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Dé xa tAm tay tré em.
Doc ky hwéng din sir dung truéc khi ding.
Néu cin thém théng tin xin héi ¥ kién Béc si

Thanh phén dwge chat

Bromhexin hydroclorid Smg

Ta duqc v.d 1 vién nén
(Thanh phén ta dugc: Polyvinyl pyrrolidon K30, lactose monochydrat, tinh bjt sén, natri starch glycolat,
magnesi stearat, talc, mau tartrazin)

Dang bao ché: Vién nén vudng mau vang, mdt mit tron, mot mit c¢é dau +, canh va thanh vién lanh lgn
(ki hiéu trén mit vién dugce khic trén chay, khong sit dung myc in).

Chi dinh
Didu tri réi loan tiét dich phé quan, ddc biét trong viém phé quan cAp tinh va dot cép tinh ctia viém phé
quan man tinh.

Cich ding, liéu ding
Ubng véi mot cde nude.
Ngudi Iém: 1 -2 vién/lén, ngay ubng 3 lan,
Thoi gian diéu tri khong qua 5 ngay trir khi c6 y kién thiy thudc.
Neu khéng cai thién sau 5 ngay diéu trj hodc céc triéu ching ning hon thi can dén bac st dé dugc tu
van.

Chong chi dinh
Man cam v&i bromhexin hodc véi mét thanh phin niao d6 ¢é trong thube.

Canh béo va thin trong khi ding thude

K&t hop véi thude giam ho va/hoic cée chat 1am khd dich tiét (atropin) 13 khong hop ly.

Cac phan {mg da nghiém trong nhu hdng ban da dang, hdi chitng Stevens-Johnson (SJS)/hdi chimg
Lyell va bénh mun mui ngoai ban toan than cp tinh (AGEP) lién quan dén viéc sir dung bromhexin da
duoc bdo c4o. Néu cé cc dbu hiéu hodc triéu chirng clia phat ban dang tién trién (d6i khi két hop véi mun
nurde hodc 1dn thuong niém mac), nén nging didu tri bing bromhexin ngay 1ap tirc va nén hoi y kién bac
st

Bromhexin két tua trong dung dich ¢6 pH 16n hon 6. Khong dugc hoa tan vién nén nay dé udng.

Canh bdo t4 dugce

Thudc ¢6 chira ti duge mau tartrazin, ¢6 thé giy di img,

Thude ¢6 chia lactose, nhitng bénh nhan khong dung ngp dugc galactose, thiéu hut enzym lactase
hodc kém hip thu glucose-galactose thi khang nén ding thuoc nay

Thudc nay ¢6 chira dudi 1 mmol (23mg) natri trong mdi vién, vé co ban dugc xem nhu khong chira
natri.

Sir dung thude cho phu nir ¢6 thai va cho con bu
Théi ky mang thai

Chua nghién ctru tac dyng sinh quéi thai cia bromhexin & dong vit thi nghi¢m. Chua cé nghién ciu
ddy di va c6 kiém soat v& diung bromhexin cho ngudi mang thai, vi vy, khong khuyén cdo ding
bromhexin cho ngudi mang thai.

Thai ky cho con ba
Con chua biét bromhexin cd bai tiét vao sita me khoéng, Vi viy, ding bromhexin cho phu nit dang cho
con bu phai cdn nhac.

A 3 > K A 2w re A < - ,
Anh hwéng ciia thudce 1én kha niing lai xe, vin hanh may méc
Chua nghién ctru anh hudng cia thude 18n kha ning lai xe hodc vin hanh may moc.

Twong tic thube
Khong ap dung.

Tac dung khong mong mubn cia thube (ADR)
Réi logn hé mién dich

Hiém gip (>1/10.000 dén < 1/1.000): Phan tng qué man.

Chua 16 (khong thé udc hrgng tir dir lidu siin ¢6): Séc phan vé, co thit phé quan, phit mach va ngira.
Roi loan da va md dudi da

Hiém gip (>1/10.000 dén < 1/1.000): Phat ban, ndi may day.

Chura ro (khéng thé uwée lugng tir dit liéu sin ¢6): Phan (mg trén da nghiém trong (SCAR) (bao gdm
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q?agrﬁfh %tgnédm Ichlmg Stevens-Johnson / hi chimg Lyell va mun mu ngoai ban toan than cap tinh).
rong nhimg truong hop nay, phai ngung didu tri ngay 14p tic.
Réi loan tiéu héa

Budn nén, ndn, tidu chay va dau bung trén, bao gdm dau da day.
RGi logn hé ho hap nguc va trung that

Nguy co gia tang co thit phé quan & mét s6 bénh nhéan kho khac dom.
Huéng dén cich xir tri ADR

Cac ADR thuong nhe va qua khoi trong qua trinh didu trj (trir co thit phé quan khi ding thude cho
ngudi bi hen Suyen)

Ngirng thubc ngay 1ap tirc néu bénh nhan cé nhitng trigu ching ciia SCAR.

Théng bdo ngay cho bdc sT hodc duge sT nhitng tde dung khong mong mudn gdp phdi khi sir dung
thuéc.

Qua lidu va xir tri

Cho dén nay, chua thdy ¢6 béo cao vé qué lidu do bromhexin. Néu xy ra trudng hop qud lidu, cén
diéu tri triéu chimg va hd tro.

San xuft tai: Km 1954, Qudc 16 1A, Phuong Tan Khanh,

Thanh phd Tén An, Tinh Long An www.vacopharm.com

Quy cach dong goi
STT [ M5 ta tém tit quy céch ddng gbi

1 | Ep vi, vi 10 vién, hop 10 vi

2 | Ep vi, vi 10 vién, hop 100 vi oo

3 [ Bp vi, vi 20 vién, hop 10 vi AN

4 | Ep vi, vi 20 vién, hdp 50 vi e T \;\

5| Dong chai 100 vién Aouge 1)

6 | Déng chai 500 vién IPHAR N j& Y
Didu kién bao quén: Noi khé réo, thodng mat, tranh anh sang, nhiét d¢ khong qua 30°C. e a'/{‘ 4
Han ding: 36 thang ké tir ngay san xudt. ]
Ti¢u chuén chét lwgng: TCCS
Tén, dia chi caa co s& dang ky va san xuit _ Céngty Cb phin Dwgc VACOPHARM

59 Nguyén Hué, Phuong 1, Thanh pho Tén An, Tinh Long An
&V&m&ﬁ&ﬁrﬁl Pién thoai: (0272) 3829311 Fax: (0272) 3822244

Long An, ngay 24 thang 8 nam 2022
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