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MAU HOP VIEN NEN BROMHEXIN 4mg
Kich thudgc thuc: 10,5 cm x 4,5cm x 4,2 cm
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CONG THUC:
o Bromhexin HCl ........cccovevininnnen 4mg
Ta dugc vifa dl .......coceveeeeneenen. 1 vién

CHI BINH; CHONG CHi BINH; LIEU LUYNG VA CACH DUNG;
CAC THONG TIN KHAC: Xin doc trong t& huéng dan sl dyng.
BAO QUAN: D8 & ngi khé mat,nhiét dd dudi 30°C, tranh dnh sang.

BE XA TA:\M TAY CUA TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

Tiéu chuén: TCCS SBK/Reg No: /

Box of 10 blisters x 20 tablets .
)
Bromhexin

4Bromhexme HCI
D) PHARMACEUTICAL JOINT STOCK COMPANY OF 32 %

B 601 Cach Mang Thang Tam, Ward 15, Dist.10, HCMC, VN
| Produced at the GMP - WHO factory No.930 C2, Road C, Cat Lai Industrial Zone, Area I}, Thanh My Loi Ward, Dist 2, HCMC, Viet Nam

48 rtmna

Bromhexin

/ COMPOSITIONS:
Bromhexine HCI ..........cccccunennnnne 4mg

Excipients g8 .........cccoeuiniiins 1 tablet
INDICATIONS; CONTRAINDICATIONS; DOSAGE &
ADMINISTRATION; OTHER INFORMATION:
Read carefully the enclosed leaflet.
STORAGE: In dry, cool place, at the temperature below 30°C,
protect from light.
KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE INSTRUCTIONS BEFORE USE /_’_,_J

Specification of the manufacturer. /
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Bromhexin

43 mmna

MAU HOP VIEN NEN BROMHEXIN 4mg
Kich thudc thuc: 10,5cm x 4,5cm x 1,5 cm

/

H@p 2 vi x 20 vién nén

Bromhexin

4Bromhexm HCI

SBbK:
Tiéu chudn: TCCS

@:.j CONG TY CO PHAN DUQC PHAM 312

AR A 801 Cdch Mang Thang Tém, P.15, Q.10, TP. HCM

Sén xuét tai Nha mdy GMP - WHO S6 930 C2, duding C, KCN Cét Li, Cym I, P. Thanh My Lgi, Q.2, TP. HCM
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CONG THUC: Bromhexin HCI 4amg

T4 duge VA AU ... 1 vién o€ XA TAM TAY CUA TRE EM
CHI BINH; CHONG CHi BINH, LIEU LUGNG VA CACH DUNG, BOC K¥ HUGNG DAN SU DUNG
CAC THONG TIN KHAC: Xin doc trong t& hudng dén s dung. TRUGC KHI DUNG

BAO QUAN: D& & nai khd mdt, nhigt 49 dudi 30°C, trdnh &nh séng.

Hop 2 vix 20 vién nén

Bromhexin

4Bromhex|n HCI

@ﬁ CONG TY CO PHAN DUGC PHAM 372
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MAU Vi BROMHEXIN 4mg XIN LUU HANH

Kich thudc thuc : 10,0 cm x 4,0 cm
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MAU TO HUGNG DAN SU DUNG VIEN NEN BROMHEXIN 4 mg

HUGONG DAN SU DUNG THUSC CHO CAN BO Y TE

1. TEN THUGC: BROMHEXIN 4 mg

2. THANH PHAN, HAM LUGNG: cho 1viénnén.

Bromhexin hydroclorid 4mg

T4 dugc: Lactose monohydrat, Tinh bdt ngd, Microcrystallin cellulose 101,
Magnesi stearat.

3.DANG BAOCHE: Vignnén

4.CAC BAC TINH DUGC LYC HQC, DUGC DONG HQC:

DUGQCLYCHOQC

Nh6ém dugce ly: Thudc long dm

M4 ATC: Bromhexin: ROSCB02

Bromhexin hydroclorid 1a chdt c6 tdc dung long ddm. Do hoat héa tdng hgp
sialomucin va phd v3 céac sgi acid mucopolysaccharid nén thudc lam ddm
16ng hon va it quanh han, gitip ddm tit ph& quan thoat ra ngoai ¢é hiéu qua.
DUGC BDONG HOC

Hép thu

Bromhexin dugc h&p thu nhanh va hodn toan qua dudng tiéu héa.

Sinh kha dung tuyét d8i khoang 22,2 + 8,5% d6i v8ivién nénva 26,8 + 13,1%
d8ivéidungdich.

Dung thuSc chung véi thic &n Iam ting néng dd bromhexin trong huyé&t
tuong.

Phén b6

Sau khi tiém tinh mach, thé tich phan b8 trung binh (Vss) clia bromhexin la
1209 + 206 L. Sau khi tiém tinh mach va dung dudng udng, néng dd tai md
phéisau 2 gid ding thudc: néng dd tai mé phé quan-phdicao hon 1,5-4,5 l&n
va tai nhu mé phdi cao hon khodng 2,4-5,9 I4n so véi néng d6 trong huyét
tuong.

95% bromhexin dang khéng ddi lién két véi protein huyét tuang (lién két
khénghanché)

Chuyén héa

Chuyén héa l1&n d4u khodng 75-80%.

Bromhexin chuyén héa gén nhu hoan toan thanh cdc chdt chuyén héa
hydroxy da dang va thanh acid dibromanthranilic. T4t ca c4c chdt chuyén
héa va bén than bromhexin hdu hét lién hgp dudi dang N-glucuronid va O-
glucuronid. Knhdng ¢6 béng chiting cho th&y cé sy thay d8i vé phudng thic
chuyén héa do sulfonamid, oxytetracycline hodc erythromycin. Tuong tac
tuong ing do cd ch&tclia CYP 450 2C9 hodc 3A4 khdng thé xay ra.

Théi tr

D thanh thai clia bromhexin ti 843-1073 mL/ phit (hé s8 bién thién (CV) >
30% trén cling mdtca thé).

Sau khi udng liéu tir 8 d8n 32 mg, dugc ddng hoc clia bromhexin 14 tuyén
tinh. Sau khi ding bromhexin ¢6 dédnh d&u phéng xa, khoang 97,4 + 1,9%
liéu dugc tim thay trong nudc tiéu, v8i dang hoat ch&t géc duéi 1%.

Sau khi ugng don liéu tu 8 d&n 32 mg, thdi gian ban thai cudi dao ddng trong
khoang 6,6 dén 31,4 gi¢. Khdng cé sy tich Ity khi dung da liéu (hé sé tich Idy
1a1.1).

Céc dditugng dic biét

Dugc ddng hoc clia bromhexin chua dugc nghién ciu & ngudi cao tui, ngusi
suy gan, suy than.

5.QUY CACHBDONG GOI: Hop 10 vIx 20 vién nénva hdp 2 vix 20 vién nén
6.CHIDINH, LIEUDUNG - CACH DUNG, CHONG CHIBINH:

CHIBINH

R&iloan ti€t dich ph& quan, nhAtIa trong viém phé& quan cép tinh, dgtc&p tinh
ctiaviém phé quan mantinh.

LIEUDUNG VA CACHDUNG

Céch dung: dudng udng

Liéudung:

-Ngugil6n va tré em trén 12 tudi: 8 —16 mg x 3 I4n/ngay.

-Tré emtir 6 - 12 tudi: 4 mg x 314n/ngay.

-Tré nhd 2-6tudi: 4 mgx 2 14n/ngay

Thdigian diéu trj khdng dugc vugt qua 5 ngdy ma khéng cé tuvany té.
CHONG CHIBINH

M&n cdm véi bromhexin ho#ic v6i mdttrong cdc thanh ph’én cliathuéc
7.CAC TRUGNG HGP THAN TRONG KHIDUNG THUOC:

Céc trudng hgp phan (ing da nghiém trong hi€ém gép nhu héng ban da dang,
héi chiing Stevens-Johnson / hoai tif biu bl nhi@m ddc va hdi ching ngoai
ban myn mi todn than c4p tinh (AGEP) khi dung bromhexin da dugc bao
c40. N&u c6 d&u hiéu hoac triéu chiing phat ban da ti€n trién (d6i khi két hgp
véi nSt phéng nudc hodc tdn thuong niém mac) nén ngung thudc ngay va
tham khaoy ki€nbéc si.

Bromhexin k&t tlia trong dung dich ¢6 pH > 6. Khdng nén hda tan thudc trong
cdc dungdich nay.

Khéng nén dung két hgp thudc tiéu nhdy véi thuSc 1am khd ch4t tit. Trong
khi dung bromhexin cén trdnh ph&i hgp véi thuc ho vi c6 nguy cd & dong
ddm & dudng hd hap.

Bromhexin, do tdc dung Iam tiéu dich nhdy, nén c6 thé gay huy hoai hang
rao niém mac da day; vi vay, khi ding cho ngudi bénh cé tién st loét da day
phairétthantrong.

Cénthan trong khi ding cho ngudi bénh hen, vl bromhexin c6 thé gay co thit
phé& quan & mdtsé ngudidé mancam.

Sy thanh thai bromhexin va céc chdt chuyén héa cé thé bjgidm & ngudibénh
bj suy gan ho#c suy th&n nding, nén cdn phaithan trong va theo doi.

Cén than trong khi diing bromhexin cho ngudi cao tudi hosc suy nhugc qua yéu,
tré em vi khdng c6 kha niing khac ddm c6 hi¢u qua do d6 cang ting i ddm.

Luu y: thanh phén thuBc ¢6 chira ta dugc lactose do d6 ngudi bénh méc cac
r8i loan di truyén hiém gap vé dung nap galactose, chiing thi§u hyt Lapp
lactase ho#c r6i loan hép thu glucose-galactose khdng nén st dung thudc
nay.

Thdi ky mang thai: nghién cttu trén dong vat khdng cho thy tac hai téi phat
trién phai thai. D liéu st dung bromhexin cho phu nit mang thai con gigi
han. Nén than trong biing cdch trdnh sif dung bromhexin trong thdi ky mang
thai.

Thoi ky cho con bu: con chua bigt bromhexin c6 bai tiét vao siia me khong.
Vivay, khéng khuyén céo ding bromhexin cho phy nit dang cho con bu. N&u
cén dung thl t&t nh&tIa khéng cho con bu.

Anh hudng Ién khé ndng I4] xe va vén hanh may mdc: cin than trong khi l4i
xe va van hanh may méc néu xay cac téc dung phu nhu nhiic ddu, chéng mat.
8. TUGNG TAC CUA THUGC VOI CAC THUSC KHAC VA CAC LOAI
TUONG TAC KHAC:

Khéng phéi hop véi thudc lam gidm tiét dich (gidm ca dich tiét khi ph& quan)
nhu céc thudc kidu atropin (hodc anticholinergic) vi lam giam tac dung clia
bromhexin. 1
Khéng phéi hgp vdicac thudc chéng ho.

Dung ph8i hgp bromhexin véi khang sinh (amoxicilin,( c&furosim,
erythromycin, doxycyclin) lam ting néng d6 khéng sinh vao mé ph8iva ph&
quan.

9. TAC DUNG KHONG MONG MUGN CUA THUGC:

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

Tiéu héa: Pau vang thugng vj, buén ndn, nén, tiéu chay.

Thén kinh: Nhic ddu, chéng mat, ramé héi.

Da: Banda, may day.

H6 hdp: Nguy cd it dich tiét phé& quan & ngudi bénh khéng cé kha nang khac
dém.

Hiém gdp, ADR < 1/1 000

Tiéuhda: Khd miéng.

Gan: Tang enzym transaminase AST, ALT.

Khéc: C6 nguy cd xdy ra phan ung da nghiém trong (SCAR) bao gém: héng
ban da dang va h@i chitng Stevens — Johnson. Nén ngung thu8c ngay 1ap tic
néu ngudibénh cé nhitng triéu chiing clia phdn ng da nghiém trong nay.
Huéng ddn cach xU trf ADR: Cdc ADR thudng nhe va qua khditrong qué trinh
diéu trj (trt co thit ph& quan khi dung thudc cho ngudi bj hen suy&n).
10.QUA LIEU VA XU TRi:

Cho dén nay, chua thdy c6 bao cdo vé qué liéu do bromhexin. N&u xay ra
trudng hop qué liéu, can diéu tritriéu chiing va hd trg.

11.CAC DAUHIEUCANLUU Y VA KHUYEN CAO:

Chuacé théng tin

12. PIEUKIEN BAO QUAN VA HAN DUNG CUA THUGC:

Bao quan: noi khd mat, nhiétdd duéi 30°C, tranh &nh sang.

Han dung: 36 thang ké tir ngay san xu4t

13. TEN VA BJA CHI CUA CO SG SAN XUAT:

CONG TY cO PHAN DUGC PHAM 3/2
w501 Céch Mang Thang Tam, Quén 10, TP.HCM

Sén xu4t tai: Nha may GMP - WHO s6 930 C2, dudng C, KCN Cét Léi,
Cuym Il, P. Thanh My Lgi, Quan 2, TP.HCM

Dién thoai: 39700025 - 37422612 * Fax: 39700182

Email: duocpham32 @ft-pharma.com * Website: www.ft-pharma.com

14.NGAY XEM XET SUA BOI, CAP NHAT LAI NQI DUNG HUGNG DAN SU
DUYNG THUOC:
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MAU TO HUGNG DAN SU DUNG VIEN NEN BROMHEXIN 4 mg

HUGNG DAN SU DUNG THUBC CHO NGUSI BENH

BROMHEXIN 4 mg

Dé& xa tdm tay tré em
Boc ky huéng dén sir dyng trudc khi dung
Théng bdo ngay cho bac sT hodc dugc si nhiing tac dung khdng mong mudn gap phai khi st dung thudc

1. THANH PHAN, HAM LUQNG: cho 1 vién nén.

Bromhexin hydroclorid ...........c.coecuirieieeieneeneeennennninnns 4mg

T4 dugc: Lactose monohydrat, Tinh b6t ng, Microcrystallin cellulose
101, Magnesi stearat.

2.MO TA SAN PHAM:

Dangbaoché: Vién nén

Hinh thitc dang bao ché: Vién nén hinh try tron, mau tring, métmatcé
kh3choavanva & gitia c6 s6 4, mét mit tran.

3.QUY CACH PONG GOI:

Hop 10 vix 20 vién nénva hdp 2 vix 20 vién nén

4.THUGC DUNG CHO BENH:

R&i loan tigt dich phé quén, nhat 1 trong viém phé quan cdp tinh, dgt
cdp tinh ca viém phé& quan man tinh.

5.NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUQNG:
Céchdung:dudng uéng

Liéudung:

-Ngudilénva tré emtrén 12 tui: 8-16 mg x 3 1&n/ngay.

-Tré em tir 6 — 12 tudi: 4 mg x 314n/ngay.

-Tré nhd 2-6 tudi: 4 mg x 2 14n/ngay

Thdi gian diéu trj khdng dugc vugtqua 5 ngay ma khong c6 tuvan y té.
Né&u bénh khdng cai thién sau 5 ngay diéu trj hodc néu céc triéu chitng
x&u di, cdntham kho y kién bac si.

6. KHINAO KHONG NEN DUNG THUOC NAY:

M&n cam vdibromhexin ho&c véi mgttrong cac thanh phan clia thubc.
7.TAC DUNG KHONG MONG MUON:

itgap, 1/1 000 <ADR < 1/100

Tiéu héa: Dau viing thugng vj, budn ndn, ndn, tiéu chdy.

Than kinh: Nhitc ddu, chéng mit, ramé hoi.

Da:Banda, may day.

Hb hap: Nguy cd it dich tiét ph& quén & ngudi bénh khang c6 kha ning
khac dom.

Hiém gép, ADR < 1/1 000

Tiéu hda: Khé miéng.

Gan: Tang enzym transaminase AST, ALT.

Khéc: C6 nguy cd xay ra phan ung da nghiém trong (SCAR) bao gém:
héng ban da dang va hi ching Stevens — Johnson, Né&n ngitng thuéc
ngay 1ap tic néu ngudi bénh cé nhiing triéu ching ciia phan ung da
nghiém trong nay.

8. NEN TRANH DUNG NHUNG THUOC HOAC THYC PHI‘{M Gl KHI
DANG SUDYNG THUGC NAY:

Khong phdi hgp véi thudc lam gidm tiét dich (gidm ca dich ti&t khi phé
quan) nhu c4c thudc kiu atropin (hoZc anticholinergic) vi lam gidm tac
dung clia bromhexin.

Khéng phéi hgp véicac thude chéng ho.

Dung phgi hgp bromhexin v6i khdng sinh (amoxicilin, cefuroxim,
erythromycin, doxycyclin) lam tdng ndng dé khang sinh vado mé phdi
va phé quan.

Théng bdo cho bdc sThodc dugc si biét cac thudc ngudi bénh dang st
dyng trudc khi dung bromhexin. i
9.CANLAM GI KHIMOT LAN QUEN KHONG DUNG THUSC:

Dung li€u d6 ngay khinhd ra. B qua liéu da quén néu né gdn thai gian
choliéutiép theo. Khéng nén dung thuéc thém dé bu cho lidu da quén.
10. CAN BAO QUAN THUGC NAY NHU THE NAO:

Noi khé m4t, nhiétdé dudi30°C, trdnh 4nh séng.

11é NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA
LIEU:

Cho dén nay, chua thdy cé bao c4ové qué liéu do bromhexin.

12. CAN PHAI LAM GI KHI DUNG THUSC QUA LIEUKHUYEN CAO:
Théng bao cho bac st hoic dugc sibist néu ngudi bénh dung thudc
qué liéu khuyén céo.

N&u xdy ra trudng hgp qud liu, can diéu tritridu chitngva hé trg.
13.NHUNG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:

Cdc trudng hgp phdn (ng da nghiém trong hiém gdp nhu héng ban da
dang, hdi ching Stevens-Johnson / hoai t&f biéu bl nhi&m ddc va hoi
ching ngoai ban myn mi toan than cdp tinh (AGEP) khi dung
bromhexin da dugc bdo cdo. N&u c6 ddu hiéu hoc triéu ching phat
ban da tién trién (d6i khi k&t hgp véi n6t phéng nudc hoc tén thuong
niém mac) nén ngung thudc ngay va tham khao y kiénb4cssT.
Bromhexin kéttlia trong dung dich c6 pH > 6. Khng nén hda tan thudc
trong cdc dung dich nay.

Khéng nén dung k&t hgp thuéc tiéu nhdy véi thudc lam khé ch&t tiét,
Trong khi diing bromhexin cdn trdnh ph&i hgp véi thudc ho vi c6 nguy
cd i dong d3m & dudng ho hap.

Bromhexin, do tic dung lam tiéu dich nhdy, nén cé thé dy huy hoai
hang rao niém mac da day; vl vay, ngudi bénh c6 ti loét da day
phairdtthan trong khi ding thudc.

Ngudi bénh hen can than trong khi dung bromhexin} vi bfomhexin ¢c6
thé gy co thdtphé quan & motss ngudidé man cam.

Sl dung thuéc than trong & ngudi bénh bj suy gan hoic suy than n3ng,
ngudicao tudi hodc suy nhugc qua y&u, trd em.

Luu y: thanh phén thubc cé chia ta dugc lactose do d6 ngudi bénh
mdc céc r8i loan di truyén hiém gap vé dung nap galactose, ching
thi€u hyt Lapp lactase hodc r8i loan hap thu glucose-galactose khéng
nén st dung thuéc nay.

Thoi ky mang thai:nghién ciu trén déng vat khéng cho thdy tac hai t6i
phat trién phdi thai. Nén than trong bdng céch tranh s dung
bromhexin trong thdi ky mang thai. C4n théng bdo cho bac si hoic
dugc sTbiétnéu ngudibénh dang mang thai.

Thoi ky cho con bu: con chua biét bromhexin cé bai tiét vao sita me
khéng. Vi vay, khéng khuyén cdo dung bromhexin cho phy nit dang
choconbu. N&u can dung thit&tnhatla khéng cho con ba.

Anh hudng Ién khé nang I4i xe va vén hanh mady méc: cn than trong
khi l4i xe va van hanh may méc néu xdy céc tac dung phy nhu nhdc
ddu, chéng mat.

14. KHINAO CAN THAM VAN BAC ST, DUQC ST: Khibénhigaing hon.
Né&u cdn thém théng tin xin hdiy kién bac sy hodc dugc s &
15. HAN DUNG: 36 thang k& ti ngay s&n xuat.

16. TEN VA BJA CHI CUA CO SG SAN XUAT: o

~ 2 ~ '~
CONG TY CO PHAN DUQC PHAM 3/2
e Lnmagi 601 Cach Mang Thang Tam, Quan 10, TP.HCM
San xu4t tai: Nha may GMP - WHO s6 930 C2, dudng C, KCN Cat Lai,
Cum ll, P. Thanh My Lgi, Quan 2, TP.HCM
Dién thoai: 39700025 - 37422612 % Fax: 39700182
Email: duocpham32 @ft-pharma.com * Website: www.ft-pharma.com

17. NGAY XEM XET SUA D8I, CAP NHAT LAI NOI DUNG HUGNG
DAN SUDYNG THUGC:

PTRUGNG PHONG

Ng 9,théng 08 nam 2017
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