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VIDUAROXOL

(Ambroxol hydrochlorid 30 mg'5 mi)
“Boc kj hiecmg ddn sie dung truere khi dimg”
“Pé xa tam lay tre em”
1. THANH PHAN CONG THUC THUOC
Moi 5 ml dung dich chia:
Thanh phin hogt chit
Ambroxol hydroclorid. ... e, 30 Mg,
Thank phin ti diwge: Acid citric monohydrat, Acrysol K140, glycerin, huong cam, lactose
monohydrat, natri chlorid, sorbitol, propylen glycol, sucralose, trinatri citrat dihydrat, gém
xanthan, methylparaben, propylparaben, nude tinh khiét :
2. DANG BAO CHE
Dung dich uéng
M@ ta dang bao ché: Dung dich dong nhit v&i mui dic trung dé chiu,
3. CHI PINH
Cac bénh cAp va man tinh duéng ho hip c6 kém ting tiét dich phé quan khong binh thuong,
diic biét trong dot cap cia viém phé quan man, hen phé quan.
4. LIEU DUNG, CACH DUNG
Liéu ding
5 ml dung dich chira 30 mg ambroxol hydroclorid.
Liéu trung binh hang ngay clia ambroxol hydroclorid 1 60 — 120 mg chia 2 lan/ngay, tirc 1a 5
— 10 ml x 2 lan/ngay (sang va td1).
Cach ding
Su dung duéng udng.
Bé éng nhua va udng truc tiép dung dich trong ong, co thé pha lodng v&i nude hoic ubng nudc
sau khi sur dung. _
C6 2 loai dng thude dung tich 5 mL va 10 mL. Luu y chon ding éng khi st 'dl,mg‘
5. CHONG CHI PINH
Tién sir qui min véi mot trong cac thanh phén cia thudc.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Khéng nén két hop mét thude lam mém dich tiét phé quin vdi thude chdng ho va‘hoic cac
thude lam kho dich tiét (tac dung atropinic).
Can cht y t&i nguoi bi loét duomng tiéu hoa va cac truong hop ho ra mau, vi ambroxol c6 thé
lam tan cac cuc déng fibrin va lam xuét huyét tr& lai. Chi diéu trj ambroxol mét dot ngin,
khong d& cin phai di kham lai
Thude c6 chira lactose monohydrat, do dé nén hoi y kién bac si trrde khi ding néu c6 tinh
trang khong dung nap duong. Khong nén dung thudc nay & bénh nhéin ¢6 cac di truyén hiém
gip vé khong dung nap lactose do thiéu hut enzyme lactase hoic kém hap thu glucose-
galactose.
Thubc cé chira 1000 mg — 2000 mg sorbitol/lidu 5 — 10 mL, cAn xem xét tac dung hiép dong
clia cac thude c6 chira sorbitol va lugng sorbitol dung theo ché dé in kiéng Ham luong sorbitol
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¢6 trong thudc udng co thé anh hudng sinh kha dung cia cac thude khac khi ding chung,
Thudc c6 chira methylparaben va propylparaben co thé gay phan ng di img nghiém trong (co
thé di ing muén).

7. SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nit co thai

Céc nghién ciru trén dong vét chua cho thiy bat ki tac dung giy quai thai nac.

Trong thyc hanh 1am sang, hién tai ciing khong o day du dir liéu lién quan dé danh gia tac
dong gy di tit thai nhi ciia ambroxol hydroclorid trong khi mang thai.

Dé phong ngira, tot nhat khong nén sir dung ambroxol hydroclorid trong khi mang thai.

Phu nie cho con bu

Khéng dung thuoe trong thoi ki cho con b,

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Khéng co.
9, TUONG TAC, TUONG KY CUA THUOC
Twong tic cia thubc: *’?Tﬂ_’:ﬁlﬂj‘?
Khéng co. \
Twerng ky ciia thube: | i i: ,:v
Do khéng c6 cac nghién ciu vé tinh twong ky cua thude, khong tron lan thuoe nay van cac i PHAI
thuée khac. JOMEL
10. TAC DUNG KHONG MONG MUON CUA THUOC —
Thieong gap, ADR = 1/100

Tiéu hoa: Tai bién nhe, cha yéu sau khi tiém nhu o nong, kho tiéu, déi khi buén nén, nén

Ir gdp, 171000 < ADR < 1/100

Di ing, chu yéu phat ban

Hiém gdp, ADR < 1/1000

Phan ung kiéu phan vé cap tinh, nang, nhung chua chic chin la cé lién quan dén ambroxol,
miéng kho va ting cic transaminase

11. QUA LIEU VA CACH XU TRi

Khéng co.

12. PAC TiNH DUQC LUC HQC

Nhom dwec [y thudc lam tiéu niém dich

Mi ATC: ROSCBO06

Ambroxol l1a mét chat chuyén héa ciia bromhexin. ¢o tic dung va cong dung tuong tu nhu
bromhexin. Ambroxol ¢6 tac dung lam dom 16ng hon, it quanh hon nén dé bi tong ra ngoai, vi
vily thudc ¢o tac dung long dom. Mot vai tai liéu co néu ambroxol cai thién duoc triéu ching
vi lam giam sé dot cép tinh trong bénh phoi tic nghén man tinh ning,

Két qua nghién ciru gin diy cho thiy ambroxol co tinh chit khang viém va c6 hoat tinh cia
chit chong oxy héa. Ngoai ra, ambroxol con ¢ tac dung gy té tai chd théng qua chen kénh
natri & mang té bao. Ambroxol cé thé kich thich téng hop va bai tiét chét dién hoat phé nang.
Thuédc duoc coi la mét chat hoat hoa chat dién hoat phé nang. Tuy viy, thudc khong cé hiéu
qua khi dimg cho nguoi me dé phong hoi chirg suy hé hip ¢ tré so sinh, nhung thude co hiéu
qua khiém tén khi didu tri sém cho tré nho phat bénh.
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Ambroxol ciing ¢6 tic dung bai tiét acid uric qua nudc tiéu, tic dung nay phu thude vao lidu.
Liéu toi thiéu c6 hiéu qua lam giam acid uric huyét twong khodng 250-500 mg/ngay chia lam
2 1an. Liéu cao téi 1g vin dung nap tot.
13. PAC TINH DUQC PONG HQC
Ambroxol hap thu tét qua duong udng. Dat ndng d6 t6i da trong huyét tuong trong khoing 2
gi¢. Sinh kha dung khoang 70%.
Thude ¢6 thé tich phin bd cao ching té c6 su khuéch tin ngoai mach dang ké.
Thoi gian ban huy khoang 7.5 gio.
Thuoe chi yéu dugce dio thai qua nude tiéu véi 2 chat chuyén héa chinh dudi dang két hap vai
glucuronic.
14, CAC DAUHIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:
Khong duoc tiém.
15, QUY CACH DONG GOI:
Dung dich 5 ml/ 6ng nhya. Hop 20 6ng/30 ong /50 Sng.
Dung dich 10 ml/ éng nhya. Hop 20 6ng/30 éng /50 éng.
16. PTIEU KIEN BAO QUAN: _
Béo quan trong bao bi kin, not khé rao, tranh anh sang, & nhiét d6 khéng qué 30°C.
17. HAN DUNG:
36 thang ké tir ngay san xuit
18. TIEU CHUAN CHAT LUQNG:
Tiéu chudn co s&
19. TEN, BIA CHI, BIEU TUQNG (NEU CO) CUA CO SO SAN XUAT
CONG TY TNHH DUQC PHAM ALLOMED
Pia chi: Ld A-1H-CN, Khu Céng Nghiép M§ Phudc 3, Phuang Chanh Phii Hoa, thi X4 Bén
Cat, Tinh Binh Duong, Viét Nam
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