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CONG MGH‘E CAO

DL XA TAM TAY CUATRE EM

POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
3. Thanh phin cdng thire thude

Mébi 5ml dung dich uéng chiva:

Bromhexin hydroclorid .........oooovviiiiiiiiii 4,0 mg
Ta duwge: Glycerin, sorbitol 70%, dudng tréng, natri benzoat, acid tartaric, acesulfam K,
NaCMC, huong dau, ponceau 4R, nude tinh khiét................... viradi.....oooeevnnnn. Sml

4. Dang bio ché:

Dung dich trong, mau dé, vi ngot, huong dau.

5. Chi dinh:

Lam lodng dom trong céc bénh phé quan phdi cdp va man tinh c6 kém theo sy tiét chat nhay
bét thudng va sy van chuyén chit nhay bi suy yéu.

6. Ciach dimg, lidu dung:

Ngudi 16n va tré trén 12 tudi: 10 mL (8 mg) x 3 lan mdi ngay.

Tré 6 - 12 tudi: 5 L (4 mg) x 3 lan mdi ngay.

Tré 2 - 6 tudi: 2,5 mL (2 mg) x 3 lan mdi ngay.

Tré dudi 2 tudi: 1,25 mL (1 mg) 3 lan mdi ngay.

Khi bt ddu diéu tr ¢6 thé cin thiét phai ting tong lidu mdi ngay dén 48 mg (20 mL x 3 lan
mdi ngay) & ngudi 16n va tré trén 12 tudi.

Cén théng bao trude cho bénh nhéan duge diéu tri bang BOMAXTE 0,8mg/ml vé kha ning gia
tang lwong chét tiét.

Trong chi dinh cho bénh hd hip cap tinh, dya vao timg bénh nhan dé quyét dinh viéc hoi ¥
kién bac s¥, thy thude vao triéu chimg cé cai thién hay x4u di trong thoi gian diéu tri.

Thoi gian didu tri BOMAXTE 0,8mg/ml khong qué 8-10 ngay ma khéng héi y kién bac sy.
7. Chéng chi dinh:

Man cam véi bromhexin hodc véi bat ki thanh phan nao trong thude.

Chéng chi dinh st dung thube trong trudmg hop bénh nhan méc bénh 1y di truyén hiém gap
ma c6 thé khong tuong thich véi ta duge ndo cia thude (xem phan “Canh bdo va thén
trong™).

8. Canh bao va thiin trong:

- C6 rit it bdo cdo ton thuong da nghiém trong nhw hdi chimg Stevens-Johnson va hoai tir
biéu bi nhidm ddc (toxic epidermal necrolysis -TEN) tam thoi lién quan dén viée st dung
thudc long dom nhu bromhexin. Hau hét cac trudng hop duoe ly gidi 1a do bénh Iy ma bénh
nhén dang mic phai vi/hodc thube dung cting. Hon nita trong giai doan sém cta hdi chimg
Stevens-Johnson hozc TEN, trude tién bénh nhan ¢o tridu chimg gidng cum khéong dic hiéu
nhu: sét, dau nhic ngudi, viém miii, ho va dau hong. Do bi 1Am bai céc triéu chimg gidng
cim khéng diic hidu nay ma ngudi ta cé thé bit ddu didu tri triéu chimg bing thude ho va
cam. Do do, néu xuét hién mot vai ton thuong mai trén da hodic niém mac thi nén di kham
bac si ngay va ngirng diéu tri bing bromhexin.
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- Khong nén sir dung thudc & nhiing bénh nhan méc bénh di truyén hiém gip bat dung nap
v6i fructose. Thube ¢6 thé ¢6 tac dong nhudn trang nhe.

- Nén thén trong khi str dyung dong thoi BOMAXTE 0,8mg/ml va céc thude e ché ho dé
tranh tich tu céc chit tiét do sy suy giam phan xa ho va két hop nay chi nén sir dung sau khi
danh gia lgi ich-nguy co.

- Bromhexin, do tac dung lam tiéu dich nhdy, nén c6 thé gy huy hoai hang rao niém mac da
day; vi vdy, khi dung cho nguoi bénh co tién str loét da day phai rit than trong.

- Str dung thén trong & nhiing bénh nhén hen vi bromhexin c6 thé gay co thét phé quan & mot
s6 ngwdi man can.

- Sy thanh thai bromhexin va céc chit chuyén héa c6 thé bi giam & ngudi bénh bi suy gan
hodic suy thén ning, nén can phai than trong va theo doi.

- O nhimng bénh nhan suy thin ning, tich luy céc chat chuyén hoé ctia bromhexin hinh thanh
tai gan c6 thé xay ra.

- Cén than trong khi dung bromhexin cho ngudi cao tudi, suy nhuge hoic qua yéu, tré em,
diic biét 1a tré em dudi 2 tudi, vi khong c6 kha niang khac dom hidu qua do do cang lam ting
r dom.

9. St dung thude cho phy nit ¢6 thai va cho con bu:

Thoi ky mang thai:

Dii li¢u stir dung bromhexin cho phu nit mang thai con gidi han.

Nhitng nghién ctru trén déng vit khong cho thdy tac dung gy hai truc tiép hodc gian tiép lién
quan dén ddc tinh sinh san.

Nén than trong bang cach tranh sir dung BOMAXTE 0,8mg/ml trong thoi ky mang thai.

Thoi ky cho con bii:

Chua 18 liéu bromhexin/cac chit chuvén héa cé dugce tiét vao sita me hay khong.

Dir lidu ¢6 sin vé duoc lue hoe/ddc tinh trén dong vat cho théy c6 sy bai tiét cta
bromhexin/céc chét chuyén héa vao sita con me.

Khong thé loai trir nguy co dbi véi tré bl me.

Khéng nén duing BOMAXTE 0,8mg/ml trong thoi gian cho con b.

Kha ndang sinh san:

Chua tién hanh nghién ctru anh hudng cia BOMAXTE 0,8mg/ml dén kha néng sinh san &
nguoi.

Dua trén kinh nghiém tién 1am sang, khéng c6 dau hidu cho thdy bromhexin ¢6 thé tac dong
dén kha nang sinh san.

10. Anh hwong ciia thude 1én kha niing 14i xe va van hanh may moéc:

Hién van chua cé bing ching vé anh hudng cua thude 16n kha ning l4i xe, vin hanh may
moc.

11. Twong tic, twong ky ciia thude

Twong tic thube:

Khong phdi hop véi thude lam giam tiét dich (giam ca dich tiét khi phé quan) nhu céc thude
kiéu atropine (hodc anticholinergic) vi lam giam tac dung ctia bromhexin.

Khéng phdi hop véi cac thube chdng ho.

Duing phdi hop bromhexin véi khang sinh (amoxicilin, cefuroxim, erythromycin, doxyeyclin)
lam tang ndng do khéng sinh vao mé phdi va phé quan. Nhu vily, bromhexin cé thé cé tac
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dung nhu mot thude bd tro trong diéu tri nhim khuan hd hép, lam téng tac dung cuia khang
sinh.

Twong ky:

Dung dich bromhexin hydroclorid én dinh & pH < 6. Néu pH > 6, thudc bi két ta do giai
phéng ra bromhexin dang base. Vi vay, khéng duoc tron véi cac dung dich kiém, ké ca cac
dung dich c¢6 pH trung tinh.

Khéng duge trén bromhexin hydroclorid dang dung dich udng véi cac thude khéc, do nguy co
twong ky vé hoa ly.

12. Tdc dung khéng mong muén (ADR):

R&i loan hé théng mién dich:

Hiém (1/10.000 < ADR < 1/1.000): phan tmg qua man.

Tan s6 chira biét: phan Gmg phan vé, bao gdm sbc phan vé, phit mach va ngia.

Réi loan da va md dudi da:

Hiém (1/10.000 < ADR < 1/1.000): phét ban.

Tén 6 chira biét: phit mach, may day, ngira.

Réi loan tiéu hoéa:

Khéng pho bién (1/1.000 < ADR <1/100): Budn nén, ndn, tiéu chay va dau bung trén bao
gbm ca dau da day.

Rbi loan hd hip, 16ng nguc va trung thét.

Tan s6 chiea biét: Co thit phé quan. Nguy co ting tic nghén phé quan & mot sb bénh nhan

khong c6 kha nang khac dom higu qua.
Thong bdo ngay cho bac sy hodc dirge sy nhitng phan itng co hai gdp phai khi sir dung thuéc

13. Qui lidu vi cich xit tri: o
Cho dén nay, chua thiy ¢6 bdo cdo vé qua lidu do bromhexin. Néu xdy ra truong hgp qua YN
liéu, can diéu tri tridu chimg va hd tro. ?{M
14, Cac dic tinh dwoec lye hoe: £ CAO
Ma ATC: ROSCBO2. A h
. & A . 4 ?
| Loai thuoc: Thudc long dom ,,L,%

Bromhexin hydroclorid la chit ¢ tac dung long dom. Do hoat héa tdng hop sialomucin va
phé v cic sgi acid mucopolysaccharid nén thude lam dom long hon va it quanh hon. Giap
dom tir phé quan thoat ra ngoai co hiéu qua. Khi udng, thudng phai sau 2 - 3 ngay méi 6 tac
dung trén 1am sang, Bromhexin da duoc udng lidu 16 mg/lan, 3 l|dn/ngay hodc dung tai chd dé
diéu tri hoi ching mét kho kém san xuét dich nhay bét thuong (héi chiing Sjogren’s), nhung
két qua khong én dinh, chuwa 18, nén tac dung nay it duge ap dung.

15. Cédc dic tinh dwoe dong hoc:

Hdp thu: Bromhexin hydroclorid hap thu nhanh qua dudng tiéu héa va bi chuyén hoa budc
dAu & gan rdt manh, nén sinh kha dung khi ubng chi dat khoang 20%. Thirc &n lam ting sinh
kha dung cta bromhexin hydroclorid. Nong dé dinh trong huyét twong dat duge sau khi
udng, tir 1/2 gio dén 1 gio.

Phdn bé: Bromhexin hydroclorid phan bd rit rong rdi vao cic md ciia co thé. Thude lién két
rat manh (95 - 99%) véi protein huyét tuong. Bromhexin qua dugc hang rao mau néo va mot

lugng nhé qua dugce nhau thai.
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Chuyén héa: Bromhexin chuyén héa cha yéu & gan. Pa phat hién dugce it nhat 10 chit
chuyén hoa trong huyét twong, trong dé, ¢ chit Ambrosol 13 chit chuyén hoa vAn con hoat
tinh.

Thai trir: Nira doi thai trir ctia thude & pha cudi 1a 13 - 40 gidr tuy theo timg c4 thé. Khoang
85 - 90% licu ding dugc thai trir qua nude tiéu, chu yéu 1a dudi dang cac chét chuyén hoa, &
dang lién hop sulfo hodc glucuro va mdt lugng nhéd duoce thai trir nguyén dang. Bromhexin
dugc thai trir rdt it qua phén, chi khoang dudi 4%.

16. Quy cich dong goi:

Hop 10 éng, 20 éng, 30 ng, 50 dng x Sml;

Hop 1 1o x 60ml, 125ml, 150ml.

17. Diéu kién bio quan, han dung, ti¢u chuin chit hwong:

- Biéu kién bao quan: Noi khd, dudi 30°C, tranh anh sang truc tiép.

- Han dung: 36 thang ké tir ngay san xuét. Khong ding qua thoi han in trén bao bi.

Sau khi md nép lo thudc, nén st dung trong vong khéng qua 1 thang ké tir ngay mé nép.

- Tiéu chudn chit lwvong: TCCS.

18. Tén, dia chi ciia co' s6' sin xudit thude:

San xuit tai: Céng ty Co phan Dwge pham Cong nghé cao Abipha

Dia chi: Lo dit CN-2, Khu cdng nghiép Phii Nghia, Xa Phti Nghia, Huyén Chuong My,
Thanh phé Ha Noi.
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