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Rx Thuée nay chi diing theo don thude

MEDTUSOR
(Hyoscin butylbromid 20 mg/ml)
Dé xa tam tay tré em
Doc k huéng dan sir dung triede khi dung

1. THANH PHAN CONG THU'C THUOC
Madi 1 ml dung dich tiém ¢6 chua:
Thanh phdn hoat chat: Hyoscin butylbromid 20 mg
Thanh phan t4 dugc: Natri clorid, Nu6c dé pha thude tiém.
2. DANG BAO CHE
Dung dich tiém

M0 ta: Dung dich trong, khong mau dén vang nhat.

3. CHI PINH

Co thét cép tinh da day, duong mat va duong niéu sinh duc, ké ca con dau quan mat va than.
HO trg trong qué trinh chan dodn va diéu trj khi c6 van dé vé co thit nhu ndi soi da day va
chup X-quang.

4. CACH DUNG, LIEU DUNG

Nguoi lon:

1 éng (20 mg) tiém bé}) hay tiém tinh mach, 13p lai sau 30 phut néu can thiét. Khi tiém tinh
mach nén tiém tinh mach “cham” (trong mét s6 hiém truomg hop, Medtusor cé thé gay giam
déng ké huyét ap va ké ca sdc), Khi sir dung trong ndi soi, c6 thé cin tiém lap lai lidu nay
nhiéu hon,

Liéu t6i da mdi ngay la 100mg.

Poi twong dic biét:

Nguoi 1on tudi: Hién khong co thong tin chuyén biét vé viée sir dung san pham nay ¢ nguoi
16n tudi, Cac nghién ciru thure hién bao gdm bénh nhan trén 65 tudi va khéng co6 bao cdo tac
dung ngoai v chuyén biét nao trén nhém tudi nay.

Tré em:

Khéng khuyén céo sir dung cho tré em. Khong nén sir dung Medtusor dung dich tiém lién
tuc mdi ngay hodc dung trong thoi gian dai ma khéng xac dinh nguyén nhan giy dau bung.
Pha loang:

Medtusor dung dich tiém co thé duoc pha lodng v&i dung dich tiém dextrose (glucose) 5%
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hodc natri clorid 0,9%.

5. CHONG CHI PINH

Chéng chi dinh diing thude dung dich tiém trong;:

- Nhirng bénh nhan qua man cam véi Hyoscin butylbromid hoic bét ky thanh phin nao cua
thude.

- Tang nhan ap géc hep khong duge diéu tri.

- Phi dai tién liét tuyén kém @ nuée tidu.

- Hep co hoc dudng tiéu héa.

- Nhip tim nhanh.

- Phinh rugt két.

- Nhuoe co.

- Néu ding tiém bap chong chi dinh ding thude dbi véi nhitng bénh nhan ding thude chdng
dong vi khi tiém bap c6 thé xudt hién tu mau trong co. C6 thé tiém dudi da hodc tiém tinh
mach cho nhimg bénh nhén nay.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

- Trong cac trudng hop ning, dau bung khong rd nguyén nhan kéo dai hodc tién trién xAu,
hoiic xuat hién cliing véi céc tri¢u chimg nhu st, budn nén, nén, thay doi dai tién, dau byung
khi kham, giam huyét 4p, ngit hodc c6 mau trong phan, cin tién hanh cac bién phap chén
doan thich hop dé xac dinh nguyén nhan cua céc triéu chirng.

- Thude ¢o thé gay nhirng tac dung bat lgi nghiém trong, bao gom nhip tim nhanh, ha huyét
ap va phan Gng phan vé. Nhimg tic dung bat loi nghiém trong nay cd thé
dan dén tr vong ¢ bénh nhén co bénh tim nhu suy tim, bénh mach vanh, loan nhip tim hay
ting huyét ap. Vi vy, sir dung thude thin trong & bénh nhan cé bénh 1y tim mach nhu suy
tim, bénh mach vanh, loan nhip tim, ting huyét ap va trong phau thudt tim. C an gidm sat
chit ché nhitng bénh nhin nay va dam bao sin sang phuong tién cling
nhu nhan lyc c:-"ip ciru khi cén thiét.

- Do céc thude khang cholinergic ¢6 kha nang lam giam tiét md héi, Medtusor cin duoc sir
dung thin trong & bénh nhan dang sét. Str dung cdc thuée khang cholinergic nhu Medtusor
co thé gay tang ap luc ndi nhan ¢ nhirng bénh nhan chua duge chén doén va chua duge diéu
tri ting nhan ap goc hep. Do do bénh nhan nén nhanh chong tham khao y kién bac si nhan
khoa trong trudng hop cd dau mit, do mit kém mat thi gidc sau khi tiém Medtusor.

- Sau khi tiém Medtusor, di quan sat thiy cac trudong hop qua man ké ca soc phan vé. Ciing
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nhur tat ca cac thube gay phan ang nhu trén, nén theo ddi bénh nhan sau khi tiém Medtusor.
- Hyoscin butylbromid dang tiém vin tiép tuc chéng chi dinh cho bénh nhén bi nhip tim
nhanh.

- Thudce ¢6 chira it hon 1mmol Na/Iml nén thude co ban khong chira Natri

7. SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nir dang mang thai:

Dir liéu sir dung Hyoscin butylbromid trén phu nir ¢6 thai con han ché. Cac nghién clru trén
dong vét khéng cho thiy tac hai truc tiép hodc gian tiép lién quan dén doc tinh kha nang
sinh san

Phu nir dang cho con bu:

Chua c6 thong tin phit hop thude va céc chét chuyén hoa ciia né tiét vao sira me. Nhu bién
phap phong ngira, nén tranh ding thudc trong thoi ky mang thai va cho con bu

Kha ning sinh san:

Chua tién hanh nghién ctru vé anh huéng dén kha niing sinh san & ngudi.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua tién hanh nghién ctru vé anh huong cua thude dén kha néing 14i xe va van hanh may
moc. Tuy nhién, nén cho bénh nhan biét ho ¢6 thé bj cac tac dung phu nhu rdi loan diéu tiét
hodc chéng mat trong thoi gian diéu tri véi thude Medtusor. Do dé nén than trong khi lai xe
hodc van hanh may méc, Néu bénh nhan bi rdi loan diéu tiét hodc chong mat thi nén tranh
cdc cong vie tiém tang nguy hiém nhur 14i xe hodc van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude:

Thude ¢6 thé gy tang tic dung khéng cholinergic ctia cac thude nhu chéng trim cam ba va
bon vong, khéang histamin, chdng loan than, quinidin, amantadin, disopyramid va céc thude
khéng cholinergic khac (nhu tiotropium, ipratropium, cdc hop chit giéng atropin).

Bicu tri két hop véi cac thude dbi khang dopamin nhu metoclopramid cé thé gdy giam téc
dung ctia ca hai thude trén duong tiéu hoa.

Tac dung gy nhip tim nhanh cua thude kich thich beta giao cam c6 thé ting 1én do
Medtusor.

Twong ky ciia thube

Do khéng c6 cac nghién ctru vé tinh tuong ky cba thude, khong tron 1dn thude ndy véi cic

thude khac
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10. TAC DUNG KHONG MONG MUON CUA THUOC
Tac dung khong mong mudn duge phan thanh cac cap do:

e Rt thuong gip (> 1/10)

Thuong gap (= 1/100 to < 1/10)
e tgap (= 1/1,000 to <1/100)
e Hiém gip (= 1/10,000 to <1/1,000)
e Rt hiém gip (<1/10,000)
e Khéng rd (Khéng thé udc tinh tir sb lidu c6 sdn)
Réi loan h¢é théng mién dich
e Khong rd: sdc phan vé bao gdm céc truong hop din dén tir vong, phan tng phan vé,
kho thé va cac phan (g qua man khac.min cam.
Réi loan mdit
e Thuong gip: r6i loan diéu tiét
e Khong rd; gian dong tir, ting nhan ap
Roi loan tim
e Thuong gip: nhip tim nhanh
R&i logn mach mdu
¢ Thuong gip: chong mat
e Khoéng rd: huyét ap giam, do bing mit
Réi loan tiéu héa
e Thuong gip: kho miéng
e Téo bon
Réi loan da vi mé dudi da
e Khéng rd: phan (g da (vi du ndi mé day, phat ban, ban do, ngira), d6 md héi bat
thuong
Réi logn thin va tiét niéu
e Khéng rd: bi tiéu
Pau tai cho tiém, dic biét 1a sau khi tiém bép, xay ra.
Hyoscin butylbromid khéng dé dang vugt qua hang rao mau nio. Tuy nhién, khong thé loai
trir hoan toan ring trong mat sd truong hop réi loan tdm than (vi du nhu tinh trang 16 14n)

cling ¢6 thé xay ra sau khi ding thude.

Thong bao ngay cho bac sy hodc duge sy nhirng phan ng ¢ hai gip phai khi sir dung thude.
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11. QUA LIEU VA CACH XU TRI

Triéu chirng

Trong cac trudng hep qua liéu c6 thé gip cac tac dung cia khang cholinergic.

Néu cdn, nén dung cac thudc tac dung gidéng thin kinh déi giao cam. Nén tham khao ngay y
kién bac s7 chuyén khoa mit trong cac trudng hop glaucoma. Nén diéu tri cac bién ching
tim mach theo nguyén tic diéu trj thong thuong. Trong trudng hop liét hd hap: nén can nhic
dit ndi khi quan, hé hap nhan tao. C6 thé can dit éng thong trong trirdmg hop bi tiéu, Nén
bd sung cac bién phép didu tri ndng do theo yéu ciu.

12. DPAC TINH DUQC LUC HQC

Nhém tée dung duge 1y: Chéng co thit, khang muscarinic.

Ma ATC: A03BBOI.

Medtusor thé hién tac dung gidn co tron trén dudng tiéu hoa, mat va sinh duc-niéu. Nhu mot
dan xuat ammonium bac bdn, hyoscin butylbromid khong vao hé than kinh trung wong.
Do dé, tac dung phu khang cholinergic trén hé than kinh trung uong khoéng xudt hién, Téc
dung khéng cholinergic ngoai bién la két qua cua sy e ché hach trong pham vi thanh noi
tang cting nhu tdc dung khang muscarinic.

13. PAC TINH DUQC PONG HQC

Su héip thu, phéin b

Sau tiém tinh mach hyoscin butylbromid nhanh chdng dugce phan bd dén cac mé (t/sa= 4
phit, t2B= 29 phit). Thé tich phan bd (Vss) 1a 128 L (twong tng 1,7 L/kg). Do &i lue cao
v6i cée thu thé muscarinic va nicotinic, hyoscin butylbromid duge phan bd chu véu vao té
bao co & bung va ving chau cling nhu trong néi hach cia cic co quan trong 6 bung. Gan két
vi protein huyét tuong cia hyoscin butylbromid khodng 4,4%. Nhimg nghién ciru trén
dong vét cho thdy hyoscin butylbromid khéng qua hang rao méu ndo, nhung khéng co cic
dir liéu 1am sang vé téc dong nay. D3 thiy hyoscin butylbromid (1 mM) twong tac voi chét
van chuyén cholin (1,4 nM) trong céc té bao biéu mé ciia banh nhau ngudi trén in vitro.

Chuvén hoa va thai trir

Con dudmg chuyén héa chinh 13 phan cit thuy phan cua lién két ester. Thai gian ban thai cua
giai doan thai trir cudi (t%4y) khoang 5 git. Tong do thanh thai 1a 1,2 L/phat. Nhiing nghién
clru 1am sang véi hyoscin butylbromid danh déu phéng xa cho thiy sau tiém tinh mach 42

dén 61% liéu danh déu phéng xa dugc thi trir qua thin va khoang 28,3 dén 37% qua phan.
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Ty 1¢ hoat chit khong bién ddi duoc thai trir trong nudc tiéu khoang 50%. Céac chit chuyén
héa duge thai trir qua than gén két yéu véi cac thu thé muscarinic do dé dugc cho la khong
lién quan dén tac dung cua hyoscin butylbromid.

14. QUY CACH PONG GOI

- Hop 10 éng x 1 ml, hép 20 éng x 1 ml, hop 50 éng x 1 ml; kém huéng dan st dung.

15. PIEU KIEN BAO QUAN

Bao quan ¢ noi kho réo, nhiét do khéng qua 30°C, tranh anh sang truc tiép.

16. HAN DUNG

36 thang ké tir ngay san xuét.

17. TIEU CHUAN CHAT LUQNG
TCCS

18. TEN, PIA CHI CUA CO SO SA
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S6 102, phé Chi Lang, phwong Nguyén Trai, thanh phé Hai Duwong, tinh Hai D%}o'ng
PT: 0220.3853.848
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