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Sird THANH PHAN: Syrup COMPOSITION:
Méi 5 ml sird chifa: Each Sml syrup contains:
® | Ambroxol HCL............. 15 mg A b I ® | Ambroxol HCL............ 15 mg
Ambrolex®| a5 | AMBrolex” | S 5w

s 0,3 %

Ambroxol HC 0,3%

Chi dinh, cich diing va Liéu
diing, chong chi dinh, lvu y
va thin trong, tic dung
khong mong mudn, tuong tic
thudc va cdc théng tin khic:
Xin doc trong (6 hudng din
st dyng.
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Poc ki hudng din si dung
trude khi ding.
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CONG TY €O PILAN DUCIC PTIAM OPY
14 27. 3A, KCN Bién Hoa I,
TP Bifn Hoa, Dong Nai, Viét Nam
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Ambroxal HCI 0.3%

gy
L
“"u_‘. -

WHO-GMP

ai g un®

Box of 1 bottle 60 ml

Indications, administration and
dosage, contraindications,
warnings and precautions, side
effects, interactions and other
information:

See the insert.

Keep out of reach of
children.

Read carefully the enclosed
insert before use.

Store at temperature below
30°C, in a dry place, protect
from light.

OPY PIARMACFUTICAL JOINT STOCK OO0,
Lot 27, 3A, Bien Hoa Industrial Zone 11,
Bien Hoa City, Dong Nai Vielnam
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MAU NHAN DU KIEN

NHAN CHAI
NHAN HOP R
THANH PHAN: Sird Bio quin & nhiél d6 dugi
— M&Gi 5 ml sir6 chia: ® 30°C, noi kha rdo, trinh dnh
Ambroxol HCl..............15 mg shnio:
| o2 | Ambrolex” | =
RS | -
| Chi dinh, cich ding v lidu ding, 2
‘ chéng chi dinh, It § va thin o, o) 0 3% { o %
trong, tic dung khong mong ’ % i
| & ! WS EY &
{y s 0 EARSETEl ‘ mudn, Wang tAc thude v cdc o
0 thong tin khde: Xin doc trong té Ambroxol HCI 0,3% WHO-GMP
xa oJ hutding déin sit dung CONG 1Y OO AN DUGC prdM Oy |
: ul D€ xa tdm tay ré em Ty :
®@ I q v Doc ky huktng din sir dyng 5616 SX/ Lot N |
trude khi ding, Chal 90 m| HD/ Exp. Date: _
Siré THANH PIAN: Syrup COMPOSITION:
M6i 5 ml sird chia: Each 5ml syrup contains:
A b I ® | Ambroxol HCL............. 15 mg A b I ® | Ambroxol HCL.............. 15 mg
m ro 'ex T duge vira di.............5 ml m ro ex B PO 8 s 5 ml

e 0,3%

Ambroxol HCI 0,3%

Chi dinh, cich ding va li¢u
ding, chéng chi dinh, luu ¥
va thin trong, tdc dung
khoéng mong mudn, tuong tic
thudc va cdc thong lin khde:
Xin doc trong & hudng din
sut dyng,

D€ xa tim tay tré em
Poc kv hudng din si dung
truéc khi ding,
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Bio quin & nhiét d6 dudi
30°C, nai khé rdo, trinh dnh
sdng.
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CONG TY €O PHAN DIKIC PIIAM OPV
16 27, 3A, KON Bién Hoa I,
TP. Bién Hoa, Bdng Nai, Viét Nam

s 0.3%

Ambroxol HCI 0.3%
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Box of 1 bottle 90 ml

Indications, administration and
dosage, contraindications,
warnings and precautions, side
effects, interactions and other
information:

See the insert.

Keep out of reach of children.
Read carefully the enclosed
insert before use.

Store at temperature below
30'C, in a dry place, protect
from light.

OFY PHARMACFITTTCAL JOINT STOCK CO.
Lot 27, 3A, Bien Hoa Industral Zone 11
Bien Hoa City Dong Nai, Vietnam

Tp.HCM Ngay /4 thdng 04 ndm JJo/¢

‘ Ngﬁ&é{T\w & Phét Trién ﬁ_,,

\}\.

,~:G b 2

1 AN

5610 SX/ Lot N
NSX/ Mfg. Date:
HD/ Fxp. Date:

b

3



AMBROLEX 0,3%

Ambroxol hydroclorid

Bé xa tAm tay lré Fm !1.‘}";,:
Doc ky hudng dE{fﬁlf dung truu,s_khl diing

Théng bao ngay chb ifa{:_sy hdﬁc dwoc sy nhifng tac dung khéng mong mudin gap phai khi sk
dung thudc

PHAN I. HUGNG DAN SU DUNG THUOC CHO NGUGI BENH

1. THANH PHAN, HAM LUGNG CUA THUGC: Mbi 5 ml sir chifa: 5
Hoat chat: |, i L o
Ambroxol hydroclorid ................... 15 mg

7a dugc: Propylen glycol, acid citric khan, methy| paraben, propyl parapen, glycerin, sorbitol 70%, huong =
difa dang long, natri saccharin, nudc tinh khiét.

2. MO TA SAN PHAM:

Dung dich trong, khdng mau dén vang nhat, hudng dia, vi ngot, khong c6 sii bot khi, tla, vat la hodc
vang maoc.

3. QUY CACH DONG GOI:

HOp 1 chai x 60 ml sird.

Hép 1 chai x 90 ml sird. ™~
4. THUGC DUNG CHO BENH GI:

Cac bénh cdp va man tinh 6 dubng hd hdp cé keém tang tiét dich phé quan khéng binh thutng, dic
biét trong dot cap cla viem phé quin man, hen phé quan.

5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUONG:

Cach dung: Udng v6i nu6e sau khi an.

Liéu dung:

Ngudii I6n va tré em trén 10 tudi: 10 ml/ldn, 3 1an/ngay. Sau d6 ngay 2 dn néu dung kéo dai.

Tré em 5 - 10 tudi: 5 ml/idn, ngay 3 lan. Sau do ngay 2 lan néu diing kéo dai.

6. KHI NAQ KHONG NEN DUNG THUGC NAY:

Ngudi bénh da bi€t qua man v6i ambroxol hodc céc thanh phén cla thufc.



Loét da day té trang tién trién.

7. TAC DUNG KHONG MONG MUON:

Thudng gap:

Tiéu hoa: Tai bign nhe, chil y&u sau khi tim nhu ¢ néng, khd tiéu, doi khi budbn ndn, non.

It gap:

Di (ng, chil yéu phét ban.

Hiém gap:

Phan (ng kiu phan vé cdp tinh, ndng, nhung chua chdc chdn Ia co lién quan dén ambroxol,
miéng khé, va tang cac transaminase.

8. NEN TRANH DUNG NHONG THUOC HOAC THUC PHAM GI KHI DANG SU DUNG THUOC NAY:

Khang sinh (amoxycilin, cefuroxim, erythromycin, doxycyclin),

Codein hodc atropin.

9. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC:

NEu ban quén dung thudc, dung né ngay khi ban nh6. NEu thoi gian gan tdi liéu ké tiép, thi

hiy b qua liéu bi quén va dung liéu k€ ti€p theo k& hoach binh thuong. Khong nén gap doi

liéu ding.

10. CAN BAO QUAN THUOC NAY NHU THE NAO:

G nhiét do dudi 30°C. noi khd rao, trénh &nh séng.

11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:

Triéu ching: Chua ¢6 bao cdo vé d&u higu qud liéu.

12. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Thong béo cho béc sT hodc dén bénh vién gan nhét

Nhé mang thec nhan thudc hodc ludng thudc con lai d€ bac sy biét thudc méa ban da dung.

13. NHONG DIEU CAN THAN TRONG KHI DUNG THUOC NAY:

- Bénh nhdn bi loét dutng tiéu héa va cac trudng hop ho ra ma'iu.

~ Chl diéu tri ambroxol mét ddt ngan, khong do phai tham kham lai.

Thufc nay cd chifa:

- Methyl paraben va propy! parapen, cd thé gy phan dng dj dng (c6 thé bj tri hodn).

- Sorbitol. Néu ban d& biét rang ban khong dung nap mot vai loai duting thi hay thong bao
cho bac sy trudc khi st dung thudc nay.

Thoi ky mang thai: Can than trong khi dung thudc nay trong 3 thang dau cla thai ky.



Théi ky cho con bi: Chua c6 théng tin vé anh hubng clia ambroxel dén phu nii cho con bi.
Tham khao v kién bac sy trudc khi st dung thudc.

Anh huGng clia thubc d6i véi cong viéc: Chua ghi nhan duoc bdo cdo phan (ng bt lgi hodc
chua c6 nghién cliu nao vé anh huéng clia thubc 1&n kha ndng van hanh may mac, lai tau xe,
nguti lam viéc trén cao va cac trudng hop khac.

14. KHI NAD CAN THAM VAN BAC SY, DUGC SY:

Trong trudng hop qua liéu hodc téc dulng khong mong mudn.

Khi dang diing thudc khac hodc mot loai thuc pham.

Néu cdn thém thang tin xin hoi y kién bac sy hodc dugc sy.

15. HAN DUNG CUA THUGC: 36 thang ké tir ngay san xudt. Khdng dung thudc khi qua han dung.



PHAN II. HUGNG DAN SU DUNG THUOGC CHO CAN B0 Y TE
1. DUGC LUC HOC:
Nhém ducce ly: Thube long dom
Ma ATC: R0O5CB06
Ambroxol 12 mdt chat chuyén héa clia bromhexin. Ambroxal ¢ téc dung long dom. Két qua
nghién citu gan day cho thdy ambroxol ¢ tinh chit khdng viém va co hoat tinh cla chat
chéng oxy hoa. Ngoai ra, ambroxol con c6 tic dung gy té tai chd thong qua chen kénh natri &
mang t& bao. Ambroxol c¢6 thé kich thich téng hop va bai tiét chdt dién hoat phé nang.
2. DUGC PONG HOC:
Ambroxol h&p thu nhanh sau khi ubng, thuGc khuéch tan nhanh tii mdu d&n mé v6i nong do thudc cao
nhat trong phdi. Sinh kha dung khodng 70%. Nong do toi da trong huyét tuong dat dudc trong vong
0,5 — 3 gio sau khi ding thubc. VG6i ligu diéu trj, thubc lién k&t v6i protein huy8t tuong xdp xi 90%.
Niia doi trong huy&t tuong tif 7 - 12 gi6. Ambroxol dugc chuyén héa chii y&u 6 gan. Thudc bai tiét qua
than khoang 90%.
3. CHi DINH: o
Cac bénh cdp va man tinh ¢ dudng hd hdp cé kém ting tiét dich phé quan khong binh thudng, dic
biét trong dot cap cla viém ph& quan man, hen phé quan.

4. CACH DUNG, LIEU DUNG:

Cdch dung: Ubng véi nuéc sau khi an.

Liéu dung:

Ngudii I6n va tré em trén 10 tudi: 10 ml/ldn, 3 14n/ngay. Sau dd ngay 2 1an néu ding kéo dai.
Tré em 5 - 10 tudi: 5 mi/Adn, ngay 3 Ian. Sau dé ngay 2 I&n néu ding kéo dai.

5. CHONG CHi DINH:

Ngudi bénh da biét qué man véi ambroxol hodc cc thanh phan cta thudc.

(4

Loét da day té trang tién trién.

6. LUU Y VA THAN TRONG:

- Bénh nhén bj loét dutng tiéu hoa va cdc truong hgp ho ra madu.

— Chi diéu tri ambroxol mét dot ngdn, khong dd phai tham kham lai.

Thudc nay c6 chira:

~ Methy! paraben va propyl parapen, c6 thé gay phan (ing di (ing (c6 thé bj tri hoan).

~ Sorbitol. Bénh nhan c¢ van dé vé di truyén hi€ém gdp khong dung nap fructose khong nén
dung thubc nay.

W/



Thai ky mang thai: Chua c6 tai liéu n6i dén téc dung xau khi dung thudc trong lic mang thal.
D sao cling cdn than trong khi ding thudc nay trong 3 thdng dau cla thai ky.

Thai ky cho con bi: Chua cé théng tin vé néng d¢ cla bromhexin cling nhu ambroxol trong
siia.

Anh hubing ctia thudc ddi véi cdng vigc: Chua ghi nhan dudc béo cdo phén (ng bat loi hodc
chua c6 nghién cliu ndo vé anh hutng cla thudc 1én kha nang van hanh mdy mac, lai tau xe,
nguGi lam viéc trén cao va cac truing hgp khac.

7. TUONG TAC THUOC:

Khang sinh (amoxycilin, cefuroxim, erythromycin, doxycyclin): [am tdng nong do khang sinh
trong nhu mé phéi.

Tranh sif dung ambroxol dong thoi véi codein hodc atropin.

8. TAC DUNG KHONG MONG MUON:

Thuéng gdp, ADR > 1/100

Tiéu hoa: Tai bién nhe, chll y&u sau khi tiém nhu ¢ néng, khé tiéu, doi khi budn nén, non.

it gdp, 1/1000 < ADR < 1/100

Di tng, chl yéu phat ban.

Higm gap, ADR < 1/1000

Phan (ing kiéu phan vé cép tinh, ning, nhung chua chic chidn la co lién quan dén ambroxol,
miéng kho, va ting cac transaminase.

9. QUA LIEU VA XU TRi: P
Chua c6 triéu chiting qua fiéu trén ngudi. N&u xay ra, cdn ngling thubc va diéu trj triéu ching. :
10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: , )
Khang diing qué liu chi dinh. . R i, ‘
11, TEN, DIA CHI, BIEU TUONG CUA CO SG SAN XUAT: - _ /f/ .
e* : TUC.CYC TRUSNG
i =3 P.TRUCNG PHONG
Ko Y ¢ oflents Hi:

CONG TY CO PHAN DUGC PHAM OPV
L6 27, Puding sd 3A, Khu Céng Nghiép Bién Hoa I, TP. Bién Hoa, Tinh Dong Nai.
BT (061) 3992999 Fax: (051) 3835088
12. NGAY XEM XET SUA BOI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUOC:




