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MAU GOI

Ty 1€: 100 : 100

Thanh phan;: M&i g6i 5 ml chiea:

AmbroxolHCI .......... 30mg
Taduwgeviradd ......... 1 géi
Chidinh:

Céac bénh cép va man tinh &
dwémg hd hép cb kém téng tiét
dich phé quan khéng binh
thiedng, ddc biét trong dot
w;wem phé quén man, hen
quan

Lidu ding va céch dung,
Chéng chi G[nh, T tac
thube: Xem t& huéng st
dung kém theo.

Bao quan: Gii¥ trong bao bi kin,
noi khd mat, tranh dnh séng, nhiét
do dwdi30 C.

Tiéu chuén: TCCS.
Sb16SX:

Ngay SX:
Handang:

_ G6i 5 ml
Doc ki hwémg tin sir dung @mmﬂmxmnm

Dé xa tAm

S5 L4 1 18 e 4 Ninden CN L Bung o 18,
KT Tan ik, P 1y Thann, ©. Fan Padl. TR HS O Minh

trwdre khi diing.
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Tén thube: DEXCORIN

2. Cic ciu khuyén cdo:
Poc kj hwong din siv dung trude khi ding.
Dé xa tam tay ciia tré em.

Théng bdo ngay cho bic sy hodc dwge sy nhitng tic dung khéng mong mubn gip phaii
khi sir dung thuéc.

3. Thanh phén, ham lrgng cia thube:
M3&i géi 5 ml chita: Ambroxol HCI .................... 30 mg.

Té dugc: Hydroxyethylcellulose (Natrosol 250), Glycerin, Sorbitol 70 %, Methylparaben,
Propylparaben, Acid tartaric, Nudc tinh khiét.

4. Mo ti san phim: Dung dich trong, khéng mau dén 4nh vang nhat, hoi nhét.
5. Quy cich dong géi: Goi 5 ml. Hop 10 goi, 20 goi, hdp 30 goi.

6. Thube dung cho bénh gi: ‘! r\i{}}][
\
¢ \ QL“TPA

»:;T,

Cac bénh cép va man tinh ¢ dudng ho hap ¢6 kém tang tiét dich phé quan khong binh \P
thudng, dic biét trong dot cép cta viém phé quan man, hen phé quan,

7. Nén ding thube nay nhw thé nao va liéu lwgng:
Ubng: ubng véi nude sau khi in.
Ngudi 1én va tré em trén 10 tudi: 1 - 2 g6i/lan, 2 lan/ngay.
Tré em 5 — 10 tudi: 1/2 — 1 goi/lan, ngay 2 lan.
8. Khi nao khong nén dung thudc nay:
Ngudi bénh da biét qua man véi ambroxol hojc céc thanh phin cta thube.  /
Loét da day ta trang tién trién. N&(
9. Tic dung khong mong mudn:
Thuong gap, ADR > 1/100
Tiéu hoa: Tai bién nhe, chu yéu sau khi tiém nhu ¢ néng, kho tiéu, doi khi budn ndn, ndn.
it gap, 1/1000 < ADR < 1/100
Di (g, cht yéu phat ban.
Hiém gdp, ADR < 1/1000

Phan tmg kiéu phan vé c4p tinh, ning, nhung chua chic chén 1a ¢6 lién quan dén ambroxol,
miéng kho va ting cac transaminase.

10. Nén trinh dung nhirng thube hodic thwe phiim gi khi dang sir dung thude nay:

Dung ambroxol v6i khing sinh (amoxicilin, cefuroxim, erythromycin, doxycylin) lam ting
nong do khang sinh trong nhu mé phdi.

Khong phébi hgp ambroxol véi mot thude chéng ho (thi du codein) hodc mgt thude 1am khod
dom (thi du atropin): Phdi hop khong hop 1y.

11. Cin lam gi khi mdt lin quén khéng ding thude:
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Néu 1& quén mot liéu, bo qua lidu dd quén, khong duge udng bi.
12. Cén bao quin thube nay nhuw thé nao:
Gitt trong bao bi kin, noi khd mat, tranh 4nh sang, nhiét dd dudi 30 °C.
13. Nhirng ddu hiéu va tri¢u chimg khi dung thudc qua liéu:
Chua c6 bao céo vé dau higu qua liéu.
14. Cin phai lam gi khi ding thubc qua lidu khuyén cdo:
Néu xay ra, cin ngimg thudc va diéu tri triéu chimg.
15. Nhitng diéu cin thén trong khi ding thudc nay:
- Cdc tinh trang can thén trong khi dung thude:

Cén chu ¥ véi ngudi bj loét dudng tiéu héa va cac trudng hop ho ra mau, vi ambroxol ¢6 thé
lam tan cac cuc dong fibrin va lam xuat huyét trd lai. Chi diéu tri ambroxol mét dot ngén,
khong d& phai tham kham lai.

- Canh bdo vé ta duoc:

+ Sorbitol:

* (6 thé gdy ra nhuin trang. 3 T‘r’ \

_ OANH
* Bé¢nh nhin mic cée roi loan di truyén hiém gap vé dung nap fructose khc"mg J
dung thudc nay.

» Khi ding 1 g Sorbitol s& cung cip thém 2,6 kcal cho co thé.
- St dung thudc cho phu nit c¢é thai va cho con bii:
Thoi ky mang thai

Chua c¢6 tai liéu néi dér} tac dung x4u khi dung thudc trong lic mang thai. Du sao ciing cin
than trong khi dung thudc nay trong 3 thang dau cua thai ky.

Thoi ky cho con bu \P(
Chua c¢6 thong tin vé ndng dd ctia bromhexin cling nhur ambroxol trong sira.

- Anh huéng ciia thude doi véi cong viée (ngudi van hanh mdy moc, dang ldi tau xe, nguoi
lam viée trén cao va cdc truong hop khdc):

Chua ghi nhdn dugc béo cdo phan img bét 1oi vé anh hudéng ctia thuoc 1én kha nang vén
hanh may méc, lai tau xe, nguoi lam viée trén cao va céc truong hop khac.
16. Khi nio cin tham vén bac sy, dwge si:
Néu cin thém thong tin xin héi y kién bac s§ hogic duge si.
17. Han ding ciia thude: 24 thang ké tir ngdy san xudt.
18. Tén, dia chi, biéu twong (néu c6) ciia co s& san xuit:
CONG TY LIEN DOANH DUQC PHAM MEBIPHAR-AUSTRAPHARM

weveree QS 1.8 111 18 cum 4, Nhém CN 11, Bu(mg s6 13, KCN Tén Binh, P. Tay Thanh, Q. Tan
Phu, TP. Hd Chi Minh.

19. Ngay xem xét sira ddi, cip nhit lai ndi dung hwéng din sir dung thude:
TP. H6 Chi Minh, ngay<4 thdng ]\ ndm 201k
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HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. Tén thudc: DEXCORIN
2. Thanh phén ciu tao cia thude:
M&i géi 5 ml chita: Ambroxol HCI .................... 30 mg.

T4 duge: Hydroxyethylcellulose (Natrosol 250), Glycerin, Sorbitol 70 %, Methylparaben,
Propylparaben, Acid tartaric, Nudc tinh khiét.

3. Dang bao ché: Dung dich thudc uéng
4. Cac dac tinh dwoe lue hoe, dwoe dong hoc:
Duwge Iy va co ché tic dung:

Ambroxol 1& mot chit chuyén héa ciia bromhexin, c6 tic dung va cong dung tuong ty nhu
bromhexin. Ambroxol ¢6 tac dyng lam dom long hon, it quénh hon nén dé bj tong ra ngoai, vi
viy thube c6 tac dung long dom. Mot vai tai liéu ¢6 néu ambroxol cai thi¢n dugc tri¢u ching
va lam giam sb dot cép tinh trong bénh phdi tic ngh&n man tinh niing.

Két qua nghién ciru gin déy cho thdy ambroxol c¢6 tinh chét khang viém va c6 hoat tinh cia
chit chéng oxy hoa. Ngoai ra, ambroxol con ¢6 tac dung gay té tai chd théng qua chen kénh
natri & mang té bao. Ambroxol ¢6 thé kich thich tong hop va bai tiét chét dién hoat phé nang.
Thude da duge coi la mot chit hoat hoa chét dién hoat phe nang. Tuy vay, thudc khéng c6 hi¢u
qua khi dung cho ngudi me dé phong hoi chimg suy ho hép & tré so sinh, nhung thude ¢6 hi¢u
qua khiém ton khi diéu tri sém cho tré nho phat bénh.

Khi dung ambroxol ¢6 tac dung dbi véi ngum bénh 1 protein phe nang, ma khong chiju rira phé
quan. Ambroxol cling ¢6 tac dung bai tiét acid uric qua nudce tiu, tac dung nay phu thudc vao
licu. L1eu t6i thiéu c6 hiéu qua lam giam ac:ld uric huyét tuong khoang 250 — 500 mg/ngay chia
lam 2 1an. Lidu cao v6i 1 g vin dung nap t6t. \L(

Duwge dong hoc:

Ambroxol hip thu nhanh sau khi uéng, thuc khuéch tan nhanh tr mau dén mo vm nong do
thudc cao nhét trong phdi. Sinh kha dung khoéng 70 %. Nong do tdi da trong huyet tuong dat
dugc trong vong 0,5 — 3 gio sau khi ding thude. V6i lidu diéu tri, thudc lién két véi protein
huyét tuong xap xi 90 %. Nura doi trong huyét twong tir 7 — 12 gid. Ambroxol dugc chuyén
héa chi yéu & gan. Thudc bai tiét qua than khoang 83 %.

5. Quy cdch déng goi: Goi 5 ml. Hop 10 géi, 20 goi, hop 30 goi.
6. Chi dinh, liéu dung, cich dung, chéng chi dinh:
Chi dinh:

Céc bénh cip va man tinh ¢ duong h6 hip co kém tang tiét dich phé quan khong binh thudng,
ddc biét trong dot cép clia viém phé quan man, hen phé quan.

Liéu ding va cich dung:

Udng: ubng véi nude sau khi n.

Nguoi 1ém va tré em trén 10 tudi: 1 - 2 g6i/lan, 2 lan/ngay.
Tré em 5 — 10 tudi: 1/2 — 1 gbi/lan, ngdy 2 lan.

Chong chi dinh:

Nguoi bénh da biét qua mén véi ambroxol hodic cac thanh phin cla thude.
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Loét da day ta trang tién trién.
7. Cic truwdng hop théin trong khi diang thude:
- Cdec tinh trang can than trong khi diing thuéc:

Cén chu y v6i ngudi bi loét dudng tiéu hoéa va cac truong hop ho ra méu, vi ambroxol c6 the
lam tan cic cuc dong fibrin va lam xuét huyet trds lai. Chi diéu trj ambroxol mdt dot ngén,
khong d& phai tham kham lai.

- Canh bdo vé ta duoc:
+ Sorbitol:
* (6 thé giy ra nhuén trang.

* Bénh nhén mic cac rdi loan di truyén hiém gip vé dung nap fructose khong nén st dung
thudc nay.

» Khiding 1 g Sorbitol s& cung cip thém 2,6 keal cho co thé.
- Str dung thuéc cho phu nit ¢o thai va cho con bu:
Thoi ky mang thai

Chua ¢6 tai lidu n6i dén tac dung xéu khi dung thudc trong lic mang thai. Du sao ciing cin
than trong khi dung thudc nay trong 3 théng dAu cua thai ky.

Thoi ky cho con bu
Chua c6 théng tin vé ndng do clia bromhexin ciing nhw ambroxol trong sita.

- Anh huéng cua thude doi véi cong viéc (nguoi van hanh mdy méc, dang ldi tau xe, nguoi lam
viéc trén cao va cdc truong hop khdc):

Chua ghi nhén dugc bdo cdo phan ang bét loi vé anh hudng cia thudc 1én kha ning vén hanh
méy moc, l4i tau xe, ngudi lam viée trén cao va céc truong hop khéc. N(

8. Twong tic cia thudce véi cdc thudc khic va cic logi twong tiac khic:

Diing ambroxol v6i khéng sinh (amoxicilin, cefuroxim, erythromycin, doxycylin) lam ting ndng
dd khéang sinh trong nhu mé phoi.

Khong ph01 hgp ambroxol véi mot thudc chéng ho (thi du codein) hodc mdt thudc 1am kho dom
(thi dy atropin): Phdi hop khong hop 1y.

9. Téc dung khong mong mudn (ADR):

Thuong gap, ADR > 1/100

Tiéu hoa: Tai bién nhe, chu yéu sau khi tiém nhu ¢ néng, kho tiéu, doi khi budn ndn, noN.
ft gap, 1/1000 < ADR < 1/100

Di (g, chu yéu phat ban.

Hiém gap, ADR < 1/1000

Phan tmg kiéu phan vé cap tinh, ning, nhung chua chéic chén 1a ¢6 lién quan dén ambroxol,
miéng khd va tang cac transaminase.

Huéng din xi tri ADR:
Ngimg diéu tri néu cin thiét.
10. Qui lidu va cdch xi tri:
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Chua ¢6 béo cdo vé ddu hiéu qua lidu. Néu xdy ra, cin ngimg thude va didu tri triéu chimg,
11. Cic ddu hiéu cin lru y va khuyén cdo:

12. Diéu kién bio quén, han diing ciia thudc:

Diéu kién bio quén: Giir trong bao bi kin, noi kho mat, tranh 4nh sang, nhiét d6 dudi 30 °C.

Han dang: 24 thang ké tir ngay san xuét.

13. Tén, dia chi, biéu twgng (néu ¢6) cia co sé sin xuit: _

CONG TY LIEN DOANH DUQC PHAM MEBIPHAR-AUSTRAPHARM
e S6 13 111 18 cum 4, Nhém CN 111, Buong s6 13, KCN Tan Binh, P. Tay Thanh,
Q. Tan Phd, TP. H3 Chi Minh. N‘(
14. Ngay xem xét sira dbi, cdp nhit lai ndi dung hwéng din sir dung thube:
TP. H6 Chi Minh, ngay-2}- thing /) nim 016

TUQ.CUC TRUONG
P.TRUONG PHONG

Yé Minty, H f}ﬂ?y
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