= 206,

cuc ~TAN LY puge

\J\

}f\.’;f\ T_‘-' = YRRz
¥ B0 o - Ml T i ; ] l

Liil] d:lu:un-n-/nuuuullnnnnuuu

Ambroxol hydrocholoride 30mg

V

[COMPOSITION] |STORAGE]

Each tablet contains: Store in a tight container, at room temperature

Ambroxed hydrocholeride ... 30mg (below 309C}, protect from light.

[INDICATIONS, DOSAGE & ADMINISTRATIONS] [SHELF LIFE]

Please see the insert paper, 36 months from manufacturing date.

[PRECAUTIONS, ADVERSE REACTIONS & [QUALITY SPECIFICATION]

CONTRAINDICATIONS] Manufacturer's specification,

Please see the insen paper.

(PACKAGE] 10blisters x 10tabletsfbox KEEP OUT OF REACH DF CHILDREN
READ INSERT PAPER CAREFULLY
BEFORE USING

100 tablets

Ambroxol hydrocholoride 30mg

Visa Ne.
Vidn nén BTOCLEAR Lot Na.
Hop 10 vi x 10 vidn. MBivién chia: Mig. Date .

Ambroxel Hydrocholoride .. i 3
CHi DINH, CACH DUNG, CHONG i BINN: Xem 16 hudng ddn sidyng. | EXP-Ote :
SDK: Sd l& SX, NSX, HD xem ‘Lot No.*, "Mig. Date", "Exp.
Date" trén bao bi,
Bio quin trong bao bl kin, & ahigl d4 dudi 30°C, trdnh dnh sang.
Shn xuit bél: BTO PHARM, CO., LTD. - HAN Qudc.

481-7, Kasan-Ri, Bubal-Eup, Echun-City, Kyungki-Do, orea. \
Nhiip khiu bdl: =

Cdc théng tin khdc 48 nghj xem 18 hudng ddn s dyng kém thee.
B# xa tm tay cla tré em.

Sy i i BTOPRARALEUTTEAL CO. LTD.
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T& hwéng din sir dung
BTOCLEAR
(Ambroxol hydroclorid)
Doc kj huong din sik dung trudce khi ding
Néu cdn thém thong tin xin héi y kién bdc sy, dwoc A

Thanh phén
Hoat chdt:
Mbi Vién nén chira 30 mg ambroxol hydroclorid

Td duoc: Lactose hydrat, cellulose vi tinh thé, natri starch glycolat, magie stearat, light anhydrous
silicic acid.

Dang bao ché Vién nén %
Quy cich déng géi 10 vién/vi, hp 10 vi. 3
Diic tinh dwoe lwe hoe

Ambroxol 14 mot chat chuyén héa cia bromhexin, c¢6 tic dung va cong dung nhu bromhexin.
Ambroxol duge coi nhur ¢6 tac dung long dom va lam tiéu chat nhdy nhung chua dwge chimg minh
diy du. Thuc nghiém trén 1dm sang cho két qua tac dung thay dbi. Mot vai tai liéu c6 néu ambroxol
cai thién duge triéu chimg va lam giam sé dot cép tinh trong viém phé quan.

Céc tai liéu méi day cho thdy, thudc c6 tic dung kha ddi v6i ngudi bénh c6 tc nghén phdi nhe va
trung binh, nhung khéng ¢6 loi ich r6 rét cho nhimg ngudi bi bénh phdi thc nghén ning. Khi dung
ambroxol ciing ¢6 tac dung tét d6i véi ngudi bénh ¢ protein phé nang, méa khong chiu rira phé quan.
Dwgc dong hoc

- Ambroxol hdp thu nhanh va gan nhur hoan toan véi liéu diéu tri. Nong do téi da trong huyét
turong dat duoc trong vong 0,5 - 3 gid sau khi ding thubc.

- Thubc lién két v6i protein huyét twong x4p xi 90%.

- Ambroxol khuéch tin nhanh tir mau dén méd véi ndng d¢ thudc cao nhét trong phéi. Nira doi
trong huyét tuong tir 7 - 12 gio.

- Khoang 30% lidu ubng durgc thai qua vong hip thu diu tién. Ambroxol dirge chuyén héa chi yéu
& gan. Tong lugng bai tiét qua than xdp xi 90%.

Chi dinh Btoclear dugc chi dinh trong cédc truong hop sau:

- Céc bénh cdp va man tinh & dudng ho hip c6 kém ting tiét dich phé quan khong binh thuong,
dic biét trong dot cip ctia viém phé quan man, hen phé quan, viém phé quan dang hen.
- Céc bénh nhan sau md va cép ciru dé phong cac bién chimg & phoi.

Liéu lwgng va cich dang

Ubng v&i nudc sau khi an.
Ngudi 16n va tré em trén 10 tudi: 1 vién/lan, 3 lan/ngay. Sau d6 ngay 2 1an néu dung kéo dai.

Tré em 5 - 10 tudi: nira vién/lan, ngay 3 1an. Sau d6 ngay 2 14n néu dung kéo dai.

BT0 PHARMACEUTICAL CG.,LTD



Chong chi dinh
Ngudi bénh di biét qua man véi ambroxol.
Loét da day ta trang tién trién.
Thén trong
Cén chu ¥ véi ngudi bi loét dudmg tiéu hoéa va cac trudng hop ho ra mau, vi ambroxol ¢ thé 1am tan
cac cuc dong fibrin va lam xuét huyét tro lai.
Tac dung khéng mong muén
Thuong giap, ADR > 1/100
Tiéu hoa: Tai bién nhe, chii yéu sau khi tiém nhu ¢ néng, khé tiéu, d6i khi budn non, non.
it gap, 1/1000 < ADR < 1/100
Dj trng, cht yéu phat ban. %
Hiém gip, ADR < 1/1000
Phan tng kiéu phan vé cip tinh, ning, nhung chura chic chén 1a c¢6 lién quan dén ambroxol, mi¢ng
kho, va tang céc transaminase.
Hwéng din cach xir tri ADR
Ngimg diéu tri néu cén thiét.
Théng bdo ngay cho bdc sy khi gip phdi cdc tic dung khéng mong mudn ciia thudc.
Twong tic thude
Dung ambroxol v&i khang sinh (amoxycilin, cefuroxim, erythromycin, doxycyclin) lam ting nong
d6 khang sinh trong nhu md phdi. Chua c6 béo cdo vé twong tac bat 10i voi cac thube khac trén 1am
sang.
Sir dung thudc cho phu nir ¢6 thai va cho con bi
- Thoi ky mang thai: Chua c6 tai liéu néi dén tac dung xau khi diing thudc trong liic mang thai. Du
sao ciing cén than trong khi diing thubc nay trong 3 thang dau cia thai ky.
- Thoi ky cho con bi: Chura ¢6 thong tin vé ndng dd ciia ambroxol trong sira.
Anh hwéng dén khi ning lii xe va vin hanh may méc
Khéng c6 dir liéu nghién ciru v& anh hudng cua viée sir dung ambroxol dudng ubng téi kha nang lai
xe va van hanh may méc.
Qui lidu
Chura ¢6 triéu chimng qua lidu trén ngudi. Néu xay ra, cin diéu tri triéu chimg.
Bdo quan Bao quan noi khé mat, tranh anh sang, nhiét d6 dudi 30°C.

Han diing 36 thang ké tir ngay san xuét. %
PE THUOC TRANH XA TAM TAY TRE EM. /
Nha san xuét
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