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NHAN CHAI

ﬂ'l-.lANll PHAN:

Mdbi 5 ml sir6 chida:
Ambroxol HCL.............
Ta dugc vira da............

va than trong, tac dung

tac thuéc va cic thOn
khic: Xin doc trong (3
din sit dung.

DE xa tim tay ré em

Chi dinh, cach dung va liéu
dung, chéng chi dinh, luu y

khéng mong mudn, tuong

%uong

Poc k¥ huéng din si dung

Bio quan & nhiét d6 dudi
30°C, noi khé rio, trianh

dnh sing.
Ope/mbrox” I~
0 30/0 %m&
WHO-GMP

Ambroxol HCI 0,3%

CONG TY €O PHAN DUGC PHAM 0PV

S6 16 SX/ Lot N

OpeAmbrox”
0,3%

Ambroxol HCI 0,3%
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WHO-GMP

Hop 1 chai 60 ml

N R
THANH PHAN: COMPOSITION:
Maéi 5 ml sir6 chita: Each 5 ml syrup contains:
Ambroxol HClL.............. 15 mg Ambroxol HCL.............. 15 mg
T4 duoc vila Al s 5 ml Excipients q.S.....ccoeeevns 5 ml

Chi dinh, cach dung va lidu
dung, chéng chi dinh, luu y
va than trong, tic dung
khong mong mudn, tuong
tac thudc: Xin doc trong t&
hudng din st dung.

D€ xa tim tay tré em
DPoc k§ huéng din si dung
truéc khi dung.

Bio quan & nhiét d6 dudi
30°C, noi kho rdo, tranh dnh
sdng.

CONG TY €O PHAN DUGC PHAM OPV
L6 27, Buong s6 3A,
Khu Céng Nghiép Bién Hoa II,
TP. Bién Hoa, Tinh Bdng Nai, Viét Nam

Ope/Ambrox”

Ambroxol HCI

Box of 1 bottle 60 ml

$616 SX/ Lot N
NSX/ Mfg. Date:
HD/ Exp. Date:

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

0.3%

0.3%

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
o from light.
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OPY PHARMACEUTICAL JOINT STOCK CO.
Lot No.27, Street No.3A.
Bien Hoa II Industrial Zone,
Bien Hoa City, Dong Nai Province, Vietnam
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f A A

THANH PHAN:

B4o quan & nhiét d6 dudi

NHAN HOP

Méi 5ml sir6 chida: 30°C, noi kho rdo, tranh
Ambroxol HCL............. 15 mg . B . osan
T4 duoe vira di............ 5 ml . &

<

A Chi dinh, cich dung va liéu
ding, Lhonu chi dinh, luu ¥
va than trong, tic dung
l\héug mong mudn, tuong
tdc thuéc: Xin doc trong t&
huéng din sit dum,

Ope/mbrox
30/ A
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WHO-GMP
CONG TY €6 PHAN DUGC PIAM OPY
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L Ambroxol HCI 0,3%
ot D€ xa tim tay ré em
o Doc k hudng din sii dung

truée khi ding.

. Chai 90 ml HD/ Exp. Date: /

$6 16 SX/ Lot N°:

‘ THANH PHAN: r COMPOSITION:

: Mbi 5 ml sir6 chia: Each 5 ml syrup contains:

1 Ambroxol HCL.............. 15 mg Ambroxol HCl.............. 15 mg
T4 duoc vira dd............. 5 ml Excipients :Sqsaemsis 5 ml

Aimvl;o»xol HCI
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i CONG TY €O PITAN DUGC PIIAM OPY W OPV PHARMACFUTICAL JOINT STOCK CO.
WHO-GMP L6 27, Dudng s6 34, WHO-GMP Lot No.27, Street No.3A,

Hop 1 chai 90 mi

Cht dinh, c4ch dung va liéu
dung, chéng chi dinh, luu y
va than trong, tic dung khong
mong mudn, tuong tdc thudc
va cdc thong tin khdce: Xin
doc trong t& hudng dan st
dung.

A mbrox ol H C I
D€ xa tim tay tré em Keep out of reach of children.
DPoc ki hudng ddn s dung Read carefully the enclosed
trudc khi dung. insert before use.

Bdo qudn & nhiét do dudi
30°C, noi khé rdo, tranh dnh
sdng.

Khu Céng Nghiép Bién Hoa II,
TP. Bién Hoa, Tinh ng Nai, Viét Nam
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Box of 1 bottle 90 m!

S6 16 SX/ Lot N
NSX/ Mfg. Date:
HD/ Exp. Date:

0.3%

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

See the insert.

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

Bien Hoa II Industrial Zone,
Bien Hoa City, Dong Nai Province, Vietaam
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OPEAMBROX® 0,3%

075, Ambroxol hydroclorid

D€ xa tdm tay tré nim\ ‘°~ )
UGCPE
Poc ki huéng dan s\(/ﬂung‘tru’ /yii;"'dung

\,5\\

Thong bao ngay cho hﬁcw hnac du’dc sy nhitng tac dung khéng mong mudn gap phai khi st

,,~/_.

dung thudc

PHAN 1. HUGNG DAN SU DUNG THUGC CHO NGUGI BENH

1. THANH PHKN, HAM LUQNG cUA THUOC: M&i 5 ml sird chia:
Hoat chat:
Ambroxol hydroclorid ................... 15 mg

Td dugc: Propylen glycol, acid citric khan, methyl paraben, propyl parapen, glycerin, sorbitol 70%, huong
tréi cdy dang bot, natri saccharin, nuc tinh khiét.

2. MO TA SAN PHAM:

Dung dich trong, khong mau dén vang nhat, mii thom dic trung, vi ngot, khong c6 sbi bot khi, tla,
vat la hodc vang mac.

3. QUY CACH DONG GOI:

HOp 1 chai x 60 ml sird.

Hop 1 chai x 90 ml sird.

4. THUGC DUNG CHOC BENH Gi:

Cac bénh cip va man tinh & dudng hd hdp c6 kém ting ti€t dich ph& qudn khong binh thudng, dic
bigt trong dot cdp clia viém phé& quan man, hen phé quéan.

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

Céch ding: Ubng v6i nuée sau khi an.

Liéu dung:

Ngudi I6n va tré em trén 10 tudi: 10 ml/lan, 3 lan/ngay. Sau d6 ngay 2 Ian néu dung kéo dai.
Tré em 5 - 10 tudi: 5 ml/ldn, ngay 3 lan. Sau d6 ngay 2 1an néu dung kéo dai.

6. KHI NAO KHONG NEN DUNG THUGC NAY:

Ngudi bénh da biét qua man véi ambroxol hodc cdc thanh phan cla thudc.

Loét da day ta trang tién trién. w/
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7. TAC DUNG KHONG MONG MUON:

Thuong gap:

Tiéu hoa: Tai bi€n nhe, chli y&u sau khi tiém nhu ¢ nong, kho tiéu, doi khi budn nén, non.

It gap:

Di (ing, chll y&u phét ban.

Hiém gdp:

Phan Ging kiéu phan vé cip tinh, ning, nhung chua chic chin 1a c¢d lién quan d&n ambroxol, miéng
kho, va tang cac transaminase.

8. NEN TRANH DUNG NHUNG THUOGC HOAC THYC PHAM GI KHI BANG SU DUNG THUOGC NAY:
Khéng sinh (amoxycilin, cefuroxim, erythromycin, doxycyclin).

Codein hodc atropin.

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

N&u ban quén ding thudc, diung nd ngay khi ban nhd. NEu thoi gian gan ti liéu k& tigp, thi hay bo
qua liu bi quén va dung li€u k& ti€p theo k& hoach binh thutng. Khong nén gap doi liéu dung.

10. CAN BAO QUAN THUOC NAY NHU THE NAO:

0 nhigt do duéi 30°C, noi kho rdo, tranh dnh sang. ,
11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU: e
Triéu ?hzj‘ng: Chua ¢6 bao cdo vé dau hi(?,u qué Iiéu.‘ ’ ;é\{
12. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO: -
Théng bdo cho bac si hodc dén bénh vién gin nhat

Nhé mang theo nhan thudc hodc lugng thudc con lai dé bac s biét thudc ma ban da dung.

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

- Bénh nhan bi loét dudng tiéu hoa va cac trudng hop ho ra mau.

— Chi diéu tri ambroxol mot dgt ngan, khdng dé phai thim kham lai.

Thudc nay cé chia: s
- Methyl paraben va propy! parapen, c6 thé gay phan (ng di Ging (c6 thé bj tri hodn). /
~ Sorbitol. N&u ban da biét rdng ban khong dung nap mot vai loai dudng thi hdy thong bdo cho bac ‘

sy truac khi st dung thudc nay.
Thoi ky mang thai: Can than trong khi dung thudc nay trong 3 thang dau cla thai ky.
Thai ky cho con hi: Chua co théng tin v& anh hudng clia ambroxol dén phu nii cho con bi. Tham
khao y kién bac sy truéc khi st dung thudc.

W
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Anh huéng cita thudc ddi véi cong viée: Chua ghi nhin dugc bdo cdo phan (ng bat Ioi hodic chua co
nghién clu nao vé anh huéng cla thudc én khd ndng van hanh may mdc, ldi tau xe, ngudi [am viéc
trén cao va cac trudng hgp khéc.

14. KHI NAO CAN THAM VAN BAC SY, DUQC SY:

Trong trudng hop qud liéu hodc tdc dung khong mong muén.

Khi dang dung thudc khac hodc mot loai thuc pham.

Néu can thém thong tin xin hoi ¥ ki€n bac sy hodc dugc sy.

15. HAN DUNG CUA THUOC: 36 thang k& tir ngay san xudt. Khong dung thuSc khi qué han dung.

NO, .~ S g
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PHAN II. HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE
1. DUGC LUC HOC:
Nhém dugc ly: Thube long dom
Ma ATC: RO5CB06
Ambroxol a2 mot chat chuyén héa clia bromhexin. Ambroxol c6 tc dung long dom. K&t qué nghién
clu gan day cho thdy ambroxol cd tinh chat khang viém va c6 hoat tinh clia chdt chéng oxy hoa.
Ngoai ra, ambroxol con c6 tdc dung gdy té tai chd thong qua chen kénh natri ¢ mang t€ bao.
Ambroxol ¢6 thé kich thich t6ng hop va bai tigt chat dién hoat phé nang.
2. DUGC BONG HOC:
Ambroxol hdp thu nhanh sau khi udng, thudc khuéch tan nhanh tir mau dén mé véi ndng do thudc cao
nhat trong phdi. Sinh khd dung khodng 70%. Nbng do t6i da trong huyét tuong dat dugc trong vong
0,5 — 3 giv sau khi dung thudc. V6i liéu diéu tri, thudc lién két v6i protein huyét tuong xap xi 90%.
Nira ddi trong huyét tuong tii 7 — 12 gio. Ambroxol dudc chuyén héa chl y&u 6 gan. Thudc bai tiét qua
than khoang 90%.
3. CHi BINH:
Céc bé&nh cdp va man tinh & dudng hd hap cd kém tang tiét dich ph& quén khong binh thudng, ddc
biét trong dot cdp cla viém phé quan man, hen phé quan.
4. CACH DUNG, LIEU DUNG:

Céch ding: Udng v6i nudc sau khi an.

Liéu dong:

Ngudi 16n va tré em trén 10 tubi: 10 ml/Idn, 3 1an/ngdy. Sau d ngdy 2 Ian néu dung kéo dai.
Tré em 5 - 10 tudi: 5 ml/lan, ngay 3 14n. Sau d6 ngay 2 lan néu dung kéo dai.

5. CHONG CHI DINH:

Ngudi bénh da biét qua man véi ambroxol hodc cac thanh phan cla thudc.

Loét da day ta trang tién trién.
6. LUU Y VA THAN TRONG:
— Bénh nhan bi loét dudng tiéu hoa va cac trudng hop ho ra mau.
— Chf diéu tri ambroxol mdt dgt ngan, khong d& phai thim kham lai. #
Thudc nay ¢6 chira:
~ Methyl paraben va propy! parapen, c6 thé gay phan ing di (ing (c6 thé bi tri hodn).
— Sorbitol. B&nh nhan c¢6 van dé vé di truyén hiém gdp khong dung nap fructose khéng nén dung

thubc nay.

%
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Thai ky mang thai: Chua co tai lidu néi dén tac dung xau khi diing thudc trong lic mang thai. Du sao
cling c4n than trong khi dung thudc nay trong 3 thang dau cla thai ky.

Thai ky cho con bi: Chua c6 thdng tin vé nong do clia bromhexin cling nhu ambroxol trong siia.

Anh huéng clia thudc ddi véi cong viéc: Chua ghi nhan dugc bdo cdo phan Gng bt Igi hodc chua cé
nghién clu nao vé anh hung cta thudc 1&n khd ndng van hanh may moc, 1ai tau xe, nguti lam viéc
trén cao va cac trudng hop khac.

7. TUONG TAC THUOC:

Khéang sinh (amoxycilin, cefuroxim, erythromycin, doxycyclin): lam tdng néng do khdng sinh trong nhu
md phdi.

Tranh st dung ambroxol dong thoi véi codein hodc atropin.

8. TAC DUNG KHONG MONG MUON:

Thudng gap, ADR > 1/100

Tiéu hoa: Tai bién nhe, chd y€u sau khi tiém nhu ¢ ndng, kho tiéu, déi khi bubn nén, non.

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

Di tng, ch y&u phét ban.

Hiém gap, ADR < 1/1000

Phan (ing kiéu phan vé c4p tinh, ndng, nhung chua chic chin 1a ¢6 lién quan dén ambroxol, miéng
khd, va tdng cac transaminase.

9. QUA LIEU VA XU TRI:

Chua c6 triéu chiing qué liéu trén ngudi. N&u xay ra, cdn ngling thudc va diéu tri triéu ching.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Khdng diing qué liéu chi dinh.

11. TEN, BIA CHi, BIEU TUUNG CUA cO SG SAN XUAT:
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12. NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUOC:
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