BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phic

GIAY XACNHAN
NOI DUNG QUANG CAO THUOC

Tén Co quan xac nhan: Cuc Quén Iy Dugce - Bo Y té

X4c nhan ndi dung quang céo thude:

STT Tén thudc S6 giay ding ky luu hanh

1 Ambroxol RVN VD-26489-17

Pon d& nghi s6: 66/CV-RVN

Tén co s& dé nghi xac nhan: Cong ty Roussel Viét Nam

Dia chi: 702 Trudng Sa, P.14, Q.3, TP.HCM

Phuong tién quang céo: Treén sach, bao, tap chi, to roi cho cong ching

S6 gidy x4c nhén: 0240/2018/XNQC/QLD
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Tai liéu danh cho céng ching
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Ambroxol hydroclorid 30 mg

TIEU CHAT NHAY DUGNG HO HAP s
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Wi - Viém phé quén man
- Viém phé gudan dang hen
- Hen phé qudn
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THONG TIN TOM TAT SAN PHAM

THANH PHAN Ambroxol hydroclorid 30 mg. Ta dugc vd 1 vién. DANG TRINH BAY: Hop 10 vi x 10 vién nén tron, mau trdng.
CHI BINH: Thudc tiéu chit nndy dudng ho hap, ding trong céc trudng hgp: Cac bénh cdp va man tinh & dudng ho hap co kém
tang tiét dich phé quan khong binh thudng, dac biét trong dgt c&p cla viém phe quan man, hen phé quan, viém phe quan dang
hen. Cac bénh nhan sau mé va cap clu dé phong cac bién chung 6] ph0| CHONG CHI BINH: Nglm’l bénh da biét qua man vdi
ambroxol. Loét da day ta trang tién trién. LIEU LUGNG VA CACH DUNG: Cé4ch dung: Thuéc udng, uéng vdi nude sau khi an.
Liéu lugng: Ngudi I6n va tré em >10 tudi: 1 vién x 3 Ian/ngay Sau d6 ngay 2 Ian néu dung kéo dai. Tré em 5-10 tudi: % vién/ldn
x 3 lan/ngay. Sau dé ngay 2 Ian néu ding kéo dai. THAN TRONG: Cén chu y vdi ngudi bj loét dudng tiéu héa va cac trudng hgp
ho ra mau, vi ambroxol cé thé lam tan cac cuc déng fibrin va lam xuét huyét trd lai. PHY NU cO THAI VA CHO CON BU: Phu
ni ¢6 thai: chua c6 tai liéu noéi dén tac dung x&u khi dung thuéc trong lic mang thai. DU sao ciing can than trong khi diing thudc
nay trong 3 thang dau cla thaj ky. Phy nii cho con bu: chua c6 théng tin vé ndng dé clia bromhexin cling nhu ambroxol trong
sita. ANH HUGNG CUA THUGC POI VGI CONG VIEC: Khong anh hudng dén kha nang lai xe va van hanh méy méc. TUONG
TAC THUOC: Dung ambroxol vGi khang sinh (amoxycilin, cefuroxim, erythromycin, doxycyclin) lam tang nong do khang sinh
trong nhu mé phdi. Chua c6 béo céo vé tuong tac bat lgi vdi cac thudc khac trén 1am sang. TAC DUNG KHONG MONG MUON:
Thudng gap (ADR < 1/100) tai bién nhe vé tiéu hoa. It gap (1/1000 < ADR < 1/100): dj ung, chl yéu phat ban. Hiém gép (ADR
< 1/1000): phan ing kiéu phan vé cap tinh, nang, nhung chua chac chén 14 cé lién quan dén ambroxol, mleng kho va tang cac
transaminase. QUA LIEU VA CACH XU TRi: Chua c6 trieu chiing qua liu trén ngum Né&u xay ra, can diéu tri triéu chung. BAO
QUAN: Ngi khd, dudi 30°C, tranh dnh séang. HAN DUNG: 36 thang ké tif ngay san xuit. SBPK: VD-26489-17. DQC KY HUGNG
DAN SU DUNG TRUGC KHI DUNG. San xu&t tai Cong ty ROUSSEL VIET NAM - S6 1, dudng s 3, KCN Viét Nam Singapore,
Thu&n An, Binh Dudng - Viét Nam. Moi chi tiét xin lién hé: Céng ty ROUSSEL VIET NAM - 702 Trudng Sa, P.14, Q.3, Tp HCM -
BT: (028) 39 31 55 18 - Fax: (028) 39 31 55 20.
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