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Bromhexin hydroclorid 16mg
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CAC THONG TIN KHAC XEM TO
HUGNG DAN SU DUNG KEM THEO Tiéu chuén chét lugng: NSX OPHA
Céng ty Co Phan Dugc VACOPHARM SBK  : ‘ ;
59 Nguyén Hug, Phuting 1, Thanh phd Tén An, Tinh Long An S8 16 SX: _E_p_\§ a
DT: (0272) 3.829.311 . Fax: (0272) 3.822.244 5 =
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Nhan chai 200 vién nén
?ANHPHi_N . R, Thusc ke don ﬂixaﬂmta;cﬁalrécm —
Brombhisxin hydroclon . 15mg ® Boc ky huéng din sif dyng trude khi ding
ZZ?;T;H..G éﬁgﬁ'b"i‘iufg, Llﬁs DUNG, CHONG CHI vaCObrom 1 6 Bao quan nol kné rdo, thodng mat,

BINH: xem t6 hudng dan s dung kém theo.

CAC THONG TIN KHAC XEM T
HUGNG DAN SU DUNG KEM THEO
Céng ty Co Phian Dugc VACOPHARM
59 Nguyén Hug, Phuding 1, Thinh phé Tén An, Tinh Long An
BT: (0272) 3.829.311 »  Fax:(0272)3.822.244
Sén xudt tpl: Km 1954, quédc I6 1A, Phudng Tén Khanh,
Thénh phé Tan An, Tinh Long An  www.vacopharm.com
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THANH PHAN
Bromhexin hydroclorid ..... 16mg R L
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Vacobrom’16

Bromhexin hydroclorid 16mg

chi BINH, CACH DUNG, LIEU DUNG,
CHONG CHI BINH: xem t& hudng dén si dung
kém theo.

CAC THQNG TIN KHAC XEM TO
HUGNG DAN SU DUNG KEM THEO

Cong ty C6 Phan Dugc VACOPHARM
59 Nguyén Hug, Phugng 1, Thanh phé Tan An, Tinh Long An
DT: (0272) 3.829.311 . Fax: (0272) 3.822.244
Sén xuat tai: Km 1954, qudc I¢ 1A, Phuong Tan Khanh,
Thanh phé Tén An, Tinh Long An  www.vacopharm.com
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T hudng dan sir dung thude

Rx Thube ké don VACOBROM 16

Dé xa tAm tay tré em.
Poc ki hwéng din sir dung trude khi dung.
Néu cin thém thong tin xin héi y kién Bac si.
Thudc nay chi ding theo don thude
Thanh phéin dwge chit
Bromhexin hydroclorid 16mg
Ta duogc v.d 1 vién nén
(Thanh phan ta duoc: Polyvinyl pyrrolidon K30, lactose monohydrat, tinh bot san, natri lauryl
sulfat, natri starch glycolat, magnesi stearat, talc)

Dang bao ché: Vién nén tron mau trér_lg, mot mét tron, mot mit ¢é dau +, canh va thanh vién
lanh lin (ki hiéu trén mat vién dugc khac trén chay, khong str dung murc in).

Chi dinh
Diéu tri rdi loan tiét dich phé quan, dic biét trong viém phé quan cap tinh va dot c4p tinh
ctia viém phé quan man tinh.

Ciach dung, lidu dung
Udbng véi mot cde nude.
Ngudi lon: /2 - | vién/lan, téi da ngay 3 lan (% - 1 vién mdi 8 gid). Téng liéu hang ngay la
24mg dén 48mg.
Tré em trén 10 tudi: % vién/lan, toi da ngay 3 1an (Y2 vién mdi 8 gio). Tdng liéu hang ngay
la 24mg.
Thoi gian diéu tri khong qué 5 ngay trir khi 6 y kién thay thudc.
Néu khong cai thién sau 5 ngay diéu tri hodc cac triéu chirng ndng hon thi can dén béc si dé
dugce tu van.

Chéng chi dinh
Man cam vé&i bromhexin hodc véi mot thanh phin nao dé c6 trong thudc.

Cinh béo va than trqng khi dung thude

Két hop véi thude giam ho va/hodc céc chét lam kho dich tiét (atropin) la khong hop ly.

Cac phan ng da nghiém trong nhu hdng ban da dang, hdi chimg Stevens-Johnson (SJS)/hoi
chimg Lyell va bénh mun mu ngoai ban toan than cap tinh (AGEP) lién quan dén viéc sir dung
bromhexin da dugc bao cao. Néu cé cac dau hiéu hogc triéu ching cua phat ban dang tién trién
(d6i khi két hop voi mun nude hodc tén thuong niém mac), nén nglng diéu tri bang bromhexin
ngay lap tirc va nén hoi y kién béc si.

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

Canh bdo td duoc

Thube ¢6 chira lactose, nhirng bénh nhan khong dung nap duge galactose, thiéu hut enzym
lactase hodc kém hip thu glucose-galactose thi khong nén dung thude nay.

Thude nay cé chira dudi 1 mmol (23mg) natri trong mdi vién, vé co ban duge xem nhu
khéng chura natri.

St dung thude cho phu nir ¢é thai va cho con bi
Thoi ky mang thai

Chua nghién ciru tac dung sinh quai thai ctia bromhexin & dong vét thi nghiém. Chua c6
nghién ctru day di va cé kiém sodt vé dung bromhexin cho ngudi mang thai, vi vay, khéng
khuyén cao dung bromhexin cho ngudi mang thai.

Thoi ky cho con bi

Con chua biét bromhexin cé bai tiét vao sita me khong. Vi vy, ding bromhexin cho phu nir
dang cho con bu phai can nhic.
Anh huéng ciia thude 1én khi ning l4i xe, van hanh may méc

Chua nghién ciru anh hudng cua thude 1én kha nang lai xe hogc van hanh may méc.
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Twong tic thude
Khong &p dung.

Tsc dung khong mong mudn ciia thude (ADR)
Réi loan hé mién dich

Hiém gap (>1/10.000 dén < 1/1.000): Phan trng quéa man. ) )

Chua rd (khdng thé udce lugng tir dit ligu sin ¢6): Sbe phan vé, co thit phé quan, phi mach
va ngua.

Roi loan da va mé duéi da

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

Chua rd (khong thé udc lugng tir dir lidu sin c): Phan Gng trén da nghiém trong (SCAR)
(bao gdm hdng ban da dang, hoi chirng Stevens-Johnson/hoi ching Lyell va mun mu ngoai ban
toan than cép tinh). Trong nhiing trudng hop nay, phai ngung diéu tri ngay lap tirc.

Réi loan tiéu héa
Budn ndn, ndn, tiéu chay va dau bung trén, bao gbm dau da day.
R6i logn hé hé hdp, ngire va trung that

Nguy co gia ting co thit phé quan & mot sé bénh nhan kho khac dom.
Huéng din cach xir tri ADR

Cac ADR thudng nhe va qua khoi trong qua trinh diéu tri (trir co that phé quan khi ding
thude cho nguoi bi hen suyén).

Ngirng thube ngay lap tic néu bénh nhan cé nhirng triéu chimg cua SCAR.

Thong bao ngay cho bdc st hodic dugc si nhitng tdc dung khong mong muon gdp phai khi sir
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dung thuoc. -
CON
Qua liéu va xir tri 6 PHAN
Cho dén nay, chua thiy c6 bao cdo vé qua lidu do bromhexin. Néu xay ra truong hop qué 'ACOP)
li¢u, can diéu tri triéu ching va hd tro. \
=
Dic tinh dwge lue hoe SEop!

Bromhexin hydroclorid 1a chét ¢é tac dung long dom. Do hoat hoa téng hop sialomucin va
pha v& céc sgi acid mucopo]ysacchand nén thudc lam dom long hon va it quanh hon. Giup
dom tir phé quan thodt ra ngoai.

Diac tinh dwge dong hoc

Bromhexin hydroclorid hap thu nhanh qua dudng ti€u hoa va bj chuyén hoéa bude dau ¢
gan rat manh, nén sinh kha dung khi udng chi dat khoang 20%. Thirc an lam téng sinh kha dung
ctia bromhexin hydroclorid. Nong do dinh trong huyét twong dat dugc sau khi udng, tir ¥4 dén 1
gio.

Bromhexin hydroclorid phén bd rong rdi vao cdc md cua co the Thudc lién két rat manh
(95 - 99%) vai protein huyét tuong. Bromhexin chuyén héa cha yéu & gan. Da phat hién dugc it
nhat 10 chat chuyén hoa trong huyét tuong, trong do, c6 chat ambroxol la chét chuyen héa van
con hoat tinh. Thai gian ban thai cta thude & pha cudi 1a 13 - 40gid tily theo timg cé thé.

Bromhexin qua dugc hang rao mau ndo va mdt lugng nho qua dugce nhau thai. Khoang 85 -
90% liéu diing dugc thai trir qua nude tiéu, chu yéu 1a dudi dang cac chét chuyén hoa, & dang
lien hop sulfo hodc glucuro va mét lugng nho dugc thai trir nguyén dang. Bromhexin duoc thai
trir rat it qua phén, chi khoang dudi 4%.

Quy ciach dong goi

STT| M ta tom tit quy cach dong goi
1 Ep vi, vi 10 vién, hop 10 vi
2 | Ep vi, vi 20 vién, hop 10 vi
3 | Ep vi, vi 20 vién, hop 50 vi
4 | Bong chai 200 vién
5 | Béng chai 500 vién

Diéu kién bio quin: Noi kho rio, thodng mat, tranh anh séang, nhiét d khong qud 30°C.
Han dung: 36 thang ké tir ngay san xuit.
Tiéu chuin chit luwgng: NSX
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Tén, dia chi ciia co s ding ky va sin xuat Céng ty C6 phin Dugec VACOPHARM
59 Nguyén Hué, Phuong 1, Thanh phé Téin An,
A acopharni Tinh Long An
Dién thoai: (0272) 3829311 Fax: (0272) 3822244

Sin xudt tai: Km 1954, Quéc 16 1A, Phudng Tin
Khinh, Thanh phé Tan An, Tinh Long An
www.vacopharm.com
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