https://trungtamthuoc.com/
HUONG DAN SU DUNG THUOC

CENBROXOL 30

1. Tén thuéc: CENBROXOL 30
2. Céc diu hiéu lwvu ¥ va khuyén cdo khi ding thudc:
“Dé xa tam tay tré em
Doc kjf hueéng dan sir dung trueée khi dimg
Théng bdo cho béc st nhitng tde dung khéng mong mudn gép phdi khi sir dung thudc”
3. Thanh phén cong thirc thude:
Mai vién nén CENBROXOL 30 chira:

Thanh phdn hoat chdt:

Ambroxol hydroclorid USROS . | - 4‘:{]
Thanh phan td dwoc: > 8
Lactose monohydrat, avicel 101, PVP K30, sucralose, menthol, aerosil, magnesi stearat vi ?3‘{""
dn 1 vién. \TRUNG
4. Dang bao ché: Vién nén .\’:‘\3?;;?“"-
M5 ta: Vién nén hinh tron, mau tring, hai mat nhén, canh va thanh vién lanh lan. S
5. Chi dinh:

Diu tri cac rdi loan tiét dich phé quan & ngudi 16n, ddc biét trong céc giai doan ciia viém phé
quén cép tinh, giai doan cép tinh ciia cac bénh viém phé quan - phdi man tinh.

6. Céch ding, liéu ding:

Cdch dimg: Dung duong udng. C6 thé udng cling hojc khong cuing bita in.

Liéu dimg:

- Dung cho ngudi 16n.

- Liéu trung binh ctia ambroxol hydroclorid 1a 60 mg dén 120 mg mdi ngay chia lam 2 ldn
hoiic 1 dén 2 vién, 2 1dn mdi ngay.

- C6 thé dung lidu 60 mg hang ngay, twong tmg véi 1 vién 30 mg x 2 lan/ngay.

- Nién tham khao ¥ kién béc si néu khéng cai thién hogic néu céc tridu chimg trd nén trdm trong
hon trong qué trinh diéu trj d6i véi tinh trang viém phé quan cép tinh.

7. Chdng chi dinh:

- Qué min vo&i ambroxol hodc bat ky thanh phan ta duge ¢6 trong thudc.

8. Canh bio va than trgng khi dung thude:

- Céc trrong hop phan tng da nghiém trong nhw hng ban da dang, hoi chimg Steven-Johnson
(SIS)/Hoi chiing Lyell va hoi chimg myn mé ngoai ban toan than cdp tinh (AGEP) di dugc
béo céo lién quan dén viée sir dung ambroxol hydroclorid.

- Néu ¢6 céc dau hiéu hodc tridu chiing ctia phat ban tién trién (d6i khi kém theo mun nuéc
hodc ton thuong niém mac), nén ngig diéu trj bang ambroxol hydroclorid ngay lap titc va
nén tham khéo y kién béc si.

- Su két hop gitta chat 1am nhdy phé quan véi thubc giam ho va/hodc chit lam khé dom
(atropin) la khong hop ly.

- Trong trwong hop suy than hoac bénh gan nang, chi ¢o thé st dung vién CENBROXOL 30
sau khi tham khao y kién bac si.
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- Gibng nhw bét ky loai thude nao 6 chuyén hoa & gan sau d6 bai tiét qua than, dy kién s& co
sy tich tu c4c chit chuyén hoa & gan cia ambroxol trong trudong hop suy than ning.

- Canh bdo té duoc:

+ Trong thanh phén thube ¢ chia lactose, nhitng bénh nhan c6 cac van d& v& di truyén hiém
gip nhu khong dung nap galactose, thiéu men Lapp lactase hoiic hép thu glucose-galactose
kém khong nén ding thude nay.

9. Sir dung thudc cho phu nit ¢6 thai va cho con bi:

- Thoi kp mang thai: Ambroxol hydroclorid di qua hang rao nhau thai. Cac nghién ctiu tién
1am sang chua chimg minh duge tic dung gy quai thai. Do khéng c6 tac dung gdy quai thai
& dong vat nén du kién s& khong c6 tic dung gdy di tat & ngudi. Cho dén nay, céc chét gay di
tat & nguoi da dugc chimg minh 1a gy quéi thai & dong vét trong céc nghién ctru dwoc tién
hanh &t trén hai loai. V& mit 1am sang, hién tai khong c6 db dit liéu lién quan dé danh gié tac
dung gdy di tit hogic gdy doc cho thai nhi cia ambroxol hydroclorid khi dung trong thoi ki o
mang thai. Str dyng ambroxol sau tudin thir 28 khong gay ra bit ky tic dung doc hai nao. Vi #
viy, nhu mot bi¢n phap phong ngira, tt nhét k‘héng nén st dung ambroxol hydroclorid trong 'fi ;"m
thoi ky mang thai, dac bigt la trong ba thang dau. ‘oc

; . .. Uone:
- Thoi kp cho con bii: Céc nghién ctru trén dong vat cho thdy ambroxol hydroclorid duge bai //:

tiét qua sita me. Mic du dy kién khong ¢ tac dung phy véi vién nén CENBROXOL 30 & tré f_@\;
b me nhung khong nén sir dung thude ndy néu dang cho con bi. —
10. Anh hwéng ciia thude 1én kha ning l4i xe, vin hanh may mée:
- Anh hudng cia thube 1én kha néing 14i xe, vén hanh may méc chua duge nghién ciu.
11. Twong téc, twong ky ciia thude:
- Khéng ¢6 tuong téc cé y nghia 1am sang duge biét dén véi cac thude khac.
12. Tac dung khéong mong mudn ciia thude:
Viéc danh gid cdc phan (mg bét loi dua trén tin sudt sau:
Rat thudng giip (> 1/10)
Thudng gip (> 1/100 dén < 1/10)
o It gdp (< 1/1.000 dén < 1/100)
e Hiém gip (> 1/10.000 dén < 1/1.000)
e Rit hiém gip ( < 1/10.000)
e Chua rd: TAn suét khong xac dinh (khong thé ude tinh tir dit liéu c6 san)
- R6i loan hé théng mién dich:
+ Hiém gip: phan tmg qué mén.
+ Chua rd: phén trng phan vé, bao gdm sbc phan vé, phtt mach va ngira.
- Réi loan da va md duéi da:
+ Hiém gap: phat ban, may day.
+ Chua ro: phan ung da nghiém trong (bao gdbm hong ban da dang, hoi chimg Steven-
Johnson/Hoi ching Lyell va hoi chirng mun mi ngoai ban toan théin cp tinh).
+ Trong nhitng trudng hop nay, viée didu tri phai bj gidn doan.
- Réi loan hé thng tiéu hoa:

+ Thudng gap: budn nén.
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+ It gip: non mita, kho tiéu, tiéu chdy va dau bung.

- Réi loan hé thén kinh:

+ R4t hiém gip: nhirc dau, chong mit.

13. Qua liéu va cdch xir tri:

- Khéng c6 triéu chitng cu thé nao ctia qua liéu dwoc bdo cdo & ngudi.

- Dua trén céc truong hop vo tinh ding thude qua lidu va/hoic sai st didu tri dugce bao cdo,
cac triéu chimg quan sat dugc phit hgp véi cac tic dung phu da biét cua vién nén
CENBROXOL 30 & lidu khuyén céo.

- Trong (rudmg hop qué lidu, cin didu tr triéu chimng.

14. Nhém dwge ly va ma ATC:

- Nhém duge Iy: Thude long dom.

- Ma ATC: RO5CB06.

15. Quy cach déng goi: Hop 3, 5, 10 vi x 10 vién; Lo 100, 200 vién.

16. Piéu ki¢n bio quan, han ding, tiéu chuén chéit lrgng cia thudc:

Diéu kién bao quan: Nhiét d6 khéng qué 30°C, noi khd mét, tranh anh sang trirc
Han diing: 36 thang ké tir ngdy san xut.

Tiéu chuin chét lugng: Tiéu chuan co so.

17. Tén, dia chi, biéu twong ciia co' sé san xuét:

r

E Cong ty C6 phin Duwgc Trung wong 3
w8 115 Ngb Gia Tw, Phudng Hai Chau 1, Quan Hai Chau, Thanh phé Da Ning



