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Hyoscin Butylbromid 20mg ~ Xemtrhuéng dénsi dung thudc kém theo.

Tiéu chuén ap dung: TCCS

Thanh phin: Bao quan: Noi kho, nhiét do dudi 30°C.

e ) ) Dé xa tdm tay tré em.
M3i vién nén bao phim chira: Boc ky hueng din sit dung truéc khi ding.
Hyoscin Butylbromid..........20mg o goc ol

Tadugevd.....1vien nén bao phim g4 15 8 (Lot No)
Ngay SX (Mfg Date)
HD (Exp.Date)

MEZAOSCIN

Hyoscin Butylbromid 20mg

Hop 10 vix 10 vién nén bao phim
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MEZAOSCIN  Nimmictatons and otvr informaton see

Hyoscine Butylbromide 20mg  the package insert inside.
Specifications: Manufacturer's

Storage: Store in a dry place, below 30°C.

Compositions: Keep out of reach of children.

Each film coated tablet contains: Carefully read the accompanying instructions
Hyoscine Butylbromide.........20mg  Dbeforeuse.

Excipients q.s.f....1 film coated tablet gg’u’gf:ag:’;l'}"é'g ':ﬁ,:’:m TAYI

HATAY PHARMACEUTICAL JSC.
T8 dan phé 56 4 - La Khé - Ha ©6ng - Ha Noi
Population groups No. 4 - La Khe - Ha Dong - Ha Noi
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1. Tén thubée: MEZAOSCIN N
DUdC PHAM

2. Thanh phan: Mdi vién nén bao phim chira:
Hyoscin butylbromid 20m
Ta duoc vd 1 vién Oom; .

(Té duwgc gom: Microcrystalline cellulose, lactose, crospovidon, magnesi stearar povidon K30,

bét tale, opadry white).

3. Dang bao ché: Vién nén bao phim.

4. Dugce Ie hoe, dwge dong hoc:

- Duge lue hoe:

Hyoscin butylbromid ¢6 tic dung chéng co thit trén co tron da day rudt, mat, duong niéu - sinh

dyc. Vi la din xudt amoni béc 4 nén hyoscin butylbromid khong xam nhép vao hé than kinh trung

wong. Do do, téc dung phy khang cholinergic ¢ hé than kinh trung uong khong xay ra. Két qua

khang pho giao cdm ngoai vi do tac dong chin hach trén thanh noi tang cling giong nhu do tac

dong khang muscarin.

- Duge dong hoc:

Hip thu: Hyoscin outylbremid rit phin cye nén chi hip thu mét phén sau khi udng (8%) hozic &

truc trang (3%). Sau khi udng lidu tir 20- -400mg, nong d4 dinh trong huyét tirong dat duge sau 2

gio 1a 0,11ng/ml-2,04ng/ml

Phdn bé: Do ai lyc cao vai cac thu thé muscarinic va nicotinic, hyoscin butylbromid duoc phén

bé chu yeu vio té bao co & vung bung va ving chiu ciing nhu trong hach ctia cac co quan trong 6

bung. Gén két véi protein huyét tuong cua hyoscin butylbromid khoéang 4,4%. Nhirng nghién ctru

trén dong vat cho thdy hyoscin butylbromld khong qua hang rao mau ndo, nhung khéng c6 cac dit

liéu 1am sang vé tic dong nay. Da thay hyoscin butylbromid (ImM) twong tic véi chat van

chuyen cholin (1,4 nM) trong céc té bao biéu md cua banh rau ngudi trén in vitro.

Chuyén héa: Con dudng chuyen hoéa chinh 12 phén cit thiy phén cta lién két ester.

Thai trur: Sau khi udng lidu 100- -400mg, thoi gian bén thdi khoang 6,2-10,6 gio. Hyoscin

butylbromid dudng udng duge dao thai qua phan va nuae tiéu. Céac nghién ciru & ngudi cho thiy

2-5% liéu phong xa dugc thai trir qua thdn sau khi udng, Khoang 90% ctia I}EU phéng xa c6 thé

duge tim thdy trong phan sau khi uéng. Hyoscin butylbromid bai tiét ra nudc tidu it hon 0,1% lidu

ding. Téng do thanh thai 1a 1,2 lit/phut. Ty 1€ hoat cht khéng bién d01 dugc thai trir trong nudce

ticu khoang 50%. Céc chét chuyén héa dwoc thai trir qua than gin két yéu véi cac thy thé

muscarinic do d6 dugc cho la khéng lién quan dén tic dung cua hyoscin butylbromid.

5. Qui cach dong goi: Hop 10 vi x 10 vién.

6. Chi dinh, cach dung, liéu dung, chdng chi dinh:

- Chi dinh:

Co thit da day - rudt : trong héi chung kich thich ruét, loét da day - ta trcmg

Co that va nghet duong mat : trong viém t0i mat, viém duong dan mat, viém tuy.

Co thit dudng niéu - sinh duc : trong dau byung kinh, viém bé thén, viém bang quang, soi thin.

- Cach dung va l:eu ding:

+ Cdch ditng: Nubdt ca vién thube véi lwong nude vira di. Khong nén dung thude hang

trong thoi gian dai ma khong rd nguyén nhan.

Liéu dung trong tr udng hop dau do co thit da day-rudt, co thét va nghet duong mat va dau do co

thit du ong ni¢u-sinh duc la nhu nhau.

+ Liéu diing: |

Nguwoi lon va tré em trén 12 tubi: |

* 20 mg/lan, 4 lin/ngay.
o D¢ diéu tri hoi chimg kich thich rudt: Liéu khoi déu 10 mg/lan, 3 lan/ngay. Sau d6 tang 1én
20 mg/lan, 4 lan/ngay néu cin thiét,
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Tré em tir 6-12 tudi: 10 mg/lan, 3 lan/ngay.
Bénh nhan trén 65 tudi: Chua c6 théng tin vé viée st dung thudc & ngudi gihs
nghiém lam sang cho thiy khéng c6 phan (mg bt loi nao cho nhém tudi nay.
- Chéng chi dinh:

Tré em dudi 6 tudi. _

Hyoscin butylbromid chc‘}ng chi dinh trong bénh nhuge co, to dai trang va tang n! :-§: sficding.
Ngoai ra khong nén dung cho bénh nhén da biét trude c6 nhay cim véi hyoscin butylbromid hay
bét cir thanh phén ndo cta thuée.

7. Thian trong:

- Trong truong hop dau bung khéng 1o nguyeén nhén, kém theo tri¢u chimg sét, budn nén, non,
dau bung, ha huyét ap, c6 mau trong phan nén dén co s y té dé tim ro nguyén nhan,

- Than trong trong trudng hop nhip tim nhanh nhw nhidm doc tuyén giap, suy tim, phau thuat tim
vi hyoscin butylbromid c6 thé lam tang nhip tim. :

- Thubc c6 tinh khang cholinergic lam giam tiét md hoi nén than trong vé&i bénh nhan dang bj sét.

- Vi nguy co cua bién chimg déi giao cam, chii y khéng ding cho bénh nhén bj tdng nhin ap gbc
déng ciing nhu bénh nhén bi tic rudt hay tic nghén dudng tiéu.

- Do irong thanh phan cia thude cé lactose nén kiidng ding cho nguoi bj galactose huyét bam
sinh, hdi ching kém hép thu glucose va/hodc glactose hodc thiéu lactase (c4c bénh vé chuyén hoa
hiém gap).

- Str dung cho phu nir ¢6 thai:

Céc nghién ctru doc tinh trén thai nhi chura du dit lidu vé tinh an toan nén khong nén ding hyoscin
butylbromid trong thoi ky mang thai.

- Str dung cho phu nir cho con bi:

Chura ¢6 du thong tin v& sur bai tiét cia hyoscin butylbromid va cdc chit chuyén héa vio sira me
nén khéng khuyén céo ding hyoscin butylbromid trong thoi ky cho con bu.

- Tac dung 1én kha ning l4i xe va van hanh may moéc: Thin trong trong trudng hop bénh nhan

bi rdi loan dicu tiét mét hodic chéng mit. ‘

8. Twong tic cia thude véi cac thube khac va cde twong tac khac:

Téac dung khang cholinergic cua thuéc chéng trim cdm 6 cdu tric 3 vong, khang histamin,
quinidin, amantadin, thudc chémg ddong kinh (butyrophenones, phenothiazin), disopyramid va
thude khéng cholinergic khéc c6 thé duge ting cwong bai hyoscin butylbromid.

Diéu trj két hop véi chét ddi khang dopamin nhu metoclopramid ¢é thé Jam giam hiéu qua cua
hai loai thudc trén dudng tiéu héa.

Hyoscin butylbromid ting cuéong tac dung gdy nhip tim nhanh ctia chét beta-adrenergic.

9. Tac dung khong mong muén ciia thube (ADR):

Nhiéu tic dung khéng mong muén duoc liét ké dudi ddy la do dac tinh khang cholinergic cta
hyoscin butylbromid.

Thuong gap: 1/100 < ADR < 1/10 :
Tac dung phu khang cholinnergic ctia hyoscin butylbromid nhin chung nhe va tu kho
ding thude.

It gép: 1/1000 < ADR < 1/100

Da: Ngtra, ndi mé day, loan tiét md héi.

Réi loan tidu héa: Kho miéng,

Réi loan tim: Nhip tim nhanh.

Hiém gdp: 1/10000<ADR< 1/1000

Réi loan hé mién dich: Séc phan V€, phan g phan v¢, khé thé, phan ung trén da (nhuw may day,
phat ban, ban do, ngira) va cdc biéu hién qua mén khc.

Réi loan than va tiét niéu: Bi tiéu.

10. Qua liéu va cach xir tri:
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Triéu chimg: Nhitng ddu hiéu ngd doc do qua licu cap tinh & nguoi chua dwgc ghi nhan. Trong

truong hop qua lidu, triéu chimg khang cholinergic nhu bi tiéu, kho miéng, ban do trén da, tim

dép nhanh, ttc ché nhu dong rudt, ngi ga va roi loan thi lyc thoang qua.

Diéu tri:

Truong hop ngd doc do udng: Ria da day bang than hoat, tiép theo bang magnesi sulfat (15%).

Trigu chimg qué liéu hyoscin butylbromid thi dap tmg véi thuée kich thich pho giao cam. Déi véi

bénh nhan bi tang nhan ép, pilocarpin duge chi dinh tai chd. Gia ting tudn hoan méu bing thudc

kich thich giao cam. Dit bénh nhin nim néu bi ha huyét 4p thé dimg. Can dat éng thong trong

truomg hop bi tiéu, didu trj cdc bién chimg tim mach theo nguyén tic didu trj thong thuong, Trong

trudmg hop liét hé hdp nén can nhic dat ni khi quan, ho hip nhén tao. Nhiing bién phap hd trg

thich hop nén xir dung khi cén thiét.

11. Khuyén cao: Chua c6 béo céo.

12. Pi¢u kién bio quin va han ding:

- Bito quén: Noi kho, nhiét do dudi 30°C.

- Han dung: 36 thang ké tr ngay sin xudt. Khong duwoc diing thud

thudc ¢ bicu hién bién mau, vién im, vi rach, mé nhan...hodc ¢ biéy hi

hoi lai noi han hode noi san xuét theo dia chi trong don. ;

13. Tén va dia chi nha san xuit:

Tén nha sin xuit: CONG TY C.P DUQC PHAM HA TAY

Dia chi: T6 dn phé s6 4 -La Khé - Ha Pong - TP. Ha Noéi

DT: 04.33522204 FAX: 04.33522203

DT: 04.33824685 FAX: 04.33829054

Hotline: 0433 522525

14. Ngay xem xét sira doi, cip nhit lai ndi dung hwéng din sir dung thuée:
Ngay thang nam '

han duang. Khi

https://trungtamthuoc.com/



HUGNG DAN SU DUNG THUOC CHO NGUOI BE
1. Tén thudc: MEZAOSCIN
2. Khuyén cdo:
“Pé xa tim tay cua tré em”,
“Doc ky hudng dan sir dung trude khi dung”,
“Thoéng béo cho béc si nhitng tac dung khéng mong mudn gip phai khi
3. Thanh phén, ham lwgng ciia thube:
M&i vién nén bao phim chira: :
Hyoscin butylbromid 20mg
Ta duge vd 1 vién
(Té dwoc gém: Microcrystalline cellulose, lactose, crospovidon, magnesi stearat, povidon
K30, bot tale, opadry white).
4. Mb ta san pham: Vién nén bao phim hinh tru, mau tring hay tring nga.
5. Qui cach dong goi: Hop 10 vi x 10 vién
6. Thube ding cho bénh gi?
Co that da day - rudt : trong hoi chimg kich thich rudt, loét da day - ta trang.
Co thit va nghet duong mat : trong vidm t4i mét, viém duomg din mit, viém tuy.
Co that dwong niéu - sinh duc : trong dau bung kinh, viém bé than, viém bang quang, soi than.
7. Nén dung thubc nay nhur thé nao va liéu lwgng?
+ Cach diing: Nudt ca vién thube véi lwong nude vira diu. Khong nén ding thude hang ngay hoic
trong thoi gian dai ma khong rd nguyén nhan.
Liéu dung trong trudmg hop dau do co thit da day-rudt, co that va nghet duong mét va dau do co
thét dudng ni¢u-sinh duc la nhu nhau.
+ Liéu ditng:
Ngueoi lom va tré em trén 12 tudi:
¢ 20 mg/lan, 4 lan/ngay.
o Dé diéu tri hoi chimg kich thich rugt: Liéu khéi dau 10 mg/lan, 3 lan/ngay. Sau d6 ting 1én
20 mg/lan, 4 lin/ngay néu cén thiét.
Tré em tir 6-12 tudi: 10 mg/lan, 3 lan/ngay.
Bénh nhan trén 65 tudi: Chua c6 thong tin vé viéc st dung thuée & ngudi gia, tuy nhién cdc thir
nghiém 1dm sang cho thay khong ¢6 phan ting bét loi ndo cho nhém tudi nay.
8. Khi ndo khong nén ding thube nay?
Tré em dudi 6 tudi.
Hyoscin butylbromid chéng chi dinh trong bénh nhuge co, to dai trang va ting nhan ap goc dong.
Ngoai ra khong nén ding cho bénh nhan da biét trude c6 nhay cam véi hyoscin butylbromid hay
bét ctr thanh phan nao cta thuoc
9. Tic dung khéng mong mudn:
Nhiéu tac dung khéng mong muén duoc liét ké dudi day 1a do dac tinh khang cholinergic cta
hyoscin butylbromid.
Thwong gap: 1/100 < ADR < 1/10 :
Tac dung phu khang cholinnergic ctia hyoscin butylbromid nhin chung nhe va tu khéi khi khong
ding thude.
It gap: 1/1000 < ADR < 1/100
Da: Ngira, n6i mé day, loan tiét md hoi.
R&i loan tidu hoa: Khé miéng.
Réi loan tim: Nhip tim nhanh.
Hiém gap: 1/10000<ADR<1/1000
Réi loan hé mién dich: Séc phan v¢, phan ing phan v¢, kho tho, phan mg tr u may day,
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phat ban, ban do, ngua) va cac b1eu hién qué mén khéc.
Réi loan than va tiét niéu: Bi tiéu. \ o
10. Nén tranh dung nhing thube hoic thye pham gi khi dang s dun th
Viée dung két hop thude nay vai mot so thuéc khac c6 thé lam thay déi ta
gia tang céc tac dung khong mong mudn.

Hay viét mot danh sach nhung thudc ban dang dung (bao gom thuée duoc ké don, khong ké don
va thue pham chic nang) va cho béac sy hodic dugce si clia ban xem. Khong duge tu y dung thudc,
ngung hodc thay déi lidu lugng cua thude ma khong ¢6 sy cho phép cuia béc s3.

Tac dung khang cholinergic ctia thuée chéng trdm cam cé cdu tric 3 vong, khang histamin,
quinidin, amantadin, thuée chéng dong kinh (butyrophenones, phenothiazin), disopyramid va
thude khang choliner gic khéc c6 thé duoc ting cuwong boi hyoscin butylbromid.

Diéu tri két hop véi chét déi khang dopamin nhu metocIOpramld c6 thé lam gidm hiéu qua cta
hai loai thude trén dudng tiéu héa.

Hyoscm butylbromid tang cuong tac dung gdy nhip tim nhanh ctia chit beta- -adrenergic.

11. Can lam gi khi mit lan quén khong diing thude?

Uong liéu da quén ngay k}u ban nhé ra. Néu sau 4 210 thi bo qua lidu da quén va udng liéu tiép
theo. Khong dung lidu gap doi dé bu vao lidu da quén.

12. Cén bao quan thude nhw thé nao?

Béo quan & noi khé, nhiét d6 duéi 30°C.

13. Nhirng diu hiéu va triéu chimg khi ding thude qua liéu?

Nhirng dau hiéu ngd doc do qué liéu cép tinh & ngudi chua dugce ghi nhan. Trong trudng hop qua
lidu, triéu chimg khéng cholinergic nhu bi tiéu, kho miéng, ban dé trén da, tim dép nhanh, trc ché
nhu dong rudt, ngu ga va roi loan thi luc thoang qua.

14. Cin phai lam gi khi dung thude qua lidu khuyén cio?

Truwong hop ngd doe do udng: Rira da day bang than hoat, tzep theo bing magnesi sulfat (15%).
Triéu chimg qué liéu hyoscin butylbromid thi dap tmg vai thude kich thich pho giao cam. Déi véi
bénh nhén bi ting nhén 4p, pilocarpin dugc chi dinh tai chd. Gia ting tudn hoan mau bing thudc
kich thich giao cam. Djt bénh nhén ndm néu bi ha huyét ap thé dimg. Cén dit ong thong trong
truong hop bi tiéu, didu tri cac bién chimg tim mach theo nguyen tac diéu tri thong thuong. Trong
trwomg hop liét hé hip nén cdn nhic dit ndi khi quan, hé hép nhan tao. Nhiing bién phap hé trg
thich hgp nén xtr dung khi cén thiét,

15. Nhirng diéu can trong khi ding thubde nay:

- Trong trudng hop dau bung khong rd nguyén nhan, kem theo tri¢u chimg sOt, budn ndn, non,
dau bung, ha huyét &p, c6 mau trong phén nén dén co so y té dé tim rd nguyén nhan.

- Thén trong trong trudng hop nhip tim nhanh nhu nhiém dgc tuyén giép, suy tim, phau thuit tim
vi hyoscin butylbromid c6 thé lam ting nhip tim.

- Thudc ¢6 tinh khang cholinergic lam giam tiét md hdi nén thdn trong v6i bénh nhén dang bi sdt.
- Vi nguy co cua bién chimg d01 giao cam, chi y khong dung cho bénh nhan bi ting nhin ap géc
déng cting nhu bénh nhén b tic rudt hay tic nghén dudng tidu.

- Do trong thanh phan ctia thude co lactose nén khong ding cho nguoi bi g'llactose hu)et bim
sinh, hoi chimg kém hip thu glucose vi/hoic glactose hoac thleu lactase (cac bénh vé chuyén hoa
hiém gap).

- Sir dung cho phu nir ¢6 thai:

Céc nghién ctru ddc tinh trén thai nhi chua da dit liéu vé tinh an toan nén khong nén dung hyoscin
butylbromid trong thoi ky mang thai.

- Sir dung cho phu nir cho con bu:

Chua c6 du théng tin vé sur bai tiét cta hyoscin butylbromid va cac chit chuyén h 20 sita me
nén khong khuyén céo dung hyoscin butylbromid trong thoi ky cho con bu.
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- Tac dung Ién kha ning lai xe va van hianh may méc: Thén trong trong truong hgp bénh nhan
bi rdi loan dneu tiét mat hoac chong mat.
16. Khl nio cin tham van bac s¥, duge si?
- Khi can thém thong tin vé thudc.
- Khi thdy nhing téc dung khéng mong mudn gap phai khi sir dung thudc.

- Khi ding thude ma thay triéu ching cuia bénh khong thuycn giam.
17. Han ding cia thube: 36 thang tinh tir ngay san xuat. Khéng ding thude da qua han sir
dung. Khi thudc c¢6 bidu hién bién mau, vién am, vi rach, m& nhan...hodc c6 biéu hién fehimgo
khac phai hoi lai noi ban hoidc nm san xuét theo dia chi trong don
18. Tén va dia chi nha san Xuat:
Tén nha san xuit: CONG TY C.P DUQC PHAM HA TAY
Dia chi: T6 dan phd s6 4 -La Khé - Ha Dong - TP. Ha Noi
DT: 0433522204 FAX: 04.33522203
DT: 0433824685 FAX: 04.33829054
Hotline: 0433 522525

Biéu twong;
DUT

HATAPHAR

COHG TV CP O PHkm HA TAY

19. Ngay xem xét sira ddi, cip nhat lai ndi dung hwéng din sir dung thude:
Ngay thang nam

TUQ.CUC TRUBNG
P. TRUONG PHONG
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