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Cho 1 vi

THANH PHAN

Chi dinh, cach diing, chéng chi dinh va cic théng tin khac:

Xem trong t& hudng dan st dung thudc kém theo.

.8 Mg
1 vién

.500 mg

Amoxicilin (Dudi dang Amoxicilin trihydrat).
Bromhexin hydroclorid.........c.cccceuurunnne

Ta dudc

ations and other

i

vd.

information: See the enclosed leaflet.

COMPOSITION: For 1 tablet

.500mg

Amoxicillin (As Amoxicillin trihydrate)............

Tiéu chuan/Specification: TCCS

SDK/Reg.No:

ng

1 capsule

hydrochloride.

Excipients g.s.

Br

-+
thephoco

Rx Prescription drug

.

Amoxic

NUWN

¢ g
Ty
S
WWWWWM m 2
§2::8% ¥ =
s5ifs2 T 8
I
& m,m.mm m =
2E585% 3.8
HerpRiE
et
11%@ wmmmm
¥

3 8 £y
g g a 3
g 3z E B
2 £9® ggg
s b EES
s §& gIZ
£, 88 285
$5 52 3288
5E Y gEE2
2 2% =859
E€ T E8&E
38 §s 225
s¢ 5% 3355
8% 2% 5888

!
I
I
|
|
|
_

@yepdx3/aH
18P BYN/XSN

“ON Y23eg/XS 91 95




DAIXONY €11

ST Wm0 {oLiayous [03paus DOH YUy
ek Yuey 31411 2¢A-0nQ ugud 9 A16UQY 0d0ydayy
DUIADI DOY DY) A DO YuDYL PIOM UOS WD] Ny D ZEZ ON
3eyday Jo yewapes paiaisiBai e s uewn’, \‘-

ODVHdIHL
Bw g""plI0j201PAY UIXaywoig

ODVHdIHL

8w g'puo|201pAY UIXaywoIg

8 “(10IpAy ! BW 00§ ***(104pAYL) upoixowy o we W00 £
e Lﬁv&ﬁ.:.ﬁn« “ ?%ﬂé,._.__.u_se« E m 2 m £ 2 2 B 3
WOYEXOWVY.NUWNT WONEXOWY.NUIWNT _ M | 8- R g ﬁm z m -5
~ & mm
3 =
ODVHdIHL 0 % 3 - R . m ¢ ..w. m
Bw g 'pojroIpAy uy a . - o
uﬁmom._.whu~nm<u.= R .m M, a M § .m = MWWMM
WOUEXOWY.NUWN _ ) % ~- s 3 8 m 51
_ £ 3 m g3 BE 2y
0IVHd3HL P - C 5 f.831i
' M ) 8 E 22 = a,m 8
Bw g 'pLI0r01pAY uixaywoig 0 = o e g 3 | 3 g MWMT_ 'HWW
Buw 005 " (104pAy! | .W 3 m ‘n.m E 3 W ﬁdm MWDW
18 ; - o ¢ < : $2
WOHSXOWY.NUWN1 vM g £:, §< 23 3 3ail
3 ; = g 5 = gz EiZs il
S £ e = =3 mw,m 2=
OOVHAIHL _/A s8ii 5588 3 E i 23 £d mmmwm.mmm
B g PLOIOIPAY UpKaywOIg 25 855 2 9 M 25 8. m S Ades m,m.v_
O o SRR TEE 5 4 °8 & 85 sEEgESsS
uBp 1pna) uiloy 28y i g g 2 € fo 2% S35 Sxs2efEs
WOYEXOWY.NUWNT Os$ ] 5 m 2 m. - m €2 = 2 25 mmm
$325 8824 2 = 4 5 $2 3§ 22 Ilag)ase
.Wan. Ecge £ g = 2 §2 48 T F ToE3ERes
ODVHd3IHL ODVHdIHL £E5; B=5L 4§ s 5@ 5 a 192 EE E 5
1201pAY uixaywoig 3w g puojo1pAy uixeywoig T o M M S M 3 w. ¢ m .M m o ] .m et o
104pAyLa ufioixousy Ui 008 (304pAYI) uijidixouty .m SEZ §8EL ,m m : = m = 3 ﬂm
buop 1pn@) uljidIXOWY buop 1pnq) Xouwy z m m,.m w m M m .m g @ W m 2 .K b m £% m m 8
WOYEXOWY:NUWNT WOYEXOWY.NUWN1 ﬁ m. .m F Ux £4 B € 5
x £
t & <

‘aH XS 9195

/trungtamthuoc.com/

https

epdxa/gH
AP BIN/XSN
ON Y1e8/XS 01 95

v |
T
o
9

3w g puo)olpAy uixaywolg
8w 00§ ulPIXOWY




https://trungtamthuoc.com/

Rx
TO HUONG DAN SU DUNG THU

1. Tén thuéc: Luman Amoxbrom
2. Cic dau hiéu va khuyén cdo khi dung thubc:

Pé xa tam tay tré em
Doc kj huéng dan sir dung trude khi dung
Thube nay chi ding theo don thudc

3. Thanh phin cong thirc thude
Cho 1 vién:
Thanh phan hoat chit:
Amoxicilin (dudi dang Amoxicilin trihydrat) 500 mg
Bromhexin hydroclorid 8 mg
Thanh phan td dugc:

Natri lauryl sulfat, magnesi stearat,vo nang s 0 nau nhat — hong vieada 1 vién

4. Dang bao ché

- Dang bao ché: Vién nang ctmng

- M6 ta san phdm: Vién nang clrng mau nau nhat — hong nhat, bot thude trong nang mau tring hay
tra"mg nga

5. Chi dinh

Nhiém khuén dudng hé hip trén va dudi do vi khuan nhay cam

6. Cach dung va liéu dung

Céach dung:

Dung dudng udng

Liéu ding:

Ngudi 16n va tré em trén 10 tudi: Udng 1 vién/lan x 3 lan/ngay

7. Chéng chi dinh

- Nguoi mén cam véi cac thanh phin cia thuéc.

- Ngudi bénh c6 tién sir dj tmg véi bat ky loai penicilin nao.

- Phu nit mang thai.

8. Cénh b4o va thin trong khi ding thubc

- Phai dinh ky kiém tra chtrc ning gan, than trong subt qué trinh diéu tri dai ngay.

- C6 thé xay ra phan tng qué man trdm trong & nhitng ngudi bénh c6 tién sir di mg vdi penicilin
hodc céc di nguyén khéc, nén can diéu tra ky tién sir di tmg v6i penicilin, cephalosporin va cac di
nguyén khac. Néu phan tng dj tmg xdy ra nhu ban d6, phu Quincke, séc phan vé, hoi chiing Stevens
— Johnson, phai ngung ngay li¢u phap amoxicilin va ngay 1ap tirc diéu tri cip ciru bang adrenalin, thé
oxy, liéu phap corticoid tiém tinh mach va thong khi, ké ca dat ndi khi quan va khong bao gio dugce
diéu tri bang penicilin hoic cephalosporin nira.
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hap. Bromhexin, do tac dung lam tiéu dich nhay, nén c6 thé huy hoai hang
vay , khi dung cho ngudi bénh ¢ tién sir loét dai day phai rat than trong.
- Can than trong khi dung cho nguoi bénh hen, vi Bromhexin ¢ thé gay ¢

ngubri dé man cam.

khac dom co hle_:u qué do d6 cang tang & dom.

9. Sir dung thudc cho phu nir ¢é thai va cho con bu

- Thoi ky mang thai: Str dung an toan amoxicilin trong thoi ky mang thai chua dugc xé4c dinh rd.
Chua nghién ciru tdc dung sinh quai thai ctia bromhexin & dong vat thi nghiém. Khéong c¢6 dit liéu vé
str dung thudc trén phu nit ¢6 thai, chi nén dung thuée néu lgi ich vuot tréi so véi nguy co.

- Thoi ky cho con bii: Vi Amoxicilin bai tiét vao sita me, nén phéi than trong khi dung thudc trong
thoi ky cho con bu. Con chua biét bromhexin c6 bai tiét vao sira me khong. Vi vay khong khuyén céo
dung bromhexin cho phu nir cho con bui. Néu can ding thi t3t nhat 1a khéng cho con bu.

10. Anh huéng ciia thude 1én kha ning 14i xe, vin hanh may méc.

Khéng anh hudng 1én kha nang 14i xe, van hanh may moc

11. Twong tac, twong ky ciia thude

Twong tic thudc:

- Hap thu amoxicilin khong bi anh huong boi thirc an trong da day, do d6 co thé udng trude hodc sau
bira an.

- Nifedipin lam ting hip thu amoxicilin.

- Khi dung alopurinol cing véi amoxicilin sé lam ting kha nang phét ban ctuia amoxicilin.

- C6 thé ¢6 su ddi khang gitta chat diét khuin amoxicilin va cic chit kim khun nhu cloramphenicol,
tetracyclin.

- Khéng phoi hop bromhexin vdi thudc giam tiét dich (giam ca dich tit khi quan) nhu céc thude kidu
atropin (hogc anticholinergic) vi lam giam tac dung ciia bromhexin.

- Khéng phéi hop bromhexin véi cac thude chéng ho.

- Phéi hop bromhexin véi khang sinh (amoxicilin, cefuroxim, erythromycin, doxycyclin) lam tang
néng do khang sinh vao mé phdi va phé quan. Nhu vdy, bromhexin c6 thé c6 tac dung nhu thudce bd
trg trong diéu tri nhiém khuin ho hép, lam tang tac dung cta khang sinh.

Twong ky:

Do khong c6 cc nghién ciru vé tinh twong ky ciia thudc, khong tron 13n thudc nay véi cac thude khéc.
12. Tac dung khéng mong mudn.

- Nhirc déu, chéng mit, ra md héi.

- Pau da day, budn noén, ndn, ia chay.

- Ngoai ban, ban da, may day, ban dat san, dic biét 1a hoi chirng Stevens — Johnson.

- Nguy co @ dich tiét phé quan & nguoi bénh khong c6 kha ning khac dom.

- Khé miéng. Tang nhe enzym transamina AST, ALT, SGOT.

- Than kinh trung wong: kich dong, vat va, lo lfmg, mét ngu, la 1an, thay d6i g xur va hodc chong

-

mat.
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- Mau: Thiéu mau, giam ti€u cau, ban xuat huyét giam tiéu cau, ting

cau, mat bach cau hat.

13. Qua lidu va cach xir tri
Khong c6 dit liu vé str dung thude qué liéu, khong dung qua liéu chi dinh cta thuéc

14. Dic tinh dwoc lyc hoc

- Nhém duge ly: Dang két hop cua penicilin, bao gdm thudc trc ché beta-lactamase

- Ma ATC: JOICR50

- Amoxicilin: La aminopenicilin, bén trong méi trudng acid, c¢6 phd tac dung réng hon
benzylpenicilin, ddc biét c6 tac dung chéng true khuin Gram am. Tuong tu nhu céc penicilin khac,
amoxicilin tac dung diét khuén, do tac dung trc ché sinh téng hop mucopeptid cta thanh té bao vi
khuén. In vitro, amoxicilin c6 hoat tinh v6i phan 16n cac vi khuin Gram 4m va Gram duong nhu:

Lién cau khudn, tu ciu khuin khong tao penicilinase, H. influenzase, Diplococcus pneumoniae,

N.gonorrhereae, E.coli, va Proteus mirabilis. Cung nhu ampicilin, amoxicilin khong c6 hoat tinh véi
nhitng vi khuan tiét penicillinase, dic biét c4c tu cdu khang methicillin, tét ca cac chung Pseudomonas
va phan 16n céc chung Klebsiella va Enterobacter.

Amoxicilin ¢6 tdc dung in vitro manh hon ampicilin déi véi Enterococcus faecalis va Salmonella
spp., nhung kém téc dung hon d6i véi Shigella spp. Phé tac dung cua amoxicilin c6 thé rong hon khi
dung déng thoi véi sulbactam va acid clavulanic, mét chét trc ché beta - lactamase. D3 c6 thong bao
E. coli khéng ca amoxicilin phdi hop vdi acid clavulanic (16,8%).

- Bromhexin hydroclorid: La chét didu hoa va tiéu nhdy dudng ho hap. Do hoat héa su téng hop
sialomucin va pha v céc sgi mucopolysaccharis acid nén thuéc lam long dom hon va it quanh hon.

Thuéc lam long dom d& dang hon, nén lam dom tir phé quan thoét ra ngoai cd hiéu qua.

15. Dic tinh dwge djng hoc

- Amoxicilin: Bén vimg trong moi truong acid dich vi. Hap thu khong bi anh hudng boi thirc an,
nhanh va hoan toan hon qua dudng tiéu hoa so véi ampicilin. Amoxicilin phan b4 nhanh vao hiu hét
cac mé va dich trong co thé, trir mé no va dich ndo tuy, nhung khi mang néo bj viém thi Amoxicilin
lai khuyéch tan vao dé dang. Sau khi udng lidu 500 mg amoxicilin 1 - 2 gi®, nong d6 amoxicilin dat
khoang 8 — 10 microgam/ml. Tang liéu gép d6i c6 thé tang nong do thude trong méu 1én gip doi.

Amoxicilin uéng hay tiém déu cho nong d6 thuéc nhu nhau trong huyét tuong. Nira doi amoxicilin
khoang 61,3 phut, dai hon & tré so sinh, va nguoi cao tudi. O ngudi suy than, nira doi cua thude dai
khoang 7 - 20 git. Khoang 60% liéu uéng amoxicilin thai nguyén dang ra nudc tiéu trong vong 6 —
8 gi0. Probenecid kéo dai thoi gian thai amoxicilin qua duong than. Amoxicilin c6 ndng d6 cao trong
dich mat va mot phan thai qua phan.

- Bromhexin hydroclorid: Hap thu nhanh qua duong tiéu hoa va bi chuyén héa budc diu & gan rat
manh, nén sinh kha dung khi udng dat 20 — 25%. Thirc &n lam tang sinh kha dung cua brohexin
hydroclorid. Nong d¢ dinh trong huyét tuong, & nguoi tinh nguyén khde manh, dat dugc sau khi udng,
tir nira gio dén 1 gi0. Bromhexin hydroclorid phan b rong rdi vao cdc mé cua co thé. Thudc lién két
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hoat tinh. Nira doi thai trir cua thude & pha cuéi 1a 10 — 30 gio tuy theo {to
thuée phan bd nhiéu vao cic mé ciia co thé. Bromhexin qua dugc han
nho qua dugc nhau thai va thai. Khoang 85% - 90% liéu dung dugc thai
dudi dang céc chat chuyén héa, sau khi da lién hop véi acid sulfuric hoa
lugng nho duoc thai trir nguyén dang. Bromhexin dwoc thai trir rat it qua phan, chi khoang dudi 4%.
16. Quy cach déng goi
Hop 5 vi x 10 vién
Hop 10 vi x 10 vién
17. Piéu kién bio quéan, han dung, tiéu chuin chit lugng ciia thudée.
17.1. Piéu kién bdo quan
Noi khd, nhiét 46 khong qua 30°C, tranh 4nh sang
17.2. Han ding
36 thang ké tir ngdy san xuAt
17.3 Tiéu chuan chat luong:
TCCS
18. Tén, dja chi co sé san xuit.
CONG TY CO PHAN DUQC - VAT TU Y TE THANH HOA
S6 04 dudng Quang Trung, phudng Ngoc Trao, thanh phé Thanh Hoa, tinh Thanh Héa.
SDT: 0237 3737888 Hotline: 1800 8140

e ®LUMAN la nhén hi¢u thuong mai da ding ky cua Thephaco
thephoe ’ s ,
"% $6.232 Trdn Phe, phurémg Lam Son, thanh phé Thanh Héa, tinh Thanh Héa.




