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Thuéc bdn theo don.

PZELFAMOX 875/125 DT.

Boc ky ddn s

s .::ﬁll oo dung trudc khi dung.

Néu cdn thém théng tin, xin Nl y kién cia

Khdng ding khi thusc 88 hét han si dung, vidn thubc bj v, bién mdu...

2.Thanh phén, hdm luong cia thudc:
Wlnm::xmusw

cellulose vi tinh thé, crospovidon, magnesi stearat, aerosil aspartam,
cam _viadd 1 vidn T g e
3. M6 té sin phiim:
Vién nén hinh caplet, mau tring nga, mit vién nhin, va thanh vién lanh
4. Quy cich d6ng goi: o oy
HOp 2vi(nhdm-nhdm), vi 7 vién nén phan tén, c6 kém t huong din st dyng thudc.
5.Thudcding chobénhgi?
mamnm.wmwmnmmmmmm.mymw
thubc va nhing trudng hop nhidm khudn do nhing vi khuén sinh beta-lactamase ma ding
g Vi

-Nhidm khuln dudng tidu hod, § bung.

-Nhiém khudn da - mé& mém, xuong va khap.

- Didutr| va dyphong nhidm khudn trong phiu thudt § bung, sén khoa, sfy thai nhiém khusin.

6. Nén dung thubc ndy nhuthé nao va liéu lugng ?

Cdch ding - Dudng ding:

Ding bing dubng ubng. ma khong tinh 3én ba an, do céc biza 3n khdng dnh hudng dén sy hip
mmmummmﬂpmmmmmmmmmmwu
nuocrbiudng.

Lidudang:

Liéu luong duoc tinh theo amaxicilin, tiry theo vi tri v madc 89 nhidm khusn.

Lidu khuyén cdo cho ngudi Ion (gém ca nguii gid), tré em trén 12 tusi 13 1 vién/lén, 2 in/ngdy.
Trétir2 - 12 twéi: nén diing dang bao ché phis hop nhu Zelfamox 500/125 DT.

Tré dudi 2 tudi: nén ding dang thudic bdt pha hin dich ubng.

B¢nh ldu: ubng lidu duy nhit 3 g cling vt 1g probenecid.

Liéu & bénh nhdn suy thdn: DSI vol ngudil suy thin, phil gidm liu theo hé s& thanh thii
creatinin: Cl creatinin < 10mU/phGt: 500 mg/24 gids. Cl creatinin > 10mU/phit: S00 mg/12 gids.
7.Khindo khéng nén ding thuSc nay?

Chéng chi dinh & nhing nguin c6 tién can di (ng vl nhom beta-lactams. Chi ¥ 3€ phong va
than trong trong lic ding . D4 ¢ nhiing phin Ung qua min (phn vé) trém trong 851 khi gy td
vong di duge bio cdo dnhiing bénh nhin diing thudc nhém beta-lactams. Do vy, trudc khi chi
dinh ZELFAMOX 875/125 DT. phai hdi ky tién cin di Ung trudc 36, dic biét 1a dj dng vai nhém
beta-lactams. Khi diéu trf néu c6 df Ung phéi ngung thudc ngay va d6i sang loai thudc khic thich
hop.

Trong nhiing tnudng hop phén Ung phan vé ndng, clin c&p clu ngay voi adrenaline. Néu ciin cho
thé axy, tiém steroid, lim thong duting thd bao gém cd viéc Bt ndi khi quan.
8.Técdung khéng mong mudn

Thuing gép nhdt 13 tiéu chdy, 81 phan Idng, ciing 6 thé c6 budn ndn, ndn, néng rét viing
thuong vi, dau byng - co thit co bung. Nhunhiing khing sinh beta-lactams khac, viém dai trang

va viém dai trang gid mac hiém khixdy ra.

Thuting gdp, ADR > 1/100
- Ngogi ban (3-10%), thubing xudt hién chim, sau 7 ngdy diéu tr.

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

- Tiéu hod: Budn ndn, ndn, la chdy.
-Phdn Ung qua min: Ban 36, ban dit sin va may day, dic biét 1 hoi ching Stevens-Johnson.

Hiém gdp, ADR < 1/1000
-Gan: Tang nhe SGOT.
- Thén kinh trung uong: Kich d0ng, vit vd, lo1ing, mit ngd, Ii 1, thay 481 ing xdva/holc chéng

mjt.
- Mau: Thidu méu, gidm tiéu cdu, ban xult huyét gidm tiéu clu, ting bach clu ua eosin, gidm

bach chu, mit bach cdu hat.

Hudng din cach xitri ADR
Nhilng phin ing khong mong mudn cila amaxicilin & dudng téu hoa, 8 méu thubng mit @i khi

nging diu tri Khi viém dai tring c6 mang gid n§ng, cin bdi phy nuoc, dién gidi va protein, didu
nmm*mmmwmd;mmuumw
g gidng bénh huyét thanh co thé didu tri biing khang histamin, va néu cin, dung liéu phip
corticoid todn than. Tuy nhién, khi phan Ung nhu vy xdy ra, phi ngiing diing amoxicilin, trir khi
oy kidn ciia thly thusc trong nhing truding hap dic biét, nguy hiém 0én tinh mang ma chi o

amanicilin moi gidi quyét duoc.
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W dun ™ 0 Ung d} dng why ra nhu ban 48, phi Quince, s6¢ phin v, hl ching Stevens- Johnson,
MManmh&&nd’mbﬁmuqm

KM ~_orticoid tiém tinh mach vi thing khi, ki ch @3t ndi ki quin vé khang bao g duoe diby
trf bing penicilin hode cephalosporin nia.
9. Nén trinh ding nhiing thusc hodc thuc phim gl khi dang s dung thubc nay ?
:::mmummumumamuadummm
Nifedipin Lam tang hip thu Amaicifin.
Khi dung alopurinol ciing voi Amonicilin hodc ampicilin sé lam ting khd ning phat ban cia
ampicilin, Amaxicilin.

€6 thé co sy 681 khing giia chit diét khuln Amauicilin vi cdc chit Kim khuln nby
cloramphenicol,

tetracyclin.

Probenecid kéo dai thai gian do thii cia Amaxicilin.
10.Céin lam gl khi mét 16n quén khéng ding thudc ?
NéUban khodng chic chin vé vide ibu c6 nén bd qua lidu, hily hdi bic sl hodc duoc s clia ban. Vide
diing thudc theo don 1 quan trong 8 ho 6 thé lam vide mét cach chinh xac.
Néu ban gép khé khin khi nhd lidu ding thusc, hily hol duge si 6 uge got y.
11.Cén bio quin thuSc niy nhuthéndo 7
Bdo quin thudc trong bao bil kin, not khé, nhidt 84 duti 30°C.
Nhidt va Sm udt c6 thé lam héng mét s logl thusc. Diing 86 thubc trong phéng tim hay gén
bén rita. Khéng a€ thusc trong xe hodc trén ngudng cifa s6.
Gilrthuc trong vi cho dén khi ubng thudc.
12. Nhiing dfu hidu va tridu chiing khi ding thudc qua liéu
Nhang dfu hidu va tridu chung khi ding thusc qué iléu bao gém Gau bung, ndn va tiéu chiy.
M4t 56t nguix bénh b phat ban, ting kich 3dng hodc ngl lama.
13.Clin phai lam gi khi dng thusc qué iéu khuyén cho
Néu ban ding thusc qué liéu khuyén cao, cin ngiing thusc ngay. HaI bic sf hode duox si clia ban
€ c6 cach xil tri chinh xéc. Goi dién hodc 8én ngay trung tam y t& gén nhit 4€ diéu tr) tridu
ching va hd tronéu cin.
Néu qué liéu xdy ra som va khong c6 chéing chi dinh, c6 thé gy ndn hodc rila da ddy. Qud iéy
dudi 250 mg/kg khdng gdy tridu ching gl ddc bidt vi khéng cin lam sach da diy. Viém thin ké
din 8én suy thin thiéu nidu A8 xdy ra dmot s6 it ngut bénh ding qud Iy amaxicilin. D ra tinh
thé trong mdt 58 trudng hop din dén suy thin 43 dugc bio c#o sau qud kb amanicifin & ngudl
:u:;a(hmdpdﬁwﬂ:ﬂﬂnﬁdnw“dmmmmn#nmm

ir]
Tén thuong thin thudng phyc héi sau khi ngiing thudc. Ting huyét 4p <6 thé xdy ra ngay &
ngudl cé chik ndng than tén thuong do gidm dao thl thudc. C6 thé ding phuong phép thim
phan mau d€ loal bd thudc ra khdi tudn hoan.
14. Nhing diéu thin trong khi ding thuSc nay
Ding cho ngudi suy thin: & bénh nhin bi réi logn chdc ndng thin ndng (89 thanh thii creatinine
nhé hon 30m/phit), kh ning thai trir sulbactam va amaxicilin cing bi dnh hudng nhy nhau.
Do d6, ty 1 nh hudng cta hai thusc trong huyét tuong khong thay 361 Phii gidm héu va s& 1n
ding sulbactam/ amaxicilin @ nhing bénh nhan ndy.
Phai dinh ky kiém tra chdc ndng gan thn trong sut qua trinh diéu tri dbi ngdy.
C6 thé xdy ra phin dng qua miin trém trong & nhing ngudt bénh c6 tién st di ing voi peniciin
hojic cic di nguyén khic, nén cin phdi diu tra kj tién s di ing voi penicilin, cephalosporin va
chcdinguyén khic
Néu phdn Ung dj ing xdy ra nhu ban 8, phi Quincke, s8¢ phin vé, hdi ching Stevens-Johnson,
phéi ngung liéu phip Amaxicilin va ngay l§p tuc diéu trf cip ciu bing adrenalin, th oxy, liby
phép corticold tiém tinh mach va théng khi, ké ci it ndi khi quin va khang bao gits dugc dibu
trj bing penicilin hodc cephalosporin nda.
Thuéc céchda 17 mg aspartam/vién, thin trong khi diing cho nguét bi phenylceton nidu.
15. Sirdyng cho phu nil c6 thai vi cho con bé:
Phunilcé that: S dung an toan amaxicilin trong thi ky mang thai chua Gugc xéc dinh 1 rang. Vi
viy. chi sif dyng thudc ndly khi thit cin thiét trong théi ky mang thai. Tuy nhién, chua c6 biing
chimg nao vé tic dyng cé hai cho thal nhi khi ding amaxdcilin cho nguét mang thal
Phu nl cho con bé: Vi amoxicilin bai tiét vao sia me, nén phdi thin trong khi ding thuc trong
thét ky cho con b,
16. Tic 80ng cla thudc khi il xe vi vin hinh méy méc:
Khong thiy c6 bdo cao dnh huding ciia thubc dén khi nang Ll xe hay van hanh miy cia nguit si
dung.
17. Khindo cin tham viin béc si, dugce si
Hay hal bac sihodc duge sicda ban néu:
Ban b di ing v bt ky loal thudc ndo v cic ché phiim khac nhuthuc ot im, chiit bé. Lua hodc

nhudm.
Ban bj tang bach ciu don nhan nhidm khulin, ding thulc ZELFA. * X\ 87571, 1. sé lam chdng
phat ban pht trién.

Banbibénh gan.

Chdcndng thin kém.

Ban dang ding warfarin hodc cac thuSc chfa 1Ong it o

Ban dang mang thai hodc dudinh co thai !\ ¢ s setnd ., W voi Fon & ihiing ril ro v bot ich cla
vide sl dyng ZELFAMOX 875/125 DT tr v a) himene o2y

Ban dang cho con bl hodc MuUdn . w. on bi* . 4 36 th2a ks it vl ban vé nhiing rii ro va ot ich
ciavidc siidyng ZELFAMOX 8. ~ 7125 DT. = grhicho i

Ban dang ding bt cloc .~ w3 nan 7" hodc L 7. -\hio duge.

ZELFAMOX875/125D1. k1i0ng y v. imgruén

ZELFAMOX 875/125 DT. the .ng w ong 430),:50ng dén khi ndng 14 xe hose viin hinh miy moc.




