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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap — Ty do — Hanh phiic
GIAY XAC NHAN

NOI DUNG THONG TIN THUOC
Tén Co quan x4c nhan: Cuc Quén Iy Duge - B§ Y té

Xac nhén ndi dung thong tin thudc:

STT Tén thuoe S6 gidy diing ky lwu hanh
1 Ambroxen VD-25959-16

Pon dé nghi s6: 1121/2017/CV-CPC1HN
Tén co s& dé nghi xac nhan: Cong ty C6 phdn Dugc phdm CPC1 Ha Noi
Dia chi: Cum c6ng nghiép Ha Binh Phuong, huyén Thudng Tin, Ha Noi
Hinh thire thong tin thude: Tai liéu thong tin cho cén b y t&
S gidy xédc nhan: 0404/201 7/XNTT/QLD\7_§£_

Ha Néi, ngay §9thang Al. nam 2017

KT. CUC TRUONG
PHO CUC TRUONG
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Rx:Thudc b theo don Tai liéu thong tin thudc

Aibroxen

Ambroxol HCI 30 mg/10 ml
Long dom, tiéu chat nhay duong ho hap

7 CONG T

cO PHAI
DUgC PHi

Chi dinh:
AMBROXEN dufoc diing trong cdc truding hap:

3 bin thutng.
- Cdic bénh nhdn sau mo va cdp ciu dé phong cdc bién chiig & phdi.
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Thanh phan, ham lugng ciia thudc:

Moi ml chifa:

Hoat chdt: Ambroxol hydroclorid 3,0 mg.

Td dugc: Sorbitol, natri clorid, trinatri citrat dihydrat,
citric acid monohydrat, sucralose, natri benzoat,
huong Natural flavor A1385617, nudc tinh khiét.
Mo ta san pham:

Dung dich udng

Quy cach dong goi:

10 ml/dng nhua; Hop 10, 20, 30,40, 50 ong nhua.

LIEU DUNG, CACH DUNG:
Cdch dung
@ AMBROXEN duoc ding bang dung udng. B ong

nhuava uong truc tlep dung dICh trong 0ng, c6 thé
pha loang véi nudc hodc uong nudc sau khi st
dung. Nén udng thudc sau khi an.
Liéu diing
- Nguii I6n va tré em trén 10 tudi: Liéu khuyén cdo
cho2-3 ngay dau tién 1 6ng/lan, 3 lan/ngay. Sau do
ngay 2 lan néu dung kéo dai.

-Tréem 5 - 10 tudi: %2 6ng/lan, ngay 3 lan. Sau do
ngay 2 lan néu dung kéo dai.

-Tréem 2 - 5 tudi: % 6ng/lan, ngay 3 lan. Sau do
ngay 2 lan néu dung kéo dai.

-Tré em dudi 2 tudi: % 6ng/lan, ngay 2 lan.

CHONG CHi DINH:

- Bénh nhén qua man vdi ambroxol hydroclorid v
béit ctf thanh phan nao ctia thudc.
-Bénh nhan loét da day ta trang tién trién.

CAC TRUONG HOP THAN TRONG KHI DUNG
THUOC:

Can chi y véi nguoi bi loét dudng tiéu hoa va cac
truong hap ho ra mau, vi ambroxol hydroclorid c
fhe lam tan cac cuc ddng fibrin va lam xuat huyét tré
i

Su dung & phu ni 6 thai:

Chua c6 tai liéu n6i dén tac dung xdu khi dung
thudc trong liic mang thai. DU sao cng can than
trong khi dung thudc nay trong 3 théng dau clia thai

Tai liéu thong tin thudc

.
Syfdung 6 phunifcho con bu:

Chua c6 thong tin vé nong do ctia bromhexin ciing
nhu ambroxol trong sifa.

Anh hutng cia thuc Ién khd ndng Idi xe va vdn hanh
mdy moc:

Khong dnh hudng dén kha néng lai xe va van hanh
may moc. 3
TUONG TAC CUA THUOC VOI CAC THUGC KHAC
VA CACLOAITUONG TAC KHAC:

Ding ambroxol véi khang sinh (amoxmllm
cefuroxim, erythromycin, doxycyclin) lam tang ;
nong do khang sinh trong nhu mo ph0| Chua c6 -
bdo céo vé tuang tac bat loi véi cac thudc khac trén
lam sang.

TAC DUNG KHONG MONG MUON:

Thuting gdp, ADR > 1/100

Tiéu héa: Tai bién nhe, chi yeu sau khi tiém nhu ¢
nong, khd tiéu, doi khi budn non, nan.

Itgap, 1/1000 <ADR<1/100

Di ting, chu yéu phét ban,

Hiém gap, ADR < 1/1000

Phan Ung kiéu phan vé cap tinh, nang, nhu‘ng chua

chac chan 1a c6 lién quan dén ambroxol, miéng kho,

va tang cac transaminase. <%\\
Hudng dan cachxirtriADR 2z 70v
Ngiing diéu tri néu can thiét. i,
QUA LIEU VA CACH XU TRi:

Chua cd triéu chiing qua liéu trén ngudi. Néu xgym
qué liéu, can diéu tri triéu chiing.

CACDAU HIEU CANLUU Y VA KHUYEN CAO
CUA THUOC (Néu co):

DETHUGC TRANH XA TAM TAY TRE EM.
Han diing ctia thudc: 24 thang ké tir ngay san xuét.
Tén, dia chi, biéu tuong clia co s6 san xuat:

Nha sin xuu:
Congty cdphén Dok phém CPC1 HaNGI(CPCI-HN)
PSRN (um cong nghiép Ha Binh Phuong Thubng Tin, Ha NGi
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