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BAO QUAN/ STORAGE:
Nai kho, nhiét do dugi 30°C/ Store in a dry place, below 30°C.
Tiéu chudn/Specification: TCCS/Manufacturer’s.
SDK (Reg. No):

S6 16 SX (Lot. No):

Ngay SX (Mfg.Date):

HD (Exp. Date):

San xuat béi/ Manufactured by:

CONGTY C.P DUCC PHAM HA TAY/ HATAY PHARMACEUTICAL J.S¥E. A
Té dan phé s3 4 - La Khé - Ha Déng - Ha Noi/
Population groups No. 4 - La Khe - Ha Dong - Ha Noi
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Thanh phan/ Compositions:

Mbi vién nang ciing chifa/ Each capsule contains:
Ambroxol hydrochlorid 30mg
Té dugc vd/ Excipients g. 5.f .. 1 vién/ 1 capsule.
Chi dinh, Chéng chi dinh, Cich ding - Liéu diing va cac
théng tin khac /indication, Contraindication, Adminis-
tration - Dosage and other infomartion : Xin xem t&
huéng dan st dung thudc bén trong hdp/ See the package
insert inside.

Pé xa tim tay tré em.

Poc ki huéng dan sif dung truéc khi diing/

Keep out of reach of children.

Carefully read the accompanying instructions before use.
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1. Tén thuc: AMMUSON
2. Thanh phan: M>di vién nang ctmg chira:

5/ CONG TY
CO' PHAN

Ambroxol hydroclorid 30mg DUgC PHAM
Ta dugc vira du 1 vién P _
(Ta dirge gom. Tinh bot san, lactose, gelatin, bét talc, magnesi steardy, oidalsilicon

dioxyd, vo nang citng 56 1).

3. Dang bao ché: Vién nang cung

4. Pac tinh dwoc lye hoc, dwge djng hoc: )
- Duge luc hoc: Ambroxol 1a mét chat chuyén héa cua bromhexin, cé tac dung va cong
dung trong tu nhu bromhexin. Ambroxol ¢6 tac dung lam dom 16ng hon, it quanh hon
nén dé bj tong ra ngoai, vi vay thubc co tac dung long dom. Mot vai tai ligu c6 néu
ambroxol cdi thién dugc triéu chimg va l1am giam so6 dot cép tinh trong viém phé quan.

- Duwrge dong hoc:

+ Hap thu: Ambroxol hap thu nhanh sau khi udng, thudc khuéch tan nhanh tir mau dén
mo véi nong d6 thude cao nhét trong phdi. Sinh kha dung khoang 70%. Nong do tdi da
trong huyet twong dat dugc trong vong 0,5 - 3 gio sau khi dung thuoc

+ Phdn bé: Véi liu diéu tri, thudc lién két véi protein huyét twong xap xi 90%.

+ Chuyén héa: Ambroxol dugc chuyén héa chu y€u ¢ gan.

+ Thai trir: Nira doi trong huyét twong tir 7-12 gio. Thudce bai tiét qua than khoang 83%.
5. Quy cach dong goi:

Hop 10 vi (nhém - PVC) x 10 vién nang cimg, kém theo t& huéng dan sir dung thude bén
trong hop.

6. Chi dinh, liéu dung, cich ding va chong chi dinh

- Chi dinh: Thudc tiéu chét nhay dudng hd hap, dung trong céc truong hop: Céc bénh cip
va man tinh ¢ duong hod hap c6 kém tang tiét dich phé quan khéng binh thuong, dic biét
trong dot cép ctia viém phé quan man.

- Liéu liwong va cach ding:

+ Cdch diing: Ubng v6i nude sau khi an.

+ Liéu lwong:

Ngudi 1on va tré em trén 12 tudi: 30 - 60 mg /1an, ngay 2 lan.

Tré em 5 — 12 tudi: 15 - 30 mg /lan, ngay 2 lan

- Chéng chi dinh:

Nguoi bénh da biét qua méan véi ambroxol hodc céc thanh phan ctia thudc.

Loét da day t4 trang tién trién.

7. Than trong:

Cén chti y voi ngudi bi loét dudng tiéu hoa va cdc truong hop ho ra mau, vi ambroxol c6
lhe lam tan céc cuc dong fibrin va lam xuét huyét trg lai. Chi diéu trj ambroxol
ngin, khong d& phai tham kham lai.

Phan (mg qua man trén da: C6 mdt sé béo cdo (hiém gip) vé phan tm y
nghiém trong khi dung ambroxol. Néu c6 triéu chirng trén da, niém mad thi nglrng thudc
va xu tri thich hop.

Thén trong khi str dung cho nhitng bénh nhan khéng dung nap lactose.
- Thoi ky mang thai: )
Céc nghién ctru trén dong vét cho thiy thube khong gy quai thai. Do con thiéu dir lidu &
ngudi, nén thin trong tranh ding thude nay trong thoi gian c6 thai.

- Thoi ky cho con bui:

Khoéng nén str dung thude nay trong thai gian cho con bi.

- Tac dong cua th ubc khi ldi xe hodc van hanh mady moc:

Thudc khong gdy anh hudng.
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8. Tuwong tic thudc:
Dung ambroxol véi khang sinh (amoxwllm cefuroxim, erythromycin, doxycyclin) lam
tang nong do khang sinh trong nhu mo phcn

Khong phdi hgp ambroxol véi mot thude chdng ho (vi du codein) hodc mot thude lam kho
dom (vi du atropin): Phéi hop khong hop ly

9. Tac dung khong mong muoén ciia thudc (ADR):
- Thwong gip, ADR > 1/100:

C6 thé xay ra hién tuong khong dung nap thuée (dau da day, budn nos’.
truong hop nay nén gidm lidu. ‘
- It gdp, 1/1000 < ADR < 1/100:
Di tng, chi yéu phét ban.

- Hiém gdp, ADR < 1/1000: N ,
Phan tmg kiéu phan vé cdp tinh, ning, nhung chua chic chén Y& 1én Gdan dén
ambroxol, mi¢ng kho va ting cac transaminase.

- Huwéng déin cdch xir tri ADR: Ngtirng diéu tri néu cén thiét.

10. Qua liéu va cach xir tri:

- Triéu chirng qud lidu: Chua c6 bao céo vé dau hiéu qua liéu.

- Cdch xir tri: Néu xay ra, can ngirng thude va didu tri triéu ching.
11. Khuyen cao: Khong c6 bdo céo.

12. Diéu kién bio quén va han dung:

- Bao qudn: Noi kho, nhiét do dudi 30°C.

- Han d:mg 36 thang ké tir ngay san xuat Khong duge dung thube da qua han dung.

* Luu y: Khi thdy nang thudc bi 4m méc, bi rach, bép méo, bot thude chuyén mau, nhin
thude in sé 16 SX, han dung (HD) mo... hay ¢6 cac biéu hién nghi ngd khéac phai dem
thuée t6i hoi lai noi ban hogic noi sén xuét theo di 1a chi trong don.

13. Tén, dia chi cuia co sé sin Xuit:

Tén co'sé sin xuit : CONG TY CO PHAN DUQC PHAM HA TAY
Dia chi: T6 dan phd s6 4 - La Khé - Ha Poéng - TP. Ha Noi

86 dién thoai: 04.33824685, 04.33522203; S6 fax: 04.33829054\\04.33552203

CONG TY
60 PHAN
DUC PHAM

s,

14. Ngay xem xét sira doi, cAp nhit lai ndi dung hwéng din sit dung thubc: ¥k

Ngay...... TG oo BROE v i
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~ HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Tén thuoc: AMMUSON
2. Khuyén cio:
“Doc ky hudng dan sir dung trudce khi dung”
“Pé xa tim tay tré em”
“Thong béo ngay cho bac sy hodc dugce si nhimng tac dung khopg: on _gap phai
khi str dung thude” /
3. Thanh phéan, ham lwgng: Mdi vién nang cting chira:

CO PHAN

Ambroxol hydroclorid 30mg bugc PHAM
_ Té dugce vira du 1 vién ‘ _
(Té diroc gom: Tinh bt san, lactose, gelatin, bot talc, magnesi Steav@t, ¢oloidal silicon

dioxyd, vo nang citng 56 1).
4. MO ta san pham
Vién nang cuing s6 1, than nang mau tring, nap nang mau tim, nang lanh lan khong mop
méo. Bot thude trong nang kho toi, ddng nhit, mau tring hay tring nga.
5. Quy cach déng goi:
Hop 10 vi (nhdém - PVC) x 10 vién nang cirng, kém theo t& hudng dan sir dung thude bén
trong hop.
6. Thudc diung cho bénh gi?
Thube duge ‘dung trong cdc truong hop: Céac bénh cip va man tinh & duong ho hép c6
kem tang tiét dich phé quan khong binh thuong, dic biét trong dot cap cla viém phé
quan man.
7. Nén dung thube nay nhu thé nao va liéu lwong?
+ Cdch ding: Ubng véi nude sau khi an.
+ Liéu lwong:
Nguoi 16n va tré em trén 12 tubi: 30 - 60 mg /lan, ngay 2 lan.
Tré em 5 — 12 tudi: 15 - 30 mg /1an, ngay 2 lan
8. Khi nao khong nén dung thude nay?
Khong nén dung thuoc nay trong trudng hop:
Nguoi bénh qué mén vGi ambroxol hodc cdc thanh phén ude.
Loét da day t4 trang tién trién.
9. Tac dung khong mong muén (ADR):
* - Thuwong gap, ADR > 1/100:
C6 thé xay ra hién tuong khéng dung nap thube (dau da day, budn non, tiéu chay). Trong
truong hop nay nén giam liéu
- It gap, I/1 000 <ADR < 1/100:
Di g, chu yéu phat ban
- Hiém gap, ADR < 1/1000:
Phan tng kiéu phan vé cip tinh, ning, nhung chua chdc chén 14 co lién quan dén
ambroxol, mi¢ng khd va tang cac transaminase.
- Huwong din cdch xik tri ADR: Ngtng didu tri néu cén thiét.
10.Nén tranh diung nhirng thude hoic thue pham gi khi dang sir dung thude nay?
Viée dung két hop thudc nay véi mot s6 thude khac co thé lam thay dbi tac dung cta
thude hodc gia tang cac tac dung khong mong mudn:
Dung ambroxol v6i khang sinh (amoxicilin, cefuroxim, erythromycin, doxycyclin) lam
ting nong do khang sinh trong nhu mé phm
Khong phdi hgp ambroxol véi mot thudc chéng ho (vi du codein) hodc mot thudc lam
* khd dom (vi du atropin): Phéi hop khong hop ly

https://trungtamthuoc.com/

Y i

i



Hay viét mot danh sach nhitng thudc ban dang dung (bao gbém thube duge ké don, khong
ké don va thuc phdm chtrc nang) va cho béc sy hodc dugc si ciua ban xem. Khong duoc tu
y dung thude, ngung hodc thay ddi lidu lugng cta thuée ma khong c6 su cho phép cua
bac sy.

11.Cin lam gi khi mgt lAn quén khong dung thube?

Bo sung lidu ngay khi nh¢ ra. Tuy nhién, néu thoi gian gidn céch véi liéu tlep theo qua
ngin thi bo qua liéu da quén va tiép tuc lich ding thude. Khong dung lidu gdp doi dé ba
cho lidu da bi bo 13.

12.Cén bio quin thubce nay nhw thé nao? i
Gifr thudc trong th kin, ngoai tam vdi cta tr(j’: em. Bao quan thude ¥
kho rao, tranh ngudn nhiét va anh sang truc tiep.

13. Nhirng diu hi¢u va tri¢u chlrng khi diing thuée qua lidu?
Chua ¢6 béo céo vé ddu hiéu qua liéu.

14. Can phii lam gi khi dung thubc qua liéu khuyén cdo?
Néu xay ra qua lneu can ngimg thudc va didu tri triéu ching.
15. Nhirng diéu cin than trong khi ding thudc nay?

Cén than trong v6i ngudi bi loét duong tidu hoéa va cac truong hop ho ra mau, vi
ambroxol co thé lam tan cac cuc dong fibrin va lam xut huyét tré lai. Chi diéu tri
ambroxol mot dot ngén, khong d& phai tham kham lai.

Phan (g qua man trén da: C6 mot sb béo cao (hiém gap) vé phan ng qui min trén da
nghiém trong khi diing ambroxol. Néu c6 triéu chimg trén da, niém mac thi nglmng thude
va xu tri thich hop.

Than trong khi st dung cho nhitng bénh nhén khong dung nap lactose

- Thoi ky mang thai: s

Céc nghién cilru trén dong vat cho théy thude khong gdy quaj &1 Do ¢0h ‘rh‘iéu dir lidu o

ngudi, nén than trong tranh ding thudc nay trong thdi gian ) thai 'y
- Thoi ky cho con bu: g '

‘d

: ;

Khong nén sir dung thude nay trong thoi gian cho con b, \~
- Tdc dpng ciia thuoc khi ldi xe hodc van hanh mdy méc:

Thude khong gdy anh hudng. \
16. Khi nao cin tham vén bac sy, duge si? )
Khi cén thém thong tin vé thudc.
Khi thdy ¢6 nhiing tac dung khong mong mudn gap phai khi st difg TH6J RUONG [/

’?\ONGPHONG
Khi dung thubc ma thay triéu chirng ctia bénh khong thuyén gxaxﬁﬂ {, = / o
Menh He

17.Han dung cuaa thube: -z €

- Han dung: 36 thang ké tir ngay san xuat Khéng duge dung thude da
* Luu y: Khi thay nang thudc bi 4m méc, nang thude bi rdch, bép méo,|B¢ thube chuyén
mau, nhan thudc in s6 16 SX, han dung (HD) mo... hay co cac biéu hién nghi ngd khéc
phai dem thudc t6i hoi lai noi ban hodc noi san xuét theo dia chi trong d

18. Tén, dia chi, bleu twgng cua nha san xuit:
Tén co sé sin xuit : CONG TY CO PHAN DUGC PHAM HA TAY

Dia chi: T6 dan phd sb 4 - LaKhé - Ha Pong - TP. Ha Noi
86 dién thoai: 04.33824685, 04.33522203; SO fax: 04.33829054, 04.33522203

DT

HATAPHAR

COMG TY CP DUGC PHAM HA TAY
19. Ngay xem xét sira doi, cdp nhit lai ngi dung hwéng dan sir dung thudc:
Ngay ....... thdng ........ BB G
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