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Composition: Each film coated tablet contains:

Amoxicilin trihydrate equivalent to amoxicilin 500mg
Cloxacilin sodium equivalent to cloxacilin 500mg
Excipients q. s.f 1film coated tablet

Indication, contraindication, administration - dosage and other informations:
See the leaflet enclosed.

Specification: in-house.
Storage: Keep in a dry place, below 30°C.
Keep out of reach of the children. Carefully read the accompanying before use

Manufactured by: San xudt b
Ha Tay Pharmaceutical J.5.C c.wcrwoc PHAM HATAY
La Khé - Ha Dong- Ha Noi City La Khé - Ha ©ong - TP. Ha Noi

GMP - WHO

YCLOX 1000

Thanh phén: M3i vién nén bao phim chua:
Amoxicilin trihydrat tuong tng véi Amoxicilin

Cloxacilin natri tuong (g vdi Cloxacilin
T dugc viia di

Chi @inh, chéng chi dinh, liéu diing va céc thdng tin khic:
Xin xem t& huéng dén sir dung thudc bén trong hiyp.

Tiéu chudn: TCCS.

Bao quan: D€ nai khd, nhigt 4 dudi 30°C.

Dé xa tdm tay chia tré em. Doc kil huiéng din trudce khi ding
SOK (Reg. No):

5616 SX (Lot. No):

Ngay SX (Mfg Date):
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Hudng din sir dung thudc:
Thubc ké don
POLYCLOX 1000

- Dang thudc: Vién nén bao phim.
- Qui cich déng géi: Hop 10 vi x 10 vién.
- Thanh phan: M3i vién nén dai bao phim chira:

Amoxicilin trihydrat tuong ing v&i Amoxicilin -~ 500mg S
Cloxacilin natri tuong g véi Cloxacilin 500mg
T4 dugc vd 1 vién

(Td dugc gbm: Microcrystalline cellulose, croscarmellose natri, magnesi stearat, colloidal silicon dioxyd,
bot tale, hydroxy propyl methyl cellulose, nipagin, nipasol, titan dioxyd, PEG 6000).
- Céc dic tinh dwgre lyre hoe: Amoxicilin 14 m§t amonipenicilin, bén trong méi trudng acid, phd tic dung
rong hon benzylpenicilin, ddc biét c6 tc dung diét truc khudn Gram (-). Tuong tu nhu c4c penicilin khac
amoxicilin tac dung diét khuén do trc ché sinh tdng hop mucopeptid ctia thanh té bao vi khuén. In vitro,
amoxicillin c6 hoat tinh véi phan 16n c4c loai vi khuin Gram 4m va Gram duong nhu: Lién ciu khuén, tu ciu
khuin khéng tao penicillinase, H.influenzae, Diplococcus pneumoniae, N.gonorrheae, E.coli, va Proteus
mirabilis. Ciing nhu ampicilin, amoxicilin khong c6 hoat tinh véi nhimg vi khudn tiét penicillinase, dic biét
v6i ty ciu khang methicillin, tat ca cic chiing Pseudomonas va phén 16n cic ching Klebssiella va

Enterobacter. "g,
Amoxicilin ¢6 tac dung trén in vitro manh hon ampicilin d6i v6i Enterobacter faecalis va Salmonella spp o
nhung kém téc dung hon d6i véi Shigella spp. Pho téc dung ciia Amoxicilin c6 thé rong hon khi ding dong ¢

thoi v6i sulbactam va acid clavulanic, mét chét (rc ché beta-lactamase. Pa c6 thong bao E.coli khéng ca
Amoxicilin phdi hop véi acid clavulanic (16,8%).

* Cloxacilin: Cloxacilin 12 khang sinh diét khuén, trc ché tdng hop thanh té bao vi khuén nhur
Benzympenicillin nhung khang penicillinase ctia Staphylococcus. Vi vy thuSe ¢6 hoat tinh chéng
Staphylococcus sinh hogc khéng sinh penicillinase, v&i ndng d6 t5i thiéu irc ché khoang 0,25 — 0,5
microgam/ml. Nhung Cloxacilin khong c6 hoat tinh v&i Staphylococcus aureus khing Methicilin(MRSA) do
vi khuin ndy c6 nhimg Protein gin penicilin(PBP) bién ddi. Hoat tinh déi véi Streptococcus pneumoniae va
Streptococcus pyogynes thap hon benzylpenicillin, nhung thudng du tic dung khi cac vi khuén nay ctng cé
mit véi Staphylococcus khang penicilin. Cloxacilin khéng ¢6 hiéu lyc voi Enterococcus faecalis.

-Cic déc tinh dugc djng hoc:

Amoxicilin:

* Hép thu: ThuSc hip thu nhanh va hoan ton trong dudng tidu ho, thubc bén vimg trong méi trrong dich
Vi. Hép thu khéng bi anh hudng béi thirc &n, nhanh va hoan toan hon qua dudng tiéu hod so vdi ampicilin.
Khi uong ciing mdt lidu lugng nhu ampicillin, ndng do dinh Amoxicilin trong huyét trong cao hon it nhit 2
lan.

* Phdn bé: Amoxicilin phin b nhanh vao hiu hét cdc mé va dich cta co thé trir mé ndo va dich ndo tuy,
nhung khi mang n3o bj viém thi thudc lai c6 thé khuéch tan vao d& dang. Sau khi udng lidu 250mg
Amoxicilin 1-2gid, néng d6 Amoxicilin trong mau dat khoang 4-5 microgam/ml; khi uéng lidu 500mg
Amoxicilin 1-2gid, nong d9 Amoxicilin trong m4u dat khoang 8-10 microgam/ml. Tang liéu gip d6i c6 thé
1am ndng d6 thudc trong mau ting gip doi. Nira doi clia amoxicilin khoang 61,3phut, dai hon & tré so sinh va
ngudi cao tudi; & ngudi suy than, nira doi ctia thube dai khoang 7-20gid.

* Thai trir: Khoang 60% liéu udng amoxicilin dugc thai trir nguyén dang qua dudng nude tiéu trong vong 6-
8gidr. Probenecid kéo dai thdi gian thai ciia amoxicilin qua dudng thn. Amoxicilin ndng d6 cao trong dich
mat va mot phdn dugc thai qua phan.

Cloxacilin:

* Hdp thu: Natri cloxacilin ubng khong dugc hdp thu hoan toan qua dudng tidu hoa va hon nira hdp thu con
giam khi c¢é thirc 4n trong da day. sau khi udng 1 lidu 500mg, ngng d6 dinh trong huyét tuong dat tir 7 -14
microgam/ml lGc déi, sau 1-2 gio.

* Phéan bo: Khoang 94% Cloxacilin trong tudn hoan gin vao Protein huyét tuong. Nira doi Cloxacilin 14 tir
0,5-1 git (d6i véi tré so sinh, nira doi kéo dai hon). Cloxacilin dI qua nhau thai va tiét & stia me, thuc it
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khuyech tdn vao dich ndo tuy trir khi mang ndo bj viém. Nong d6 diéu tri c6 thé dat dud o :
phdi, hoat dich v trong xuong. ’VG 0.7
* Chuyén hod va thai trir: Cloxacilin chuyén hod & mitc do han ché. Thuoc chua bién ddi va cac charcl uyen
hod dugc bai tiét l:rong nuée tiéu bang cach loc qua ciu than va bai tiét & bng than. Khoang 35% liéu uong
dao thai qua nudc tiéu va t6i 10% trong mat.

- Chi dinh: Piéu tn c4c nhiém khuan do nhimg vi khuin chju tac dung dudng hé hép, tai - miii -

hong, da va m6 mém, dudng tiét nidy, phu khoa, c4c nhiém khuin & tré so sinh va céc nhiém khuén

phdi hop.

- Cich diing va liéu lwrgmng? Ubng theo chi dén cua bdc sy

Ngwoi l6n: Udng 1-2 vién x 214n/ ngay
Tréem: Uéng theo chi din cta thiy thudc.
Ubng thubc nira gity trude bira an hogc 2 git sau khi &n.
(Thude nay chi dung theo su ké dom ciia thay thudc) /

- Chéng chi dinh: Ngudi di img v6i penicilin

- Thén trong:
Amoxicilin: Phéi dinh ky klem tra chuc ning gan, than trong sudt qua trinh diéu trj dai ngay.

C6 thé xay ra phan @ tmg qud min trdm trong & nhtmg ngudi bénh c6 tién sir dj (g voi pemcllln hodc cac di
nguyén khdc, nén cin phai diéu tra k¥ tién sir dj tmg véi pemcnlln, cephalosporin va céc di nguyén khéc.

Néu phan tmg di tmg x4y ra nhu ban dé phu (gumcke soc phan v§, hdi chimg Stevens - Johnson, phai ngimg
liéu phap amoxicilin va ngay lap tirc diéu trj cip ctru bing adrenalin, thd OXY, liéu phép corticoid tiém tinh
mach va thong khi, ké ca dit ndi khi quan va khdng bao gidr dugc didu tri bang penicilin hoic

Cloxacilin: Nguoi d; img vai cephalosponn hodc cephamycin ciing c6 thé di gng véi cloxacilin, Nhu vai
flucloxacilin, cloxacilin cé thé gy viém gan, vang da & mét, nhung c6 thé xut hién cham.

- Thoi ky mang thai: St dung an toan thuoc trong thdi ky mang thai chua dugc xdc dinh. Vi vay chi diing khi i
tht cAn thiét theo sy chi din thét cy thé ctia thdy thubc. Tuy nhién chua c6 bing chimg nao v tac dung c6 hai T""
cho thai nhi khi ding amoxicilin cho ngudi mang thai. R

- Théi kp cho con bi: Vi thudc bai tiét vao sita me, nén phai thin trong ding thudc trong thdi ky cho con b.
- Téc dung khong mong mudn cia thude:
Amoxicilin: Nhimg tac dung khdng mong mudn sau ddy c6 thé xay ra lién quan dén viéc ding amoxicilin.
Thudng gap, ADR > 1/100 o
Ngoai ban (3 - 10%), thudng xuit hién chdm, sau 7 ngay didu tri. . 9
it gap, 1/1000 < ADR < 1/100 -
Tiéu héa: Budn non, nodn, ia chay.

Ph:’m {mg qué man: Ban d, ban dat san va may day, dic biét 14 hoi chimg Stevens - Johnson.

Hiém gip, ADR < 1/1000

Gan Tang nhe SGOT.

Thén kinh trung wong: Kich dong, vit vﬁ, lo Iing, mét nga, lu 1an, thay d01 ung xtr va’hodc chong mét

Miu: ThJeu mau, giam tidu cAu, ban xuit huyét giam tiéu cu, ting bach ciu wa eosin, giam bach cau, mit

bach cu hat )

Cloxacilin: Tac dung khéng mong mudn thuong gap nhét 1a phan tmg qua man, dic biét 12 ban da, doi khi ¢6

phan vé. Ngudi suy thén cling ¢é nguy co cao.

Téc dung khong mong mudn thudng xay ra |4 phat ban (khoang 4% ngudi bénh tiém cloxacilin). Déi véi

ngudi bénh uéng cloxacilin, cic tic dung khéng mong mubn thudng gip 14 céc tridu chimg tiéu héa phy thudc

theo lidu ubng.

Thuong gap, ADR > 1/100

Tiéu héa: Budn nén, ia chay.

Da: Ngoai ban.

Khac: Viém tinh mach huyét khdi sau khi tiém tinh mach.

It gap, 1/1000 < ADR < 1/100

Da: May day.

Maéu: Ting bach cau wra eosin.

Hiém gdp, ADR < 1/1000

Toan thin: Phan (mg phan vé.
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Méu: Mt bach cau hat, giam bach ciu.

Tiéu héa: Viém két trang mang gia.

Gan: Vang da r mét. )

Tiét niéu - sinh duc: Réi loan chirc nang thédn c6 ting creatinin huyét thanh cao.

Chii y:

Viém dai trang mang gia la do ting trudng qua mic Clostridium difficile va doc t8. C6 thé diu trj bing
metronidazol. Ngudi cao tudi hogc ngudi d& méc bénh cin phai rét than trong ddi véi tac dung khong mong
mubn nay.

* Ghi chu: " Théng bdo cho bac si nhitng tdc dung khéng mong mudn gdp phdi khi sir dung thuée”,

- Twong tic véi thude khdc, cic dang twong téc khéc:

* Nifedipin s€ lam ting hép thu ctia Amoxicilin.

* Néu diing phéi hop véi nhérn khang sinh Aminoglycosid s& 1am gidm téc dung ctia nhau. Néu that can thiét
phai ding nén cich nhau it nhit 1 gio.

* Alopurinol s& 1am tang kha ning phét ban clia Amoxicilin

* Cournann hodc din xuat indandion hogc heparin lam ting nguy co chiy m4u vi céc Penicilin {rc ché két tap
tiéu cdy, vi vay khi ding thudc cin ¢6 su theo dai chat ché cua thdy thubc.

* Vige sir dung Cloxacilin v6i céc thudc gy doc hai cho gan s& lam tang mirc d¢ doc hai cho gan.

* Probenecid 1am gidm bai tiét c4c Penicilin & 6ng than va tang nguy co doc hai néu ding chung.

* Céc khang sinh kim khuén nhu Cloramphenicol, Tetracyclin c6 thé lam gidm tic dung diét khuin cia
Amoxicilin va Cloxacdm

- Sir dung qui lidu: Gay ting tic dung kh6ng mong mudbn cua thudc.

- Han dung 24 thang tinh tu ngéy san xuat Khéng dung thudc da qua han sir dung.

* Liru y: Khi thiy vién thuc bi am méc, chuyén mau, nhan thuéc in s6 16 SX, HD md...hay c6 cac biéu hién
nghi ngd khac phai dem thudc ti hoi lai noi ban hodc noi sén xuét theo dia chi trong don.

- Qui cich d6ng g6i: Hop 10 vi x 10 vién. Kém theo t& huéng dan sir dung thube bén trong hop.

- Bio quin: Noi khé, nhiét d6 dudi 30°C. BPE XA TAM TAY TRE EM.

- Tiéu chuin 4p dung: TCCS 034-B-078-12

Bac ky hwdng din sic dung triede khi ding.
Néu cin thém théng tin xin héi y kién bac si"
THUOC SAN XUAT TAI
CONG TY C.P DUQC PHAM HA TAY
La Khé- Ha D) ng— T.P Ha N¢i
DT: 043. ,t;q.n R30T0]. FAX: 0433.522203
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