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L. NHAN HOP: (Hop 1 vi)

GMP-WHO

Busmocalm

Hyoscin butylbromid 10mg

HOp 1 vi x 10 vién nén bao dudng
Box of 1 biister x 10 sugar-coated tablets

Cd s sén xufit/Manufacturer

CONG TY CO PHAN HOA-DUQC PHAM MEKOPHAR
Mekophar Chemical Pharmacentical Joini-Stock Company
297/5 Ly Thubng Kiét - P15 - Q.11 - TP.HCM - Viét Nam
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III. NHAN Vi

(8816 SX, Han ding duge dap ndi trén vi)
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|

BUSMOCALM 4[‘

Vién nén bao duong

Dé xa tim tay tré em
Boc ky huong dén sir dung truée khi diing

Thanh phan, ham lwgng ciia thude: Mdi vién nén bao duong chira
Thanh phan hoat chat:
— Hyoscin butylbromid............ 10 mg
Thanh phén ta duoc: povidon K29/32, lactose, natri croscarmellose, magnesi stearat, colloidal
silicon dioxyd, tinh bt ngd, dudng trang, talc, g6m arabic, methyl hydroxybenzoat, propyl
hydroxybenzoat, titan dioxyd, sap ong, sap carnauba, sepifilm LP770.
Dang bao ché cia thude:
Vién nén bao duong.
M5 ta sin pham:
Vién nén tron bao dudmg mau trang.
Chi dinh:
Busmocalm duoc chi dinh dé lam giam co thit co tron cua duong niéu-sinh duc hoac
dudmg tiéu héa. Diéu tri tri¢u ching cua hoi chimg rudt kich thich.
Liéu dung, cach dung:
Cich ding:
- Ding dudmg uéng.
- Nudt nguyén vién véi di nude,
Liéu ding:
Liéu dé nghi:

- Ngudi [6m va tré em > 12 tudi: 2 vien x - Iém‘ngéy. Dai véi didu tri triéu chimg hoi chung
rudt kich thich. liéu khai diu khuyén cdo la 1 vién x 3 Ifim’nge‘l}r, sau do cé thé ting lén dén
2 vién x 4 lan/ngay néu cin thidt,

- Tré em tir 6 - 12 tudi: 1 vién x 3 lé‘lm’ngéy.

- Chua ¢6 thong tin dac hiéu vé sir dung thuée cho ngudi cao tudi. Céc thy nghiém lam sang
¢6 bao gdbm bénh nhan trén 65 tudi va Khong ghi nhén tic dung phy dién hinh nao trén
nhém bénh nhan nay.

- Khéng nén sir dung thuée hang ngay hoac kéo dai ma khong diéu tra nguyén nhdn cua dau
bung. _

- Khéng dung cho tré duéi 6 tudi.

X ly thuéc trude va sau khi s dung:
Khéng ¢6 yéu cau dac biét vé xir Iy thude trude va sau khi sir dung,
Chéng chi dinh:

- Qud man véi hyoscin butylbromid hodc bat ky thanh phan nao cta thude.

- Nhuge co ning.

- Phinh dai trang (megacolon).

- Tang nhan ap.

- Téc rudt co hoe.

- Co thét tam vi.

- Liét rudt co nang.

- Phi dai tién ligt tuyén tac nghén.

- Réi loan nhip nhanh bénh ly.

Canh bdo va thin trong khi dung thuéc: )

- Trong nhimg truomg hop nghiém trong, dau bung khéng ro nguyén nhin dai dang hoic tién

trién nang hon hodc xay ra di kém véi cée triéu chimg nhu sot, budn nén. non, thay doéi

chuyén djng cua rut, dau khi dung tay nhan vao bung._ huyét ap giam, ngét xiu hodc ¢o

)
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mau trong phan. Can hoi ¥ kién thﬁ}* thude ngay lap tire néu gdp nhimg tinh trang nay.

- Nén than trong khi sir dung ché pham trong nhiing trudng hcrp dac trung bai nhip nhanh
nhu nhiém doc gidp, suy tim va phau thuét tim do thudc ¢6 thé lam nang hon tinh trang
nhip nhanh.

- Do nguy co I:ucn chimg cua thudc khang cholinergic, can than trong dbi voi cac bénh nhan
c6 nguy co tac rudt hodc tac ni¢u dao.

- Thude ¢6 thé lam giam tiét mo hoi do kha néng tac dung khang cholinergic, cn than trong
st dung v&i bénh nhan dang sét.

-Tang 4p luc ndi nhan cé thé xay ra khi sur dung cac thuoc khang cholinergic nhu
Busmocalm ¢ bénh nhan tang nhan ap goc hep chua duoc Lhan doan va diéu tri. Vi vy,
bénh nhin nén tham khao y kién béc si chuyén khoa mit néu tién trién dau, d6 mat di kem
voi mat thij luc trong hogc sau khi sir dung Busmocalm.

- Ché pham co chira lactose va duomg trang, than trong khi dung cho ngudi bénh mac cdc roi
loan di truyén hiém gap vé dung nap galactose hodc fructose, ching thiéu hut lactase Lapp,
sucrase — isomaltase hodc roi loan hap thu glucose — galactose.

- Ché pham c6 chita methyl hydroxybenzoat va propyl hydroxybenzoat cé thé gy di tmg &
mot s6 bénh nhan co co dia nhay cam.

Sir dung thude cho phu nir ¢6 thai va cho con bi:
Thoi ky mang thai:

- Dir liéu str dung hyoscin butylbromid trén phu nir ¢6 thai con han ché.

- Céc nghién ctru trén dong vat khong cho thiy tac hai truc tiép hodc gian tiép lién quan dén
ddc tinh trén kha nang sinh san.

- Nhu bién phap phong ngira, nén tranh diing Buscopan trong thoi ky mang thai.

Thoi ky cho con bi:

- Khong c6 du théng tin vé hyoscin butylbromid va céc chat chuyén héa co bai tiét vao sia
me hay khdng.

- Nhu bién phdp phong ngira, nén tranh ding Busmocalm trong thoi ky cho con bu,

Kha nang sinh san:
Chua tién hanh nbhlen ctru vé anh hudmg dén kha nang sinh san ¢ ngudi.
Anh hwing ciia thube Ién kha ning l4i xe, vdn hainh mdy méc :

- Chua c6 nghién ciru vé& anh hucm‘g, dén kha nang 14i xe va vin hanh may moc.

- Thudce c6 thé gay rm loan vé thi giac. Cén than trong sir dung véi ngudi thuce hién cac cong
viéc nguy hiém va cén Sur 1@p trung.

Twong tic, twong Ky ciia thube :
Twong tic ciia thuéc:

- Hyoscin butylbromid ¢6 the lam tang tac dung khang cholinergic cua cac thude chong tram
cam ba va bon vong, thude khang histamin, quinidin, amantadin, thuc chong loan than (vi
du butyrophenones, phenothiazin), disopyramid va thuc khang cholinergic khac (vi du
tiotropium, lpralmplum cac hop chat giong atropin).

- Str dung dong thoi véi thuoc d6i khang dopamin nhu metoclopramid co thé gay giam tac
dung ctia ca hai loai thudc trén dwong tiéu hoa.

- Tac dung gdy nhip tim nhanh cua thuéc kich thich beta giao cam (beta-adrenergic) c6 thé
tang lén do Busmocalm.

- Céc thude khang acid hoac thude hap phu chéng tiéu chay ¢6 thé 1am g giam hap thu cta céc
thude khan;__ cholinergic din dén lam giam hiéu qua diéu tri. Nén sir dung Busmocalm it
nhit 1 gio trude khl dung céc thude trén.

Tuong ky ciia thubc:
Khéng ¢ cdc nghién cuu vé tinh tuong ky cua thube.
Tiéc dung khong mong mudn (ADR):
It gap, 1/1 000 < ADR < 1/100
- Mién dich: céc phan mg trén da (ndi mé day, ngira).

- Tim mach: nhip tim nhanh.

2/ 4 h/
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- Tiéu hoa: khé miéng.

- Da: bénh t6 dia.
Hiém gap, 1/10 000 = ADR < 1/1 000

- Thén, tiét niéu: bi tiéu.
Chuea ré tan sudt

- Sbc phan vé, phan ing phan vé, khé tho, phat ban, ban do, qua man khic.
Hudng dan cdch xiv tri tac dung khéng mong muon:

- Ngimg thude va diéu tri thich hop néu cén thiét.

- Thong bdo ngay cho béc s§ hoiic duge sy nhimg tac dung khéng mong mudn giip phai khi
str dung thudc.

Qui liéu va cdch xir tri:

Qui liéu:
Chua ghi nhan duge nhiing déu hiéu ngd doc nghiém trong O nguoi trong truong hop qua
lidu cép tinh. Trong truong hop qua liéu, tac dung khang cholinergic nhu bi tiéu, kho
miéng. do da, nhip tim nhanh, trc ché nhu déng ruét va rdi loan thi giac thoang qua cé thé
xay ra va nhip tho kiéu Cheynes-Stokes ciing da duoc bao cdo.

Cdch xw tri:

- Trong trudong hop ngd doc duong udng, nén rua da day voi than hoat, tiép ndi bing
magnesi sulfat (15%). Céc triéu chimg ngd doc co dap tmg véi cac thude cé tac dung doi
giao cam. P6i vai bénh nhéan ting nhan 4 ap, nén dung pilocarpin tai chd. Céc triéu chimng
tim mach nén duoc diéu tri theo nguyén tac diéu tri thong thuong. Trong truong hcrp liét hd
hap, can dat ndi khi quan va ho hap nhan tao. Pit ong thong tiéu c6 thé duge yéu cau néu
bi tiéu.

- Cac bién phap hé tro thich hop khic nén dugc thue hién néu cén thiét.

Pic tinh dwgce e hoe:

Nhém duge 1y: thude chéng co that co tron. Al

Ma ATC: A0O3BBO1
H;yoscm butylbromid ¢6 tac dun g chong co thit co tron duong tiéu héa, duémg mat, duong
tict niéu — sinh duc. Nhu mot dan xuat amoni bac 4, hyoscin butylbromid khong vao h¢ 1
than kinh trung uong. Do d6 khdng gay tac dung khang cholinergic trén hé than kinh trung | 2=
wong. Tac dung khang cholinergic ngoai bién 1a két qua cta su rc ché hach than kinh trong
pham vi thanh ndi tang cting nhu tic dung khang muscarinic.

DPac tinh dwge dong hoc:

- Hap thu: La mét hop chit amoni béc 4, hyoscin butylbromid 1a mot hop chat amoni rit
phdn cuc va vi vay chi hip thu mot phan sau khi dung duong uéng khoang 8% va dwong
truc trang khoang 3%. Sau khi uéng mét liéu don hyoscin butylbromid tir 20 — 400 mg,
nong do dinh trung binh trong huyét tuong dat tir 0,11 — 2,04 ng/ml sau khoang 2 gio. Vi
cung khoang liéu, gia tri AUC,., trung binh thay déi tir 0.37 — 10,7 ng.gi&/ml. Trung vi cia
sinh kha dung tuyét ddi cua céc dang bao ché khéac nhau nhu vién nén bao, vién dan, dung
dich uong chira 100 mg hyoscin butylbromid 1a dudi 1%.

- Phan bd: Do 4i luc cao voi thu [he muscarinic va thu thé nicotinic, hyoscin butylbromid
duge phan b6 chu yéu trén céc t& bao co tron cia vung bung va ving chéu cting nhur cac
hach than kinh thudc céc co quan vung bung. Ti I¢ gan protein huyét tuong {albumm) cua
hyoscin butylbromid la khoang 4.4%. Cac nghién ciru trén dong vat cho thay hyoscin
butylbromid khéng qua hang rao méu - ndo, tuy nhién khoéng co6 san dir li¢u lam sang ve
tac dung nay. In vitro, hyoscin butylbromid (1 mM) dugc ghi nhén la c6 tuong tac vaoi su
van chuyén choline (1.4 nM) ¢ té bao biéu md nhau thai nguoi.

- Chuyén hoéa va thai trir: Sau khi uéng liéu duy nhét trong khoang 100 — 400 mg, thoi gian
ban thai cudi vao khoang 6.2 — 10,6 gi0. Con dudng chuyén hoéa chinh cia hyoscin
butylbromid 1a sy thuy phén cua lién két ester. Hyn%cm butylbromid dugc dao thai qua
phan va nuée tiéu. Céc nghién ciru 0 ngudi cho thay 2 — 5% liéu phong xa dugc thai trir

qua thén sau khi UOI'IE, va 0,7 — 1,6% sau khi dung ducmg truc trang. Khoang 90% chit
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Ir #
phong xa tim lai dugc trong phan sau khi dung duong uong. Bai tiét qua nudce tiéu cuaﬂ

hyoscin butylbromid la duéi 0,1 % lidu. Sau céc liéu duomg udng tir 100 dén 400 meg,
thanh thai biéu kién trung binh trong khoang 881 dén 1420 L/phut, trong khi d6 thé tich
phan b tuong mg ciia cung khoang lidu thay dbi tir 6,13 dén 11,3 x 10° L nhiéu kha néng
la do kha dung toan phin rat thap Cac chat chuyén hoa thai trir qua dudng than gan keét
kém vdéi cée thu thé muscarinic va vi vdy duoc cho 1a khong déng gép vao hiéu qua cta
hyoscin butylbromid.

Quy cich dong goi:
Vi 10 vién nén bao dudng. Hop 01 vi.
Vi 10 vién nén bao duong. Hop 10 vi.

Piéu ki¢n bio quan:
Noi kho réo, tranh anh sang, nhiét do khong qua 30°C.

Han dang:
36 thang ké tir ngay san xuat. Khong str dung thude hét han dung.

Tiéu chuén chit hrong: TCCS

Tén, dia chi ciia co' s&' sin xuit: ‘
CQNG TY CO PHAN HOA - DUQC PHAM MEKOPHAR
Il So6 297/5 Ly Thuong Kiét, Phuong 15, Quén 11, Tp. H6 Chi Minh.
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