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+A MKD Pharmaceuticals
WHO-GMP

Thanh phan hoat chit: Ambroxol hydrochloride...............ccevvvnen.e 20 mg.

Thanh phan ta dwoc: Puong RE, povidon K30, acid citric khan, sunset yellow, quinoline

yellow, menthol, natri saccharin, huong cam dang bét, talc, PEG 6000, magnesi stearat.

DANG BAO CHE:

Vién nén, hinh tron, mau cam, hai méat vién tron, canh va thanh vién lanh lan.

CHIi PINH:

Giam dau trong viém hong cip.

LIEU DUNG, CACH DUNG:

Nguoi 16n va tré trén 12 tudi: ngam 1 vién/lan, c¢6 thé ngam 6 lan/ngay.

Trong truomg hop sbt cao va cac tridu ching kéo dai trén 3 ngay thi bénh nhan nén di kham

bac si.

Chua c6 dif liéu v tinh hiéu qua cho tré dudi 12 tudi.

CHONG CHIi PINH:

Loét da day t trang tién trién.

Khéng st dung vién ngdm Star Amko cho nhiing bénh nhén di biét qua min véi ambroxol

hydrochloride hoic véi cac thanh phan khac clia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- RAt it béo cdo tdn thuong da nghiém trong nhu hdi ching Stevens-Johnson va hoai tir biéu
bi nhi®m ddc (toxic epidermal necrolysis -TEN) lién quan tam thoi dén viée sir dung cac
thudc long dom nhu ambroxol hydrochloride. Pa sb cac trudng hop duoc 1y giai 1a do mirc
dd ning cua bénh dang méc phai va’hodc thudc dang dung ciing. Hon nita trong giai doan
dau cia hoi chimg Stevens-Johnson hodc TEN, bénh nhén cé thé ¢ biéu hién céc tién
triéu gibng cum khéong dic hiéu nhu sbt, dau nguoi, viém miii, ho va dau hong.

- Nhim 14n béi céc tién triéu chimg giéng cim khéng dic hidu c6 thé din dén diéu tri triéu
chimg bing thudc ho va thube cam. Do do, néu xuit hién cic tén thuvong mdéi & da hoic
niém mac thi nén di khdm ngay va nén ngimg didu tri bang ambroxol hydrochloride nhir
mot su thén trong.

- Trong truong hop suy thén, c¢6 thé sir dung vién ngam Star Amko sau khi c6 ¥ kién ctia bac
si.

Thudc nay ¢6 chira:

- Puong RE (sucrose). Bénh nhan c6 vin d& di truyén hiém gip vé& khéng dung nap
fructose, kém hip thu glucose-galactose hoic thiéu hut sucrase-isomaltase khéng nén ding
thudc nay.

- Sunset yellow, c6 thé gy ra cac phan tmg di ting.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Sit dung thude cho phu nit cé thai:

Ambroxol hydrochloride qua hang rao nhau thai. Nhimg nghién ctru phi 14m sang khong cho

thiy tac dung gay hai truc tiép hoic gian tiép dén thai ky, su phat trién phdi/thai, su phat trién

trude hodc sau khi sinh.
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Kinh nghiém lam sang trén pham vi rong sau 28 tudn mang thai khong cho thdy bing chimg
v& anh huong bat lgi dén thai.

Tuy nhién, nén tuén thu nhitng thin trong thong thuong lién quan dén viéc sir dung thube
trong thoi ky mang thai. Pdc biét khong nén dung vién ngdm Star Amko trong 3 thdng dau
cua thai ky.

Sir dung thudc cho phu nit cho con b

Ambroxol hydrochloride dugc tiét vao sita me. Khong khuyén céo ding vién ngdm Star
Amko cho ba me dang cho con bu mic du khong thay nhitng tic dung bét loi trén tré b me.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Khéng c6 ¢ bang chimg tir dir liéu hau mai vé anh huong dén kha ning 14i xe va vin hanh
mdy mac.

Chua tién hanh nhitng nghién ctru vé anh huéng dén kha ning lai xe va van hanh may moc.
TUONG TAC TUONG KY CUA THUOC:

Twong tic thube:

Dung ambroxol v6i khang sinh (amoxicilin, cefuroxime, erythromycin, doxycycline) lam
tang nong d6 khang sinh trong nhu mé ph01

Khéng phdi hop ambroxol v6i mét thuée chdng ho (thi du codeine) hoic mot thudc 1am kho
dom (thi du atropme) Phéi hop khéng hop 1y.

Twong ki thube:

Do khong co cac nghién ciru vé tinh tuong ky cta thube, khong trén 13n thude nay véi céc

thudc khéc.

TAC DUNG KHONG MONG MUON CUA THUOC:

Réi loan hé mién dich, roi logn dq va mé dwdi da:

Céc phan fEIlg phan vé bao gdém soc phan vé, phi mach, phat ban, may day, ngua va cac phan
Ung qua man khéc.

Réi loan hé thén kinh: )
Loan vi gi4c (nhu thay dbi vi giac). Réi loan d’&‘»g%w ot, roi loan hé hdp, nguc va trung that.
Budn ndn, ndn, tiéu chay, dau bung trén, khé /t@ '}{iuc giac & miéng va thuc quan, kho

miéng, khd hong. mj

Théng bao ngay cho bdc si hodc duoc si nhw’%fp»é/ }; )co hai gdp phdi khi sir dung thuoc.
QUA LIEU VA CACH XU TRi:

Cho dén nay chua ghi nhén c4c triéu chimg dac. E.lehué@ qua lidu & nguoi.

Duya trén nhiing bao cdo qua lidu do vo ¥y Va/hﬂac ~do sai s6t khi sir dung, nhiing tri¢u chimg
quan sat thiy la ‘phu hop vdi nhimg tac dung phu dé biét cia vién ngdm Star Amko véi lidu
dé nghi va co thé can diéu tri triéu chimg.

QUY CACH DONG GOI:

Hop 1 tui nhom x 2 vi x 12 vién ngdm

Hop 2 thi nhdém, mdi tdi chira 1 vi x 12 vién ngém

PIEU KIEN BAO QUAN, HAN DUNG VA TIEU CHUAN CHAT LUQNG CUA THUOC
Bio quan: O nhiét 46 dudi 30°C, noi kho réo, tranh 4nh sang

Han dung: 36 thang ké tir ngay san xuét. Khong dung thude khi quéa han ding

Tiéu chuin chit lwong clia thude: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM OPV

S 27, Pudng 3A, Khu Céng Nghiép Bién Hoa II, Phuong An Binh, Tp. Bién Hoa, Tinh
Pdng Nai.
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