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Méau nhan hép, vi: Hop 5 vi (nhém-nhém) x 10 vién
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Box of Blisters X Dispersible tablets «

Thanh phan / Composition: Co sd san xudt/ Manufactured by:

CONG TY €& PHAN HOA DUGC VIET NAM/
VIEINAM CHEMICO PHARMACEUTICAL JOINT
STOCK COMPANY (VCP .,JSC)

. i i R S8 192 phdé Budc Giang, Phudng Thugng Thanh,
Dé xa tam tay tré em. Doc ky huéng dan st dung trudc khi dung/ Quan Long Bién, Thanh phd Ha N&i, Viét Nam./

-

N

Mai vién nén phan tan chia/ Each dispersible tablet contains:

Keep out of reach of children. Carefully read the accompanying No. 192 Duc Giang street, Thuong Thanh ward,
instructions before use. Long Bien district, Ha Noi city, Viet Nam,
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1. Tén thuée: OCEMUCO

2. Céc diu hiéu luu y va khuyén ¢
“Pé xa tam tay cla tré em”
“Poc ky huong dan st dung truge
“Thong bao cho bac sy hodc dugc

str dung thude”

3. Thanh phan cong thirc thudc: Mdi vién nén phan tan chira:

Thanh phz“m dwoc chat Ham luwong
Ambroxol hydroclorid 30 mg
Ta dugc vua du 1 vién

Thanh phz‘”ln ta dwoc: Crospovidon, natri croscarmellose, lactose, sucralose, colloidal
silicon dioxid, glyccryl dibehenat, povidon K30, vanilin.

4. Dang bao ché: Vién nén phan tan (Vién nén phéan tin hinh try, mau trang, mat vién
nhan, thanh canh vicn lanh lan).

5. Chi dinh: Céc bénh cip va man tmh ¢ duong ho hap co kem tang tlet dich phé quan
khong binh thuong, dac biét trong dot cap cta viém phé quan man, hen phe quan.
6. Cach dung va liéu ding:

+ Cdach dang: Phan tan vién thude voi 30ml nude roi udbng, udng sau khi an.

+ Liéu lwong:

Ngudi 16n va tré em trén 10 tuoi: Uong 30 - 60 mg/lan, 2 lan/ngay.

Tré em 5 - 10 tudi: Udng 15 - 30 mg/lan 2 lan/ngay.

Tré em dudi 5 tudi: Nén lua chon thude khac ham lugng cho phu hop.

7. Chong chi dinh:

Nguoi bénh da biét qua man véi ambroxol hodc cac thanh phan cia thudc.
Loét da day ta trang ticn tricn.

8. Canh bao va than trong khi ding thude:

Khi suy than nang: Liéu phai dugc glam hodc ma rong khoang cach liéu lucmg
Loét da day: Viéc str dung ambroxol can than trong & nhirng bénh nhan c6 biéu hién loét
da day.

Can chu y voi nguoi bi loét duong tiéu hoa va cac truong hop ho ra mau, vi ambroxol ¢o
thc lam tan cac cuc dong tibrin va lam xuét huyét tro lai. Chi diéu tri ambroxol mot dot
ngén, khong do pha1 tham kham lai.

Phan ang qua man trén da: Co mot s6 bao cao (hiém gip) vé phan tng qua man trén da
nghiém trong khi ding ambroxol. Néu ¢o triéu ching trén da, niém mac thi ngung thudc
va xu tri thich hop.

Thube ¢o chira lactose nén can than trong voi bénh nhan ¢6 van dé dung nap galactose di
truyén (hiém gap), thiéu hut men Lapp-lactase hodc kém hap thu glucose-galactose khong
nén dung thude n£1y

9. Str dung thube cho phu nir ¢6 thai va cho con bu:

- Sir dung thude cho phu nir ¢6 thai: Chua ¢6 tai liéu noi dén tac dung xdu khi dung
thude trong lic mang thai. Du sao cing can than trong khi dung thude nay trong 3 thang
dau cta thai ky.

- Su dung thudc cho phu nir dang cho con bi: Chua co thong tin vé nong do cua
bromhexin ciing nhu ambroxol trong sira. Do d6, ambroxol khong dugc khuyén cdo st
dung cho cac phu nir dang cho con bu.
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10. Anh hwéng ciia thude 1én kha ning 1ai xe, vin hanh may méc: Chua c6 béo céo.
11. Twong tac, tuong Ky cua thude:

Dung ambroxol véi khang sinh (amoxicilin, cefuroxim, erythromycin, doxycyclin) lam
tang ndong do khang sinh trong nhu mo phoi.

Khong phdi hgp ambroxol véi mot thude chong ho (thi du codein) hodc mot thude lam
kho dom (thi du atropin): Phdi hop khong hop 1y.

Tuong ky: Do chua ¢6 nghi¢n ctru day du vé tuong ky ctia thube, nén khong tron thube
dung véi cac thude khac.

12. Tac dung khong mong mudn ciia thude (ADR):

- Thuong gap, ADR > 1/100:

Tiéu hoa: O nong. kho tiéu, doi khi budn non, non.

- It gap, 1/1000 < ADR < 1/100:

Di l'mg chu yéu phit ban.

- Hiém gap, ADR < 1/1000:

Phan ung kiéu phan vé cap tinh, nang, nhung chua chic chan 1a co lién quan dén

ambroxol. miéng kho va tang cac transaminase. Vd\sx
- Huéng dan cich xi tri ADR: 3 TY \\)o
Ngung st dung thude khi gip cdc tic dung khong mong mudn trén, hoi y kién cia'bac's
hay duoc sy va dén trung tam y té gan nhat. \UGMC
13. Qua liéu va xir tri: Np:/;(g’)/

- Tri¢u chirng qud liéu: Chua c6 bao céo vé ddu hiéu qua liéu. y
- Cich xir tri: Néu xay ra, can ngimg thude va diéu tri triéu chimg. |

14. Pac tinh duoc lue hoc:

Nhom duoc 1y: Thude long dom.

Ma ATC: RO5SCBO6.

Ambroxol 1a mdt chit chuyén hoa ctia bromhexin, ¢6 tic dung va cong dung tuong ty nhu
bromhexin. Ambroxol ¢6 tac dung lam dom léng hon, it quanh hon nén dé bi tong ra ngoai.
vi vay thube ¢6 tac dung long dom. Mt vai tai liéu ¢6 néu ambroxol cai thién dugce tri¢u
chting va lam giam sO dot cap tinh trong bénh phoi tc nghén man tinh ning.

15. Pac tinh dwge dong hoc:

+ Hdp tlm Ambroxol hap thu nhanh sau khi ubng, thudc khuéch tan nhanh tir méu dén
md voi nong do thudce cao nhat trong phoi. Sinh kha dung khoang 70%. Nong do toi da
trong huyét tuong dat duge trong vong 0,5 - 3 gio sau khi dung thude.

- Phan bé: Vi lidu diéu tri, thude lién két vai protein huyét tuong xap xi 90%.

+ Chuyén héa: Ambroxol dugc chuyén héa chu yéu ¢ gan.

+ Thai trir: Thoi gian ban thai tir 7-12 gio. Thude bai tiét qua than khoang 83%.

16. Qui cach dong goi:

Hop 5 vi (nhém — nhom) x 10 vién. Hop 10 vi (nhdm — PVC) x 10 vién.

17. Piéu kién bio quan, han dung, tiéu chuén chét lwgng ciia thude:

- Diéu kién bio quan: Noi kho, nhiét do dudi 30°C.

- Han dung: 24 thing tinh tr ngay san XUAt.

- Tiéu chuén chit lwgng: TCCS (NSX).

18. Tén va dia chi co s¢ san Xuit:

CONG TY CO PHAN HOA DUQC VIET NAM

Dia chi: S6 192 phd Dic Giang, Phuong Thugng Thanh, Quan Long Bién, TP. Ha Noi,
Viét Nam.
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