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Ambroxol hydroclorid 0,375 % (w/v)
(30 mg/8 ml)
Ta duge viia dd 1 chai

Chi inh, cach dung, chéng chi
dinh va céc théng tin khac:
Ambroxol hydiSSISHeND;375 % (w/v)
(30 mg/8 ml)

Xem 13 hudng dan sl dung thuée

kem theo.
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Théanh phén:
Ambroxol hydroclorid 0,375 % (w/v)
(B0 mg/8 ml)
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Té duge viia dd 1 chai

Chi dinh, cach diing, chéng chi
dinh va cac théng tin khac:
Xem 18 hudng dan s dung thuéc
kem theo.

Tiéu chudn chdt luong:

TCCS (NSX).

Piéu kién bdo quan:

Nai khd, nhiét do dudi 30°C.

HOp 1 chai x 80 ml
dung dich uéng
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Ambroxol hydroclorid 0,375 % (w/v)
L (30 mg/8 ml) ¥

IB75 % (W/v)

Piéu kién bdo quan:

Nai khé, nhiét d6 dusi 30°C.
Tiéu chudn chét lugng:
[€CS

Pé xa tam tay tré em.

Poc ky huéng dan st dung
truéce khi dung.

Chai 80ml dung dich uéng.
SOK:

S516SX:

HD:

CSSX:CONG TY CO PHAN HOA DUGC VIET NAM

AmbroxorhyaresSna 375 % (w/v)
(30 mg/8 ml)

-

Pé xa tam tay tré em. T

Poc ky huéng dan st dung
trudc khi dung.

Co sé san xudt

CONG TY €O PHAN HOA DUGC
VIET NAM

S6 192 phé Bdc Giang, Phudng
Thugng Thanh, Quén Long Bién,
Thanh phd Ha Noi, Viét Nam.

SPK: 893100634924
$6 16 SX:

NSX:

HD:
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“T hong bdo cho bac sy hoac duogc sy nhung tac dung khong mong mudn gip phai khi
st dung thude™
3. Thanh phin cong thire thude:

' Thanh phén duge chat Ham luwgng
Ambroxol hydroclorid 0.375 % (w/v)
(30 mg/ 8 ml)

Ta duogc vira du 1 chai

Thanh phan ta dugc: Propylen glycol, sorbitol 70%, natri citrat, acid citric, nipagin
(methylparaben), nipasol (propylparaben), natri saccarin, vanilin, tatrazin, polysorbat 80,
nude tinh khiét, ethanol 96%.

4. Dang bao ché: Dung dich udng (Ché pham [ong trong, mau vang, ¢ mui thom, vi
ngot).

5. Chi dinh:

Thude tiéu chat nhay duong ho hap, dung trong céc truong hop: Cac bénh cdp va man
tinh 0 duong ho hap co kem tang tiét dich phé quan khong binh thuong, dic biét trong
dot cip ctia viém phé quan man.

6. Cach dung va liéu dung:

+ Cdach dimg: Ubng voi nude sau khi an.

+ Liéu ding:

Nguoi 16n va tré em trén 12 tudi: 30 mg/lan, ngay 3 lan.

I't¢ em 6 — 12 tudi: 30 mg/lan, ngay 2-3 lan.

Tré em 2 — 5 tudi: 15 mg/lan, ngay 3 lan.

Tré em dudi 2 tudi: 15 mg/ngay.

7. Chéng chi dinh:

Nguoi bénh da bict qua man v6i ambroxol hodc céc thanh phan cua thude.

Loét da day ta trang tién trién.

8. Canh bao va than trong khi dung thudc:

Khi suy than nang: Li¢u phai duoc glam hoac mo rong khoang cach liéu luong

Loct da day: Vi¢e st dung ambroxol ¢an than trong & nhirng bénh nhan ¢6 biéu hién loét
da day.

Can chi y voi nguoi bi loét duong tiéu hoa va cic truong hop ho ra méau, vi ambroxol ¢

lhe lam tan cdc cuc dong fibrin va lam xuat huyét tr¢ lai. Chi diéu tri ambroxol mot dot

ngan. khong do phal tham kham lai.

Phan tmg qua man trén da: Co mot s6 bio cio (hiém gap) vé phan (mg qua man trén da

nghiém trong khi dung ambroxol. Néu ¢ triéu chimg trén da, niém mac thi ngimg thudc
va xu tri thich hop

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

- St dung thude cho phu nir ¢6 thai:

Cac nghién ciru trén dong vat cho thay thude khong gy quai thai. Do con thiéu dit liéu

0 nguoi. nén than trong tranh ding thude nay trong thoi gian ¢6 thai.
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- Sir dung thude cho phu nir dang cho con bu:
Kh(‘)ng nén st dung thude nay trong thoi gian cho con bu.
10. Anh huéng cia thude 1én kha nang lai xe, vin hanh may méc:
Thudc khong anh huéng dén l4i xe va van hanh may moc.
I1. Twong tiac, twong Ky ciia thude:
Dung ambroxol v6i khing sinh (amoxicilin, cefuroxim, erythromycin, doxycyclin) lam
tang nong do khang sinh trong nhu mo phoi.
Khéng phéi hop ambroxol véi mot thude chéng ho (vi du codein) hodc mét thude lam
kho dom (vi du atropin): Phéi hop khong hop ly.
Tuong ky: Do chua ¢6 nghién ctru diy du vé tuong ky cta thude, nén khong tron thude
dung véi céc thube khéc.
12. Tac dung khéng mong mudn cia thube (ADR):
- Thirong gap, ADR > 1/100:
C6 thé xay ra hi¢n twong khong dung nap thube (dau da day. budn nén, tiéu chay).
Trong truong hop nay nén giam liéu.
- It gap, 1/1000 < ADR < 1/100:
Di tmg. chu yéu phat ban.
- Hiém gap, ADR < ///()()0
Phan tng kié¢u phan vé cip tinh, nang, nhung chua chic chin 1a ¢é lién quan dén
ambroxol, mi¢ng kli0 va tang cac transaminase.
- Huono dAn cich xir tri ADR: Ngimg sir dung thude khi gp céc tac dung khéng mong
mudn trén, hoi y kién cua bac sy hay dugc sy va dén trung tdm y té gan nht.
13. Qua liéu va xir tri:
Cho dén nay chua c6 bdo cdo vé qua licu do ambroxol hydroclorid.
Néu xay ra truomg hop qud licu. cin didu tr tricu chirg va cac bién phap ho tro.
14. Dic tinh dwge lye hoc:
Nhom dugc ly: Thude long dom.
Ma ATC: RO5CBO06.
Ambroxol 1a mot chét chuyén hoa cta bromhexin, ¢6 tac dung va cong dung tuong tu
nhu bromhexin. Ambroxol ¢6 tac dung lam dom long hon. it quanh hon nén dé bj téng
ra ngodi, vi vay thude ¢o tdc dunn long dom. Mot vai tai liéu c6 néu ambroxol cai thién
dugc triéu chirg va lam giam sé dot cap tinh trong viém phé quan.
15. Dac tinh duoc dong hoc:
t Hap //m Ambroxol hap thu nhanh sau khi ubng, thude khuéch tén nhanh tr méu dén
mo vaoi nong do thude cao nhét trong phoi. Sinh kha dung khoang 70%. Nong do téi da
trong huyét tuong dat dugc trong vong 0.5 - 3 gior sau khi dung thudc.
+ Phdn b6 Voi licu diéu tri, thude lién két voi proteln huyét twong xap xi 90%.
+ Chuyén héa: Ambroxol duogc chuyén hoa chu véu & gan.
+ Thai trir: Nira doi trong huyét tuong tir 7-12 gio. Thude bai tiét qua than khoang 83%.
16. Qui cich dong goi:
Hop I chai x 80 ml.
17. Diéu kién bio guian, han dung, tiéu chuin chit lugng ciia thude:
- Diéu kién bao quan: Noi kho, nhi¢t do duéi 30°C.
Han dung: 24 1hané tinh tor ngay mn xuat (Han dung sau md nap: 60 ngay ké tir ngay
Mo ndp. sau mo nap st dung vin lai nap kin).
- Tiéu chuin chét lugng: TCCS (NSX).




18. Tén va dia chi co sé san xuit:
CONG TY CO PHAN HOA DUGC VIET NAM
Dia chi: S6 192 Phé D Giang, Phuong Thuong Thanh, Quan Long Bién, Thanh phd

Ha Noi, Viét Nam.
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