TO HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

Bromhexin 8 mg

e Pockyhuéngdan sirdung truéckhidung.

e Déxatamtaytréem.

e Théng bao ngay cho bac si hodc dugc sinhiing tac dung khéng mong muén
gap phaikhi strdung thuéc.

THANH PHAN:

Maivién nang cting chura:

-Bromhexin hydroclorid 8mg
-Ta dugc: Tinh bot mi, Microcrystallin cellulose PH102, Natri starch glycolat, Magnesi
stearat, Colloidal silicon dioxid A200, nang cting gelatin (s6 4).

DANG BAO CHE:

Vién nang cling, dung uéng.

QUY CACHPONGGO!:

Chai200vién.

DUGC LUC HOC:

Nhém dugcly: Thuéclong dom.

Ma ATC: RO5C B02

-Bromhexin hydroclorid la chat diéu hoa va tiéu nhay dudng ho hdp. Do hoat hod
suténg hgp sialomucin va phé vé cc sgi mucopolysaccharid acid nén thuéc lam
dom 16ng hon va it quanh hon. Thudc lam long dom dé dang hon, nén lam dom
tirphé quan thoat ra ngoai c6 hiéu qua. Khi udng, thudng phaisau 2 - 3 ngay méi
c6biéuhiéntacdungtrénlamsang.

DUQC DONG HOC:

- Bromhexin hydroclorid hap thu nhanh qua dudng tiéu hoé va bj chuyén hoa
budc dau & gan rat manh, nén sinh kha dung khi uéng chi dat 20 - 25%. Thiic an
lam téng sinh kha dung ctia bromhexin hydroclorid. Nong dé dinh trong huyét
tuang, & ngudi tinh nguyén khde manh, dat dugc sau khi uéng, tirnira gic dén 1
gio.

- Bromhexin hydroclorid phan bé rong rdi vao cdc mé ctia co thé. Thudc lien két
rat manh (trén 95%) vai protein clia huyét tuang.

- Bromhexin bi chuyén hoa cht yéu & gan. Da phat hién dugc it nhat 10 chat
chuyén hoa trong huyét tuong, trong d6, c6 chat ambroxol 1a chat chuyén hoa
van con hoat tinh. Thdi gian béan thai ctia thuéc & pha cudila 12 - 30 gi tuy theo
tiing ca thé, vi trong pha dau, thuéc phan bé nhiéu vao cac mé cua co thé.
Bromhexin qua dugc hang rao mau nao, va mét lugng nho qua dugc nhau thai
vao thai.

-Khoang 85% — 90% liéu diing dugc thai tri qua nudc tiéu, cha yéu la dusi dang
céc chat chuyén hod, sau khi da lién hgp véi acid sulfuric hodc acid glucuronic va
mot lugng nhd dugc thai trir nguyén dang. Bromhexin dugc thai trir rat it qua
phan, chikhoang dudi4%.

CHIDINH:

Diéu tri cac bénh ly dudng hé hadp c6 ddm nhdy quanh nhu viém phé quan cap
tinh, dot cdp tinh clia viém phé quan man tinh.

LIEU DUNG VA CACH DUNG:

Cachdung: Uéng thudc véi 1 cdc nudc.

Liéudung:Ngudilon vatré emtrén 10tudi: 8- 16 mg/lan, ngay uéng 3 lan.
Luuy:

- Ché pham vién nang cting BROMHEXIN 8 mg thich hgp cho tré em trén 10 tusi
(tré em duéi 10tudi dung dang dung dich uéng).

-Thai gian diéu tri khdng dugc kéo dai qua 8 -10 ngay néu chua co y kién clia béc
Si.

CHONG CHiDINH:

-Man cdm véi bromhexin hoéc bét citthanh phan nao ctia thuée.

THANTRONG KHIDUNGTHUGC:

-Tranh phéi hgp véi thudc ho vi c nguy co (rdong dom & dudng hd hap.

- Do bromhexin c6 tac dung lam tiéu dich nhay, nén c6 thé gay huy hoai hang rao
niém mac da day; vi vay phai rat than trong khi dung bromhexin cho nguai cé
tiénsuloétdaday.

- Can than trong khi dung cho ngudi bénh hen, vi bromhexin c6 thé gay co that
phé&quan mot sé ngudi dé man cam.

- Suthanh thai bromhexin va cac ch&t chuyén hoa c6 thé bi gidm & ngudi bénh bi
suy gan hodc suy than nang, nén can phaithan trong va theo doi.

-Canthan trong khidung bromhexin cho ngudi cao tudi hodc suy nhugc, qua yéu
khéng cé kha nang khac dom c6 hiéu qua do dé cang tang G dom.

- C6 mét vai bao cdo vé t6n thuong da nghiém trong nhu héi chiing Stevens-
Johnson, hoai ti biéu bi cap nhiém doc c6 thé lién quan dén viéc st dung cac
thuéclong ddm nhubromhexin.

Phuniicé thaivachoconbu:

Thoiky mang thai:

Chua nghién ctu tac dung sinh quai thai ciia bromhexin & dong vat thi nghiém.
Trén ngudi, cling chua c6 dd tai liéu nghién cdu; vi vay, khong khuyén céo dung
bromhexin cho ngudi mang thai.

Thoiky choconbu:

Con chua biét bromhexin c6 bai tiét vao sita me khong. Vi vay, khong khuyén céo
dung bromhexin cho phu nirnudi con ba. Néu can phai dung thudc thitét nhat la
khong cho conbd.

Anh huéng cta thudc d8i véi cong viéc (ngudi van hanh may méc, dang lai
tau xe, ngudilam viéc trén cao va cac truong hop khac):

Thudc c6 thé gay nhic dau, chéng mit. Can than trong khi l4i xe va van hanh may
moc.

TUgNG TAC CUA THUGC VOI CAC THUGC KHAC VA CAC LOAI TUGNG TAC
KHAC:

-Khéng phéi hgp vai thudc lam gidm tiét dich (gidm ca dich tiét khi phé quan) nhu
cacthudc kiéu atropin (hodc anticholinergic) vi lam gidm téc dung clia bromhexin.
-Khong phéihgp véi cac thude chéng ho.

- Dung phéi hgp bromhexin véi khang sinh (amoxicillin, cefuroxim, erythromycin,
doxycyclin) 1am téng néng dé khang sinh vao mé phéi va phé quan. Nhu vay,
bromhexin c6 thé cé tac dung nhu mét thudc bé trg trong diéu tri nhiém khuan
hé hép, lam tang tac dung ctiakhang sinh.

TACDUNG KHONG MONG MUON (ADR):

Tan suat dugc xac dinh theo quy udc sau day: It gdp (1/1000 < ADR < 1/100), hiém
g4p (ADR< 1/1000).

Bang tém tat cac phan ing khéng mong muén:

Cac co quan Tan suat Cac phan ting khéng mong muén

Tiéu hoa ltgdp Pau da day, buén non, nén, tiéu chay.

Hiém gdp Khé miéng.

Than kinh It gdip Nhrc dau, chong mat, ra mo hoi.

Da It gdip Ban da, may day.

Hé hap It gdip Nguy co ¢ dich tiét phé quan & ngudi bénh
khong cé kha nang khac dom.

Gan Hiém gdp Tang enzym transaminase AST, ALT.

QUALIEUVA CACH XU TRi:

Triéu chiing va biéu hién khistrdung thuéc qualiéu:

Cho dén nay, chua thdy c6 bao céo vé qua liéu do bromhexin.
Cachxirtriqualiéu:

Néu xay ratruong hgp qua liéu, can diéu tritriéu ching va ho trg.
DIEU KIEN BAO QUAN:

Nai kho, nhiét d6 dudi30°C, tranh dnh séang.

HANDUNG CUATHUOC:

36thdng ké tirngay san xuat.

CO & SAN XUAT:

CONGTY C6 PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 66, Qudc 16 30, Phuong My Phd, Thanh phé Cao Lanh, Tinh
DéngThép
poMEsco  Dién thoai: 0277.3851950
NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUOC: 29/12/2017.

TO HUGNG DAN SU' DUNG THUGC CHO BENH NHAN

Bromhexin 8 mg

e Dockyhuéng dan sitdung truéckhidung.

o Péxatamtaytréem.

o Théng bao ngay cho bacsihodc dugcsinhiing tic dung khéng mong muén
gap phaikhisitdung thuéc.

e Haygiitlai to huéng dan sitdung, ban c6 thé can phaidoclai.

THANH PHAN, HAM LUGNG CUATHUOC:

M@ivién nang cting chtra:

-Bromhexin hydroclorid 8mg
-Té dugc: Tinh bét mi, Microcrystallin cellulose PH102, Natri starch glycolat, Magnesi
stearat, Colloidal silicon dioxid A200, nang cting gelatin (s6 4).

MOTA SANPHAM:

Dangbao ché: Vién nang cting, dung udng.

Hinh thic: Vién nang cling s6 4, ndp nang mau xanh, than nang mau tréng, bot
thuécbéntrong mautrang.

QUY CACHPONG GOI:

Chai200vién.

THUOC DUNG CHO BENH GI?

Diéu tri cac bénh ly dudng hé hap c6 ddm nhay quanh nhu viém phé quan cap
tinh, dgt cap tinh clia viém phé quan mantinh.

NEN DUNGTHUOC NAY NHU THE NAO VA LIEU LUGNG?

Pudng dung: Dudng udng.

Cachdung: Uéng thudc véi 1 cdc nudc.

Liéu dung:

Ngudilénvatré emtrén 10tudi: 8- 16 mg/lan, ngay uéng 3 lan.

Luuy:

- Ché pham vién nang cing BROMHEXIN 8 mg thich hgp cho tré em trén 10 tudi
(tré em dui 10 tudi dung dang dung dich uéng).

-Thai gian diéu tri khdng dugc kéo dai qua 8 -10 ngay néu chua c6 y kién clia bac

s
KHINAO KHONG NEN DUNGTHUGC NAY?

- Néu ban c6 tién st man cdm véi bromhexin hodc bat ci thanh phan nao cta
thudc.

TACDUNG KHONG MONG MUON (ADR):

Ciing nhu cac thu8c khac, BROMHEXIN 8 mg c6 thé gay ra cac tac dung phuy, mac
dukhong phaibénh nhan nao ciing gap phai.

Thong béo ngay cho bac sihodc dugc sinhiing téc dung khéng mong mudn gap
phaikhistrdung thuéc.

Néu tdc dung khdng mong mudn nao trd nén nghiém trong hodc néu ban phat
hién téc dung khdng mong muén chua dugc dé cap trong to hudng dan nay, hay
béo cdo cho bécsicliaban biét.

Tan suat dugc xac dinh theo quy udc sau day: it gép (1/7000 < ADR < 1/100), hiém
gdp (ADR< 1/1000).

Béang tém tit cac phan ing khéng mong muén:

Céac co quan Tan suat Cac phan iing khéng mong muén
Tiéu hoéa It gdip Dau da day, buén nén, nén, tiéu chay.
Hiém gdp Kho miéng.

Than kinh Tt gdp Nhtc dau, chéng mat, ra mo hoi.

Da It gap Ban da, may day.

Ho héap It gap Nguy ca ( dich tiét phé quan & ngudi bénh
khong co kha nang khac dom.

Gan Hiém gdp Tang enzym transaminase AST, ALT.

NEN TRANH DUNG NHUNG THUGC HOAC THUC PHAM Gi KHI DANG SU
DUNGTHUOCNAY?

Thucpham: Thic&nva dé uéng khéng cé anh hudng dén tac dung clia thuéce.
Dung cacthuéckhac:
-Khong phdi hop véi thude lam gidm tiét dich (gidm ca dich tiét khi phé quan) nhu
cacthudc kiéu atropin (hodc anticholinergic) vi lam gidm téc dung cGia bromhexin.
-Khéng phéi hgp véi cac thudc chéng ho.
- Dung phéi hgp bromhexin véi khang sinh (amoxicillin, cefuroxim, erythromycin,
doxycyclin) lam tdng néng dé khang sinh vao mé phdéi va phé quan. Nhu vay,
bromhexin cé thé cé tac dung nhu mét thuéc bé trg trong diéu tri nhiém khuén
ho hap, lam tang tédc dung ctiakhangssinh.
CANLAM GIKHIMOT LAN QUEN KHONG DUNGTHUOC?
Néu ban quén uéng mét liéu dung, hdy uéng ngay khi nhé ra. Néu thai gian gan
vdi lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu tiép theo vao
thdigian thusng [&.Khong dung liéu g&p d6i dé bu vao liéu da quén.
CAN BAO QUAN THUGC NAY NHU THE NAO?
Bao quan thudc noi khé, nhiét dd dudi 30 °C, tranh anh sang.
NHUNG DAU HIEU VATRIEU CHUNG KHI DUNG THUOC QUA LIEU?
Chodén nay, chua thdy cé bao cdo vé qua liéu do bromhexin.
CANPHAILAM GI KHIDUNGTHUGC QUA LIEU KHUYEN CAO?
Cachxitriqualiéu
Néu ban hay bat ky ai khac (nhu'tré em) uéng qua nhiéu vién thudc, hay gap ngay
bac sthodc téi khoa Hoi stic - Cap clu clia bénh vién gan nhat.
Néu xdy ra trudng hop qua liéu, can diéu tritriéu ching va hé trg.
NHUNGBIEU CANTHANTRONG KHIDUNG THUGC NAY:
-Tranh phéi hgp véi thudc ho vi c nguy co (rdong dom & dudng hd hap.
- Do bromhexin ¢6 téc dung lam tiéu dich nhdy, nén c6 thé gay huy hoai hang rao
niém mac da day; vi vay phai rat than trong khi dung bromhexin cho ngugdi cé
tiénsirloét da day.
- Can than trong khi dung cho ngudi bénh hen, vi bromhexin c6 thé gay co that
phéquan 8 moét sé ngudi dé man cam.
- Suthanh thai bromhexin va cac chat chuyén hoa c6 thé bi gidm & ngudi bénh bi
suy gan hodc suy than nang, nén can phaithan trong va theo dai.
-Canthan trong khidung bromhexin cho ngudi cao tudi hodc suy nhugc, qua yéu
khong cé kha nang khac dom cé hiéu quéa do dé cang tang & dom.
- C6 mot vai bo cao vé tén thuong da nghiém trong nhu hoi chiing Stevens-
Johnson, hoai ti biéu bi cap nhiém doc cé thé lién quan dén viéc sir dung cac
thudclong ddm nhubromhexin.
Phuniicé thaivacho conbu:
Thoiky mang thai:
Chua nghién ctiu tac dung sinh quai thai cla bromhexin & dong vat thi nghiém.
Trén ngudi, cing chua c6 d tai liéu nghién cdu; vi vy, khong khuyén cdo dung
bromhexin cho ngudi mang thai.
Thoiky cho conbu:
Con chua biét bromhexin c6 bai tiét vao sita me khong. Vi vay, khong khuyén céo
dung bromhexin cho phu nitnudi con ba. Néu can phai dung thudc thitét nhat 1a
khéng cho con ba.
Anh huéng ctia thudc déi véi cong viéc (ngui van hanh may méc, dang lai
tauxe, nguoilam viéctrén cao va cactruong hop khac):
Thuéc c6 thé gay nhiic dau, chéng mit. Can than trong khi lai xe va van hanh may
moc.
KHINAO CANTHAM VAN BAC STHOAC DUGC Si?
To huéng dan st dung néu tém tét cac théng tin quan trong ciia thuéc. Néu
canthém théngtin, xin hdiy kién bacsihodcdugcsi.
HANDUNG CUATHUOC: 36 thang ké tirngay san xuét.
CO SG SAN XUAT:
CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO
Dia chi: S6 66, Quéc 16 30, Phudng My Phu, Thanh phé Cao Lanh, Tinh
DongThap
pomEsco Dién thoai: 0277.3851950
NGAY XEM XET SUA BOI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUGC: 29/12/2017.
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