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B CONG TY CO PHAN DUCC BECAMEX
Buding NA6 - KCN My Phudc 2 - Bén Cat - Binh Dudng
Becamex pharma  pan thoai: 0650. 355 3326  Fax: 0650. 355 9899

MAU NHAN CHAI BROMHEXIN
Chai 500 vién nén

Thitnh phin: 48i vién-nén chie: Bromhexin HCH8mg. T4 duge v.d. (Gip=wno) | Composition: Each tsblel contains: Bromhexing HCI 8mg. Exciplents g.s.

Cd dinh, chdng chi-gin, Iiéu Ing - céch diing & c4c thong in khdc: . Immmm-mmummm
Xorm 15 Inking dln 50 dong: . LW | storege: Dry place, protect from kght, temperature below-31°C.

Béo quén: Noi khd, trdnh dnh séng, nhiét 60 dudi 30°C. . H A ’ Specification: Manufachurer’s.

Tiéu chuén: TCCS: t ol el N Keep out af reach of children. Druga for the hospital

Bé xa thm tay tré em. Thudc ding cho biah vige Bromhexin HCI 8mg Read the leaflet caretully before use.

Boc k§ hung dén sl dyng trddc khi dilng. SOK (Rag. No,)
"Chai 500 vién nén 5610 <20 xull (Batch Mo
-cOma-TY-Gi-PHAN DUIC BECAMEX ‘Bottie of 500 tablets “Nghy 2wl (Mig: Date):
Becamer pharms  DUONG NAG, KON My Phuftlc 2, Béin Cit, Blnh Duting Hgn ding. (Exp, Date) ¢

KICH THUGC: 170 x 32 mm
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B CONG TY cO PHAN DUJC BECAMEX

Dudng NAG - KCN My Phuéc 2 - Bén Cét - Binh Dudng
Becamexpharma  pjan, thoai: 0650. 355 3326  Fax: 0650. 355 9899

MAU NHAN Vi BROMHEXIN
Vi 20 vién nén
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B CONG TY CO PHAN DUQJC BECAMEX

Pudtng NAB - KCN. My Phuéc 2 - Bén Cat - Binh. Dudng

Becamex pharma  pian thoai: 0650. 355 3326 Fax: 0650. 355 9899

MAU NHAN HOP BROMHEXIN
Hop 3 vi x 20 vién nén

Hip 60 vién nén (Hip 3 vi x 20 vién)
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‘Box of 200 tablets (Box of 10 blisters x 20 tableis)
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CONG TY ¢O PHAN DUQ'C BECAMEX
B Dudng NAG - KCN M§ Phuére 2 - Bén Cat - Binh Durong
DT: 0650 3553 326 Fax: 0650 3559 899
Website: www.becamexpharma.com.vn

MAU NHAN GOC HOP BROMHEXIN
Hop 50 vi x 20 vién nén
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BROMHEXIN

Bromhexin HCY Bmg
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BROMHEXIN

Bromhexin HCI 8mg

THANH PHAN: Méi vign nén chita; Hop 50 vi x 20 vién nén

Bromhexin HCI .........ccoveieeenna 3mg
Ta duge via dii 1 vién, N
CHI BINH, CHONG CHI BINH, LIEU LUDNG - CACH DUNG & CAC THONG TIN KHAC:

Xem td hudng dén s dyng.
BAD QUAN: Noi kha, nhiét dé dudl 30°C, tranh 4nh séng.
DE XA TAM TAY TRE EM TIEU CHUAN: TCCS
THUOC DUNG CHO BENH VIEN SBK
DOC K¥ HUGNG DAN SU DUNG TRUGE KHI DUNG S6 16 SX :
" . Ngay SX :
Lol o Han ding:

Kich thudc nhan that (110 x 70 (mm))
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B CONG TY €O PHAN DUQC BECAMEX
‘Pudng NAG - KCN-My Phudc 2 - BEn Cat - Binh Dudng
Becamex pharma Ppién thoai: 0650. 355 3326 Fax: 0650. 355 9899

MAU NHAN Vi BROMHEXIN
Vi 10 vién nén
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HUGNG DAN SU DUNG THUOC
BROMHEXIN

PHAN HUONG DAN SU DUNG THUOC CHO NGU'OI BENH

1. Tén san phim: BROMHEXIN

2, Céc cau khuyég cdo ) .

“Poc ky huong dan su dung triede khi dung”, “Dé xa tam tay trée em”, “Thong bdo cho bdc st nhitng
tdc dung khong mong muon gdp phdi khi sir dung thuoc”.

3. Thanh phan cia thude

Hoat chit: Bromhexin hydroclorid 8 mg.

T4 duoe: Lactose, tinh bot sén, PVP K30, natri starch glycolat, talc, magnesi stearat, colloidal silicon
dioxid vira du 1 vién

4. M6 ta san pham: Vién nén tron mau trdng, hai mit tron, mit vién bong, canh lanh lan.

5. Quy cach déng géi: Hop 3 vi x 20 vién, hdp 10 vi x 20 vién, h¢p 50 vi x 20 vién, hdp 3 vi x 10
vién, hop 10 vi x 10 vién, chai 200 vién, chai 500 vién.

6. Thude dung cho bénh gi

Réi loan tiét dich phc quan, nhét 12 trong viém phé quan cip tinh, dot cdp tinh ctia viém phé quan man
tinh. Diing trong nhiém khuén dub'ng hé hﬁp kém theo triéu chimg khé long dom.

7. Nén diing thude nay nhw thé nao va liéu lugng

Cdch dimg: Ding dudng ubng. Udng chung véi nudc.

Liéu leong:

Khéng ding bromhexin kéo dai qua 8 - 10 ngay khi chwa c6 y kién cua thiy thuée.

Khéng duoc ding thude nay & tré em dudi 10 tudi.

Ngum I6m va tré em trén 10 tudi: Lidu khuyén cdo 8 mg/ lan, ngay 3 14n. Néu can c6 thé ting |én 14
mg/ lan, ngay 4 lan.

8. Khi nao khong nén dung thudc nay

Man cam véi bromhexin hogc bét ctr thanh phdn nao cua thude.

9. Tdc dung khéng mong muédn

Nhu céc thube khéc, bromhexin cé thé gdy ra céc tac dung khong mong mudn & mot s& bénh nhén.
Néu gaip bit ky vén dé nao sau day nén lién hé vdi béc si ngay lap tirc:

+ Da: D6 da, phat ban, may day

+ Tiéu hoa: Pau da day, budn ndn, ndn, ia chay, kh6 miéng.

+ Thén kinh: Nhirc dau chong mat, ra md hoéi.

+ Ho hip: U dich tiét phé quan & ngudi khong cé kha niang khac dom.

+ Gan: Tang men gan.

+ Phl ngoai vi.

Thong bdo cho bdc st nhitng tic dung khéng mong muén gp phdi khi sit dung thudc.

10. Nén tranh dung nhitng thudc hoiic thye phim gi khl dang sir dung thude nay

Bromhexin cé thé tuong téc vai cac thude hogc thyc pham khéc, vi vay can thdng béo cho bac s tht
ca nhitng thube dang dung hofc dé sir dung gan day, dic biét la cac thube, thye phim sau:

+ Thudc lam giam tiét dich nhu céc thude kiéu atropin (hodc anticholinergic).

+ Thude tri ho.

+ Khang sinh: Amoxicilin, cefuroxim, erythromycin, doxycyclin.

11. Can lam gl khi m{t lﬁn quén khéng ding thude: Uﬁng ngay | liéu khi ban nhd ra minh da
quén uong thuée. Nhung néu thoi gian nhé ra gan liéu ké tiép thi bo lidu da quén va udng nhu theo
thoi glan quy dinh. Khong dugc udng gép déi liéu trong trudng hop quén dung thube.

12. Cin bio quin thu6e niy nhw thé nao: Noi khd, tranh dnh séng, nhiét dé dudi 30°C.

13. Nhirng déu hiéu va tri¢u chirng khi dung thude qus liéu

Cho dén nay chua thdy c¢6 bao céo vé qué lidu do bromhexin. Néu xdy ra trudng hop qué lidu, cin
didu tri triéu chirng va hd tro.

14. Cin phai lam gi khi dung thudc qui liéu khuyén cio

Trong trucmg hop qué liéu hoac tré em ubng nhdm thude, chuyén ngay bénh nhan dén trung tim Y té

gén nhét va mang theo toa thudc nay.
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15. Nhimg diéu cin thin trong khi ding thube nay

Théng tin cho bac si tit ca tinh trang co thé trudc khi sir dung thude. Than trong sir dung thuoc trong
céc trudng hop sau:

+ Pang sir dung c4c thude ho khéc.

+ Tién sir loét da day, t4 trang.

+ Bénh hen suyén.

+ Bénh Iy gan, than.

+ Ngudi cao tudi hodic suy nhuoc, qua yéu khong cd kha ning khac dom.

Do trong thanh phan cé chira lactose nén khéng nén si dung cho bénh nhan khéng dung nap
galactose, thiéu hut lactase hoic kém hfip thu glucose — galactose.

- Sir dung cho phu nit ¢é thai va cho con bii: Khong khuyén cdo diing bromhexin cho ngudi mang
thai va dang cho con ba.

- Téhc dung cia thude khi lai xe va vin hanh may méc: Khong anh hudng khi i xe va van hanh
may méc.

16. Khi nao cin tham vin bac sy: Khi gap phai nhitng téc dung khéng mong mudn khi sir dung
thudc va khi diing qua Iléu quy dinh. Néu can thém thong tin Xin hoi y kién bac s hogic dugc si.

17. Han ding cia thude: 36 thang ké tir ngay san xuét.

18. Tén, dia chi, biéu tugng (neu c6) clia co' s& san xudt '

San xudt tai: CONG TY CO PHAN DUQC BECAMEX

Dia chi: Pudng NA6, KCN M§ Phudc 2, Bén Cét, Binh Duong

Di¢n thogi: 0650.3553326  Fax: 0650.3559899

19. Ngay xem xét sira dm, ciip nhat 1ai ndi dung HDSD thube

PHAN HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. Céc @ic tinh dwge Iy va co ché tic dung, dwge dong hoe

Dugec Iy va co ché tac dung: Bromhexin hydmc!ond la chét didu hoa va tiéu nhdy dudmg hd hép. Do
hoat hod su téng hop sialomucin va pha v céc soi mucopolysaccharid acid nén thudc 1am dém long
hon va it quanh hon. Thuée lam long dom d& dang hon, lam céi thién chirc ning phi.

Duge dong hoc:

- Hap thu: Bromhexin hydroclorid hip thu nhanh qua dudng ti€u hoa va bj chuyén hod budc dau &
gan rit manh, nén sinh kha dung khi uéng chi dat 20 - 25%. Thérc 4n 1am ting sinh kha dyng cua
bromhexm hydroclond Nong d6 dinh trong huyét twong, & ngudi tinh nguyén khoé manh, dat dugc
sau khi udng, tir nira gior dén 1 gio.

- Phan b6: Bromhexin hydroclorid phin bd rit rong rdi vao cic md cua co thé. Thude lién két rét
manh (trén 95%) vdi protein ciia huyét twong. Khi tiém tinh mach thé tich phan bd cua thuée la 7
lit’kg.

- Chuyen hod: Bromhexin hydroclorid bi chuyén hoa chu yéu & gan. ba phat hlcn duoc it nhat 10
chat chuyen hod trong huyét tuong, trong dé c6 chét ambrosol la chat chuyén hoa van con hoat tinh.

- Thai trir: Thai gian ban thai cia thube khoang 6,5 gio, thoi gian bén thai cia thude & pha cudi la 12
- 30 git tuy theo tiing cd thé, vi trong pha diu thube phin b& nhiéu vao cic mé cia co thé.
Bromhexin qua dugc hang rdo mau ndo va mgt lugng nhé qua duoc nhau thai va thai. Khoang 85-
90% liéu ding dugc thai trir qua nude tiéu, chi yéu 1a dudi dang cac chit chuyén hoa, sau khi da lién
hop v6i acid sulfuric hodc acid glycuronic va mét lugng nhé duge thai trir nguyén dang. Bromhexin
dugc thai trir rat it qua phan, chi khoang dudi 4%.

2. Chi dinh, liéu lwgng va cich ding, chdng chi dinh

Chi dinh

Réi loan tiét dich phé quan, nhét 12 trong viém phe quan cap tinh, dot cip tinh ciia viém phé quan man
tinh. Bromhexin thudng dugc dung nhu mdt chit bé tro véi khang sinh trong nhiém khuén dudng hd hép
kém theo tri¢u chimg khé long dom.

Cach dung: Diing dudng uéng. Udng chung véi nudc.

Liéu lrgng:

Khéng dung bromhexin kéo dai qud 8 - 10 ngay khi chua 6 y kién cua thiy thudc.

Ngudi 16n va tré em trén 10 tudi: Liéu khuyén cdo 8 mg/ 4n, ngay 3 I4n. Néu cin c6 thé ting 1&n 16
mg/ lan, ngay 4 lan.

Chong chi djnh: Man cam voi bromhexin hodc bt cir thanh phin nao cua thude.
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3. Thin trong khi ding thube

Tg)ng khi ding bromhexin can trdnh phéi hop véi céc thudc ho vi ¢é nguy co «r dong dom & dudng hd
hap

Bromhexin do tic dung lam tléu dich nhdy, nén ¢ thé gay huy hoai hang rao niém mac da day, vi vy,
khi dung cho ngudi bénh cé tién sir loét da day phai rit than trong.

Cén thén trong khi diing cho ngudi bénh hen vi bromhexin ¢6 thé gay co thit phé quan & mot sb
ngudi dé mén cam. )

Su thanh thai bromhexin va céc chét chuyén hod ¢6 thé bj giam & ngudi bénh bj suy gan hoic suy
thdn ndng, nén cén phai than trong va theo dai.

Cén thén trong khi ding bromhexin cho ngudi cao tudi hoc suy nhugc, qua ycu khdong kha nang
khac dodm c6 hiéu qua, do d6 cang tang it dom.

Do trong thanh phan c¢é chira lactose nén khong nén sir dung cho bénh nhdn khéng dung nap
galactose, thiéu hyt lactase hoiic kém hép thu glucose — galactose.

Sir dung cho phu nir ¢6 thai va cho con bi

+ Thoi ky mang thai: Chua nghién ctu tic dung sinh quéi thai clia bromhexin & dong vét thi
nghiém. Trén ngudi, ciing chua c6 du tai liéu nghién ci, vi vay khéng khuyén céo diing bromhexin cho
ngudi mang thai.

+ Thoi kv cho con bu: Chua biét rd bromhexin c6 bai tiét vao sita me hay khong. Vi vay, khong
khuyén céo diing bromhexin cho phu nir nudi con bi. Néu can ding thi tét nhit 1a khong cho con bu.
Tac dung ciia thudc khi l4i xe va vin hanh may moéc: Khong anh hudng khi l4i xe va van hanh
may mdc.

4. Twong tic vi cic thyﬁc Khic, cic dang twong tic )

Khong phdi hop v6i thude 1am giam tiét dich (giam ca dich tiét phé quan) nhu céc thude kiéu atropin
(hodc anticholinergic) vi lam giam tac dung ctia bromhexin.

Khoéng phm hop véi cdc thude chdng ho.

Duing phcn hop bromhexin voi cdc khang sinh (amoxicilin, cefuroxim, erythromycin, doxycyclin)
lam ting ndng d khang sinh vao md phdi va phé quan.

5. Tdc dung khéng mong muén cia thube

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

+ Tiéu hoa: Pau da day, budn non, nén, |a chay.

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

+ Da: Ban da, may day.

+ H6 hép: Nguy co it dich tiét phé quan & nguoi bénh khéng c6 kha ndng khac dom. :,,)\/

Hiém gip, ADR < 1/1000

+ Ti€u hod: Kho miéng.

+ Gan: Tang enzym trasaminse AST, ALT.

+ Phli ngoai vi.

Hiréng ddn cdch xir tri ADR:

C4c tai bién khdc thudng nhe va qua khoi trong qué trinh diéu tri (trir co thét phé quan khi diing
thudc cho ngudi bi hen suyén). .
6. Qui lidu va cdch xir tri

Cho dén nay chua thiy c6 béo céo vé qué liéu do bromhexin. Néu xdy ra trudng hop qua lidu, cin
diéu tri triéu chung va hd tro.

7. Cédc ddu hiéu can lwu y va khuyén cdo

TU CcucC TRUONG
pTRUdNG PHONG
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