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Ca 53 sén xudt: CONG TV CO PHAN HOA DUGIC VIET NAM

OCE

Bromhexin hydroclorid 8mg

Manufactured by: VCP .,JSC

OCE

Bromhexin hydroclor]

Manufactured by: V|

OCE

Bromhexin hydroclorid 8mg

Mau nhén hop:

100

OCE

Bromhexin hydroclorid 8mg

Thanh phan / Composition:

M&i vién nén phan tan chita/ Each dispersible tablet contains:

Bromhexin hydroclorid

Té dugc vita di/ Excipients g.s.f .....1 vién/ 1 tablet.

D& xa tam tay tré_em. Poc ky huéng.dén sit dung trudc khi diing/

Keep out of reach of children. Carefully read the accompanying
instructions before use.

Piéu kién bdo quan/ Storage:
Noi kho, nhiét dé dudi 300C/ Store in a dry place, below 30%C.

Co sd san xudt/ Manufactured by:
CONG TY CO PHAN HOA DUGC VIET NAM/ VIETNAM
CHEMICO PHARMACEUTICAL JOINT STOCK COMPA-
NY (VCP ..JSC)
Bia chi: S§ 192 phé Bite Glang, Pht Thufon:
Thanh, Quén Long Bién, Thanh

am./
Address: No. 192 Duc
ward, Long Bien district, Ha Noi city, Vi
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Mau nhan hop:
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100

OCE

Bromhexin hydroclorid 8mg

h phan / Composition:
Méi vién nén phan tan chia/
Each dispersible tablet contains:
Bromhexin hydroclorid
Té dugce viia dui/ Excipients g.s.f .....1 vién/ 1 tablet.
Pé xa tdm tay tré em. Poc ky hudng dan st

dung frudcikhi ding/ Keep out of reach of
children. Carefully read the accompanying
instructions before use.

Piéu kién bdo quan/ Storage:
Noi kho, nhiét d6 dudi 30°C/
Store in a dry place, below 30°C.

Cd sd san xudt/ Manufactured by:
CONG TY & PHAN HOA DUGC VIET
NAM/ VIETNAM CHEMICO

PHARMACEUTICAL JOINT  STOCK

COMPANY (VCP .,JSC)

Bia chi: S6 192 phé Plc Giang.
Phudng Thugng Thanh, Quén Long
Bién, Thanh phd Ha N&i, Viét Nam./
Address: No. 192 Duc Giang street,
Thuong Thanh ward, Long Bien
district, Ha Noi city, Viet Nam.
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HUONG DAN SU DUNG THUOC
1. Tén thude: OCEHEXIN 8
2. Cac dau hiéu hru y va khuyén cdo khi ding thude:
“Pé xa tam tay cla tré em”

“Poc k§ huéng dan str dung trude khi dung”
“Théng bao cho bac sy hodc dugc sy nhimmg tic dung khong mong mudn gip phai
khi str dung thubc”
3. Thanh phén céng thire thude: MJi vién nén phan tan chira:

Thanh phin dwoc chit Ham lugng
Bromhexin hydroclorid 8 mg
Ta duoc vira du 1 vién

Thanh phin ti4 dwoc: Lactose monohydrat, mannitol, colloidal silicon dioxid,
aspartam, vanilin, croscarmellose natri, crospovidon, glyceryl dibehenat.

4. Dang bao ché: Vién nén phan tan (Vién nén phan tan hinh try, mau trang, mat vién
nhan, thanh canh vién lanh lin. Phan tan trong nude tao hon dich uéng).

5. Chi dinh:

Liéu phap phan huy chat tiét, chit nhay trong cac bénh phé quan phdi cip tinh va méin
tinh lién quan dén sy tiét chat nhay bat thuong va sy van chuyén chat nhiy bi suy giam.
6. Cach dung va liéu dung:

Hoa va phan tan vién thudc trong luong nudce thich hop (10-30ml) roi udng sau khi pha.
Nguoi 16n va tré em 12 tudi: Udng 8mg-16mg/lan x 3 lan/ngay.

Tré em dudi 12 tudi: Str dung thude c6 ham luong khac theo chi dinh cia bac s¥.

7. Chéng chi dinh:

Bénh nhin man cam voi bromhexin hay cac thanh phan khac trong cong thirc thude.

8. Canh b4o va thin trong khi dung thudc:

Bromhexin nén duoc sir dung can than & nhitng bénh nhan co6 tién sir loét da day, hodc
hién loét da day.

D3 c6 bao cao vé cac phan tmg da nghiém trong nhu hong ban da dang, hoi ching
Stevens-Johnson (SJS)/hoai tir hoa tay doc (TEN) va ching mun trimg xuat huyét cap
tinh (AGEP) lién quan dén viéc str dung bromhexin hydrochlorid. Néu c6 triéu chimg
hodc xuit hién triéu ching phéat ban da (doi khi ¢ lién quan dén vi hodc niém mac), nén
ngimg diéu tri bing bromhexin hydrochlorid ngay va can héi y kién cua bac sy hay
dugc sy va dén trung tdm y t& gan nhét.

Khong cho tré dudi 2 tudi dung thude trir khi theo chi dinh ciia bac s¥.

Thudc c6 chia lactose, than trong v&i bénh nhan mic cac rdi loan di truyén hiém gap vé
dung nap galactose, chimg thiéu hut lactase Lapp hodc rdi loan hdp thu glucose-
galactose khong nén dung thude nay.

Natri: Thudc nay c6 chira dudi 1 mmol (23 mg) natri trong 1 vién, vé co ban dugce xem
nhu ‘khong chira natri”

9. Sir dung thudc cho phu nir c6 thai va cho con bi:

- Sir dung thudc cho phu nir 6 thai:
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Céc nghién ctru tién 14m sang ciing nhu kinh nghiém 14m sang cho dén nay cho thay
khéng c6 bang chimg nao vé tac dung c6 hai luc c6 thai. Tuy nhién, can than trong Khi
dung thudc nhat 1a trong 3 thang dau thai ky.

- Sir dung thudc cho phu nir dang cho con bii:

Thubc c6 thé di vao sita me, do d6 khong nén str dung khi cho con bu.
10. Anh hwéng cia thudc 1én kha niing lai xe, vin hanh may méc:
Thubc khong anh hudng dén 14i xe va van hanh may méc.

11. Twong tac, twong Ky ciia thudc:

Dung bromhexin chung v61 khang sinh (amoxicillin, cefuroxim, erythromycin,
doxycyclin) dan dén gia ting ndng do khang sinh trong nhu mé phdi.

Tranh két hop véi cac thude chéng ho hodc thude giam tiét dich phé quan kiéu atropin.
Tuong ky: Do chua c6 nghién ctru day di vé twong ky ciia thude, nén khong tron thude
dung véi cac thude khac.

12. Tac dung khdng mong mudn ciia thuéc (ADR):

Réi loan hé théng mién dich:

Phén (mg qua méan: Hiém gép (1/1000 < ADR < 1/10000)

Bao gdm sbc phan vé, phit mach, co thit phé quan, phat ban, néi may day, ngira va cac

ching qua man khac: Khéng biét ty 1¢

Ho6 hap, trung thét va nguc:

Co that phé quan: It gap (1/1000 < ADR < 1/100)
R&i loan tiéu hoa:

Budn ndn, ndn mira, tiéu chay, dau bung trén va cac phan tng phu tiéu hoa nhe khac: It
gap (1/1000 < ADR < 1/100)

Da va rbi loan duéi da:

Phat ban , may day: It gap (1/1000 < ADR < 1/100)

Céac phan tng phy nghiém trong vé mit da (bao gdm hdng ban da dang, hdi chimg

Stevens-Johnson / hoai tir biéu bi doc hai va chimg phat ban xuit huyét cip tinh):
Khéng biét 1y 1¢

Théng bao ngay cho bac sy hodc duge si khi gip cac tac dung khéng mong mubn nhu
trén khi sir dung thudc hodc béo cao cac phan tmg co hai cta thudc vé Trung tim Thong
tin thudc va Theo ddi phan tmg c6 hai cua thude (ADR) Qudc Gia. Pia chi: 13 - 15 Lé
Thanh Toéng - Q. Hoan Kiém - TP. Ha Noi. Dién thoai: 024.3.9335.618; Fax:
024.3.9335642; Email: di.pvcenter@gmail.com.

13. Qua lidu va xir tri:

Cho dén nay chua c6 bao céo vé qua liéu do bromhexin. Néu xay ra truong hop qua
liéu, can diéu tri triéu chiing va cac bién phap hd tro.

14. Pac tinh dwgc luc hoc:

Ma ATC: RO5CBO02.

Nhém duoc 1y: Thube long dom.

Bromhexin hydroclorid 1a chit diéu hoa va tiéu nhiy duong hé hip. Do hoat hoa sy
téng hop sialomucin va pha v& cac soi mucopolysaccharid acid nén thudc lam dam long
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hon va it quanh hon. Thudc 1am long dam d& dang hon, nén 1am dam tir phé quan thoat
ra ngoai c6 hiéu qua.
15. Pac tinh duwgc dong hoc:
Hdp thu:
Bromhexin dugc hip thu tot theo duong rudt, thoi gian ban hip thu cua dung dich
bromhexin khoang 0,4 gid. Dung bromhexin vién dang udng, ndng d6 cao nhét trong
huyét trong dat dugc trong khoang 1 gio (tmax). Bromhexin duoc thai qua vong hip thu
dau tién khoang 75-80%, vi vy tinh kha dung sinh hoc tuyét ddi cua cac dang thude
ubng khoang 20-25%. Dung thirc an trudc khi ding bromhexin lam ting tinh kha dung
sinh hoc cua hop chét nay.
Phan bo:
Két hop cao véi protein huyét twong khoang 95-99%. Bromhexin tich liy trong phdi
nhiéu hon trong huyét twong.
Chuyén héa:
Bromhexin chuyén hoa chii yéu qua gan. Phan 16n bromhexin dugc bai tiét qua than
duéi dang cac chat chuyén héa. Do thanh loc bromhexin giam c6 thé gip trong trudng
hop suy gan, suy than.
Thai true:
Thoi gian ban huay ndi bat 1a 1 gid, thoi gian ban huy cudi cung tir 13-40 gio. Khi dung
8 mg dang udng, ndng do trong huyét trong ha sau 8-12 gio dén 1,5 ng/ml va 0,2 ng/ml.
Phén 16n bromhexin duoc bai tiét qua than dudi dang cac chat chuyén héa trong khi chi
c6 mot lugng nhd 0-10% hop chat dugc tim thiy ¢ dudi dang khong dbi trong nude
tiéu. Sau 24 gid dén 5 ngay, 70-88% liéu udng twong tng c6 trong nudce tiéu, 4% dugc
bai tiét qua phan. Trong cac nghién ciu & dong vat, bromhexin tham thau qua dich ndo
ty va nhau thai. Cé kha nang hop chit nay duoc bai tiét trong sira me.
16. Qui cach déng géi: Hop 2 tii x 5 vi (nhom-PVC) x 10 vién.

Hop 1 tai x 5 vi (nhdm-nhém) x 10 vién.
17. Piéu kién bao quan, han dung, tiéu chuin chit lwong cia thudc:
- Piéu kién bao quéan: Noi kho, nhiét do dudi 30°C.
- Han dung: 24 thang tinh tir ngdy san xuat.
- Tiéu chuén chit lwong: TCCS (NSX).
18. Tén va dia chi co sé san xuit:
CONG TY CO PHAN HOA DUQC VIET NAM
Dia chi: S6 192 phé buc Giang, Phuong Thuong Thanh, Quén Long Bién,
Viét Nam.
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