‘dng cua thuéc

Bao quan: Bo quan dudi 30°C.

Han dung: 36 thang ké tif ngay san xuét.
Tiéu chuan: TCCS.

San xuat tai

Delpharm Reims

10 rue Colonel Charbonneaux
51100 Reims, Phap.
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