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// AMBREKS 30MG/5ML SYRUP
(Ambroxol HCI 30 mg /5ml)
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Dé xa tim tay tré em

Poc ki hwéng dén siv dung trudc khi ditng
1. Thanh phin cong thirc thude.
M3i Sml siro chira:
Thanh phan hoat chit: Ambroxol HCI 30 mg (0,6%)
Thanh phin t4 dugc: sorbitol 70%, methyl parahydroxybenzoat (Nipagin M) (Methyl paraben),
propyl parahydroxybenzoat (Nipasol M) (Propyl paraben), natri citrat, acid citric monohydrat,
huong qua mém xdi, nudc tinh khiét
2. Dang bao ché: Siro
M5 ta dang bao ché: Siro trong, khong mau, c6 huong qua mém xoi
3. Chi dinh
Didu tri cac bénh hd hép cp tinh va man tinh lién quan dén rdi loan hinh thanh va van chuyén chat
nhdy.
Thubc duoce chi dinh cho tré em tir 2 tudi, cling nhu thanh thiéu nién va ngudi lén
4. Cach dung, lieu dung.
4.1. Liéu ding:
Ngudi 16n va tré em trén 12 tudi: Trong 2-3 ngay didu tri dAu tién, 5 ml x 3 1an/ ngay, sau d6 2,5 ml
x 3 1an/ngay. Trong trudng hgp néng, c6 thé duy tri lidu 5 ml x 3 14n/ngay.
Tré em 6-12 tudi: 2,5 ml x 2-3 lan/ngay.
Tré em 2-6 tudi: 1,25 ml x 3 lan/ngay.
Tré em va thanh thiéu nién:
Chéng chi dinh sir dung Ambreks 30mg/5ml syrup & tré dudi 2 tudi.
Suy théan va/hodc suy gan:
Trong tru'cmg hop suy than va/hoic suy gan ndng, nén tham khéo y kién béc st trude khi bét dau diéu
tri vi cAn phai giam liéu hodc ting khoang cach ding thubc.
Thoi gian sir dung:
Khong nén sir dung Ambreks 30mg/5ml syrup qua 4-5 ngay néu khong c6 khuyén nghi ctia bac si.
4.2 Cach dung
Ding dudng udng.
Nén udng thudc bing cbe dinh lugng duge cung cap.
Ambreks 30 mg/5 ml syrup: Cbc dinh lugng duge danh ddu 1,25 ml, 2,5 ml va 5 ml.
Thudc ¢6 thé duge sir dung ciing thire &n.
Uéng nhidu nuée s& phat huy tac dung long dom ctia thude
5. Chéng chi dinh
Qué man véi ambroxol hodc bat ky t4 dugc ndo cta thudc.
Tré em dudi 2 tudi.
Trong trudng hop méc mot sb bénh di truyén hiém gip, c6 thé khong dung nap véi mot s6 thanh
phén ctia thudc. Trong trudng hop nay, viée sir dung Ambreks bi chdng chi dinh.
6. Canh bdo va thén trong khi dung thude
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Céc phan tng da nghiém trong nhu ban d6 da dang, hdi chimg Stevens Johnson (SIS)/hoai tir biéu bi
nhiém doc (TEN) va ngoai ban myn mu toan than cép tinh (AGEP) da dugc bdo céo véi ambroxol.
Néu co triéu chirng phat ban da tién trién (doi khi lién quan dén muyn nudc hodc tén thuong niém
mac), nén nging diéu tri bang ambroxol ngay lap tirc va nén tham khao y kién béc si.

Trong giai doan d4u ctia ca hdi Chll'llg Steven Johnson va TEN, céc triéu chimg gidng ciim déc trung
theo gi6i tinh c6 thé xay ra, vi du: st, dau nhirc co thé, ho va dau hong. Chinh vi nhiing déu hiéu
gibng cim dic trung theo gidi tinh gy hiéu nham nay, viéc diéu trj triéu ching bang thude chong ho
va chéng cam lanh dugce sir dung. Nén ngimg diéu tri béng ambroxol dé d& phong néu xay ra nhitng
thay déi méi vé da hodc niém mac.

Trong trucmg hcrp hién c6 ton thucmg than hodc gan ning, thude chi c6 thé dugc sir dung sau khi
duoc tu van y té trude. Gidng nhu tt ca céc loai thudc duge chuyén héa & gan va dao thai qua than,
sy tich tu cAc chit chuyén héa ciia ambroxol hinh thanh & gan c6 thé xay ra trong truong hop ton
thwong than nghiém trong.

Thdn trong voi ta dirgc:

Thube nay chira 3166,675 mg sorbitol 70% trén 5 mL siro

Bénh nhan bi rbi loan khong dung nap fructose do di truyén khong nén dugc chi dinh thu6c nay, trir

khi that su cn thiét. Sorbitol c6 thé gdy nhitng triéu chimg tiéu hoa khé chiu va cho tac dung nhuén
truorng nhe.

Thubc nay c6 chita methyl va propyl parahydroxybenzoat cd thé gy ra cac phan tng di ing (c6 thé
xay ra cham).

7. Sit dung thudc cho phu nit ¢6 thai va cho con bi

Phu ni¥ mang thai

Ambroxol hydrochlorld di qua nhau thai. Kinh nghi¢m 1am sang khi sir dung sau tudn thir 28 cua thai
ky khong cho thdy tac dung khong mong mudn d6i véi thai ky hodc thai nhi/tré so sinh. Hi¢n khong
¢6 dit liéu dich t& hoc lién quan nao khac. Cac thir nghi¢m trén dong vét chua x4ac nhén c6 hai truc
tiép hosic gian tiép c6 thé lién quan dén sy phét trién cta thai nhi, qué trinh sinh n& hodc phat trién
sau sinh. Tuy nhién, khéng nén sir dung thude trong thoi ky mang thai, ddc biét 1a trong ba thang
dau.

Phu nit cho con bu

Ambroxol dugc bai tiét qua stta me. Vi vy, khong nén sir dung thudc trong thoi gian cho con bu.

8. Anh hudng ciia thude 1én kha niing 14i xe, vin hinh may moc

Chura ¢6 bing chimng v& anh hudng cta thudc 1én kha niing 14i xe, van hanh may méc.

9. Twong tic, twong ky, ciia thude

Khong c6 tuong tac bét loi dang ké vé mit 1am sang nao dugc bédo céo.

Viéc str dung dbng thoi khang sinh (amoxicilin, cefuroxim, doxycyclin va erythromycin) vai
ambroxol 1am ting ndng do khang sinh trong dich tiét phe quan va dom.

Trong cé4c thir nghiém ldm sang & bénh nhén viém phé quan man tinh hogc nhiém khuén dudng ho
hap dudi do vi khudn, st dung ddng thoi véi ambroxol da cai thign higu qud lam sang cua
amoxicillin so v&i don tri lidu.

Tuwong ky: Chua c6 thong tin.

10. Tac dung khong mong mudn ciia thude

Tén suét tac dung khong mong mudn ciia thudc nhu sau:

Rét thuong gip: > 1/10

Thudng gap: > 1/100 - < 1/10
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ft gap: > 1/1000 - < 1/100

Hiém giip: > 1/10.000 dén < 1/1.000

R4t hiém: < 1/10.000

Chua r: khong thé xac dinh dugc tir dit lidu c6 sén

Réi loan hé thong mién dich:

Hiém gip: phan tng qua mén

Chua r6: phan (mg phéan vé, bao gdm soc phan vé, phit mach va ngira
Réi loan hé than kinh:

Thudng gap: rdi loan vi gie

Réi loan hé hdp, 16ng nguec va trung that:

Thudng gip: giam cam giac hdu hong

Rét hiém: s6 miii

Chua r: khé tha (12 triéu ching cia phan (mg qué man)
Réi loan tiéu héa:

Thudng gip: budn non, giam cam gidc & miéng

ft gap: nén mira, tiéu chay, kho tiéu, dau byung, kho miéng
R4t hiém: t4o bon, tang tiét nudc bot

Chua r8: kho hong

Réi loan da va 16 chire duéi da:

Hiém gip: ban da, may day

Chua r&: c4c phan g ¢6 hai nghiém trong lién quan dén da (bao gdm ban do da dang, hoi chimg NG T
Stevens Johnson/hoai tir bidu bi nhidm ddc va ngoai ban myn mu toan than cp tinh) fm:
Roi loan than va tiét niéu: C PH/
R4t hiém: kho tiéu T TI

Cde phan ting chung va phan ing tai noi dung thuoc

it gip: s6t, phan ng niém mac

Théng bdo cho bdc sy, dwoc si cdc tdc dung khong mong mudn gdp phdi khi st dung th ubc

11. Qua liéu va cdch xir tri

Khéng c6 triéu ching cu thé nao vé& qué liéu trong qua trinh sir dung & ngudi duge bdo céo. Theo
bao cdo vé cac trudng hop vo tinh ding thude qua lidu va/hogc sai s6t trong ding thude, céc tridu
chirg quan sat dugc tuong ty nhu cac tic dung khong mong muén gip phai & liéu khuyén céo.
Trong trudng hop qué lidu, cn phai diéu tri triéu chimng.

12. Pac tinh dwoe Iye hoe

Nhom duge 1y: Thube tiéu chat nhay.

Ma ATC: ROSCB06

Ambroxol 13 cht chuyén héa cia bromhexin, thudc nhom benzylamin ciia céc hop cht tiéu chét
nhdy. Thubc khic v&i bromhexin & chd né chira nhém hydroxyl thay vi nhém methyl & vi tri para-
trans trén vong cyclohexyl.

Thudc ¢6 tic dung tiét va van dong bai tiét trong dudng tho.

Téc dung phat trién trung binh sau 30 phit sau khi ubng va kéo dai tir 6 dén 12 gio, tiy thudc vao
liéu lugng duy nhét.

Trong cic nghién cru tién lam sang, ambroxol lam ting lugng dich tiét phé quéan huyét thanh. Béing
cach giam do nhét va kich hoat biéu mo6 dwdng mat, nd gidp ting cudng loai bd chét tiét.

L
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Do su gia ting do thanh thai ctia chét nhy, do thdng thoang clia phé quan dugc cai thign, diéu nay
ciing ¢6 thé duge nhan thiy tir sy cai thién dong chay ctia dudng ho hép ngoai vi.

Ambroxol kich thich hoat dong cua hé théng chat hoat dong bé miit bing cach tac dong truc tiép lén
t& bao phdi loai 2 ctia phé nang va té bao Clara & vung tiéu phé quan. Trong phdi ctia thai nhi va
ngudi tredng thanh, né thic déy sy hinh thanh va bai tiét chat hoat dQng bé mit & ving phé nang va
phé quan. Nhiing tac dong nay c6 thé dugc phat hién ca trong nudi cdy té bao va in vivo & céc loai
dong vat khac nhau.

Trong céc nghién ctu tién 1am sang khac nhau, ambroxol ciing cho thdy tac dung chng oxy héa.
Théng qua tac dung tiéu chét nhdy, ambroxol bao vé biéu mé cua dudng hd hép khoi téc hai cta 6
nhiém khong khi.

13. Pic tinh dwge dong hoc

Hap thu

Sau khi uéng, ambroxol gin nhu dugce hép thu hoan toan. Sau khi udng, gia tri tmax la 1-3 gid. Sinh
kha dung tuyét d6i giam khoang 1/3 do chuyén héa budc déu tai gan.

Phdn bo

Su lién két ctia ambroxol véi protein huyét tuong 13 khoang 85% (80-90%). Sau khi tiém, ambroxol
dat ndng dd trong phdi cao hon trong huyét twong. Ambroxol di vao dich no tiy, qua nhau thai va
bai tiét qua sita me.

Chuyén héa

Céc chit chuydn héa hinh thanh & gan s& dugc chuyén héa tiép ¢ than (vi dw acid =
dibromoanthranilic, glucuronid). i:‘,:\)\
Thai trie , : ‘ /L‘L
Gan 90% su bai tiét xay ra & than, dudi dang chat chuyén héa dugc hinh thanh & gan. Dudi 10% IEN] T }
lugng bai tiét qua than 1a ambroxol khong chuyén héa. Do ty 1§ lién két v6i protein va thé tich phan o ; /
bd cao, ciing nhur tc do quay trd lai mau tir md vao mau chdm, nén khong thé loai bo déng ké L\/':}\?};’j{

ambroxol bang thim tach hodc lgi tidu cudng birc.
Thoi gian ban thai cudi cing 1a 7-12 gio. Tbéng thoi gian béan thai trong huyét twong clia ambroxol va
cac chit chuyén héa ctia né 1a khoang 10 gid.

Bénh nhén bi tdn thuong than va/hodc gan

D6 thanh thai ambroxol giam 20-40% & nhitng bénh nhén gan ning. Sy tich lily cac chit chuyén hoa
ambroxol ¢6 thé xay ra & bénh nhan ri loan chirc ning thin ning.

14. Quy cach déng géi: Hop 1 lo 150 ml

15. Diéu kién bao quan: Nhiét do dudi 30°C, trong bao bi thuong phém, tranh 4nh sang.

16. Han st dung: 36 thang ké tir ngay san xuét, 6 thang sau khi md nép lo.

17. Tiéu chuéin chit lwgng ciia thude: TCCS

18. Tén, dia chi ciia co' s&' sin xuét thudc:

NOBEL iLAC SANAYIi VE TICARET A.S.

Dia chi: Sancaklar Mah. Eski Akgakoca Cad. No: 299 81100 DUZCE / TURKEY (Thé Nhi K3)




