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1. 3 - Nhan chai: 100 x 32mm

Chai 100 vién nén

Ambroxol
30mag
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2 - NHAN TRUNG GIAN:
2.1-Hop 10 vi x 10 vién: 82 x 52 x 38mm
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Ambroxol hydroclorid. . ........ovviieeinnans 30mg
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CHI PINH, CACH DUNG, CHONG CHI BINH VA CAC
THONG TIN KHAC DE NGH| XEM TRONG T8 HUGNG
DAN SUDUNG THUBC KEM THEO.
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DUOC PHAM

TIPHARCO

THANH PHAN:

Ambroxol hydroclonid. .. .................... 30mg
Tadugeviraadd ... ... ..., 1 vién
CHI BINH, CACH DUNG, CHONG CHI BINH VA CAC
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Ambroxol 30mg
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2.3 - Hop chai: 34 x 34 x 58mm
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34x34x58
H&p 1 chal 2 100 vién nén Ambroxo' Hép 1 chal x 100 vién nén AmbrOXOl
30mg 30mg
Ambroxol Ambroxol

30mg 30mg
THANH PHAN:
Ambroxol hydrociorid. . . . 30mg POC KV HUGNG DAN S DUNG
Tadugcviadl........ 1 vién TRUGC KHI DUNG
CHI BINH, CACH DUNG, DI XA TAM TAY TRE EM

- CHONG CHI BINH VA CAC -

GMP_WHD THONG TIN KHAC BE NGH| G MP-WHD

- XEM TRONG T8 HUGNG DAN SDK:
SUDYNG THUGC KEM THEQ.
BAO QUAN: Mi vach
P& noi khd, trdnh 4nh sdng. s
Nhiét d dudi30°C.
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH
AMBROXOL 30mg

Dé xa tAm tay tré em.
Poc ki hwéng din sir dyng trwée khi ding.
Khéng ding thudc khi d3 qua han ding ghi trén nhén.
Thong bio ngay cho béc s§ hodc dwge s§ nhitng tic dung khong mong muén gip phai
khi sir dung thudc.
1/ Thanh phin, ham lwong cia thude: Cong thirc cho 1 vién:
Ambroxol hydroclorid 30 mg
Té duge: Avicel 101, Tinh bdt mi, Lactose, Bot Talc, Magnesi stearat viradua | vién.
2/ MBS ta: Vién nén tron mau tréng, mot mét vién cé vach ngang, mdt mét tron, canh va thanh
vién lanh ldn.
3/ Quy cach déng goi: Hop 10 vi x 10 vién nén.
Hop 10 vi x 30 vién nén.
Hop 1 chai x 100 vién nén.
4/ Thube ding cho bénh gi:
Diéu tri rdi loan tiét dich phé quan, dic biét 1a trong céc bénh phé quan cdp va dot cdp cua
bénh phbi man tinh.
5/ Nén dung thude nay nhu thé nao va liéu lwong:
Ubng v6i nude sau khi an.
- Ngudi lén va tré em trén 12 tudi: 1 — 2 vién/Ian, 2 1in/ngay.
6/ Khi nao khong nén ding thude nay:
Ngudi bénh di biét qua mn véi ambroxol hodc céc thanh phédn cia thuc.
7/ Tic dung khéng mong mudn (ADRY):
- Co6 kha nidng xay ra céc rdi loan nhe & dudng tiéu hoa nhu budn ndn, ndn, dau da day,
nhanh chéng giam liéu. -
- Rit hiém khi c6 nhing trudng hop nhire dau va chéng mit.
- [t gap, 1/1000 < ADR < 1/100:
* Dij tmg, chii yéu phat ban.
- Hiém gip, ADR < 1/1000:
« Phan (ng kiéu phan vé cép tinh, ning, nhung chua chic chin 13 ¢6 lién quan dén

ambroxol, miéng khd va ting cdc transaminase. -
« Réi loan hé thong mién dich: phan img qua man.
+ Réiloan da va md dudi da: phét ban da, ndi may day.

- Tan sudt khéng ro:
« R&i loan hé théng mi&n dich: phan (mg phan vé, sc phan vé, phit mach va ngira.
« Réi loan da va md dudi da: phan img da nghiém trong (hdng ban da dang, hoi chimg
Stevens — Johnson / hdi chirng Lyell va hdi chirng ngoai ban mun mu toan than).

8/ Nén tranh dung nhirng thuéc hodc thue phim gi khi dang sir dung thudc nay:
- Dung ambroxol vdi khang sinh (amoxicilin, cefuroxim, erythromycin, doxycyclin) lam

ting ndng d6 khéng sinh trong nhu mé phoi. k(/f
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- Khong phoi hop ambroxol véi mot thude chong ho (thi du codein) hodc mot thude lam khod
dom (thi du atropin): Phdi hop khong hop 1y.

9/ n lam gi khi mét lan quén khéng du
Ubng tiép tuc nhur liéu binh thudng.
Khong nén udng gap doi liéu dé bu dip cho liéu da quén.

10/ Ciin bio quin thuée nay nhw thé nao:
Pé noi kho, tranh anh sang. Nhiét do dudi 30°C.

11/ Nhimg ddu hiu va triéu chimg khi ding thude qua liéu:
Chura ¢6 béo cdo vé qua liéu.

12/ Cén phailam gi khi diing thude qui lidu khuyén cdo:
Néu xay ra, can ngimg thudc va diu trj tridu chimg.

13/ Nhitng diéu cin thin trong khi ding thudc nay:
Cic tinh trang cin thin trong:
- Cén chii y véi ngudi bi loét dudng tidu hoa va céc truong hop ho ra méu, vi ambroxol ¢6
thé 1am tan céc cuc dong fibrin va lam xuét huyét tro lai. Chi didu tri ambroxol mét dot ngfin,
khong d& phai tham kham lai.
- Két hop thudc diéu trj tiét dich phé quan voi mot thude chong ho va/hoic thude 1am kho
tiét dom (atropin) la khong hop ly.
- Nhirng trudng hop phén mg da nghiém trong nhur hdng ban da dang, hdi ching Stevens-
Johnson (SJS)/ hoi chimg Lyell, hoi chirg ngoai ban mun mu toan than cép tinh (AGEP) khi
ding ambroxol d& dugc bdo cio. Néu c6 dau hiéu hodc triéu chimg cuia phat ban da tién trién
(thinh thoang két hop nét phdng nude hoic ton thuong niém mac), nén ngung diéu tri bing
ambroxol ngay 1p tirc va tim tu vén y té.
- Thubc ndy chira lactose. Bénh nhan cé van dé vé di truyén hiém gip la khong dung nap
dugc galactose, thiéu men lactase hodc kho hap thu glucose-galactose khong dugc ding
thudc nay.

‘ .

- Thubc nay chira tinh bgt mi. Tinh bdt mi c6 thé chira gluten nhung chi vdi mét lugng rat
nho, do d6 dé coi 14 an toan cho bénh nhan mic bénh coeliac, bénh nhan di trng vai tinh bot
mi (khéc véi bénh coeliac) khéng nén ding thudc nay.

Cac khuyén cdo dung thude cho phu nir c6 thai va cho con bi:
- Phu nit mang thai: Céc nghién ctru trén dong vat cho thiy khong c6 bang chimg gy qudi

thai. Trong trudng hop khong gy quai thai & dong vat, khong c6 nghia la khong gy di tat &
ngudi. Trén thuc té, cho dén nay, céc chat gdy di tat & ngudi da duge chimg minh gy quai
thai & dong vat trong cac nghién ciru thuc hién trén ca hai loai. Vé 1am sang, hi¢n nay khong
c6 dir lidu ddy du dé dénh gid tac dung gy quéi thai hodic ddc tinh ctia ambroxol hydroclorid
ding trong khi mang thai. Do d6 d& phong ngira, tot nhédt khong sir dung ambroxol
hydroclorid trong khi mang thai.
- Phu nit cho con bii: Khong khuyén khich sir dung ambroxol cho phu nir dang cho con bi.
Anh hwéng cia thudc dbi véi cong viée (ngudi vAn hanh miy mée, dang ldi tau xe,
ngudi lam viéc trén cao va cic truwong hop khic):
Thubc ¢6 thé ding dugce cho ngudi dang lai xe va van hanh may méc. N\v
14/ Khi nao ci m vén béc sy, duoc s¥:

- Phu nir mang thai va cho con bu.




- Tré em dudi 5 tudi.
- Ngudi bi loét duong tiéu hda va cac truong hop ho ra mau.
Néu can thém thong tin xin hoi y kién béc s§ hodic dugc s§.

15/ Han dung ciia thubce: 36 thang ké tir ngay san xuét.

‘ CONG TY CPDP TIPHARCO
‘h 15 Déc Binh Kiéu, Phudng 2, TP. My Tho, tinh Tién Giang
TIPHARCO DT: 0273.3871.817 Fax: 0273.3883.740.

16/ Ngay xem xét stra d6i, ciip nhit lai ndi dung hwing din sir dung thude:

1/

2/

La ngay dugc cip sb dang Ky: .............
HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

Cac dic tinh duge luc hoc, dwoc dong hoc:

Duge lue hoc:

- Nhém duge ly: Thube long dom.

- M3 ATC: ROSCB06

- Ambroxol 12 mdt chat chuyén héa ciia bromhexin, ¢6 tic dung va cong dung tuong tu nhu
bromhexin. Ambroxol ¢é tac dung lam dom long hon, it quanh hon nén dé bi tong ra ngoai,
vi vy thuée co tic dung long dom. Mgt vai tai liéu c6 néu ambroxol cai thién dugc triéu

chimg va lam giam sé dot cap tinh trong bénh phéi tic nghén man tinh ning.

- Ambroxol ¢6 dic tinh tiéu nhdy va lam long dém. N6 kich thich thdng qua hoat dong ctia
no 1én té bao tiét, 1én sy tiét dich phé quan va giap 1am loang dich nhdy. N6 l1am ting hoat
déng ctia 16ng nhy.

- Két qua nghién clru gin ddy cho thiy ambroxol c6 tinh chét khang viém va c6 hoat tinh
ctia chét chong oxy hda. Ngoai ra, ambroxol con ¢o tac dung gly té tai chd thong qua chen
kénh natri & mang té bao. Ambroxol ¢6 thé kich thich tong hop va bai tiét chét dién hoat phé
nang. Thube di duoc coi la mot chit hoat hoa chat dién hoat phé nang. Tuy vay, thudc khong
¢6 hidu qua khi dung cho ngudi me dé phong héi chimg suy hé hip & tré so sinh, nhung
thude ¢6 hiéu qua khiém ton khi diéu tri sdém cho tré nho phat bénh.

Dwoe dong hoc:

Ambroxol hz‘ip thu nhanh sau khi uf‘mg. thudc khuéch tin nhanh tir mau dén mé vdéi nong
dd thudc cao nhét trong phéi. Sinh kha dung khoang 70%. Néng dd dinh trong huyét tuong
dat dugc trong khoang hai gid. Thude c6 thé tich phan bd cao cho thdy ¢ sur khuéch tan
ngoai mach dang k&. Thoi gian ban thai khoang 7,5 gid. Thude cha yéu dao thai qua nudce
tiéu voi 2 chat chuyén hoa chinh dudi dang két hop glucuronic.

Chi dinh, liéu ding. cich ding, chdng chi dinh:
Chi dinh:

Diéu trj rbi loan tiét dich phé quan, dic biét 1a trong cdc bénh phé quan cép va dot cép cua

bénh phéi man tinh.

Liéu dung va ciich diing: V

Ubng véi nude sau khi dn.
- Ngudi 6n va tré em trén 12 tudi: 1 — 2 vién/lan, 2 1an/ngay

Chéng chi dinh:




Ngudi bénh da biét qua man véi ambroxol hodc cic thanh phan cua thudc.

3/ Cic trwomg hop thin trong khi dung thude:
Cic tinh trang cén than trong:
- Can chi y v6i ngudi bi loét duong tiéu hoa va cac truong hop ho ra mau, vi ambroxol c6
thé 1am tan céc cuc déng fibrin va lam xuét huyét trd lai. Chi diéu trj ambroxol mét dot ngén,
khong dd phai thim kham lai.
- Két hop thude diéu trj tiét dich phé quan v&i mot thude chdng ho va/hodc thude 1am kho
tiét dom (atropin) la khong hop ly.
- Nhimg truong hop phan tmg da nghiém trong nhu hdng ban da dang, hoi chimg Stevens-
Johnson (SJS)/ hoi chimg Lyell, hi chimg ngoai ban mun mu toan than cdp tinh (AGEP) khi
dung ambroxol .da dugc bio céo. Néu c6 déu hiéu hogc tridu chimg cua phat ban da tién trién
(thinh thoang két hgp nét phdng nurde hoic tén thuong niém mac), nén ngung didu tri bing
ambroxol ngay 1p tirc va tim tu vin y té.
- Thubc nay chira lactose. Bénh nhén ¢ vin dé vé di truyén hiém gip la khong dung nap
dugc galactose, thiéu men lactase hodic kho hap thu glucose-galactose khong duge ding
thude nay.
- Thudc nay chira tinh bjt mi. Tinh bdt mi c6 thé chira gluten nhung chi véi mot lugng rat
nhd, do dé dé coi 1a an toan cho bénh nhan méc bénh coeliac, bénh nhan di rng v&i tinh bot
mi (khac v&i bénh coeliac) khéng nén ding thude nay.
Cic khuyén cdo dung thude cho phu nir cé thai va cho con bi:
- Phu nit mang thai: Cac nghién ctru trén dong vat cho thdy khong c6 bing chimg gy quéi
thai. Trong truong hgp khong gdy qudi thai & dong vit, khong cé nghia la khong gay di tat ¢
ngudi. Trén thuc té, cho dén nay, cac chit giy dj tit & ngudi di duge chimg minh gy quéi
thai & dong vat trong céc nghién ctru thuc hién trén ca hai loai. Vé 1am sang, hi¢n nay khong
c6 dir liéu day du dé danh gia tac dung gy quai thai hodc ddc tinh ciia ambroxol hydroclorid
dung trong khi mang thai. Do do dé phong ngira, tét nhit khéng st dung ambroxol
hydroclorid trong khi mang thai.
- Phu nir cho con bu: Khong khuyén khich sur dung ambroxo] cho phu nir dang cho con bu
Anh hwéng cia th ai d

ngudi lam viée trén cao va cic trudng hop khic):

Thudc c6 thé dung cho nguoi dang 14i xe va van hanh may méc.

4/ Twong tac cia thug‘g véi cac thuég khac va cac loai twong tiac khac:

- Dung ambroxol véi khang sinh (amoxicilin, cefuroxim, erythromycin, doxycyclin) lam

tang ndng do khang sinh trong nhu mé phoi.
- Khéng phdi hop ambroxol véi mét thude chéng ho (thi du codein) hodc mét thude lam kho
dom (thi du atropin): Phbi hgp khong hop ly.
5/ Téac dung khéng mong mudn (ADR):
- C6 kha nang xay ra céc r6i loan nhe ¢ dudng tiéu héa nhu budn nén, non, dau da diy,
nhanh chéng giam liéu.
- Rét hiém khi c6 nhing trudng hgp nhirc dau va chong miit.
- It gap, 1/1000 < ADR < 1/100: ‘h/
«  Di g, cht yéu phit ban.
- Hiém gap, ADR < 1/1000:
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 Phin ung kiéu phan vé cap tinh, ning, nhung chua chic chan la c6 lién quan dén
ambroxol, miéng kho va tang cic transaminase.
*  R&i loan hé théng mi&n dich: phan tng qua mén.
*  Réiloan da va mé dudi da: phat ban da, ndi may day.
- Tan s6 khéng ro:
*  R&i loan hé théng mién dich: phan {mg phan v¢, séc phan vé, phit mach va ngira.
 Réi loan da va md dudi da: phan tng da nghiém trong (hdng ban da dang. hoi chimg
Stevens — Johnson / hdi chirng Lyell va h6i chimg ngoai ban myn mu toan than).
6/ Qua liu va xir tri:

r , , A e A A 3 A ~ A y . A . . a -
Chua c6 bdo cdo vé qua lieu. Néu xay ra, can nging thuodc va di€u tri triéu chirng.

Ngay /! thang 7 nam 2017
KT. TONG GIAM POC
P> FONG GIAM POC
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