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ding, chbng chi dlnh tac
dung khéng mong muén va
céc théng tin khac:
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Ambroxol HCl : 6 Mg

Hop1lox i GO ™

Ta dugc vira du Tml.

Chi dinh, Cach dung, liéu dung,
Chéng chi dinh va cac thong tin
khac:
Xin doc trong t& hudng dan su
dung.

Bao quan:
Nagi khé, dusi 30° C, tranh énh
sang truc tiép.

Tiéu chuan: TCCS.

DéE xa tam tay tré em;
Doc k§ hudng dan st dung trudc
khi dung.
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A\BIPHA. .CNC

TARLON TR LUC KHOK CONG 1O

San xuét tal:
CONG TY CO PHAN DUQ'C PHAM
CONG NGHE CAO ABIPHA
Dia chi: L6 dat CN-2, KCN Phu Nghia,
Xa Pht Nghta, Huyén Chuong MY,
Thanh ph6 Ha Noi, Viét Nam.
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Chi dinh, Cach duing, liéu diing,
Chéng chi dinh va cac thong tin
khac:
Xin doc trong t& hudng dan s
dung.

Bao quan:
Noi kho, dusi 30° C, tranh &nh
sang truc tiép.

Tiéu chuan: TCCS.
Dé xa tam tay tré em;

Poc ky hudng dan st dung trudc
khi dung.

6mg/ml

Ambroxol HCI '

A\BIPHA. .cNC

San xuét tai:
CONG TY €O PHAN DU'QC PHAM
CONG NGHE CAO ABIPHA
Dia chi: L6 d&t CN-2, KCN Pht Nghfa,
X& Phu Nghia, Huyén Chuong My,
Thanh phé Ha N&i, Viét Nam.
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céch
tac

dun khﬂng mong muﬁn va
céc théng tin khac:

Xin doc trong to huéng dén
str dyng bén trong hop.

Bao quan:

Nclkhé du6i 30°C, trédnh anh
sang tryc tiép.

Tiéu chudn: TCCS.
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Ambroxol HCI 1 6 mg
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Repixon
6mg/ml

Ambroxol HCl

Hop 110 X | 125™

E

Repixon
6mg/ml

Thanh phan:
Ambroxol HCl............. — 6 mg
Ta dugc vira dd Tml.

Chi dinh, Cach dung, liéu dung,
Chéng chi dinh va cac théng tin
khac:
Xin doc trong td hudng dan su
dung.

Bao quan:
Noi kho, dudi 30°C, tranh anh
sang truc tiép.

Tiéu chuan: TCCS.
Dé xa tam tay tré em;

Poc ky hudng dan si dung trudc
khi dung.
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So bK:
S6 Lo SX:
NSX:

HD:

A\BIPHA. -CNC

TAMLON TRAGC SUC KOE CONG DONG

San xuét tai:
CONG TY CO PHAN DUQ'C PHAM
CONG NGHE CAO ABIPHA
Dia chi: L6 dat CN-2, KCN Pha Nghta,
Xa Phu Nghta, Huyén Chuong MY,
Thanh phd Ha Noi, Viét Nam.
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Ambroxo\ HCl ................ 6 mg

T4 dugc vira di 1ml.
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Chi dinh, Cach dung, liéu dung,
Chéng chi dinh va cac théng tin
khac:
Xin doc trong t& huéng dan sur
dung.

Bao quan:
Noi kho, dudi 30°C, tranh anh
sang truc tiép.

Tiéu chuan: TCCS.
Pé xa tam tay tré em;

Poc k§ huéng déan st dung trudc
khi dung.

6mg/ml

Ambroxol HCl 6mg

A\BIPHA. -CNC

TAMLONTRVOC S41C RHOE CONG BONG

San xuét tai:
CONG TY CO PHAN DUQC PHAM
CONG NGHE CAO ABIPHA
Pia chi: L6 dat CN-2, KCN Phu Nghta,
Xa Phu Nghla Huyén Chuong My,
Thanh phd Ha Noi, Viet Nam.
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HUGONG DAN SU DUNG THUOC

1 \\Tgn thuec Re/pnmn 6mg/ml

. G4 ﬁ&trhléu Twa y va khuyen c40 khi dung thube:

PE XA TAM'TAY CUA TRE EM

PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
3. Thanh phén cdng thirc thude

Mbi 1ml siro uéng chiva:

Ambroxol HCI .. b 8638 3 o 9 e 6 et B 5 A 3 .. 6 mg
Ta duoc: Glycerm sorbltol 70%, duong tréng, natri benzoate ac1d citric khan acesulfam K,
xanthan gum, natri saccharin, hwong chiudi, nudc tinh khiét ............ T/ A — 1 ml

4. Dang bao ché:

Dung dich khéng mau, trong, khdng c6 tiéu phén la, vi ngot, mui hwong chubi nhe.

5. Chi dinh:

Lam lodng dom trong cac bénh phé quan phéi cp va man tinh c6 kém theo su tiét chit nhay
bét thudng va su van chuyén chét nhay bi suy yéu.

6. Cach dung, liéu dung

Cdch dung:

Ubng: ubng v6i nuée sau khi an.

Liéu dimg:

Ngudi 16n va tré em trén 10 tudi: 30 - 60 mg/lan (twong dwong 5 — 10ml/1an), ngay 2 lan.
Tréem 5 - 10 tudi: 15 - 30 mg/lan (twong duong 2,5 — 5ml/lan), ngay 2 lan.

7. Chéng chi dinh:

Ngudi bénh da biét qus man v6i ambroxol hodc mot trong céc thanh phan ciia thude.

* Loét da day t4 trang tién trién.
8. Canh bao va thin trong:
- P4 ¢6 bao céo vé phan img da nghiém trong khi sir dung ambroxol nhu: hong ban da dang,
héi chimg Stevens — Johnson (SJS) hoéc hoai tir biéu m6 nhiém doc (TEN) va hoi ching
‘ngoai ban mun mu toan than cép tinh (AGEP). Do d6, trong trudng hop c6 su tién trién cia
cac tri€u ching hodc déu hiéu nay trén da (d6i khi kém theo mun nudc hosc tén thuong niém
mac), nén ngumg st dung ambroxol ngay 14p tirc va cin dén sy giup do cta y té.
- Trong trudng hop nhu déng phé quan bi rbi loan va lugng dich tiét 1én hon (nhu trong hoi
chimg 16ng mao 4c tinh hiém gap), ambroxol nén duoc str dung than trong vi sy tic nghén tiét
dich co the X4y ra.
- Trong treong hop suy thén hoac bénh gan ning, ambroxol chi duogc sir dung theo su chi dinh
cua bac sy. Cling nhu bét ky loai thudc nao duoc chuyén héa & gan va thai trir & than, c6 su
tich liiy chit chuyén hoéa ctia ambroxol tao thanh & gan trong trudng hop bi suy than nang.
- Bénh nhén bj di truyén hiém gip khong dung nap fructose, kém hép thu glucose — galactose
hodc thiéu enzym sucrase-isomaltase khong nén str dung do thudc c6 thanh phén sorbitol
(nguon gbc cua fructose) va saccharose.
- Cén chu y v6i ngudi bi loét dudng tiéu hoa va cac truong hop ho ra mau, vi ambroxol co the
lam tan céac cuc dong fibrin va lam Xuét huyet tré lai. Chi diéu tri ambroxol mét dot ngan,
khong d& phai tham kham lai.
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9. Sir dung thudc cho phu nir c6 thai va cho con bu

Thoi ky mang thai:

Chura c6 tai liéu néi dén tac dung x4u khi ding thudc trong luc mang thai. D sao ciing can
than trong khi ding thudc nay trong 3 thang ddu cua thai ky.

Thoi ky cho con bii:

Chua c6 théng tin vé ndng dd ciia bromhexin cling nhu ambroxol trong sita. Khi cho con b,
khéng nén sir dung san pham nay.

10. Anh hwéng cia thudc 1én kha nang ldi xe va van hanh may méec:

Khong anh huéng.

11. Twong tic, twong Ky ciia thude:

Twong tdc thuéc:

Dung ambroxol véi khéng sinh (amoxicilin, cefuroxim, erythromycin, doxycyclin) 1am ting
ndng d6 khang sinh trong nhu mé phdi.

Khéng phdi hop ambroxol véi mdt thube chdng ho (thi du codein) hoic mot thude 1am kho
dom (thi dy atropin): Phéi hop khong hop 1y.

12. Tac dung khéng mong muén (ADR):

Ri loan hé théng mién dich:
Hiém (1/10.000 < ADR < 1/1.000): phan tmg qua man.

Tan s6 chiea biét: phan mg phan vé, bao gdm sdc phan vé, phu mach va ngira.

Réi loan da va mb duéi da:
Hiém (1/10.000 < ADR < 1/1.000): phat ban.

Tén s6 chua biér: phu mach, may day, ngira.

R&i loan tiéu héa:
Khong phé bién (1/1.000 < ADR <1/100): Budn non, ndn, tiéu chay va dau bung trén bao
gdm ca dau da day.

Réi loan hé hip. 1dng nguc va trung thit.

Tan s6 chua biét: Co thit phé quan. Nguy co tang tac nghén phé quan & mot sb bénh nhan
khong c6 kha nang khac dom hiéu qua.

Théng bao ngay cho bdc sy hodc dwoc sy nhitng phan vmg cd hai gdp phdi khi sir dung thudc
13. Qua liéu va cach xi tri:

Chua c6 bao cao v& ddu hidu qua lidu. Néu x4y ra, can ngimg thubc va didu tri tridu ching.
14. Céc dic tinh dwoc lwe hoc:

Ambroxol 1a mét chat chuyén héa cua bromhexin, c6 tic dung va cong dung twong ty nhu
bromhexin.

Ambroxol ¢6 tac dung lam dom 16ng hon, it quanh hon nén dé bi tong ra ngoai, vi vay thudc
cd tac dung long dom. Mot vai tai liéu c6 néu ambroxol cai thién dugc tri¢u chimg va lam
giam sb dot cép tinh trong bénh phbi tic nghén man tinh nang.

Két qua nghién ctru gan déy cho thdy ambroxol ¢6 tinh chat khéng viém va c6 hoat tinh cta
chét chéng oxy héa. Ngoai ra, ambroxol con c6 tac dung gdy té tai chd thong qua chen kénh
natri & mang té bao.

Ambroxol ¢6 thé kich thich tdng hop va bai tiét chat dién hoat phé nang. Thubc da duge coi la
mdot chét hoat héa chét dién hoat phé nang. Tuy vy, thubc khong c6 hiéu qua khi dung cho
ngudi me @& phong hoi chimg suy ho hip & tré so sinh, nhung thude c6 hidu qua khiém tén
khi diéu trj sém cho tré nhé phat bénh.
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Khi dung ambroxol c6 tac dung dbi v6i ngudi bénh & protein phé nang, ma khong chiu rira
phé quan. Ambroxol cling c6 tic dung bai tiét acid uric qua nude tiéu, tac dung nay phu thude
vao liéu. Liu t6i thiéu c6 hiéu qué lam giam acid uric huyét twong khoang 250 -500
mg/ngay chia lam 2 14n. Liéu cao t6i 1 g vAn dung nap tét.

15. Céc dac tinh dwgc dong hoc:

Hidp thu: Ambroxol hép thu nhanh sau khi udng.

Phaén bé: Thubc khuéch tan nhanh tir mau dén mé véi ndng d6 thubc cao nhat trong phdi.
Sinh kha dung khoang 70%. Nong db tdi da trong huyét tuwong dat dugc trong vong 0,5 - 3 gid
sau khi diing thube. Véi lidu diéu tri, thubc lién két véi protein huyét tuong x4p xi 90%.
Chuyén héa: Ambroxol dugc chuyén héa chu yéu & gan.

Thai trir: Nira doi trong huyét tuong tir 7 - 12 gid. Thudc bai tiét qua than khoang 83 %.
16. Quy cach déng géi:

Hop 1 1o x 60ml, 100ml, 125ml, 150ml.

17. Piéu kién biao quan, han dung, tiéu chuin chit lwrong:

- biéu kién bao quén: Noi khd, duéi 30°C, tranh 4nh sang truc tiép.

- Han dung: 36 thang ké tir ngay san xuét. Khong dung qua thoi han in trén bao bi.

Sau khi mé nép lo thudc, nén st dung trong vong khong qué 1 thang ké tir ngay mo nép.

- Tiéu chuén chét luong: TCCS. '

18. Tén, dia chi ciia co s san xuit thudc:

San xuit tai: Coéng ty C6 phin Dwge phidm Céng nghé cao Abipha

Dia chi: L6 @4t CN-2, Khu cong nghiép Phu Nghia, X4 Phu Nghia, Huyén Chuong My,
Thanh phé Ha Noi.
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