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RESPIMAX
(Vién nén ambroxol hydroclorid 30 mg)

; Cac dau hiéu luvu ¥ va kKhuyen cio:
Doc ky huréng ddn sir dung trieée khi ding.
Dé xa tam tay tré em.

Théng bao ngay cho bac sy hodic dirge sy nhimg tae dung khong mong muon glp phdi khi sir
dung thuoc.

1. Thanh phan cong thire thuoc
MBoi vién nén khong bao chira:
Thanh phan hoat chat: Ambroxol hydroclorid 30 mg.

; Thanh phan ti dwge: Maize starch, micro crystallin cellulose, colloidal anhydrous silica,

| povidone, titanium dioxide, magnesium stearate, purified talc, croscarmellose sodium.

2. Dang bao ché: Vién nén khong bao.

Mb ta dic diém thudc: Vién nén khong bao mau tring, hinh tron, phang, ¢ vt canh, khac

“Z1” & mot mat.

3. Chidinh

Thudc long dam (givp ho thdng ngwe) duge chi dinh trong cac bgnh cap va man tinh & dwdng ho
‘ hap c6 kém tang tiét dich phé quan bat thirdng, van chuyén va khac dom kho khan.

Vién Respimax danh cho ngudi 16n, thanh thiéu nién va tré em trén 6 tuoi.

4. Liéu dung - Cich ding

Néu khéng c6 chi dinh khéc, lidu diing sau ddy duge khuyén céo cho Respimax:

Tré em tir 6 — 12 tudi:

v vién uéng 2 hodc 3 lin/ngay (twong duong véi 15 mg ambroxol hydoclorid 2 — 3 lan/ngiy)

Ngudi 16n va thanh thiéu nién trén 12 tudi:

i 1 vién Respimax uong 3 lan/ngay trong 2 — 3 ngdy dau tién (twong dwong 30 mg ambroxol
hydoclorid 3 lan/ngay), sau d6 | vién 2 lan/ngay (twong duong 30 mg ambroxol hydoclorid 2
lan/ngay).

Déi véi ngudi 16m, ¢b thé ting lidu téi 60 mg 2 lan mdi ngdy (twong duong 120 mg ambroxol
hydoclorid/ngay) néu can thiét.
Cach dung

Neén nudt ca vién thude sau bira an va véi mot lugng nude vira d.

Néu quén mét liéu thong thwong, hiy ubng thude ngay khi nhé ra. Khéng ding lidu gép doi dé

bui cho lidu da quén.

Khéng nén dung Respimax ldu hon 4 — 5 ngdy ma khong c6 khuyén céo clia bac s.

5. Chong chi dinh

- Bénh nhén c6 tién stt qua man vdi ambroxol hodc véi bat ky thanh phin ta dwge nao cia thude.

- Do chita ham lwong hoat chét cao, Respimax khong thich hop cho tré em dudi 6 tudi.

6. Cinh bao va thin trong khi ding thuoc

w - Than trong khi str dung thude & nhitng bénh nhin loét da day va ta trang, suy than nang.

- Respimax phai dwoe sir dung ddc biét than trong (tirc 1a véi khoang thoi gian dai hon hodce voi

liéu thap) & bénh nhan suy gan ning.

- Khéong dung thude trye tiép ngay trude khi ngu.

- Rit hiém khi xay ra cic phan img da nghiém trong nhwr héi ching Steven-Johnsson va hoi

chimg Lyell tring hgp vdi vige sir dung ambroxol da duge bao cao. Néu xdy ra nhitng thay doi
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vé da va niém mac, can phai hoi y kién bac si ngay lap tirc va ngling sit dung ambroxol.

- Do c6 thé tich tu chat bai tiét, nén than trong khi sit dung ambroxol & bénh nhan réi loan van
dong phé quan va hrong bai tiét 1on (vi dy nhu trong hdi chimg 16ng mao bt dong hiém gip).

- 3 bénh nhan hen, ambroxol ban du ¢ thé lam con ho ning hon.

7. Si dung thudc cho phu ni¥ cé thai va cho con bi

Phu nit mang thai

Chura 6 du dit liéu vé viée st dung ambroxol & phy nit mang thai. Diéu nay ddc biét lién quan
dén khoing thoi gian 1én dén tuan thir 28 cta thai ky. Ambroxol khéng cho thay tac dung giy
quai thai trong cic nghién citu thye nghiém trén dong vét. Respimax chi nén duge str dung trong
thai ky sau khi di danh gia can thin loi ich/nguy co, dc biét trong 3 thang dau thai ky.

Phy nit cho con bu

Ambroxol bai tiét vao sita me & dong vat. Vi chua co du kinh nghiém trén ngudi, Respimax chi
nén duoe sit dung trong thdi ky cho con bu sau khi danh gia can than loi ich/nguy co.

8. Anh hwéng cia thudc 1én kha niing lai xe, vAn hinh miy méc

Respimax khong anh huéng hodc anh hwéng khong dang ke dén kha ning lai xe va van hanh
may maoc.

9. Twong tac, twong Ky cua thube

Twong tac

Str dung dong thoi vién Respimax va mot s6 loai khang sinh (amoxicillin, cefuroxim,
erythromycin, doxycyclin) lam ting ndng do khéng sinh trong mé phoi.

Khong nén sit dung dong thoi ambroxol véi cde thude tic ché phan xa ho (thudc giam ho, vi du
codein).

Twong ky
Do khéng c6 céc nghién ctru vé tinh twong ky ctia thude, khong tron Ian thude nay véi cac thude
khac.

10. Tac dung khong mong mubn ciia thude

Bang sau déy tom tat céc phan tmg khong mong muon ciia ambroxol duoc chia thanh cac nhém
theo MedDRA cuing tin suat xuat hién: Rat thuong gap (=1/ 10) thwong gap (> 1/100 dén <
1/10); it gap (= 1/1000 dén < 1/100); hiém gip (> 1/10000 dén < 1/1000); rat hiém gip (<
1/10000); khong 1 (khong the wdce tinh tir dit liéu co san).

Phin loai theo hé co quan Tan suit Tac dung khong mong muon

R&i loan hé tiéu hod It gap Buon nén, dau bung, non.

R&i loan da va mé dudi da Rithiém gip | Phan {mg da nghiém trong nhu hoi ching
- Steven-Johnson va hoai tir biéu bi

Céc rdi loan chung va tai vi | It gp Phan g qua man (phat ban da, phu mat,
tri dung thude suy ho hip, ngira), sot

Rét hiém gép | Phan {mg phan vé dén soc

11. Qua liéu va cich xir tri

Triéu chiing qua liéu

Cac trifu chimg nhiém doc nghlem trong chua duge quan sat thay sau khi ding qua lidu
ambroxol. Tinh trang bon chon ngan han va tiéu chay da dwoc béo céo.

Ambroxol dwge dung nap tot khi ding duong tiém lén téi 15 mg/kg/ngay va khi ding dwong
udng voi liéu 1én tdi 25 mg/kg/ngay.

Tuwong ty nhw kham cén 1am sang, tang tiét nude bot, buén ndn, non va tut huyét ap co thé xay ra
sau khi diing qué liéu.

Xar tri
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Céc bién phap cép tinh nhw giy non va rira da day thwong khong dwogce chi dinh va chi dwge can
nhic thue hién khi qué liéu nghiém trong. Bién phap dieu tri triu chimg duge khuyén ding.

12. Dac tinh duwgce e hoc

Nhém dwee Iyt Thude long dam.

M3a ATC: RO5SCB06

Ambroxol, mot benzylamin dugc gin nhém theé, la mot dan xuat ctia bromhexin. Ambroxol khac
v6i bromhexin ¢ chd khong ¢6 nhém methyl va ¢6 nhom hydroxyl ¢ vi tri para-trans cia vong
cyclohexyl. Méc du co ché hoat dong ciia ambroxol van chua dwge sang t6 hoan toan, tuy nhién,
tic dung tiét va van dong tiét da dugc tim thdy trong nhidu nghién ciru khac nhau.

Trung binh, tac dung bat dau sau khi udng 30 phit va kéo dai trong 6 - 12 gid tuy thude vao mire
d6 cia lidu don.

Trong cic nghién ciru tién lam sang, ambroxol lam ting ty 1& bai tiét phé quan huyét thanh. Sy
van chuyén dam dwoc cho 1a thic day bang cach giam d¢ nhét va kich hoat bidu mé cé long
Ambroxol gay ra sy kich hoat he thong chat hoat dong bé mat bang cach tic dong true tiép 1én te\\
bao phdi loai II ctia phé nang va té bao Clara trong duofng thd nho. >
Ambroxol thuc diy sy hinh thanh va vén chuyén céc chat hoat déng bé mat ra ngoai & ving phé
nang va phé quan clia phoi thai nhi va ngudi treong thanh. Nhitng tac dung nay da dugce chu'ngEN 3
minh trong nudi cay té bao va in vivo trén nhiéu loi khac nhau.
13. Dic tinh dwge dong hoc |
Ambroxol hip thu nhanh chéng va hoan toan, twong (g véi liéu dung Nong do dinh trong
huyét tuong dat dugc trong vong 0,5 dén 3 giy. Khoang 90% ambroxol gin két voi protein huyét
twong ¢ liéu diéu tri.

Phan bd sau PO, IM va IV dua thude tir mau dén cac co quan nhanh chéng véi nong do t61 da dat
duge trong phm ThUl gian ban huy trong huyet twong la 7-12 gio, khong co sy tich luy.

Khoang 30% heu ubng duoc dio thai lan dau qua gan (hiéu img chuyen hoa lan dau) Qua trinh
chuyén hoa so cap ciia ambroxol dién ra & gan bang cach lién hop. Tong hrong bai tiét qua than
khoang 90%.

14. Quy cach dong goi: Hop 10 vix 10 vién.

15. Diéu kién bio quan: Bao quan dudi 30°C & noi khé mat, tranh anh sang, nhiét va am.

16. Han dung: 36 théng ké tir ngay san xuat,

17. Tiéu chuin chét lwgng: TCCS.

18. Tén, dia chi co s& sin xuit thude

Saga Lifesciences Limited

Survey No. 198/2 & 198/3, Chachrawadi Vasna, Ta.: Sanand, Dist.: Ahmedabad-382210, An
ba.
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