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MAU NHAN HOP BROMHEXIN
Hop 2 vi x 30 vién nén
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Hop 60 vién nén (Hop 2 vi x 30 vién)
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Bromhexin HCIl 4mg

Thanh phin: M&i vién nén chira:
Bromhexin HCl 4mg. Ta dugrc v.d.

Composition: Each tablet contains:
Bromhexine HCl 4mg. Excipients q.s.

Chi dinh, chéng chi dinh, li&u lwgng - cich ding Indications, contraindications, dosage - administration
& céc théng tin khac: Xem t& hudng din st dung. & other information: See leaflet.

Tiéu chudn: TCCS.

Specification: Manufacturer’s.
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MAU NHAN GOC HDSD THUOC BROMHEXIN 4
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HUONG DAN SU DUNG THUOC
BROMHEXIN 4

PHAN HUONG DAN SU DUNG THUOC CHO NGUO1 BENH
1. Tén sian pham BROMHEXIN 4
2. Cac ciu khuyen ciao
“Doc ky huomg dan sir dung woc khi ding”, “Dé xa tam tay tré em”, “Théng bdo cho bdc st
nhitng tdac dung khong mong muon gap phai khi sir dung thuoc”.
3. Thanh phin cia thube
Hoat chit: Bromhexin hydroclorid 4 mg.
Ta duge: Lactose monohydrat, tinh bot bfip. PVP K30, natri croscarmellose, talc, magnesi stearat,
colloidal silicon dioxid, tartrazin vira du 1 vién
4. Mo ti san pham: Vién nén tron mau vang, mot mit tron, mot mit ¢6 khic vach ngang chim,
mat vién béng, canh lanh lan.
5. Quy cich dong go6i: Hop 2 vi x 30 vién, chai 100 vién, chai 200 vién.
6. Thube dung cho bénh gi \
R&i loan tiét dich phe quan, nhat la trong viém phé quan cip tinh, dot c4p tinh ctia viém phé quan man )
tinh. Dung trong nhiém khuén dchmg ho hap kém theo tri¢u chirng khoé long dom.
7. Nén dung thude nay nhu thé nao va lidu lwgng .
Cdch dimg: Ding dudng udng. Udng chung véi nudc. -
Liéu lwong:
Khong ding bromhexin kéo dai qué 8 - 10 ngay khi chua ¢6 y kién cuia thay thude.
Khong dugce ding thude nay & tré em dudi 10 tudi.
Nguoi 16n va tré em trén 10 tudi: Liéu khuyén cdo 8 mg/ lan, ngay 3 ldn. Néu cén c6 thé tang 1én 16
mg/ lan, ngay 4 lan.
8. Khi nao khong nén dung thude nay
Min cam v6i bromhexin hodc bét cir thanh phan nao cua thube.
9. Tac dung khong mong mudn
Nhu céc thude khée, bromhexin c6 thé gy ra céc tic dung khong mong mudn & mot s6 bénh nhan.
Néu gip bat ky van dé nao sau ddy nén lién hé véi béc si ngay 1ap tirc:
+ Da: B0 da, phat ban, may day.
+ Tiéu hoa: Pau da day, budn non, non, ia chay, khd miéng.
+ Than kinh: Nhirc dau, chong mat, ra md hoi.
+ Ho hép: U dich tiét phé quan & nguoi khong c6 kha nang khac dom.
+ Gan: Téng men gan.
+ Phui ngoai vi.
Thong bdo cho bdc st nhirng tic dung khong mong mubn gdp phai khi s dung thubc.
10. Nén tranh dung nhirng thude hodc thwe pham gi khi dang sir dung thude nay
Bromhexin ¢6 thé tuong téc véi cac thude hogc thuc pham khéc, vi vay can thong bao cho bac si tat
ca nhiing thude dang dung hoic da str dung gan day, dic biét la cac thude, thuc pham sau:
+ Thude lam giam tidt dich nhu cdc thude kiéu atropin (hodc anticholinergic).
+ Thude trj ho.
+ Khang sinh: Amoxicilin, cefuroxim, erythromycin, doxycyclin.
11. Can lam gi khi mot lan quén khong dung thude: Uong ngay 1 liéu khi ban nh¢ ra minh da
quén udng thude. Nhung néu thoi gian nho ra gan liéu ké tiép thi bo liéu da quén va udng nhu theo
thoi gian quy dinh. Khong dugc uong gap dbi lidu trong trudng hop quén ding thude.
12. Cin bio qu'm thude nay nhw thé nao: Noi kho, tranh anh séng, nhiét d¢ dudi 30°C.
13. Nhirng diu hi¢u va tri¢u chirng khi dung thude qua Ileu Cho dén nay chua thay ¢6 bdo cdo
vé qud liéu do bromhexin. Néu xay ra trudng hop qua liéu, can diéu tri triéu chirmg va hd trg.
14. Cin phai lam gi khi ding thude qua lidu khuyén cio: Trong truong hop qua liéu hogc tré em
udng nham thude, chuyen ngay bénh nhan dén trung tam Y té gin nhit va mang theo toa thudc nay.
15. Nhirng diéu cin than trong khi dung thube nay
Thong tin cho bac si tat ca tinh trang co thé trude khi sir dung thudc. Than trong sir dung thudce

trong céc truong hop sau:
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+ Dang sir dung céc thude ho khac.

+ Tién sir loét da day, t4 trang.

+ Bénh hen suyén.

+ Bénh ly gan, than.

+ Ngudi cao tudi hodc suy nhuoe, qué yéu khoéng c6 kha nang khac dom.

Do trong thanh phin c6 chita lactose nén khong nén sir dung cho bénh nhan khong dung nap
galactose, thiéu hyt lactase hodc kém hip thu glucose — galactose.

- Sir dung cho phu nir ¢6 thai va cho con bi: Khong khuyén céo dung bromhexin cho ngudi mang
thai va dang cho con bu.

- Téc dung ciia thude khi lii xe va vin hanh may moc: Khéng anh hudng khi 14i xe va van hanh
may moc.

16. Khi nao cin tham vén bac sy: Khi gap phai nhitng téc dung khong mong mudn khi sir dung
thude va khi dung qua liéu quy dinh. Néu can thém thonU tin xin hoi y kién bac st hoidc dugc si.

17. Han dung cia thube: 36 thang ké tir ngay san Xuét.

18. Tén, dia chi, biéu tugng (neu ¢6) ciia co sé sin xuit

San xudt tai: CONG TY CO PHAN DU ‘OC BECAMEX

Dia chi: Pudng NA6, KCN My Phudc 2, Bén Cat, Binh Duong

Pién thoai: 0274.3553326  Fax: 0274.3559899

19. Ngay xem xét sira doi, cip nhit lai noi dung HDSD thude

PHAN HUONG DAN SU DUNG THUOC CHO CANBO Y TE

1. Cic dic tinh dwoc Iy va co ché tic dung, dwoc dong hoc

Duge ly va co che tac dung: Bromhexin hydroclorid la chét diéu hoa va tiéu nhay dudng ho hip.

Do hoat hoa su tong hop sialomucin va pha v cac soi mucopolysaccharid acid nén thude lam dom
long hon va it quanh hon. Thudc lam long dom dé dang hon, lam cai thién chirc ning phoi.

Duwgc dong hoc:

- Hap thu: Bromhexin hydroclorid hip thu nhanh qua dudng tiéu hoa va bi chuyén hoa bude diu o
gan rat manh, nén sinh kha dung khi udng chi dat 20 - 25%. Thirc an lam tang sinh kha dung cua
bromhexin hydroclorid. Nong do dinh trong huyét tuong, ¢ ngudi tinh nguyén khoé¢ manh, dat duoc
sau khi udng, tir nira gio dén 1 gio.

- Phan b6: Bromhexin hydroclorid phan b rat rong rdi vao cac mo cua co thé. Thude lién két rét
manh (trén 95%) v&i protein ctia huyét twong. Khi tiém tinh mach thé tich phan bd cua thude 1a 7
lit’kg.

- Chuyén hoé: Bromhexin hydroclorid bj chuyén hoa chu yéu & gan. Pa phat hién duoc it nhét 10
chéit chuyén hod trong huyét twong, trong d6 ¢6 chit ambrosol la chat chuyén hod van con hoat tinh,

- Thai trir: Thoi gian ban thai cua thube khoang 6,5 gio, thoi gian ban thai cta thude ¢ pha cudi la
12 - 30 gio tuy theo timg ca thé, vi trong pha diu thudc phén b6 nhiéu vao cdc mod clia co thé.

Bromhexin qua dugc hang rao mau ndo va mot lugng nho qua dugc nhau thai va thai. Khoang 85-
90% liéu dung duoge thai trir qua nude tiéu, chi yéu la dudi dang cic chat chuyén hod, sau khi da
lién hgp véi acid sulfuric hodc acid glycuronic va mot lugng nho dugce thai trir nguyén dang.
Bromhexin duoc thai trir rit it qua phan, chi khoang dudi 4%.

2. Chi dinh, liéu lwong va cach dung, chdng chi dinh

Chi dinh

Réi loan tiét dich phé quan, nhét la trong viém phe quan (,dp tinh, dot cap tinh ctia viém phe quan man
tinh. Bromhexin thuong duoc ding nhu mét chat bo tro véi khang sinh trong nhiém khuan duong ho
hép kém theo tri¢u ching kho long dom.

Cach dung: Dung dudong uong Uong, chung véi nude.

Liéu lugng:

Khong dung bromhexin kéo dai qué 8 - 10 ngay khi chua coy kién cua thay thuoc

Ngudi I6n va tré em trén 10 tudi: Liéu khuyén cdo 8 mg/ lan, ngay 3 lan. Néu can co thé ting Ién 16
mg;’ lan, ngay 4 lan.

Chong chi dinh

Man cam véi bromhexin hogc bét cir thanh phén nao cuia thude.
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3. Than trong khi ding thude

Trong khi ding bromhexin can trédnh phdi hop véi céc thude ho vi ¢ nguy co r dong dom ¢ duomg ho
hap.

Bromhexin do tac dung lam ti€u dich nhay nén ¢co the gay huy hoai hang rao niém mac da day, vi viy,
khi dung cho ngudi bénh c6 tién str loét da day phai rét than trong. )

Cén than trong khi ding cho ngudi bénh hen vi bromhexin c6 thé gy co thét phé quan & mot sb
ngudi dé mén cam.

Su thanh thai bromhexin va cac chét chuyén hoa c6 thé bi giam & ngudi bénh bi suy gan hodc suy
than ning, nén can phai than trong va theo doi. )

Can than trong khi diing bromhexin cho ngudi cao tudi hodc suy nhugce, qua yéu, khong kha nang
khac dom c¢6 hiéu qua, do d6 cang ting & dom.

Do trong thanh phdn c6 chira lactose nén khong nén sir dung cho bénh nhan khong dung nap
galactose, thiéu hut lactase hoic kém hip thu glucose — galactose.

Sir dung cho phu nir ¢é thai va cho con bu

+ Thoi ky mang thai: Chua nghién ctu tic dung sinh qudi thai cua bromhexin ¢ dong vat thi
nghiém. Trén ngudi, cling chua co du tai liéu nghién ctu, vi vay khong khuyén cdo ding bromhexin
cho ngudi mang thai.

+ Thoi ky cho con bi: Chua biét rd bromhexin ¢é bai tiét vao sita me hay khong. Vi vay, khong
khuyén céo diing bromhexin cho phu nir nudi con bii. Néu cin dung thi tét nhit la khong cho con
ba.

Tic dung ciia thude khi lii xe va vin hanh may mée: Khong anh huong khi 1ai xe va van hanh
may moc.

4. Twong tic véi ciac thude khic, cic dang tuwong tic

Khong phdi hop voi thude lam giam tiét dich (giam ca dich tiét phé quan) nhu céc thude kiéu
atropin (hodc antlcholmcryc) vi lam giam tac dung cua bromhexin.

Khong ph01 hop véi cac thude chdng ho.

Dang phéi hop bromhexin véi cac khang sinh (amoxicilin, cefuroxim, erythromycin, doxycyclin)
lam ting ndng do khang sinh vao mo phdi va phé quan.

5. Tac dung khéng mong mudn ciia thude

It gap, 1/1000 <ADR< 1/100

+ Ti€u hoa: Dau da day, budn ndn, non, ia chay.

+ Than kinh: Nhirc ddu, chong mat, ra md hoi.

+ Da: Ban da, may day.

+ Ho hip: Nguy co i dich tiét phé quan & ngudi bénh khong c6 kha nang khac dom.
Hiém gap, ADR < 1/1000

+ Tiéu hoa: Khé miéng.

+ Gan: Tang enzym trasaminse AST, ALT.

+ Phu ngoai vi.

Hirémg dan cdch xir tri ADR:

Céc tai bién khac thuong nhe va qua khoéi trong qua trinh diéu tri (trir co that phé quan khi ding
thude cho ngudi bi hen suyén).

6. Qua lidu va cdch xir tri

Cho dén nay chua thdy c6 bdo cdo vé qua liéu do bromhexin. Néu xay ra trudong hop qué liéu, can
diéu tri triéu ching va hd tro.

7. Céc déu hiéu cin lru y va khuyén cio

Tong Giam Do —

TUQ.CUC TRUGNG
PTRUGNG PHONG



