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Rx Thube nay chl dung theo don thubc

HUGONG DAN SU DUNG THUOC

1. Tén thubc:

N 50

VIG
Ty b o
2. Céc ddu higu lru y va khuyén edo khi dang thude
Doc ky turdmg ddn sirdyng tride khi dong.

46 xa tdm tay tré om,

Néu cdn thém théng tin, xin hot y kibn cia thily thudc,
Khéng dong khi thuéc a8 hét han sirdung, bién mau...
3. Thanh phdn cdng thire thudc

Thanh phén duyce chét

Amoxicillin (dui dang amoxiclllin trihydrate) ..
Acid clavulanic (duoi dgng kali clavulanate) ...
Thanh phdn té dupe

Cellulose vi tinh thd 112, lactose, aspartam, acid cltric khan, natri citrat dihydrat, Aerosil 200,
90m xanthan, bt mui cam, hén hop microcrystallin cellulose va carboxymethylcellulose natri
virad 1 goi

4.Dang bao ché: Thube bot pha hdn dich udng.

M6 1a dang bao ché: Bot thudc mau tring Nga hodic hol vang, toi x8p, khong dinh lay, v|

Ngot, mai thom dac trung dd chiu dong goi trong tai aldy/nhém/polyethylen han kin. pH: tir
3.8dén6,6.

5.Chidnh

Nén sir dung VIGENTIN 500mg/62,5mg theo Hudng dén ké don thudc khéng sinh chinh
thireva dir ligu va tinh nhay cam ciia cac vi khudn tal dja phuong.
VIGENTIN 500mg/62,5mg dugc chi dinh d8 didu tri ngén han cac nhidm khuan gy bdl cac
vikhudn nhay cam véri amoxicillin - clavulanate, & cac | trl dwéi day:
- Nhi&m khudn duong ho hap trén (gdm ca tai - mai - hong) nhur vidm amidan tai phét, viem
x0ang, viém tai gitra, dién hinh gay b Streptococcus pneumoniae, Haemophilus influenzae’,
Moraxella catarrhalis* va Streptococcus pyogenes.
- Nhi&m khuin dung he hdp dudi nhu dot cAp ciia viem phé quan man, viém phdi thiy va
viém phé quan phdi, didn hinh gay bdi Streptococcus pneumoniae, Haemophilus influenzae’,
Moraxella catarrhalis®.
- Nhi&m khudn dudmg nigu - sinh dyc nhur viem bang quang, viém niéu dao, viém than - b&
thén, nhidm khudn sinh dyc ni, didn hinh gay b&i Enterobacteriaceae’ (chti yéu Escherichia
coli"), Staphylococcus saprophyticus va Enterococcus species va bénh lau do Neisseria
gonomrhoeae®
- Nhiém khuén da va m6 mé&m didn hinh gy bdi Staphylococcus aureus®, Streptococcus
pyogenes va Bacteroides species”’.
- Nhiém khuén xuong va khép nhu viem toy xuong, dién hinh gay béi Staphylococcus
aureus*, thudng phai didu trj kéo dai.
- Céc nhi&m khuan khac nhu nao/sdy thai nhiém khuan, nhidm trung sau d&, nhidm khun
trong & bung.
MGt s6 vi khudn thudc nhirng loal nay sinh beta - lactamase, khién chiing khéng nhay cam
VvGiriéng amoxicillin (xem B4c tinh dupe Ire hoc dé thém théngtin).
Tinh nhay cdm cia vi khuan v&i VIGENTIN 500 mg/62,5 mg sé thay déi theo dja ly va thoi
gian. Nén tham khdo d@ liu vé tinh nhay cam ciia cac vi khuan tai dja phrong néu co sin,
vatién hanh 14y mau vi sinh va xét nghiém vé tinh nhay cdm néu can.
Nhiém khuan gay bdi cac ching nhay cam voi amoxicillin cé thd dugc diéu trj khdi bi
VIGENTIN 500 mg/62,5 mg nhé thanh phan amoxicillin. Nhi&m khu&n hén hgp gay béi cac
chiing nhay ca&m véi amoxicillin két hop voi chiing sinh beta - lactamase nhay cam véi
amoxicillin - clavulanate c6 thé Gugc diéu tri bang VIGENTIN 500 mg/62,5 mg.
6.Cachduing, lidgu dung
Céchding
Liéu phy thugc vao tudi, can nsing va chirc néng than ctia bénh nhan va mirc d6 naing cla
nhiém khudn.
Libu dung duec thé hign theo ¢ thanh phin amoxicillin - clavulanate ngoai trir khi dwgrc
néu rdtheo lidu clia tirng thanh phan riéng r.
Uéng thudc vao d4u blra &n & han ché téi da kha nang khdng dung nap qua dwéng tigu
héa.
Sy hdp thu cia VIGENTIN 500mg/62,5mg 4 téi wu khi ubng thubc vao diu bira an.
Khéng nén diéu trj qua 14 ngay ma khong kiém tra lai.
Cothé bt dbu didu tri bing dudng tidm truydn va tiép néi bing dudng ubng:
Cét goi thubc theo Audmg ké va a3 bot thubc vao trong cbe. Them nudc (khoang 15 ml)
trang sach thubc trong géi, khudy d8u va ubng 6 dam bao au lidu.
Liéu dang
Nguwol lom

ENTI

iR cP R

0mg/62,5mg

\Nhlém khuan nhe t&i vira
\Nhiém khulin nang (bao gdm nhidm khuén dueng tiét nigu

1000/125 mg x 2 IAn/ngay

1000/125 mg x 3 1An/ngay

t&i phat va man tinh, nhidm khudn dudng ho hap dudi)

Tréem
Lidu duing dugc thé hign theo tudl cUa tré hodic dwdi dang mg/kg/ngay (dung 2 hoac 3 1An
mbingay).
Tré er?1 :a)ng 1ir 40 kg trey 18n nén dugc ké don theo khuyén céo danh cho nguei lén.
Tré em duwéi 12tuél
Libu khuyén céo
40 mg/5 mg/kg/ngay dén 80 mg/10 mg/kg/ngay (khng quéa 3000 mg/375 mg méi ngay),
chia 3 14n, tby thuc vao mirc A9 néng ciia nhidm khuan,
Thori gian didu trj tiry thudc vao dap ing cia bénh nhan. Mot sé loai nhidm khudn (vl dy nhu
vidm tly xwong) cAn thei gian didu trj dai hon.
Trésinhnon
Khong c6 libu khuyén cao dung cho tré sinh non.
Ngwoigia
Khéng cAn chinh lidu; diing lidu nhw ngudl Ién. Néu c6 dAu higu suy than, nén didu chinh
1i8u dung theo bénh nhan suy than,
Suy than
Khéng cAn didu chinh lidu & bdnh nhan c6 46 thanh thai creatinin (CrCl) ién hon 30 mi/phat.
& bénh nhan cb d) thanh thai creatinin dwéi 30 mi/phit, khong khuyén cao dung
VIGENTIN 500mg/62,5mg véi ty I& amoxicillin va acid clavulanic 1 8:1, do khong c6 khuyén
cdodidu chinh liéu.
Thdm phan méu
G6i VIGENTIN 500mg/62,5mg dang bt pha hdn dich udng chi nén dung cho bénh nhan c6
a6 thanh thai creatinin cao hon 30 mi/phut.
Suygan
Thén trong khi ké don; nén dinh ky kiém tra chirc ndng gan.
Khéng du de ligu dé dua ra liéu khuyén céo.
7.Chéng chidjnh
Chéng chidjnh diing VIGENTIN 500mg/62,5mg

- ¢ 0R0NG bORh AhA oo 1AN B qua mBn vl beta - factam, vi dy cAc penicillin va
cophalosporin,

- & nhirng bonh nhay, co
clavulanate,

0. CAnhbho vi thn tr,
NON hotkY thn gy 4 Phan (rng qui min véi penicillin, caphalosporin hoic cAc d| nguybn
Khaa e kil khést atwg iy iy bhing VIGENTIN 600rmg/62,5mg

DA c6 bAo 640 vh chac phan (ng quts min (dyng phin v) ndng vé d61 khi gy tir vong &
nh(rng bonh nhan aiby 1y bling ponicillin, Cac phan (ng rdy thitng xdy ra hom ¢ nhirng
bontnhan c6 bn ey quh mbin vést penicitin, Nbu phan g d) (g xy ra, DO nglmg b tr
biing VIGENTIN 600mg/62,6mg v thay thé bling phirang phap dibu tr thich hep. Phan
trag ding phin v nghldm trong chn duge obp ciry ngay 1Hp e vér adrenalin. Oxy, steroid
11Bm tinh mach vé iz ly dutriq thes, bao gbm dgt il khi quén cling e thd chn thibt.

N6n trénh s dyng VIGENTIN 500mg/62,5mg nbu nghl ngér tng bach cAu don nhan

nhibm khudn do sy xubt hign cia ban dang 861 116n quan dbn tinh trang nby sau kni dung
amoxicilin.

St dyng k6o dal 6 khi cothb gy ting sinh cac i khuéin Kkhbng nhisy cam

Nhin chung, VIGENTIN 600mg/62,5mg dung ngp 16t va o6 abe tinh thip dgc trung cla
khéing sinh nhom ponicillin, NOn kibm 11 Ainh ky chre nang cAc oo quan, bao gbm gan,
than va chire ning tgo méu khi Aidu tr kbo da).
HI8m ¢t bao cao ko dal bAt thutng the glan prothrombin (INR tang) & nh(rng brin nhan
dung VIGENTIN 500mg/62,5mg va cac thubc chéng dbng mau ding dutmg ubrng. Nén
theo dol thich hgp khi cac thube chéng a6ng mau dugc kb don dbng thési. Co thé cAn didu
chinh lidu cac thube chbng d6ng mau dung aurting ubng ab duy tri muc 46 chbng Gong
mong mubn.

Non thgn tong khi sir dyng VIGENTIN 500mg/h2,5mg trén bénh nhan 4 dhu higu suy
gldm chirc nang gan.

O b@nh nhan suy thgn, nén aidu chinh lidu theo moc d6 suy than (xem Céch dung, liduy
dung - Suy thén).

Da quan sat thy tinh thd nigu & nhizng bdnh nhan giam bai tiét nuée tiby nhung rét hibm,
chi y8u gap khi bonh nhén ding duong tiém truyén. Nén khuyén bénh nhan ubng di nuire
a8 duy trl lwgng nuée tidu dao théi trong thor glan dang amoxicillin idu cao d4 1am gidm kha
naing xuit hign tinh thd amoxicillin nidu (xern Qué lidu vé céch xtrtrf)

VIGENTIN 500mg/62,5mg c6 chira aspartame, |4 mt ngudn clia phenylalanine va do 46
nén dung thdn trong & b@nh nhan bj phenylketon niéu.

VIGENTIN 500mg/62,5mg c6 chira lactose: Bénh nhan cb cac vén 6 di truydn hibm 94p
v8 sy khéng dung nap galactose, thibu hyt lactase hodc kém hép thu glucose - galactose
khéng nén ding thubc nay.

9. 8tr dyng thuéc cho phy nir cé thal va cho con ba

Thod ky mang thal

Nhng nghién ciru v& kha nang sinh san trén dong vt (chuét nhit va chudt chng v lidu
€0 t6i 10 14n lidu dung cho nguei) khi ding VIGENTIN 500mg/62,5mg duwémg udng va
tém truyn khdng cho thy tac dung sinh quai thai. Trong mét nghién ciru dom & nhrng phy
NG sinh non do v& mang 6i s¢m (PPROM), a4 c6 bao c4o vé vide didy tri dy phéng véi
VIGENTIN 500mg/62,5mg c6 thé lién quan dén tang nquy co viem ruét hoai by & tré sor
sinh. Cling nhir tht ca cac thubc khac, khong nén ding thudc trong thai ky, triz khi b4c s cho

1a cAn thiét.

Thed ky cho con bu

C6 thé diing VIGENTIN 500mg/62,5mg trong théi gian cho con ba. Ngeai triz nguy co bj
man cam, lién quan dén viéc thuéc dugc bai tiét mot Iegng rét it vao sira me, chura bidt tac
dung bAtIgi nao cho tré dang bu me.

10. Anh hieémg ctiathuéc 18n kha nang 14 xe va van hanh may méc

Chua quan sat thay tac dung khéng mong muén Ién kha nang lai xe hoc van hanh may
méc. Tuy nhién, tac dyng khéng mong muén c6 thé xdy ra (vi dy, tidu chdy, budn nén, ndn,
chong mét, dau dAu), co thé anh hueng aén kha nang I4i xe va van hanh may méc (xem
muc 12).

11. Twong tac, twong ky ciia thudc

Khéng khuyén céo sir dung ddng thei véi probenecid. Probenecid 1am gidm bai tiét
amoxicillin qua 6ng than. St» dyng ddng thri véi VIGENTIN 500mg/62,5mg cb thé gay tang
va kéo dai ndng d6 amoxicillin trong mau nhung khéng anh hudng dén acid clavutanic.

Str dung déng thi allopurinol trong khi didu trj véi amoxicillin co thé g4y tang kha nang xay
ra cac phan &ng dj irng trén da. Khang co de lidu v& viec sir dung két hgp VIGENTIN 500
mg/62,5mg vé&iallopurinol.

Caing gibng nhur cac khang sinh khac, VIGENTIN 500mg/62,5mg c6 thé anh hirdng dén he
vi khuén duéng rudt din dén lam giam tai hap thu oestrogen va lam giam hiéu qua clia cac
thubc tranh thai két hop duémng uéng.

Trong cacy van, hlémebcécnmghvpﬂ"glNRMWnomMmﬁo)dvmong
bgnh nhan dang didu tri duy trl véi acenocoumarol hodc warfarin va dugc ké don 1 dot
amoxicillin. Néu cAn thit ké don ddng thdi, nén theo ddi cn than thi glan prothrombin
ho&c INR khi dung thém hogc ngung ding amoxicillin.

12.Tac dyng khéng mong muén cua thudc

DG liu tir cac thir nghigm 1am sang I6n da duec stz dung dé xdc dinh tAn sudt clia tac dyng
khéng mong muén tir rAt phd bidn dén hidm. Tan sudt quy dinh cho tAt ca cac tac dyng
khBng mong mudn khac (vi dy, xuét hién duwéi 1/10.000) duee xac dinh chil ydu tir cac sb
iu sau khithuéc Iy hanh va nham néi dén ty 1§ bao cdo hon 1a tn sudt thyrc.

Quy wéc duéi day dugc sir dyng dé phan loai tAn sudt:

Ré&tphd bidn > 1/10

Ph&blén>1/100va <1/10

Khéng phé bién > 1/1.000 va < 1/100

Hiém > 1/10.000 va < 1/1.000

RAthiém < 1/10.000.

Nhi8m khudin va nhidm ki sinh tring

Phd bién: Nhidm ném candida trén da va niém mac.

Ré!logn hg méau vabach huyét

Hiém: Gigm bach cAu c6 hdi phyc (ké c& giam bach cAu trung tinh) va giam tidu cAu.

Réthiém: Mét bach cAu hat c6 hdI phyc va thidu mau tan mau, Kéo dal thai gian chdy mau
va thei gian prothrombin.

Réilogn hg mién dich

R&thiém: Phu mach thAn Kinh, phan ve, h
min,

Réllogn hy than kinh

Khong phé bién: Chong mat, dau dAy.
Réthiém: Chirng ting dng ¢t hdi phuc va co gigt. C6 thd xudt hign co gidt & nhimg bdnh
nhén suy gidm chire ndng than hode dung lidu cao.

ROl logn dwong tidu héa

Nguoi 1én

Rétphd bién: Tidu chay.

Phdbién: Budnnon, nén.

Tréem

Ph&bién: Tieu chay, budn ndn, nn.

Mol dbi twrom

a:bn nén mu%ng xuAt hién hon khi udng nhang lidu cao. N&u co déu higu cia cac phan
(rng trén dudng tiBu hoa, c6 thd ubng VIGENTIN 500mg/62,5mg vao ddu bira &n d& lam

gldm nhirng phdn ung nay.

1Ibn sir vAng da/rbi logn chirc nang gan li6n quan dén amoxicillin -

ong kil dung thube

0l ching gidng bdnh huyétthanh, viem mach qua

Scanned with ACE Scanner



Khéng phd bién: Kho tiéu.
Rét hiém: Viém dal trang do khang sinh (k8 c& viém dal tréng gid mac va vidm dal trang
xut huy8t). Lui 18ng den. RAt hidm oo cc béo cao vd thay ddl mau rang & trs, V4 sinh
rang migng tét c6 thé phang tranh thay ddi mau rang Vi trigu chirng nay cé thé bj loal bd
bang danh rang.
Ré1logn ganmit
Khong phd bidn: Da ghl nhan tang vira phai AST va/hodic ALT & nh('ng bénh nhan didu
trj v&i khang sinh nhom beta - lactam, nhung chua biét y ngha cia nhmg phét hign nay.
RA&t hiém: Viém gan va vang da (» mdt. Nhirng blén cb nay da dugc ghl nhdn khi st dung
céc penicillin va cephalosporin khac
Nhng bidn cb v& gan chii yéu duge bao cdo & nam gii va bdnh nhan cao tudi va co thd
lién quan dén thei gian didu trj kéo dai.
Tréem
R&thiém c6 béo cao v& nharng bidn cb nay & tré em.
Mol 36l tupmg
Céc dAu hidu va trigu ching thudng xudt hign trong hogc ngay sau khi didu tri nhung mot
$6 trrdng hgrp c6 thé khong tréy ndn 16 rang cho dén vai tulin sau khi ngimg thubc. Céc bidn
©6 nay thuong hdi phuc. Nhang bién cd trén gan ¢6 thé nang va trong mot sé trueng hgp
cuc hiém da co bao cdo tir vong. HAu hét cac tredng hop nay thurog xay ra & nhrng bénh
nhén dang bj bénh nang tidm An hodc dang dung nhirng thubc da biét co kha nang anh
hudng ddn gan.
Réi loan da va mé dwéi da
Khang phd bién: Ban trén da, nglra, may day.
Hiém: Hdng ban dadang.
Rathiém: HYl chirng Stevens - Johnson, hoal tir thugng bl nhiém dgc, viem da béng nuéc
bong vAy va mun mi ngoai ban toan than cAp tinh (AGEP).
Nén ngirng didu trj néu co bAtky phan (rng viém da qua mAn nao xdy ra.
Réiloan than va tiét ni¢u
RAathiém: Viém than ké, tinh thé niéu (xem Qué lidu va cach xurtri)
Théng bao cho bac si nhirng tac dung khéng mong muédn gép phal khi str dyng thuébe.
13. Qua lidu va cach xirtri
Triéu chirng va du hlgu
Céc tridu chirng trén dudng tiéu hoa va rbi loan can bang nudc dién glai ¢6 th la bidu hién
cliaqua lidu.
Da quan sat thay tinh thé amoxicillin niéu, trong mot sé trrong hop d&n dén suy than (xem
Caénh béo vaé thén trong khi dong thuéc).
Didu trj
C6 thé diéu trj triéu chiing cho cac biéu hign trén durong tiéu hda véilwu y v& can bang nudc
vadién gidi.
VIGENTIN 500mg/62,5mg c6 thé dugc loai bd khai vong tuAn hoan bing thAm phan mau.
Tréem
Mgt nghién ciru theo thei gian trén 51 b&nh nhi tai mdt trung tdm chéng dc da cho thay qua
lidu téi 250 mg/kg amoxicillin khéng di kém nhirng trigu chirng Iam sang dang ké va khong
cAnlamsachdaday.
Lam dyng va phy thugc thudc
Chua c6 b4o céo vé phy thuge thube, nghién hay lam dyng déi véri thubc nay.
14.D3c tinh dwgc lyc hoc
Nhéom dugcely: Khang sinh. Amoxicillin va chét trc ché beta - lactamase.
MaATC: JO1CRO2.
Cochéticdung
Amoxicillin 12 mdt khang sinh ban tdng hop cb phd khang khuén rong chéng lai nhidu vi khuén
Gram dwong va Gram am. Tuy nhién, amoxicillin d& bj phan hily b&i beta - | vado

Gramduongkykhl T
Clostridium spp.

Paplococcus nigor

Peptostreplococcus magnus
Poptostreptococcus micros
Paptostreptococcus spp.

Gram A ky khl
Bacteroldoes fragills
Bacleroldos spp.
Capnocylophaga spp.
Eikenalla corrodens
Fusobacterium nucloatum
Fusobactorium spp.
Porphyromonas spp.
Prevolella spp.

‘Nhdng vi Kkhudn ma sy khéng thubc méc phdl cua ching c6 thé 18 mot vén dé
Gram m hibu kh!
Escherichla coll’
Klebslella oxytoca .
Klebsiella pneumoniao
Klebsiella spp-

Proteus mirabills
Proteus vulgaris
Proteus spp.
Salmonella spp.
Shigella spp

|
i
|
i
|
|
|
|

Gram dwonghigukhl \
Corynebacterium spp. |
Enterococcus faecium |
Streptococcus pneumoniae’ |
Lién cAu khudn nhém virddans |

Nhimg vi khudn vén da khéng thubc

G am hi hi

Acinetobacter spp.

Citrobacter freundii

Enterobacter spp. |

Hafnia alvei \

Legionella pneumophila ’
|

Morgannella morganii
Providencia spp.
Pseudomonas spp.

Serratia spp.
Stenotrophomas maltophilia
Yersinia enterolitica

4
J
|
|
Khéc %
Chlamydia pneumoniae I
Chlamydia psittaci |
Chlamydia spp. (
Coxiella burnetti |
Mycoplasma spp. |
|

d6 phé tac dyng cia amoxicillin dung don ddc khéng bao gdm céc vi khuan sinh cac men
nay.
Acid clavulanic 1a mét beta - lactam, c6 lién quan v& mat cAu tric véi cac penicillin, c6 kha
néng bAt hoat nhidu loai men beta - lactamase thueng thay & cac vi khuan d& khang véi
penicillin va cephalosporin. Bc bigt, acid clavulanic c6 tac dyng tét chéng lai c4c beta -
lactamase quy dinh b&i plasmid quan trong trén Iam sang ma thudng chju trach nhiém cho
sy khang thubc bj lan truyén. Acid clavulanic thuéng it anh hudng dén nhing beta -
lactamase loai 1 quy dinh b&inhiém sécthé.
Sy c6 mét cua acid clavulanic trong VIGENTIN 500mg/62,5mg béo vé amoxicillin khoi sy
phan hiy bdi men beta - lactamase, va mé& rong c6 hiéu qua phd khang khuén cia
amoxicillin bao gdm nhiéu vi khuén théng thiérng d& khang véi amoxicillin va cac penicillin
va cephalosporin khéc. Do d6 VIGENTIN 500mg/62,5mg mang déc tinh d&c biét ciia mot
khang sinh phd rong va mot chét trc ché beta - lactamase.
Téc dung dwoc ly
Trong danh séch dwéi day, c4c vi khudn dugc phan loai dya theo tinh nhay cam in vitro véi
VIGENTIN 500mg/62,5mg.

Tinh nhay cam in vitro cia cac vi khudn véi VIGENTIN 500mg/62,5mg

DAusao (*) bidu thi hiéu qua Iam sang ciia amoxicillin - clavulanate da dwgc chirng minh
trong cac thir nghiém lam sang.

Cac vi khuén khong sinh beta - lactamase dugc danh du (dAu”). Mot m3u phan 1ap
nhay cam véi amoxicillin c6 thé coi la cing nhay cam véi VIGENTIN 500mg/62,5mg.

[ Nhirng vi khuén nhay cdm théng thuong
| Gram duong hidu khi

Bacillus anthracis

Enterococcus faecalis

Listeria monocytogenes

Nocardia asteroides

Streptococcus pyogenes ™

Streptococcus agalactiae™

Streptococcus spp. (vi khuén tan mau nhém B khac)™

Staphylococcus aureus (nhay cadm véi methicillin)’

Staphylococcus saprophyticus (nhay cam véi methicillin)
] Chu khuén khong co men coagulase (nhay cam véi methicillin)
|

ram &m hiéu khi
Bordetella pertussis
| Haemophilus influenzae”
| Haemophilus parainfluenzae
\ Helicobacter pylori
Moraxella catarrhalis”
| Neisseria gonorrhoeae
| Pasteurella multocida
| Vibrio cholerae
1

| Khac

| Borrelia burgdorferi

] Leptospira mtlerohaemon'hagiaa
\ Treporiema palildum

e Lt ey

15.D3ctinh dwge dong hoc

Hép thu

Hal thanh phan ctia VIGENTIN 500mg/62,5mg, amoxicillin va acid clavulanic degc phan ly
hoan toan trong dung dich nuéc & pH sinh ly. Ca hai thanh phan déu dugc hip thu tot va
nhanh khi diing duéng uéng. Hap thu VIGENTIN 500mg/62,5mg dat téi wru khi uéng thubc
vao daublraan.

Néng a6 amoxicillin trong huyét thanh dat dwgc khi dung VIGENTIN 500mg/62,5mg ciing
trong ty nhu khi ubng amoxicillin riéng 16 véi lidu tuong dwong.

Phén b6

Sau khi dung thuéc theo dwéng tinh mach, c6 thd phat hién ndng dé didu trj cua ca
amoxicillin va acid clavulanic trong m6 va dich k&. Ndng a6 didu trj cia ca hai chét nay déu
dugc tim thay trong tdi mat, md bung, da, m& va mé co. Néng d6 didu tri c6 thd dat dugc
trong hoat djch, dich phic mac, matva ma.

Ca amoxicillin va acid clavulanic déu khéng gén két nhidu véi protein, cac nghién clru cho
théy khoding 256% acid clavulanic va 18% amoxicillin cia toan bd lwgng thudc trong huyét
tuong gén két véi protein.

Tir cac nghién ctru trén dong vat, khong c6 biing chirng cho thiy hai thanh phan nay co tich
Ity tai co quan trong cor thé.

Giéng nh c4c penicillin khac, amoxicillin c6 thé dwgc phat hién trong stra me. Clavulanate
clng duoc phat hign trong stva dudi dang vét. Ngoai nguy co bj m&n cam lién quan dén sy
baitiét nay, chua biét tac dyng bAt Il ndo d8i véi tré bu me.

Céc nghién ciru vé kha nang sinh san trén dong vat da cho thAy ca amoxicillin va acid
clavulanic d&u thim qua nhau thai. Tuy nhién, chura phét hién béng chitng v& tac hai [én
kha nang sinh s&n hoac gay hai déi v&i phai thai.

Chuyénhéa

Amoxicillin dugc bai tiét mt phéin qua nuéc tidu dwéi dang acid penicilloic bAt hoat véi
lugng trong dwong 10 - 25% liéu khéi dAu. Trén nguei, acid clavulanic dugc chuyén hoa
chti yéu thanh 2,5 - dihydro - 4 - (2 - hydroxyethyl)- 6 - oxo - 1H - pyrole - 3 - carboxylic acld
va 1-amino -4 - hydroxy - butan - 2 - one, va duoc thai trr qua nudc tidu, phanva cing nhu
carbon dioxide trong khi thd ra.

Thaéitrir

Cang nhu c4c penicillin khéc, amoxicillin thai trir ch yéu qua than, trong khi clavulanate
thai trir ca qua than va khong qua than.

Khoang 60 - 70% amoxicillin va khodng 40 - 65% acid clavulanic dugc bai tiét dwéi dang
khdng dbi qua nudre tidu trong véng 6 gier dAu sau khi ubng liBu don vien nén 250/125 mg
hoac 500/125 mg.

Dung phéi hgp véi probenecid lam cham s théi trir amoxicillin nhurng khdng |am cham sy
thai trl¥ qua than clia acid clavulanic (xem Twrong téc, tuong ky cia thuée).

16. Quy cach dong goi

Hop 12 g6ix 2,0g, c6 kém huéng dén sir dyng thude.

17.D18u kign bao quan, han dung, tidu chudn chét lvgng cua thube

ibu kién bdo quan: Noi kho, dudi 30°C, tranh anh séng.

H&n dich sau knl pha phai dugc bao quén trong th lenh va s& dung trong vang 7 ngay.
Khéng dugc dd déng lanh,

Han ding: 24 thang ké vy ngay san xuét.

Tiéu chudn chée lromg:TCCs.

18.76n, dja chi cia co sé& san xudt thubc
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