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Droply @ KHONG BUQCTIEM 5616 5X:
Ambroxol hydrociorid 15mg/smi C35X: CT.CRD.PHATAY  HD:
-

Hép 20 6ng 5ml dung dich udng/
Box of 20 vials 5ml oral solution

Hop 20 6ng 5ml dung dich udr : Hép 20 dng 5ml dung dich uéng/
Box of 20 vials 5ml oral solution ) 3 e Box of 20 vials 5ml oral solution

Bao quan/ Storage:

Thanh phan/ Compositions: Nai khé, nhiét d

M&i 5ml dung dich udng chira/ 3
= B Store ina dry place, below 30

Each 5ml oral solution contains: £

Tiéu chuidn chat lugng/

Specifications:

TCCS/ Manufacturer's

Ambroxol hydroclorid
T4 dugc vd/ Excipient q.s.f

Chi dinh, cach ding, chéng chi dinh

va cac thong tin khac/ Indications,

administration, contraindications

and other information: Xem trong td

huéng dan sir dung thuéc kém theo/
he enclosed leaflet

Dé xa tam tay tré em/ Keep out of
reach of children

Doc ky hudng dan sit dung trudc
khi dung/ Carefully read the
accompanying instructions before use

GMP-WHO

Khong dugc tiém/ Not Injected
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DropIY @ wonspuocTiEm seiosx

Ambroxol hydraclorid 3omariomi C55X: CT.CPD.PHATAY  HD:

Hép 20 éng 10ml dung dich uéng/
Box of 20 vials 10m| oral solution

Hép 20 éng 10ml dung dich uéng/ - Hép 20 6ng 10ml dung dich uéng/
Box of 20 vials 10m| oral solution \ D . Box of 20 vials 10ml oral solution

Thanh phan/ Compositions:
: Bao quan/ Storage:
Nai khs, nhiét dé dudi 30¢

Mé&i 10ml dung dich uéng

Each 5ml oral solution contains:

Ambi | hydroclorid 30mg EUE AT P e et

Té dugc vd/ ient g.sf . 10ml chuén chat lugng/ Specifications:

Chi dinh, ciach dung, (hé‘ng chidinh TCCS/ Manufacturer's.

va céc thong tin khac/ Indications, SDK (Reg.No):
administration, contraindications .
and other information: Xem tro 0 (Mfg. Date)

huéng dan st dung thu am the HD (Exp. Date)

e nclosed leaflet

D& xa tdm tay tré em/ Keep out of

reach of children

GMP-WHO
Khéng duoc tiém/ Not Injected
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HUONG DAN SU DUNG THUOC
1. Ténthuéc: DROPLY

2. Cac diu hi¢u luu y va khuyén cao khi dung thude:
“Dé xa tAm tay tré em”

“Poc k¥ huéng dan sir dung trude khi dung”

“Khong duoc tiém”

3. Thanh phin cong thirc thude:

Thanh phan duoc chét:
Duoc chit Mdi 5 ml Mdi 10 ml
: dung dich uong chtta: | dung dich uong chua:
Ambroxol hydroclorid 15 mg 30 mg

Thanh phan ta duoc: acid citric, glycerin, nipasol, nipagin, propylen glycol, sorbitol 70%,
tartrazin, ethanol 90°, natri saccarln tinh ddu cam, nudc tinh khiét.

4. Dang bao ché: Dung dich udng

Mo ta: Dung dich trong mau vang, c6 mui thom nhe, vi ngot hoi déng.

5. Chi dinh:

Céc bénh cdp va man tinh & duong ho hap c6 kém ting tiét dich phé quan khong binh
thuong, dac biét trong dot cap cua viém phé quan man, hen phé quan.

6. Cach dung, liéu ding:

Ubng: udng véi nude sau khi 4 an.

Ngudi 16n va tré em trén 10 tudi: 30 - 60 mg (10-20ml)/1an, ngay 2 lan.

Tré em 5 - 10 tudi: 15 - 30 mg (5-10ml)/1an, ngay 2 lan.

7. Chong chi dinh:

Nguoi bénh d3 biét qua man véi ambroxol hodc cac thanh phan cua thube.

Loét da day ta trang tién trién.

8. Cinh b4o va thin trong khi dung thudc:

Can chu y véi nguoi bi loét duong tiéu hoda va cac trudng hop ho ra mau, vi ambroxol
¢ thé 1am tan cac cuc dong fibrin va lam xuét huyét trd lai. Chi diéu tri ambroxol mot
dot ngan, khong d& phai thim kham lai.

* Cinh bdo vé cdc thanh phdn khdc ciia thudc:

Sorbitol: Sorbitol la nguoén dinh dudng giau fructose. Néu bénh nhan (hodc bénh nhi)
duoc chan doan c6 r6i loan dung nap v6i mot sb loai duong nhit dinh, hoac néu bénh
nhan bi roi loan khong dung nap fructose do di truyen, mot roi loan di truyen hiém gap,
ma khong thé tiéu hoa fructose, hiy hoi ¥ kién bac si trudce khi dung thude nay.

Tartrazin: Co thé gay phan tng di tmg.

Nipagin, nipasol: C6 thé gy ra phan tng di ing (c6 thé phan tmg mudn).

Propylen glycol: C6 thé gy kich tmg da. Khéng sir dung trén vét thuong hé hodc cac
ving da bi ton thuong ning (nhu bong).

Ethanol: Thudc nay c6 chira mot lwong rt nho ethanol.

Natri: Thube chira it hon 1 mmol natri (23mg) mdi Sml (nghia 1a khong c6 natri).

9. Sir dung thudc cho phu nit ¢6 thai va cho con bu:

- Sir dung thuéc cho phu nit ¢6 thai:

Chua c6 tai liéu néi dén tac dung x4u khi ding thudc trong liic mang thai. Du sao ciing
can than trong khi dung thudc nay trong 3 thang dau cua thai ky.

- Sir dung thuéc cho phu nit cho con bi:

Chua c6 thong tin vé ndng do cua bromhexin ciing nhu ambroxol trong sita.
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10. Anh hwéng ciia thuoc 1én kha ning li xe, van hanh may méc:

Chua c6 thong tin.

11. Twong tac, twong ky ciia thude:

Dung ambroxol vdi khang sinh (amoxicilin, cefuroxim, erythromycin, /doxycyclin) lam
tang nong do khang sinh trong nhu mé phoi.

Khoéng phdi hop ambroxol véi mot thude chdng ho (thi du codein) hedc mot thube lam
kh6 dom (thi du atropin): Phéi hop khong hop ly.

* Tuong ky cta thudc: Do chua c6 nghién ctru vé twong ky cua thude, khéng néntrontan
thudc nay voi thube khac.

12. Téc dung khéng mong mudn cia thude:

Thuong gap, ADR > 1/100

Tiéu hoa: Tai bién nhe, chu yéu sau khi tiém nhu ¢ nong, khoé tiéu, doi khi budn nén, nén.
It gap, 1/1000 < ADR < 1/100

Di tmg, chu yéu phat ban.

Hiém gdp, ADR < 1/1000

Phan tng kiéu phan vé cip tinh, ning, nhung chwa chic chan 1a c6 lién quan dén
ambroxol, miéng kho, va tang cac transaminase.

Thong bao ngay cho bac sy hodc dugc st khi gap cdc tac dung khong mong muon khi sir
dung thuéc hodc bdo cdo cdc phan ung co hai cua thuéc vé Trung tam Thong tin thudc
va Theo déi phan vmg c6 hai cia thuéc (ADR) Quéc Gia. Dia chi: 13 - 15 Lé Thanh Tong
- Hoan Kiém - Ha Néi. Dién thogi: 024.3.9335.618; Fax: 024.3.9335642; Email:
di.pvcenter@gmail.com.

* Huéng dan cach xu’ tri ADR:

Ngung diéu tri néu can thiét.

13. Qua liéu va cach xir tri:

Chua c6 bao cdo vé dau hiéu qua liéu. Néu xay ra, can ngimg thudc va diéu tri tridu
chung.

14. DPac tinh dwge luc hoc:

Nhom duoc 1y: Thube long dom.

Ma ATC: RO5SCBO06

Ambroxol 12 mét chat chuyén héa cua bromhexin, c6 tac dung va cong dung twong tu
nhu bromhexin. Ambroxol c¢6 tac dung lam dom 16ng hon, it quanh hon nén dé bi téng
ra ngoai, vi vay thudc cé tac dung long dom. Mot vai tai liéu c6 néu ambroxol cai thién
dugc tridu ching va lam giam sb dot cap tinh trong bénh phoi tic nghén man tinh ning.
Két qua nghién ciru gan day cho thdy ambroxol c6 tinh chat khang viém va c6 hoat tinh
ctia chat chong oxy hoa. Ngoai ra, ambroxol con c6 tac dung gay t€ tai chd théng qua
chen kénh natri & mang té bao. Ambroxol cé thé kich thich tong hop va bai tiét chat
dién hoat phe nang. Thudc da duoc coi 1a mot chat hoat hoa chat dién hoat phe nang.
Tuy vay, thuéc khong c6 hiéu qua khi ding cho ngudi me dé phong hoi chimg suy ho
hap & tré so sinh, nhung thudc cé hiéu qua khiém ton khi diéu tri sém cho tré nho phat
bénh.

Ambroxol ciing c6 tac dung bai tiét acid uric qua nuée tiéu, tic dung nay phu thudc vao
lidu. Liéu tdi thiéu c6 hiéu qua lam giam acid uric huyét twong khoang 250 - 500
mg/ngay chia 1am 2 1an. Liéu cao t6i | g van dung nap tot.

15. Pac tinh dwge dong hoc:

Ambroxol hdp thu nhanh sau khi udng, thudc khuéch tan nhanh tir mau dén moé véi
nong do thudc cao nhat trong phoi. Sinh kha dung khoang 70%. Nong d6 tdi da trong
huyét twong dat duoc trong vong 0.5 - 3 gid sau khi dung thude. Véi lidu diéu tri, thude
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lién két v6i protein huyét tuong xap xi 90%. Nira doi trong huyét tuong tir 7 - 12 gio.
Ambroxol dugc chuyén hoa chil yéu & gan. Thudc bai tiét qua than khoang 83%:
16. Quy cach dong goi:

Hop 20 6ng x 5ml, kém theo t& huéng dan sir dung thude.

Hop 20 ong x 10ml, kém theo to hudng dan sir dung thude.

17. Diéu kién bio quan, han dung, tiéu chuin chit lwgng cia thude:

- Bdo qudn: Noi kho, nhiét 36 dudi 30°C.

- Han diing: 24 thang ké tir ngdy san xut.

- Tiéu chudn chit lwong: TCCS.

18. Tén, dia chi cua co s& san xuz"tt; ‘ ”

Tén co s¢ sin xuit : CONG TY CO PHAN DUQC PHAM HA TAY

Dia chi: T6 dan phé s 4, P. La Khé, Q. Ha Dong, TP. Ha Noi
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