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MAU DANG KY TG HUGNG DAN SU DUNG THUGC
DUNG DICH UONG RAFOEXPLORES

RAFOEXPLORES

DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUSC KHI DUNG
Thanh phan céng thuc thuéc: MGi 1 ml dung dich
uéng chia:
- Thanh phdn dugc chat:

Ambroxol hydroclorid 3mg
- Thanh phén {4 dugc: PEG 6000, PVP K30, glycerin,
sorbitol 70%, propylen glycol, methylparaben,
propylparaben, natri benzoat, sucralose, acid citric,

cherry flavour, ponceau, carboxymethylcellulose
sodium, nudc RO.

Dang bao ché:

- Dung dich uéng.

- Mé td dang bao ché: Chét 1ong trong, déng nhdt,
mau hdng dd, vi ngot nhan déng, tham mii cherry.
Chi dinh:

Céc bénh cdp va man tinh & dudng hd hdp c6 kém
tdng ti€t dich phé quan khong binh thudng, d&c biét
trong dgt cdp cla viém phé& quan man.

Céch diing, liéu diing:
*Cédch ding:
- Dung dudng ufng
- Bong thudc béng cdc phan liéu ¢6 khic vach kém
theo chai thudc.
- Nén uéng 1 coc nudc sau mébi liu va udng nhiéu
nudc trong ngay. Khéng nén ding cing vdi thidc an.
- Nén danh gid lai tinh trang lam sang néu cac trieu
chiing vAn cdn hofic x4u di sau 5 ngay diéu tri.
* Liéu ding:
- Nguti Ién va thanh thiéu nién tir 12 tudi: 10 miA&n
(30 mg), 3 l&n/ngay (sau mbi 8 gid).
- Tré em.
+ Tré em dudi 2 tudi: Chéng chi dinh.
+ Tré em t& 2 - 5 twdi: 2,56 mAdn, 16i da
3 lan/ngay.
+Tré em tif 6 - 12 tudi: 5 mlNdn, 18i da 3 Idn/ngay.
- Suy thén, suy gan:
Bénh nhan suy than, suy gan via ho#dc ndng: nén
giam liéu hoac tang khoang cach dung thudc.

Chéng chi dinh:

- Ngudi bénh da bi€t qué min véi ambroxol hoic
cdc thanh phan clia thude.

- Tré em dudi 2 tudi.
Canh béo va than trong khi ding thudc:
- Cdn chu y vdi ngudi bi loét dudng tiéu hoa va cac

truding hap ho ra méau, vi ambroxol ¢6 thé 1am tan céc
cuc dong fibrin va lam xut huy€t rd lai.

- Chi diéu tri ambroxol mét dot ngan, khéng da
phai tham kham lai.

- Bénh nhan méc cac r8i loan di truyén hiém gap
vé dung nap fructose, khéng nén sii dung thudc nay
do thanh phén ta dugc clia thudc co sorbitol.

- Thanh phén thudc ¢é chia ta dugc mau ponceau,
c6 thé gay phan (ng dj tng.

- Propylen glycol, natri benzoat trong thanh phén ta
dudc clia thuGc ©o thé gay kich ung da.

Sir dung thuée cho phy ni¥ cé thai va cho con bu:

- Phu nil c6 thai: Chua c6 tai liéu néi dén tac dung
x&u khi diing thude trong lic mang thai. DU sao ciing
cén than trong khi dung thudc nay trong 3 thang déu
clia thai ky.

- Thai ky cho con bi: Chua c6 théng tin vé néng do
clia bromhexin cling nhu ambroxol trong sia. Tuy
nhién vi an toan khéng nén diung RAFOEXFLORES
cho ngudi cho con bu.

Anh hudng cia thubc Ién kha néng I4i xe, vén hanh
may moc:

Chua c6 di liéu nghién ciu.
Tuong téc, tuong ky ctia thude:

- Sau khi diing ambroxol, néng dd céc khang sinh
amoxicillin, cefuroxim va erythromycin trong dich tiét
phé quan va dém tang.

- Khéng phéi hgp ambroxol véi mét thuéc chéng ho
(thi du codein) hoac mét thudc lam khd dém (thi du
atropin): Phdi hgp khéng hgp Iy.

T4c dung khéng mong muén cua thuéc (ADR):
Thudng gdp, 1/100 < ADR < 1/10
Tidu héa: G noéng, khé tiéu, déi khi budn ndn, nén.
it gap, 1/1.000 < ADR < 1/100
Di dng, chl y&u phéat ban.
Hiém gap, 1/10.000 < ADR < 1/1.000

Phan dng ki€u phan vé cép tinh, n&ng, nhung chua
chic chén 1A cé lién quan dé&n ambroxol, miéng kho,
va tang transaminase.

* Huéng d&n céch xi tri ADR:
Ngiing diéu tri néu cén thiét.
Théng bdo ngay cho bdc si hodc dugc si nhiing phan
dng cd hai gdp phéi khi st dung thuéec
Qué liéu va cach xui tri:

- Chua c6 bdo cédo vé ddu hiéu qua liéu. Néu xay
ra qua liéu, cdn ngiing thudc va diéu tri triéu chdng.

Bac tinh dugc luc hoc:
Nhom duge Iy : Thudc long dém.
Ma ATC : RO5CBO06.

Ambroxol 1& mot chét chuyén héa clia bromhexin,
cé tac dung va céng dung tudng tu nhu bromhexin.
Ambroxol cé tac dung lam ddm Idng han, it quanh hon
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nén dé bj t8ng ra ngoai, vi vay thudc cé tac dung long
dom. Mot vai tai liéu ¢ néu ambroxol cai thién dugc
triéu ching va lam gidm s& dgt cdp tinh trong bénh
phéi tdc ngh&n man tinh ning.

K&t qua nghién citu gén day cho thdy ambroxol cé
tinh chét khang viém va cb hoat tinh clia chit chdng
oxy héa. Ngoai ra, ambroxol con co tac dung gay té tai
chd théng qua chen kénh natri & mang t€ bao.
Ambroxol cé thé€ kich thich t8ng hop va bai ti§t chét
dién hoat ph&€ nang. Thudc da duge coi la mét chat
hoat héa chit dién hoat phé& nang. Tuy vay, thudc
khéng ¢6 hiéu qua khi diing cho ngudi me dé phdng
hoi ching suy hd hdp & tré so sinh, nhung thudc co
hiéu qua khiém t8n khi diéu tri sém cho tré nho phat
bénh.

Déc tinh duge déng hec:

Ambroxol hdp thu nhanh sau khi udng, thudc
khuéch tan nhanh tif mau dén mé vdi ndng dé thudc
cao nhalt trong phdi. Sinh kha dung khoang 70%. Néng
dd t8i da trong huyét tuong dat dugc trong véng
0,5 — 3 gid sau khi ding thudc. Vi liéu diéu tri, thudc
lién két v6i protein huy&t tuong xdp xi 90%. Nia ddi
trong huyét tudng tif 7 — 12 gid. Ambroxol dugc chuyén
héa chi y8u & gan. Thudc bai tiét qua than khoang
90%.

Qui cach déng goi:
- Hop 10 gdi, 20 goi, 30 gdi x 5 ml;
- Hop 10 géi, 20 gbi, 30 goi x 10 ml;
- Hop 10 éng, 20 &ng, 30 8ng x 5 ml;
- Hép 10 éng, 20 &ng, 30 éng x 10 ml;
- Hop 1 chai 30 ml.
Diéu kién bdo quén cia thudc: Bao quan thubc noi
khd, nhiét dd khdng qua 30°C, tranh &nh sang.
Han dung ciia thuéc:
- 24 thang ké t ngay san xuét.
- Sir dung thudc trong véng 30 ngay sau khi md

nép chai.
Tiéu chudn chét lugng ciia thuéc: TCCS

Tén, dia chi clia co sd san xuét thuéc:

I

MEYVER-BPC

CONG TY LIEN DOANH MEYER-BPC
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