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Hudng dan su dung thudc
VIEN NEN DAI BAO PHIM REZOTUM

Trinh bay: Hop 2 vi x 7 vién nén dai bao phim.

Thanh phan:
Amoxicilin (duéi dang amoxicilin trihydrat) ............. 500 mg
Sulbactam (du6i dang pivoxil sulbactam) .................. 250 mg
T4 dugc: Cellulose vi tinh thé, Crospovidon, Magnesi stearat, Opadry White ................. vd 1 vién

Cac dac tinh duoc luc hoc:

Thanh phidn khing khuén cia REZOTUM la amoxicilin, mot khang sinh phd rong nhém
beta-lactams. Amoxicilin khang lai cdc vi khuin nhay cdm béing cdch Gc ché€ sinh tong hop
mucopeptide ctia vach t€ bao vi khuén.

Sulbactam (Pivoxil sulbactam) khong cé hoat tinh khéng khuidn ngoai trit Neisseriesea,
Acinetobacter calcoaceticus, Bacteroides spp, Branhamella catarrhalis va Pseudomoncs
cepacia.Tuy nhién, cidc nghién ctru sinh hod hoc trén cdc hé théng ngoai t€ bao vi khuin (Cell-
free bacteria systems) da ching minh, sulbactam c6 kha nang lam bat hoat khong héi phuc phin
16n cdc men beta-lactamase quan trong cta céc vi khudn khdng penicillin va cephalosporir:
Nhirng nghién citu vi sinh hoc trén cdc dong vi khudn khdng thudc cho thdy sulbactam c6 Kh:
ning ngan ngira su phd huy cdu tric clia penicillin va cephalosporin béi cac vi khudn dé khang.
day, sulbactam da thé hién mot su hop luc méi véi céc penicillin va cephalosporin. Do sulbactan:
ciing gin v6i mot s6 protein gan két penicilin do vay d6i véi mot s6 dong vi khudn nhay cam, su
dung két hop sulbactam/amoxicilin s&€ hiéu qua hon la ding mot loai beta-lactams.

Két hop cha sulbactam/amoxicilin ¢ hoat tinh chéng lai hiéu qua véi tat ca cdc vi khudn
nhay cam v6i amoxicilin va 1am nhay cam tr& lai cdc vi khudn truéc day da khéng amoxicilin.
Ngoai ra, né chiing to hoat tinh cong luc ( ndng do tc ché t6i thiéu dugc giam dén 4 lan so véi
nong do tc ché t6i thiéu cla rieng méi thanh phan) chéng lai cdc vi khuan, nhat 1a céc vi khuén
Gram duong va Gram am nhu: Staphy!ococcus aureus va S.epidermidis ( gom ca nhitng vi khudn
dé khing penicilin va mot s6 vi khudn dé khang methicilin), Streptococcus pneumonia,
Streptococcus faecalis va cac chiung Streptococcus khdc, Haemophilus influenzae v?
parainfluenzae (ca hai dong vi khudn sinh beta-lactamase va khong sinh beta-lactamase},
Branhamella catarrhalis, vi khudn yém khi gom ca Bacteroides fragilis va nhimg vi khudn cin:
ho, Escherichia coli, Klebsiella, Proteus goém ca hai loai indole (+) va indole (-), Morganell.
morganii, Citrobacter, Enterobacter, Neisseria meningitidis va Neisseria gonorrhoeae.

Cac dac tinh dugc dong hoc:

Ubng sulbactam/ amoxicilin sau khi an khong anh huéng dén sinh kha dung toan than.
Sau liéu diéu tri sulbactam/ amoxicilin, néng d6 dinh trong huyét tuong clia amoxicilin dat cao
gép hon 2 1an so véi liéu tuong duong amoxicilin uéng. O ngudi tinh nguyén khoé manh, thoi
gian ban thai clia amoxicilin 12 1,3 gid va cua sulbactam la 1 gio. Thoi gian ban thai ting lén O
ngudi gid va ngudi bi suy than. Probenecid 1am giam kha ning bai ti€t qua 6ng than cua ca
amoxicilin va sulbactam. Do d6, st dung dong thoi probenecid vGi sulbactam/ amoxicilin larn
tang va kéo dai néng do sulbactam/ amoxicilin trong mau. Sulbactam/ amoxicilin khuéch tdn d¢
dang vao hdu hét cic m6 va dich co thé. Thude it tham nhap vao ndo va dich ndo tuy trir khi ¢¢
viém mang ndo. 50-75% sulbactam / amoxicilin thai trir nguyén ven qua dudng tiéu.

Chi dinh:

REZOTUM chi dinh sir dung trong nhing truong hop nhiém khudn nhay cam vdi thudc v..
nhitng trudng hop nhiém khudn do nhitng vi khudn sinh betalactamase ma ding amoxicilin riéng
ré khong cé tac dung.

- Viém tai giita

- Viém hong

- Viém xoang

- Viém phé quén do vi khudn

- Nhiém khuin dudng tiéu - tiét niéu, lau.
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- Nhiém khudn dudng tiéu hod, & bung.

- Nhiém khuén da - m6 mém, xwong va khép.

- Diéu tri va du phong nhiém khuén trong phiu thuat 8 bung, san khoa, sdy thai nhiém khun.
Liéu dung — Cach dung: Dung theo chi dédn ciia bdc sy.

Liéu khuyén cdo cho ngudi 16n (g6m ca ngudi gia), tré em trén 12 tudi 1a 1 dén 2 vién, 2
lan/ngay. Liéu lugng dugc biéu thi duéi dang amoxicilin:

Tré em du6i 12 tudi 12 75 mg dén 100 mg/kg thé trong, chia 2-3 14n/ngay.

Bénh ldu: u6ng liéu duy nhét 3 g cing véi 1g probenecid.

Liéu o bénh nhén suy thdn: D6i v6i ngudi suy than, phai giam liéu theo hé s6 thanh thai
creatinin: Cl creatinin < 10 ml/phut: 500 mg/24 gi®. Cl creatinin > 10 ml/phit: 500 mg/12 gid.
Chong chi dinh:

Chong chi dinh & nhitng ngudi c6 tién can di tng v6i nhém beta-lactams. Chd ¥ dé phong
va théan trong trong lic dung . Da c¢6 nhitng phan ing qua man (phan vé) trim trong doi khi gay tir
vong da dugc bdo cdo & nhitng bénh nhan ding thuéc nhém beta-lactams. Do vay, truée khi chi
dinh REZOTUM phai hoi k¥ tién can di tng trude d6, dac biét 1a di ing v6i nhém beta-lactain .
Khi diéu tri néu c¢6 di ing phai ngung thu6c ngay va ddi sang loai thuéc khac thich hop.

Trong nhitng trudng hop phan ng phan vé nang, can cip citu ngay véi adrenaline. Néu
can cho thd oxy, tiém steroid, lam thong dudng thd bao gém ca viéc dit n6i khi quan.

Théan trong:

Dung cho ngudi suy than: & bénh nhén bi réi loan chic nang than nang (d6 thanh thai
creatinine nho hon 30ml/phiit), kha nang thai trir sulbactam va amoxicilin cing bi énh huéng nhu
nhau. Do d6, ty 1¢ anh hudng ctia hai thudc trong huyét twong khong thay ddi. Phai giam liéu va
s0 lan dung sulbactam/ amoxicilin & nhitng bénh nhan nay.

Phai dinh ky kiém tra chic nang gan than trong su6t qua trinh diéu tri dai ngay.

C6 thé xay ra phan ing qud min trim trong & nhitng ngudi bénh c6 tién st di tmg 16
penicilin hodc cdc di nguyén khic, nén cdn phai diéu tra k§ tién s di ng véi peniciliy,
cephalosporin va cic di nguyén khac.

Néu phan tng di ing xay ra nhu ban do, phit Quincke, s6c phan vé, hoi chiing Stevens-
Johnson, phai ngung liéu phap Amoxicilin va ngay lap tic diéu tri cdp ciu bang adrenalin, th¢
oxy, liéu phdp corticoid tiém tinh mach va thong khi, ké c4 dit noi khi quan va khong bao giv
dugc diéu tri bang penicilin hoac cephalosporin nita.

Sit dung cho phu ni ¢é thai va cho con bu: _

Phu nir c6 thai: Sir dung an toan amoxicilin trong thoi ky mang thai chua duoc xdc dinh ro
rang. Vi vay, chi sir dung thudc nay khi that cin thiét trong thdi ky mang thai. Tuy nhién, chua c6
bing chimg nao vé tdc dung c6 hai cho thai nhi khi diing amoxicilin cho ngudi mang thai.

Phu ni cho con bii: Vi amoxicilin bai tiét vao sita me, nén phai than trong khi dung thu6c
trong thoi ky cho con bu.

Tdc dong cua thudc khi ldi xe va vdn hanh mdy méc: _

Khong thdy c6 bao cdo anh hudng cta thuéc dén kha ning l4i xe hay vin hanh mdy cua
ngudi st dung.

Tuong tac thudc:

Hép thu Amoxicilin khong bi anh hudng bdi thifc an trong da day, do d6 c6 thé udng trude
hodc sau bira an.

Nifedipin lam ting hdp thu Amoxicilin.

Khi ding alopurinol cing v6i Amoxicilin hodc ampicilin s€ lam ting kha nang phat ban
cta ampicilin, Amoxicilin.

C6 thé c6 su d6i khang giita chat diét khudn Amoxicilin va cdc chat kim khudn nhu
cloramphenicol, tetracyclin.

Probenecid kéo dai thoi gian dao thai cia Amoxicilin.

Tac dung khong mong muén (ADR):

Thudng gip nhét 1a tiéu chay, di phan 16ng, ciing c6 thé c6 budn noén, nén, néng rit ving
thuong vi, dau bung - co théit co bung. Nhu nhitng khéng sinh beta-lactams khac, viém dai trany
va viém dai trang gid mac hiém khi xay ra.
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Thuong gap, ADR > 1/100
- Ngoai ban (3-10%), thudng xudt hién cham, sau 7 ngay diéu tri.
it gap, 11000 < ADR < 1/100
- Tiéu hod: Buén non, non, ia chay.
- Phan ing qui min: Ban do, ban dit sin va may day, dac biét 1a hoi ching Stevens-
Johnson.
Hiém gdp, ADR < 1/1000
- Gan: Tang nhe SGOT.
- Than kinh trung vong: Kich dong, vat v, lo ling, mat ngd, 1d I4n, thay ddi Gng xir va/hodc
chéng mat.
- Mau: Thi€u mdu, giam tiéu cdu, ban xudt huyét giam ti€u cdu, tang bach cdu ua eosin,
giam bach ciu, mét bach ciu hat.
Hu6ng dan cach xir tri ADR

Nhiing phan ing khong mong muén clia amoxicilin & dudng tiéu héa, & mau thudng mat
di khi ngimg diéu tri.

May day, cdc dang ban khdc va nhiing phan ing giéng bénh huyét thanh c6 thé diéu tri
bing khang histamin, va néu can, ding liéu phép corticosteroid toan than. Tuy nhién khi phan tng
nhu vay xay ra, phai ngimg ding amoxicilin, trir khi ¢6 ¥ kién clia thdy thuSc trong nhimg truong
hop dic biét, nguy hiém dén tinh mang ma chi c6 amoxicilin méi giai quyét dugc.

Théng bdo cho bdc sy nhiing tac dung khong mong mudn gdp phdi khi su dung thuéc
Qua liéu va x tri: |
Khong thay c6 bdo cdo trong céc tai liéu tham khao dugc.
Bao quin: Noi kho, duéi 30°C.
Han ding: 24 thang ké tir ngay san xudt.

Thuéc nay chi dung theo don cua bdc sy
Dé xa tam tay tré em
Poc ky hudéng ddn sit dung trudc khi ding
Néu can thém thong tin, xin tham khdo y kién bdc sy
Khéng dung khi thuéc da bién mau, hét han si dung...

CTCP DUGC PHAM TRUNG UONG 1- PHARB
160 Tén Ditc Thing- Péng Da- Ha Noi- Viets
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