Thudc nay chi ding theo don thude.

Boc k¥ hudng din s dung trude khi ding.

BE xa tdm tay trd em.

Thong bdo'ngay cho bac s§ hodc du‘dc s¥ nhiing tac
dung khéng mong mudn gap phai khi sif dung thude,
Khong ding thudc khi 83 qud han ding ghi trén nhan.

1/-Thanh phin céng thi¥c thude:
Cangthdccha 1 vién nén dai bao phim:

Thanh phén hoat chit:

Amoxicilin . 875 mg
(Tugng duong amoxicilin trinydrat compacted)  1.004,5 mg
(Bi ham lugng} 1.077mg

Acid clavulanic 125 mg
{Tudng dudng potassium clavuianate/ avicel) 297,5mg
{BU ham lugng) 332,7mg

Thanh phin 1 dudc: Colloidal silicon dioxide, Magnesi
stearat, Croscarmeliose sodium, L - HPEC, Polyplasdone XL
10, Microcrystalline celiulose, Sepifitm LP, Methylen clorid,
Isoprepanol alcohel via di 1vién.
2/ - Dang bao ché: Vign nén dai bao phim mau tring, hai mat
¢t vach ngang, thanh va canh vién lanh ign khong bindivd, |
3/ - Chidinh:

Thude dugc chi @inh cho cdc nhidm khuén do céc vi khuén
nhay ¢am trong cdc trudng hop sau:

- Nhidm khuén nang duéng hé hdp trén: viém amidan, viém
xoang, viém tai giia di duge didu trf bing céc khang sinh
théng thudng nhung khéng gidm.

- Nhiém khugn dudng hé hdp dudi bdi cdc ching H.influenzae
va Branhamella catarrbalis sdn sinh beta - lactamase: viém
phé quan cdp va dgt cép cha viem phé quan man, viém phdi
méc phai d cong ddng:

- Nhi&m khugn nng Gudng 16t nigu bédi cac chiing E. cofi,
Klgbsiolla va Enferobacter san sinh: viém bang quang, viém
nigudaa, viem bé than.

- Nhiém khu&n da va md mém: myn nhot, &p xe, nhi&m khudn
vétthuong.

- Nhi&m khuén xudng va khdp: wérn iy xu’dng

4f - Céch dung, liéu dung:

Cachdung:

- Udngvaocitcbitdduan,

- Didu trj khéng duge vugt qué 14 ngay ma khﬁng khdam fal.

Lidu gung: tinh theo ham lugng Amoxicilin cd trong thude.

Naudiidn va tré em t 4Cka trd i&n;

Udng 1vién {875/125 mg)/idn, cach 12 gidfian.

Naudi cao tudi: Khang cdn digu chinh liéu trir khi 6 thanh thai
creatinin < 30 mi/phat.

Suythan:

D& thanh thicreatinin:

+> 30 miphit: khéng cdn diduchinh ligu,

+ < 30 mlphiit; dang bac ché khéng thich hgp cho bénh
nhén nay vi phaidiéu chinh lidu, ~
5/-Chéng chidinh:

Qua mén vdi bdt ky thanh phén nao cla thude.

Tién s@ vang da hodic rfi iozn chidc ndng gan do ding
amaoxicilin, acid clavulanic. )

Di dng vdi nhém beta -~ tactam (cdc penicilin va
cephalosporin.

&/~ Canh bdo va than trong khi dung thude:

Né&n héi ky nhitng gi ién quan d&n tién s phan tng qua mén
vdi penicilin, cephalosporin hodc cac beta-lactam khac trudc
khi khdi ddu digu trj voi amoxicilin/acid clavulanic (xem myc
chéng chidinh va tdc dung khéng meng mudn).

D3 ¢6 bac cdo vé cdc phdn Ung qua man ndng va daikhi gay
tlr vong (dang phan vé) & nhiing bénh nhan didu tr bing
penicilin, Cac phan (ng nay thudng xay ra hon & nhiing bénh
nhén ¢o ién s{t qua min vdi penicilin va & nhitng ngudi bi di

(ng. Néu phén Gng di tng x&y ra, phéi ngling diéu i bang
amoxicilin/acid clavulanic va cé ligu phap thay th& thich hgp.

Trong truding hgp nhiém triing dudc chiing minh 12 do mdt vi
khudn nhay c&m vdi amoxicifin, c&n phai xem xét dé chuyén
ddi tit amaxiciin/acid clavulanic sang sif dung amoxicilin iheo
huydng dén chinh thic.

Thudc néy khdng phit hgp ding cho b&nh nhan ¢é nguy cd
cao giam nhay cam hodc khdng vdi khéng sinh beta-lactam
ma khéng qua trung gian beta-lactamase d bi Gc ché bdiackd
clavulanic. Khéng nén sii dyng ¢é didu i S. pneumonias
khdng penteilin,

Chiing co gifit ¢é thé xay ra & nhifng bénh nhan bj suy gidm
chitc ndng than holic dang sit dung liu cao {(xem muyc tac
ding khang mong mudn}.

N&n tranh s dyng thudc ndu nghi ngd tang bach cdu ddn
nhan nhiém khudn de sy xudt hidgn cla ban dang séiiién quan
dén tinh trang nay sau khi dung amoxicilin.

S0t dung déng thai allopurinol trong khi diu tri véi amoxicilin
6 thé tAng kha néng phén Ung didng da.

Si dung kéo dai dbi khi cé thé gay ting sinh céc vi khudn
khéng nhay cam.

Khi bat d4u didu tri ndu xuét hién st phat ban kém mynma
trén dién rong ¢6 thé 1a riéu chifng cla ngoal ban viém ma
todin than cép tinh (AGEP) (xem myc t&c dyng khdng mong
mudn). Phén (ng nay doi hdi phai ngung ngay AUCLANITYL
vachéng chi dinh $i dung i€p amoxicilin.

Thudc nén dudc sif dung than trgng d nhing b&nh nhan cé

‘ddu hiéu suy gan (xem cach ding va lidulugng).

Bign ¢& & gan & dudc béo cdo chil y&u 8 nam gidi v bénh
nhan cao tudi va khi diéu tr} kéo dai. Nhiing bién o8 nay rat
higm gap & tré em. Dau higu va triéu chifng thudng xAay ra
trong hodc sau khi gidu trj nhung trong mét vai tritding hap o
tné khong 16 rang cho dén khi d& cham dit didu tri vai tudn,
T&t cA nhiing triéu chiing nay théng thudng sé héi phyc. Bién
¢ & gan ¢6 thé nghiém trong va trong trudng hdp hiém gapcd
thé dan g&n i vong dé dudc béo cdo. Nhitng diu nay gén
nhi ludn x&y ra & nhiing bénh nhan cé bénh nghiém trong
ho#ic dang diing ddng thdi vdi thue cd kha ning téc dong dén
gan (xem muciac dyung khdng mong mudn).

Viém daitrang gid mac da dugc bdo cdo khiding khang sinh
v véi muc dé nghiém trong tl nhe dén de doa tinh mang (xem
muc tédc dung khéng mong mudn). Do dé, can nhéc chin doan
nay rét guan trong 8 nhitng bénh nhén xu#t hién tidu chay
trong ho&c sau khi gling bat ky loai thude khang sinh nao. N&n
khi viém dai trang x4y ra ma oo lién quan dén khang sinh, nén
ngirng didu tringay [ap ¢, bénh nhan ¢dn hdi ¥ kién Bac sTdé
¢6 phudng phap diéu tri thich hgp. Chéng chi dinh cac thude
chéing nhu déng trong tinh huSngnay.

Phai dink ky kidm tra chi 58 huyét hoc, chidc nding gan, than
trong sudtqué trinh didu tri.

P4 c6 bac cao vé sy kéo dii bat thudng thdi gian
prothrombin (INR t&ng) nhung hi€m & nhitng bénh nhan dang
AUCLANITYL va céc thudc chdng déng mau ding dudng
udng. Nén theo ddi thich hgp khi cac thudc chéng ddng mau
dugc ké toa ddng thdi. GO thé can didu chinh liéu tac thude
chéng déng mau diing dudng udng dé duy t mite d6 chéng
ddng mong mudn (xem muc iudng tdc thudc va téc dung
khéng mong mudn}.

N&n digu chinh gidgm liéu & banh nhan suy than (xem mue
cach ding valigulugng).

D& quan sat thdy tinh th nigu & nhung banh #han gidm bai
tiét nudc ti€u nhung rét hidm, chi: y&u gép kribénh rhan ding
duding tism truyén. Nén khuyén b&nh nhan duy il &0 kigng
nudec dua vao va iugng nudc ti€u dao thaitrong thdi gian dling
amoxicilin li8u cao d& Jam gidm kha nang xu4t hién tinh thé
amoxicilin nigdu. @& nhifng bénh nhan cd thang &ng -bang
quang, nén duy iri kiém fra thudng xuyn tranh tit ng (xem
mucqua liéu).




Trong thdi giar didu 1ri vdi amoxicillin, bign phiap enzymatic:.
glucose oxidase nén duge sir dung bat i khindo thi nghigm im. -
sy hign dign clla glucose trong nudc tidu vi két qué dugng tinh-.

gi& o6 thé xAy ra véi cdc phuang phap non-enzymatic,

Suf hign dién cla Acid clavulanic trong thudc co thé géy gan i
k&t khdng ddc higu cla 1gG va albumin bdi cdc mang 16 bao '_

héng c4u din dén test Coombs dudng tinh gid.

Da cb6 bao cdoe vé két qua xét nghiém dudng tinh khi thyc hlén
test Bio-Rad Laboratories Platelia Aspergillus £i4 8 nhitng bénh
nhan sii dung amoxicilinfacid clavulanic ¢6 phat hign mién
nhiém Aspergiiis. DA o6 bac céo vé phan (ng giga
polysaccharides non-Aspergifius va polyluranoses vdi test
Azpergiiius EIA, do db, k8t qui xét nghigm dugng tinh & nhifng
bénh nhan dang st dung AUCLANITYL nén duge xem xét mot
céch thédn frong va xdc dinh lai bang phudng phap phéan tich
khéc. )

7/- Sl dung thudc che phu nii ¢o thai va cho con bi:

- Trénh st dung thudc cho ngudimang thai nhét 14 trong 3 thang
déu, trll ruding hgp cén thigt do thdy thudc chidinh. ’

- Trong thdi ky cho con bi cé thé ding ché phm. Thudc khéng
géy haicho tré dang bl me trif khi c6 nguy cd bi man cdm do cd
motlugng rdt nho thudc trong siia.

8/- Anh hulng cia thuée 1&n kha niing 14i xe, vn hanh may
Thudc co thé gay shic dau, mét mai, chéng mat, co gigt, mat
ngdl nén than trong khi diing cho ngudi dang lai xe va van banh
méy méc.

9/-Tudng téc, ugng ky cla thufc:

- Thudic cé thé gay kéo dii thdi gian chay mau va ddng mau. Vi
viy ¢én phai can than d8i vdi nhilng ngudi bénh dang diéu tri
b&ng thudc chdng dong méu (wartarin).

- Nifedipin lam ting hidp thu amoxicilin.

- Bénh nhén téng acid uric mdu khi dung alopurinot ciing vdi
amoxicilin 88 #am tang kha nang phatban cla amoxicilin,

- Co thé ¢é sy dai khang glifa chat digt khudn amoxicilin va cdc
chét kim khudn nhu acid fusidic, cloramphenicol, tetracyclin.
- Thudc c6 thé lam giam higu qua thudc tranh thai udng, do do
cén phéi bao trude cho ngudibénh. )

- Amoxicilin co thé fam giam sy bai tist cla methotrexal, gay
tang doc tinh trén dudng tigL: hda va hé tacmau,

- Ding déng thdi probenecid lam gidm sy bai tiét amoxicilin &
&ngthan, fam ting ndng dd amoxicilin trong mau.

10/-Téc dung khéng mong mudn clia thude:

Céc phan tng ¢6 hai cla thudc thudng gap nhét {ADRs) la tiéu
chéy, budn nanva ndn.

Cac ADRs xuat phattiy cac nghién cliu lam sang va theo daihau
mai, dudc sip xép theo hé thdng MedDRAA Organ Class ligt ké
dugiday.

Quy ude dedi day dudc s dung dé phan foai tan suat:

Rétphd bign =110

Phé bign >1100va <1110

Khéngphd bién = 14000 va < 1/10G

Hiém gép > 110.000va < 1/1000

R&thiém gap «1/10.000

Chua biél {khding thé udc tink tir dii lidu o6 s&n)

NRi&m khu#n va nhiém ki sinh tring

Pha bign; Mhi&m n&m candida trén da va nidm mac.

Chua bigt: Phattrién qué mifc céc sinh vatkhéng nhay c&m.
R&iloan hé mdu va bach huyét

Higm: Gidm bach ¢du c6 hdi phyc (k& ¢4 gidm bach ¢du trung
tink) va giam tidu cau.

Chua biét: Mt bach cdu hat cé héi phuc va thigu mau tan méu.
Kéao dai thdi gian chdy mau va thdi gian prothrombin (xem than
trong).

R&iloan hé mién dich (xern chdng chidinh va than trong)

Chua bigt: P mach than kinh, s6c phén v§, hdi chitng giéng
benh huy#tthanh, vigm mach qua min.

R&iloan hé than kinh

Khéng phd bién: Chang mat, dau diu,

Chua bigt: Co giat (xem thén trong) va ching tng déng cd thé
hdi phye. Viém mang ndo va khuén.

Réiloan duﬂng tigu héa

Rétphé bign: Tidu chay.

Phd bign: Budn non (thudng gén lién vdi lidu cae; N8u dacphan
Ung tiéu hda bidu hien rd thi ¢6 thé giam trigu chifng bing céch
ufing AUCLANITYL vac ddu blta &n). Non.

Khéng phé bién: Kha figu:

Chua bigt: Viém daitrang do khang sinh (gdm viém dal trang gia
mac va viém dai trang xuét huyét (xem than trong). Ludi 1éng
den.

Réailoan gan mat

Khang phd bi&n: PA ghi nhan 1ng vira phai AST va‘hoac ALT &
nhitng b&nh nhan diéu tri véi khdng sinh-nhém beta-factam,
nhung chua bigty nghia ciia nh@ng phat hién nay.

Chua bigt: Viém gari v& vang da'( mat, Nhitng bign c6 nay da
dugc ghi nhén khi s ding céc penlcshn va cephalosporin khac
(xem than trong}.

Rdi loan da va md dudi da (Nén ngung didu tri ndu ¢o bat ky
phén dng viém da qua min nao xay ra (xem than trong)).

Khang phé bién: Ban de, ngiia, may day.

Higm: Ban dd da hinh.

Chua higt: Hdi chitng Stevens-Johson, hoai t thugng b nhiém
déac, viém da béng nude bong vdy va ngoai ban vidm mi toan
than cap tinh (AGEP) (xem than trong).

Réiloan thén va tigt nigu.

Chuabigt: Viém than k&, tinh thé nigu (xem qua Iléu)

11/-Qué liu va cach xiitri:

Triéu ching: Ding qua lidu, thude It gay ra tai bién, vi duge
dung nap t61 ngay c& & liéu cac. Tuy nhién ndi chung nhiing
phén ¢ng c&p xay ra phy thudc vao tinh frang qua mén cda ting
cathé. Nguy cd chic chin I3 ting kali huyst khi ding lidu rit cae
vl acid clavulanic dugc dung dudi dang mudi kali. Réi toan da
day — rubt va ri loan chuyén héa nude dién gidi cling o6 thé xdy
ra. C6 thé gap suy than hodc co giat (¥ ngusdt suy th&n hodc
diingliéu cao).

X tri: C6 thé diing phudng phap thadm phan mau dé loai thudc
ra khéi tudn hoan, Biéu tri réiloan tiéu hoa va chi ¥ didu chinh
thang bing nudc - dién gidl
12/-Béc tinh dudc luc hoc:

Nhém duge iy: Khang sinh.

Ma ATC:JO1CRO2.

Amoxicilin 14 khang sinh ban tdng hop thude he beta — lactam
cé phd diét khuén réng d6i vai nhidu vi khuén gram dudng va
gram am do Gc ché tdng hop vach t& bae vi khudn. Nhung vi
amoxicilin r#t 98 bj phan hiy bdi beta - lactamase, do d6 khong
¢d tac dung d8i vdinhiing chiing vi khuén sén sinh racdc enzym
nay (nhigu ching Enterobacteriaceae va. Haemophiius
influenzae).

Acid clavulanic do suf 18n men cla Strepfomyces clavuligerus,
©6 céu thic bela — lactam gan gidng véi penicilin, 66 kha ning e
ché beta — lactamase do phan 16n cdc vi khudn gram am va
Staphyloceccus sinh ra. DA¢ bigt nd ¢6 tac dyng G¢ ché manh
céc beta — lactamase truy8n qua plasmid gay khang céc
peniciiin va cac cephaiosponn Ban than acid clavulanic co tac
dung khéng khuén rity&u.

Acid elavulanic gitp cho amexicilin khdng bj beta — factamase
pha hy, déng thdi md réng thém phé khang khuin cia
amoxicifin mat cdch higu qud d&i vdi nhidu vi khudn théng
thudng déd khang lai amoxicilin, khdng céc penicilin khéc va cac
cephalosporin.

13/- Déc tinh dude déng hee:

Amoxicilin va acid clavulanic déu h&p thu dé dang qua dudng
udng. Néng d6 2 chat nay trong huyét thanh dat t5i dasau 1 -2
gid uBng thude. V4i liu 500mg s& cd 8 — ¢ pg/ml amoxicitin va
khodng 3 pg/ml acid clavulanic trong huy&t thanh, Sau t gio
udng 20mg/kg amoxicilin + 5my/kg acid clavulanic, s& cd trung
binh 8,7 ug/mi amoxicilin va 3 pg/mi acid clavulanic trong huyé&t
thanh. Sy hdp thu ciza thudc khéng bi Anh hudng bdi thic &n va
&t nhadta udng ngay trude bita &n.

Kha dung sinh hoe duding uéng clta amoxicifin 13 90% va clia
acid clavulanic 1a 75%. Nfa ddi sinh hoo clia amoxicilin trong
huy8tthanh 1 - 2 gid véa clla acid clavulanic 1a khodng 1 gid.

55— 70% amoxicilin v& 30 - 40% acid clavulanic dugc thai qua
nudc tidu dusi dang hoat déng. Probenecid kéo daithdi gian dao
théi clia amoxicilin nhung khong &nh hung dén su dao thai clia
acid clavulanic.

14/ - Quy cdch ddng géi:

Hép 02 vi x10 vigdrn'nén dai bao phim.

Hap 06 vl x 10 vién nén dai bao phim.

Hop 02 vIx 07 vién nén dai bao phim. - :
15/ - Bidu kién bdo guin, han ditng. téu chudn chal ludng
cliathubc:

Bidukién baoquan: -

Bé noikho, tranh anh sdng. Nhiét d& dudi30°C.

Han diing: 36 thang k& ti ngay san xuat,

Tiguchuan chatludng; Tiéu chudnco sd.

16/-Tén, dia chi cita c0 s& sdn xufit thudc:
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