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FORT A MOX® 750 mg

+Thudc nay chi ding theo don thudc.

+Docky hudng din sirdung tridekhidiing.

+Déxatdmtaytréem.

+ T hudng diin sitdung néu tém tét cic théng tin quan trong clia thudc. Néu cén
thé&m thdng tin, xin héiy kién bac s§ hosic duocsy.

THANH PHAN CONG THUCTHUGC: M&i vién nén bao phim chifa:

Thanh phin dugc chat:
- Amoxicillin {dudi dang Amoxicillin trihydrat compacted) .. 500 mg
-Sulbactam (dudidang Sulbactam pivoxil) 250mg

Thanh phén téd dwge: Microcrystallin cellulose PH112, Natri croscarmellose, Natri
lauryl sulfat, Magnesi stearat, Colloidal silicon dioxid A200, Hydroxypropyl
methylcellulose 15¢P, Hydroxypropyl methylcellulose 6¢P, Polyethylen glycol 6000,
Talc, Titan dioxid.

DANG BAO CHE: Vién nén bao phim.

Ma th dic diém bén ngodl clia thudc: Vién nén bao phim, hinh chinhét thuén, mau
trang, hai mét 18i. Mdt mat vién khic vach, mdt mét vién khic chir DMC. Nhén thudc
béntrongmautrangnga.

CHIDINH:

Didutri ngin han cic nhiém khu&n dudng hé hip trén va dudi {bao gém ca Tai - Mii -
Hong), dudng tiét nidu sinh duc, da v mé mém, xudng va khép va cac nhiém khudn
khac nhusdythai nhiém khuén, nhiém khuén sin khoa, nhiém khuin é bung.

Thudic ¢6 tinh digt khudin @81 véi nhidu logi vi khudn k& ca cic dong tiét beta-
lactamase dé khang véi ampicillin va amoxicillin.

LIEU DUNG, CACH DUNG:

Lidu ding:

Luén diing thudc diang liéu lugng trong ddn thudc.

- Nguilén (gdm cd ngudr gia): Liéu khuyén cdo 1-2viénx 2 lan/ngay.
-Tréem:Trong hiu hét chctrudmg hop nhiém khudn:

+ Tré 6 cdn nging < 30 kg, dua trén liéu lugng amoxiciliin: Liu amoxicillin 75 - 100
mg/kg/ngay chia thanh 2 - 3 Idn tuy thuéc mic 46 nhigém khudn va dénh gia cla bac s
+ Trécé cdnndng 2 30kg: Dung liéunhu ngudilén.

- C& ngudsi 16n va tré em, sau khi hét st va nhiing diu hiéu bt thuéng phai diéu trj
tiép tuc 48 gi®r nifa. Thai gian diéu tri thuding I3 tir 5 téi 14 ngay, nhung c6 thé kéo dai
thém néu cin thiét.

-Biéu tri nhi&m lau ciu khédng bién chiing, ding liéu duy nhét 4 vién Fortamox 750 mg.
Cé thé két hgp véi probenecid 1 g dé kéo dai néng dd sulbactam v amoxicillin trong
huyéttucng.

-Truding hgp nhiém lau cdu ma c6 tén thudng nghi ngd giang mai, nén xét nghiém
bang kinh hién vi nén den trudc khi cho diéu tri bing Fortamox 750 mg va phai xét
nghiém huyét thanh hoc hang thang it nhdt trong 4 thang lién tiép.

B4t cii truding hop nhiém khudn nao do lién clu tan huyét (hemolytic streptococci)
phai didu trift nh&t 12 10 ngay dé ngin nglta s6t thdp khdp hodcviémvicdu than cdp.
- Liéu diing cho binh nhén suy thén: Phai diéu chinh liéu cho bénh nhan suy than
niing, liéu diéu chinh theo bang hudng din sau:

D4 thanh thai creatinin Li€u hang ngay
{ml/phat) {Dua trén liéu lugng amoxicillin)
>30 Liéu théng thuaing.
Tu 10 dén 30 1 vién/18n, mdi 12 gid.
<10 1 vién/1an, mdi 24 gid.

-Bénh nhan th&m phdn m&u: 1 vién/|&n méi 24 gid va motliéu bé sung trong va sau
méi giai doan thdm phén.

Céch diing: Udng thudc v6i 1 ¢bc nudc, trudc bita &n nhe.

Truging hgp quén udng mét liéu dung: Hay udng ngay khi nhd ra. Néu théi gian gén
v6i l4n dung thuéc ti€p theo, bd qua liéu 83 quén va hay dung liéu ti€p theo vao thai
gian thudng 1&.Khéng dung liéu gap dai 8 bl vao liéu da quén.

Truding hop udng qua nhiéu vién thudc: Hay gdp ngay béc sy hodc téi khoa Héi stic -
C&p clfu clia bénh vién gdn nhit,

CHONG CHIBINH:

Bénh nhén c6tién st djing véi penicillin vi/hoéc cephalosporin, sulbactam hosc bt
clrthanh phédn nao ctiathubc.

CANHBAOVATHANTRONG KHIDUNG THUGC:

Cénhbéo:

Phdi gidm s&t chat ché khi chl dinh diing thuéc cho bénh nhan c6tién st dj (ing {hen,
eczema, s6t) va loan tao mau. Trudng hop néi ban xdy ra trong cAc nhiém khuén
khéng bién chiing, nén ngiing dung thudc.

Dung penicillin d8ng thdi v6i mathotrexat phai dugc gidm st chit ché vi tc dung
ctiamethotrexat ting lén d3 dudc bao cdo.

Thén trong khi dimg thudc:

-Trong qud trinh diéutrj Fortamox 750 mg, cé thé& xust hién ting c4c chisd transaminase
clia gan, chii yéu glutamic — oxalacetic transaminase. Néu phai diéu trj trong thei gian
dai, nén kiém tra dinh ky chiic néng than, gan va tly xuong.

- C6thé xdy ra phan ing qua mén trdm trong & nhiing bénh nhéan cs tién st dj dng vai
penicillin hoic cic di nguyén khéc, nén trudce khi bt déu diéu tri bing amoxicillin cn
phai kiém tra ky tién st di tng véi penicillin, cephalosporin va cic di nguyén khic.

- Cling giéng nhu cac khéng sinh khéc, khi diéu tr bAing amoxicillin d4 cé bao cio mét
vai trudng hgp ca bigtviém rudt k&t mang gid vai muc 4o khac nhau,

- Duing liéu cao amonxicillin cho ngudsi suy thin hodc ngudi ¢ tién sif co gist, dong
kinh c6 thé gdy co git, tuy hiém gip.

-Trong truding hgp suy than, phéi diéu chinh liéu theo hé sG thanh thai creatinin hodc
creatinin huyét.

-Néng dé cac clia amoxicillin trong nudic tidu cé thé gy ra sif két tia trong 8ng thong
nudc tiéu, vivéy phai kiém tra thudng xuyén.

-Trong diéu tri bénh Lyme, cin chiiy cé thé xay ra phan ing Jarisch-Hersheimer.

-Cén danh gia nguy covalgi ich cia viéc diéu tritrong nhiing trudng hop sau:

+ Bé&nh nhan ¢ tién sl cdc bénh clia duding tiéu hod, dic biét 12 viém loét dai trang,
bénh Crohn hocviém ruét két dokhang sinh.

+ Tang bach cdu don nhan nhidm khudn, nhiém virus herpes, dang diéu tri bing
allopurinol {gay tang ty |& ban dé & nhiing bénh nhén diéu tribang penicillin).

+Phy nirco thai va ngudi dang cho con b,

-Khi chidinh ampicillin cho phu ni c6 thai, cé su gidm nhe néng &6 clia céc phic hgp
vdi estriol, estriol glucuronic, estron lién hgp va estradiol trong huyét thanh da dugc
béo cao. Diéu nay c6 thé xdy ra vdi amoxicillin vi vy cdn phai can nhic dung thém
bi&n phéap tranh thai cho phy nit dang diing estrogen va progestin.

- N&m hoéc bdi nhiém c6 thé xay ra, trong truding hop ndy cdn phai cé bién phap diéu
tri thich hep.

Sirdung thudccho phunireé thaivacho con bi:

- Thoti ky mang thai: Mdc di cdc nghién clu trén ddng vat véi amoxicillin va
sulbactam trong thdi gian mang thai khéng thdy doc tinh trén thai nhi, tuy nhién
cing nhu céc thudc khac, phai than trong khi diing thuéc cho phu nit dang mang thai
vicacnghién ¢iu trén ngudi chua duge thyc hién,

- Thisi ki cho con biG: Amoxicillin va sulbactam dugc bai tiét vdo sita me, phdi than
trong khi diing thudc cho ngudsime dang cho con b,

Anh hudng ciia thudclén kha nang 151 xe, vin hanh méy méc:

Thudckhdng anh huéng 8&n kha nang I4i xe va van hanh méay méc.

TUONGTAC, TVONGKY CUATHUGC:

Tuong tic cliathudc:

- Nifedipin 1am téng hdp thu amoxicillin.

- Bénh nhan ting acid uric mau khi dung allopurinol cing v&i amoxicillin sé lam ting
khdé néng phat ban clia amoxicillin.

-C6thé c6 d6i khéng gilra chat diét khufin amoxicillin va cdc chit kim khudn nhuacid
fusidic, cloramphenicol, tetracyclin.

- Methotrexat: Amoxicillin am gidm bai ti& methotrexat, ting ddc tinh trén dudng
tiéu héava hétaomau.

-Thudctranh thai dang udng: Amoxicillin ¢6 kha ning 1am gidm tac dung tranh thai,
-VAcxin thuang han: Amoxicillin lam gidmtéc dung cla vdcxin.

-Warfarin: Cac nghién ctiu khéng chiing minh dugc cé tuong tac nhung kinh nghiém cho
théy tac dung chdng dong 6 &nh hudng khi diing déng thi warfarin vai amoxdcillin.

- Probenecid khi uéng ngay truéc hodic ddng thai vai amoxicillin lam gidm théi tri
amoxicillin, i &6 1dm ting ndng a6 C,._ va thei gian ban thai 1&n 30 - 60 %, ting dién
tich dudi duding cong néng ddtheo thei gian (AUC) 1&n 60 %.

- Can lam sang: Amoxicillin c6 thé anh hudng dén gia tri protein huyét thanh toan
phén hofic phan ng duong tinh gi trong xét nghiém glucose trong nuéic tiéu bing
phan ing mau. Néng 84 amoxicillin cao c6 th& 1am gidm glucose méu.

Tuong ky ciia thudc:

Do khéng ¢& cac nghién ciu vé tinh tueng ky ciia thude dung duding udng, khéng
tronlan thubc nay vdi cacthusc khic.

TAC DUNG KHONG MONG MUGN CUATHUGC:

Khist dung &lidu thong thuding khuyén ding, thude thudng duge dung nap tét. Mot
56 bénh nhan c6 th€ xudt hién tdc dung khéng mong mudn & nhiing mic &6 va hinh
thai khac nhau. Nhing tac dung khéng mong mudn thuéng gip da duge bao céola:
Véitdn sudttlr? %6 dén 10%:

- Nhiing réiloan v& hé tiéu hoa: Budn ndn, ndn, tiéu chy, khé tidu, dau thugng vi.
Véitdnsudt<1%:

- Phén dng di dng: Néi may day, phu Quincke, dat sdn, ri loan hd hip, va hiém han ¢é
thégdpsocphanve.

- Viémthan ka.

- Phan (ing huyét hoc: Thiéu mau, rdi loan tiéu cdu, gidm tiéu cdu, xuit huyét giam tidu
cu, tang bach cu ua eosin, gidm bach cduva matbach ciu hat da dugc bso cdotrong
quatrinh didu tri bing penicillin, thudng sé hdi phucva phu thudcvao dé nhay cdm.

- Gan: Hiém gap tang nhe va thodng qua transaminase va/hoic rdi loan chidc ning
gan khi diing liéu phap beta-lactamase.

- Nhi&m ndm Candida & miéng hodc & cac vi tri khac nhu I mét biéu hién cha viéc
bién ddi can béing vikhudn,

- Hiém hon cé thé gép hdi chimg Stevens-Johnson, ban dé da dang va hoai tirthugng
binhi&m ddc.

- Di cb béo cio v& métsd truding hgp viém ruét gid macdo st dung khang sinh beta-
lactam dugc béo cdo.

-Thén kinh: Hiém gép, ting hoat déng, lo 4u, matngd, thay di hanh vi.

QUALIEUVA CACHXU'TRI:

Triéu ching va bidu hign khi sitdyng thudc qué lidu:

Hién nay chua c6 béo cao v& cc trudng hop ding qué liéu amoxicillin - sulbactam.
M@t vai truding hgp viém thdn ké véi gidm niéu da dugc béo cdo sau khi dung qudliéu
amoxicillin.

Cachxirtrikhi diing thudcqué lidu:

Trong tridng hgp diing qud liéu, ngling dung thudc ngay va st dung cac bién phap
diéutri h& trg. C6thé gy ndn, rifa da day néu méi qué liéu, trirkhi chéng chi dinh.
Khéng c6 thudc giai déc diic higéu. Amoxicillin va sulbactam c6 thé dugc loai bd bing
thém phan méu. Trong truding hdp diing qua liéu hoic su cé & duding tiéu héa, bénh
nhéan cin dugc dua dén co séy t€ gdn nhit hodctditrung tdm chéng ddc.

PACTINH DUQC LUC HOC:

Nhém dugc ly: Khdng sinh diét khudn nhém beta-lactam két hgp vé6i chit dc ché
beta-lactamase.

Ma ATC: JOT1CRO2.

Fortamox 750 mg la mdt thudc diét khudn dua trén chc vi khudn nhay cdm véi
amonxicillin, k& ca cic dong vi khudn sinh beta-lactamase. Co ché tac dung clia amoxicillin
13 ttc ch& qua tinh téng hop protein thanh t& bao vi khusn, din dén tiéu diét vi khusn.
Thudc cé tac dung diét khuin trong sudt qua trinh phan chia clia vikhudn nhay cam.
Sulbactam [ m&t chat tc ché canhtranh khéng thuan nghjch véi beta-lactamase.

Sy co mit clia sulbactam trong thanh phén lam ting tac dung va mé rong phé khang
khu#n ctia amoxicillin véi cic chiing vi khudn sinh beta-lactamase.

Vikhu#n nhay cidm:

Amoxicillin két hgp véi sulbactam la mdt ché pham gém khéng sinh diét khusn két hgp
véi chét lic ch& beta-actamase. Lya chon sit dung amoxicillin k&t hop véi sulbactam
{hay bét ky loai khang sinh nao khac) cin dua trén co sévé d6 nhay cam ctia vi khudn, d6
12 d3c tinh vi sinh ctia ddng vi khuén trén bénh nhin hoic dc tinh dich t& hoc. Nhiing vi
khudin sau thuding nhay cadm déi véi ché phdm két hgp amonxicillin va sulbactam:

- Vi khu&n ua khi Gram duong: Staphylococcus aureus (ké c& cac ddng vi khudn sinh
beta-lactamase), Staphylococcus epidermidis (khéng tao penicilinase), Streptococci
nhém A, B, Cva G, Streptococcus pneumoniae, viridans Streptococci va mot vai chiing
Enterococci, Streptococcus pyogenes, Streptococcus faecalis (ciu khudn dudng rudt),
Staphylococcus saprophyticus, Corynebacterium diptheriae, Listeria monocytogenes,
Bacillus anthracis, Erysipelothrix rhusiopathiae, mdt vai ching Nocardia (mac du da s
dakhéang).

-Vikhuén ua khi Gram &m: Neisseria meningitidis va Neisseria gonorrhoeae (khéng tao
penicilinase), Haemophilus influenzaeva motvai chiing H. parainfiuenzae va H. ducreyi,
mét s8 chling Enterobacteriaceae, Proteus mirabilis, Salmonelia va Shigella, P. vulgaris,
Enterobacter aerogenes, Citrobacter freundii, Vibrio cholerae, Helicobacter pylori,
Bordetella pertussis, Actinobacillus, Pasteurella multocida, Gardnerella vaginalis (tén
trudc day Haemophilus vaginalis), Moraxella catarrhalis (tén trudc day Branhamelia
catarrhalis) khéng tao beta-lactamase, cic chiing Acinetobacter.

-Vi khufin ky khi: Actinomyces, Arachnia, Bifidobacterium, Clostridium tetani, C. perfringens,
Eubacterium, Lactobacilius, Peptococcus, Peptostreptococcus va Propionibacterium,
Fusobacterium.

- Xo#n khudn: Treponema palfidum, Borelia burgdoferigéy bénh Lyme.

-Vikhuin nhay cdm vira:Vi khuin ua khi Gram duong Enterococcus faecium.

Vikhuén khéng thuéc:

-Vi khuén ua khi Gram duong: Tu ciu (Staphylococcus aureus).

-Vi khuén va khf Gram &m: Acinetobacteralcaligenes, Moraxella catarrhalis tao ra beta-
lactamase, Campylobacter, Citrobacter freundii, Citrobacter koseri, Enterobacter,
Klebsiella oxytoca, Klebsiella pneumnoniae, Legionella, Morganelia morganii, Proteus
rettgeti, Proteus vulgaris, Providencia, Pseudomonas, Serratia, Yersinia enterocolitica.

- Ky khi: Bacteroides fragilis.

-Vikhuén khic: Mycobacterium, Mycoplasma, Rickettsia.

Khang chéo hoan toan thuding xay ra gitfa amoxicillin va ampicillin.

Theo théng béo clia Chuong trinh gidm st quéc gia vé tinh hinh khang thude clia vi
khudn gdy bénh thudng gap (ASTS, ndm 1998) thl mtic 88 khang ampicillin ca E. coli
1a 66,7 %, Saimonella typhi la 50 %, Shigella|a 57,7 %, Acinetobacter spp. |a 70,7 %, céc
vi khudn duding rust khéc (Citrobacter, Enterobacter, Kiebsiella, Morganella, Proteus,
Serratia...) 14 84,1 %, Streptococcus spp. 4 15,4 %, clia céc chiing Enterococcus spp. la
13,1 % va céc chiing tryc khudn Gram &m khac (Achromobacter, Chryseomonas,
Flavobacterium, Pasteurella...) la 66,7 %. Cic ching Haemophilus influenzae va
Haemophilus parainfluenzae 43 khang ngay cang nhiéu.

PACTINH DUQC DONG HOC:

Amoxicillin: Lugng amoxicillin dugc hdp thu sau khi uéng 1a x8p x7 80 % va khong bj
anh hudng bdi thidc an.

N&ng d6 dinh trung binh trong huyét thanh dat duge vao khedng 1 dén 2 giérsau khi
udng, th&i gian bén thai trung binh trong huy&t thanh x4p xi 1 gidr tliy ting cA thé &
nhing ngudi c6 chire ndng than binh thudng. Amoxicillin duge phan bé & hdu hét cac
mé trong cg' thé va cac dich sinh hoc, néng dé thudc diéu tri dat dugc & dich tiét phé
quén, dich mili xoang va mang &i, nuéc bot, thé dich, dich nao tuy, dich xust tiét & cic
mang va taigiira. Khodng 20 % lugng thuéc dugc gén két vdi protein huyét thanh.
Thuéc duorc bai xust chi y&u vio trong nuéc ti€u dudi dang hoat d6ng (70 % Gén 80 %)
va vao trong dich mat (5 % dén 10 %). Amexicillin qua dugc hang rao rau thai va dugc
bai xust viio trong sta me.

Sulbactam: Khi duing sulbactam ngoai duding tiéu hod cho thdy sinh kha dyng clia
thudc gdn nhula 100 %; tuy nhién, néu diing theo dudng uéng, sy hép thu tirdudng
tiéu hod 12 khong hoan toan. D& cdi thién kha ning hdp thu, mat vai tién chat da dugc
téng hop. Trong sé d6, pivsulbactam cé kha ning hap thu tét nhat.

Dugic ddng hoc clia sulbactam, duing theo duding udng tueng ty véi amoxicillin va khi
chiing dugc dung d8ng thai, ngudi ta xac dinh ring khéng cé tuong tac vé dong luc
gilfacicthuéic.

Néng dé dinh trong huyét thanh chia sulbactam ciing dat dugc ciing thai diém nhu
amoxicillinva nhiing gia tri néng &8 dinh ciing phu thudc vao liéu ding.

Ty |& gan két véi protein huyét tuong xap x140 %. N6 cling chli yéu dugc bai xust vac
trong nuéc tiéu duéi dang khdng thay d8i (75 % - 85 %).

Thi gian bén thai ca thudc trong huyét thanh xap x1 1 gid; d6i v6i nhitng bénh nhan
suythén ndng, baixudt ciiathudc sé chdm xuéng.

Thudcclng qua duge hang rao rau thai va dugce bai xut vao sita me,
QUYCACHBONGGOI:

-Chétliduvinhém-nhém:

+Hép 1vix7vién, hop2vix7vién, hdp 10vix 7 vién.

+Hép 1vix10vién, hdp2vix 10vién, hép 10vix 10vién.

-Chatliéuvi nhém-PVCtring duc:

+Hép 1vix7vién, hdp 2vix 7 vién, hdp 10vix 7 vién.

+H&p 1vix 10vién, hdp2vix10vién, hép 10vix 10vién.

PIEU KIEN BAO QUAN:

Bao quan &: Noi khé, nhiét 46 dudi 30 °C, trdnh 4nh séng.

Bao quan trong bao bi gbc clia thudc.

HAN DUNG: 24 thang ké tii ngay san xuat. Khéng diing thuéc qua han stidung da ghi
trénnhén,

TIEU CHUAN CHAT LUGNG: TCCS.

€O SO SAN XUAT:
&'} CONGTY 6 PHAN XUAT NHAP KHAU Y TE DOMESCO

VD-30753-18

Dija chi: S8 66, Qudc |3 30, Phudng My Phi, Thanh phé Cao Lanh, Tinh
PéngThap
DOMESCO  Dién thoai:0277.3851950




