AMFIBAYS® 250 mg
Bit pha tidtm Ampicillin 250 mg
Thube nday chi ding thea don thude, D€ xa tdm tay tré em, Doc ki hwimg ddn sie dung rirdc
khi dieng.

1. Tén thube; Amfibays™ 250 mg

2. Thanh phin: M 1p bt pha tiém co chin:
- Thémh phdn hoge chde: Ampicillin (dudi dang Ampicillin natri) 250 mg,
- Thanh phdn td dirgre: Khing cb.

3. Dang bio ché: Bat pha tiém,
= M td sén phdm: MBi lo ¢6 chira bt pha tiém miu trfing hofic gin nhir triing,

4. Chi dinh
Bt pha tiém Amfibays® 250 mg duge chi dinh d2 diéu tr cée bénh nhifm khuln dudi day
pdy bl cde vi khudn nhay cam vii ampicillin (xem mue 7 vh mye 13). Khi cin thift, ban diu
nén sir dyng mdt khing sinh cephalosporin thé hé 3 phd rong trinde khi ding khdng sinh
ampicillin,
*  Viém xoang cip tinh ¢d bién chimg giy béi vi khudn
*  Viém ndi thm mac
Vidm thin — bé thin
Viém biang quang (xem muyc 7)
o Nhifm khuén trong 6 byung
Nhigm khuén sinh dyc ni
Viém ming niio do Listeria khi sit dung phdi hop véi mét khing sinh nhom
aminoglyeosid.
Nén xem xét thém cic hudng diin chinh thirc vé viée sir dung thich hop che thube khing sinh.

5. Litu diing, cich ding

Liéu diing

Mife lidu cia ampicillin pha thufic viio tufi, cén ning vé chifc ning thin cia bénh nhin, cing
nhur mirc 46 nghiém trong cia bénh, vi ti nhiém khudn vi nguyén nhin giy bénh nghi ngir
hojc di xdc dinh rd.

Ngtedi ldn vt thanh thidu nién trén 12 mdi

Tiém tinh mach hosic tiém bip

500 mg cho mdi 4-6 gt (licu hing ngiy c6 thé ting dén 6 g trong trdmg hop nhim khuén
ning). _

Tré em (cho dén 12 mdi)

Tré em tir 1 thing tedi -12 tudi
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25 mg/ kg thé trong (licu to1 da 1a 1g) cho mdi 6 gidr (cd thé thng licu lén ﬁp dii rong freimg
hop nhidm khudn ndng dén licu 50 mg/ kg thé rong (lidu t6i da 14 2 ) cho mdi 6 gidr).

Tré s sinh tir 21-28 ngdy wdi

30 mg/ kg thé trong cho mdi 6 gitr (cb thé thng lidu lén glp d6i tong toémg hop nhifm
khudn njng). .

Tré so sinh nr 7-21 ngay midi

30 mg/ kg the trong cho mdi 8 gidr (cd thé ting lidu 1én gdp 481 trong tnrémg hop nhim
khudn ning).

Tré 5o sinh dudi 7 ngay tudi

30 mg' kg thé wong cho mdi 12 gid (cb thé ting lidu 1én glp 481 trong tnrimg hop nhiém
khudn ning).

Binh nhin suy thdn

Khiing cin thidt phai didu chinh lidy & nhitng bénh nhin c6 48 thanh thii creatinin (Cler) Ién
hom 30 ml/ phie,

Trong trwdmg hop su}fﬂlﬁnnﬂngvﬁit&cdé Igubcﬁu&hl&ﬂﬂmﬂphﬁt hnkﬂ'&phcm,
khuy-én cdo nén gidm lide cho bénh nhin do o6 thé giy tich lidy ampicillin, ey thé nhu sau:

- Vi d thanh thai creatinin tir 20-30 ml/ phit, phii gidm xudng con 2/3 lidu thing thuimg.

- ¥Vin df thanh thai creatinin dudi 20 ml/ phl.ll.. phai gam mﬁng con 1/3 liéu thing thumg.
NWhin chung, khing duee ding vuot qui liéu 1 g ampicillin cho mbi 8 gidr & nhimg bénh nhin
suy thin ning.

Thini gian dieu trj

Thiri gian diéu trj phy thudc vio tinh trang bénh. Théng thutmg, ampicillin duge ding wong
7-10 ngdy, nhung phai ding tiép it nhét 2-3 nghy sau khi trigu chimg bénh thuyén gidm.

Dé ditu tr clic bénh nhifm khudn giy béi lifn cdu khudn tan huyét beta, +i 1¥ do an tokn nén
khuyén cio diéu trj trong it nhét 10 ngiy dé phong ngira cic bién chimg vé sau (vi dy sbt thip
khép, vicem ciu thén).

Buwrimg ding: tném hﬁp, tiém tinh mach hodic tidm tru:ﬂ:n tinh mach.

Khi ding dudmg ti¢m l:!E.p phii tuin thi gidi han thing thuémg ciaa the tich dung dich tiém.
Cich dung

Huwdmg din chuin bj dung djch tiém bip

Amfibays” 250 mg

Hoa tan bt thube b trong mBi lo bing céch thém 1 ml nwée vb khudn pha tiém hofic dung
dich natri chlorid ding truomg v khufn viio trong méi lo. Lic déu cho dén khi thu dge dung
dich trong sudit, Dung dich sau khi hoa tan hodn todn ¢ nﬁngdﬂﬁ ampicillin l& 250 mg’ ml.
Chudn b dung dich tiém tinh mach

Amfibays® 250 mg

Hoa tan bt thude cb trong mdi lp bing cich thém 5 ml mde vo khudn pha tiém hode dung
dijch natri chlorid diing truemg v6 khudn vio trong mbi lo, Lic déu cho dén khi thu duge dung
dich trong subt. Dung dich sau khi haa tan hodn toln cb ndng 45 ampicillin 14 50 mg/ ml.
Dung dich sau khi pha phdi duge tiém tinh mach chim trong vong 3-5 phit, Tiém thude
nhanh c6 thd giy co gilt.

Chuiin bi dung dich tiém truyén tink mach

Héa tan bét thube ¢d rong mdi lg nhir hindmg din pha dung dich tiém tinh mach. Lic déu cho
dén khi thu duoe dung dich trong sudt, Sau dé, dung dich sau khi hoa tan dugc pha loling v
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cfc dung dich vl khuiin sau d& tiém truyén tinh mach: dung dich natri chlorid ding truomg,
dung dich Ringer's lactat, dung dich glucose 10% trong nude vi dung dich glucose 5% trong
mndc.

Ciic dung dich phdi luén duge chudn bj va kiém tra trudo khi ding. Dung djch sau khi hoa tan
hay pha lodng phai duge sir dung ngay. Chi duge sir dyng dung djch trong suot. Khong duge
sir dyng cic dung dich o6 vin dyc hofic két tia,

Ciic 1p thude sau khi sir dung xong hay cic phﬁ.u dung djch khéng duge sir dung nita phai
durge xir Iy theo quy dinh.

Thube duge tiém/ tiém truyén bai nhin vién v t&. Hiém khi cb tinh trang quén liéu xdy ra, tuy
nhign, ndu nghi ngdr cb tinh trang quén lidy, nén hoi ¥ kién cia béc 51,

6. Chiing chi dinh

Qui méin véi hogt chit, hodic viri bét ki khing sinh nhém penicillin nio khie.

C6 tién sir giip phin img qua mén tire thi nghiém trong (vi dy phin (mg phin v&) véi cic
khing sinh beta lactam khiéc (vi dy céc khing sinh cephalosporin, carbapenem hay
monabactam) (xem mye Tva 11).

Cé tign st bi ving da/ suy gan do ampicillin.

7. Canh bdo vi thiin trong khi diing thube

Trude khi bit diu didu tri voi ampicillin, phéi hoi 16 tién sir gip cée phin {mg qui min voi
chc penicillin, cephalosporin hay cie thube khing sinh beta-lactam khdc & bénh nhin (xem
mpcwva | 1)

Clin Twu ¥ dén khi ning bi bdi nhifm ndm, vi khudn trong qué trinh didu trj, Trong trudmg
hop bdi nhifm, nén ngimg didu tri véi ampicillin va didu trj thay thé thich hop. Didu tri kéo
diti 48 khi cd th din ddn sir phit tridn qud mic cha cée sinh vit khéng nhay cim,

Ampicillin ¢ pht khiing khudn giti han nén khéng phi hop d& don tr lidu cho mét sb loai
nhigm khufin trir khi vi khuiin giy bénh 48 duge biét vi ghi nhin 1a nhgy cim hay cb kha
ning cao 1 phit hop A& didu trj véi ampicillin, Truémg hop niy dac biét s& duge dp dung khi
xem xét didu tri & nhimg bénh nhitn bi nhifm khudn trong & bung, nhifm khuln sinh duc nit
v viém ndi tim mpc. Chi ding ampicillin 48 diéu trj viém bang quang khi ¢ ghi nhin nhay
cam voi khing sinh nay.

D& b ghi nhin xudt hién nhimg phén (mg qué min nghiém trong va d8i khi nguy hidm dén
tinh mang (phan \mg dang phan v&) & nhing bénh nhin diéu trj véi penicillin, Céc phén img
niy dé ¢d kha nfng xudt hign & nhimg bénh nhiin co tién sir qua mén win penicillin va &
nhitng bénh nhin c6 co dja dj @ng.

Qué min vi cic phin img gidng bénh huyét thanh ¢d thé duge kiém sodt bing thubc khing
histamin v, néu cin thiét, o thé sir dyng céc corticosteroid duémg ding todn thin. Néu
nhimg logi phan (mg néy xudt hign, phai ngimg diéu trj vdi ampicillin trir khi béc s7 cho ring
bérth nhin dang trong tinh trang de doa tinh mang va chi c6 thé duge didu trj véi ampicillin,
Céc phan (mg phin v¢ nghiém Imugﬁndwcdiéutriiﬂpcﬁuvﬂiadrﬂnﬂﬁn.my vih clic
steroid dudmp tinh mach,

Diing déng thén allopurinol trong khi didu trj véi ampicillin eo thé lm tang kha ning gip céc
phin img dj img trén da (xem mpe 10).
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Khing duge ding ampicillin néu nghi ngér bénh nhin bj thng bach ciu don nhén nhi®m
khisin hay bénh nhin bj nhim virus Cywomegalo hodc bénh bach ciu bach huyét do di cb ghi
nhin xuiit hi¢n phit ban dang séi di kém voi cic bénh néy sau khi diing ampicillin,

Binh ki dinh gid chire nfing hé eo quan, bao gém chire ning gan, thin va chirc ning tao méu
trong qud trinh difu tr kéo dai.

) nhimg bénh nhin bj suy thin, phai didu chinh lidu theo mire d3 suy thin (xem myc 5).

P& co bén cédo bénh nhin bi kéo dai théd gian prothrombin nhimg higm & nhitng bénh nhin
diing ampicillin. Phai theo ddi thich hyp khi bénh nhin dang ddng thér dimg ampicillin vil
cde thubc chiing dong mau. Cé thé didu chinh lidu cia cic thubc chéng ddng miu duimg
udng néu cin thiét dé duy td néng 83 mong mudn cia céc thude ching déng méu (xem mye
10 va 11).

Trong khi diéu trj v&i Amiibays® 250 mg, phéi sir dung clic phuong phip ¢ enzyvm glucose
oxidase bt o khi néo thyc hién xét nghiém xic dinh glucose trong mrde tidu do két qua
duwong tinh gid c6 thé xiy ra vii phuong phép khing ding enzym (xem mue 10),

D& b bdo cdo bénh nhin bj viém dai tring lién quan dén khéng sinh (trong phin Iém tnimg
hop gy béri Closrridium difficile) voi ghn nh tit ¢d cde thubic khdng sinh bao gém ampicillin
vt mire 48 nghiém trong tir nhe dén de doa tinh mang (xem mye 11). Do d6, didu quan trong
la phai xem xét chin dodn nity & nhimg bénh nhéin bj tiéu chiy trong hode sau khi didu tri vi
bit ki khéng sinh néo (48 c6 cie tnrimg hop duge béo céo cho dén 2 thing sau khi diing
thubc khing sinh). Néu xudt hién viém dgi tring c6 lién quan dén khang sinh, phai ngay lip
tire ngimg diu trj véi ampicillin, bénh nhin phai théng bdo véi bio T vi cln duge ditu tri
thich hop. Chong chi dinh ding cdc thubc chéng nhu ding rudt trong truimg hop ndy.

Mai Ip bit pha tiém Amfibays® 250 mg o6 chira 0,7 mmol (16,45 mg) natri. Luu § khi ding
thude ndy & nhimg bénh nhin dang thue hign ché 4§ 4n hen ché nari (it natri/ mudi),

8. Sir dung thuie cho phu nir 6 thai v cho con bi

Phy ni ¢b thai

Khing ¢d hofic o6 it dit lifu vé viée sir dung ampicillin & phy ni mang thai. Nhitng dir ligu
niy khong goi ¢ empicillin cd bat ky anh hudmg eb hai ndo cho phy nit mang thai hofic ste
khive cita thai nhi/tré so sinh. Chua b cic dir ligu dich t2 hpe khdc lign quan cho dén nay.

Ciéc nghién ctu trén dong vit khong cho thiy inh huimg c6 hai trye tifp hode gian tiép lién
quan dén dde tinh sinh san.

Nhir mit bién phip dé phdng, t6t hon nén trdnh sit dung ampicillin trong thér ki mang thai.
Béc si dicu trj nén cin nhic lidu lgi ich dida tri cho ngwdi bénh dang mang thai o vugt tréi
nhithg rii 1o ¢ the xay ra déi vid thai nhi hay khong,

Phu it dang cho con bi

Ampicillin duge bai tiét vio sfta me va di ghi ohin dnh hudmg trén tré b s tir ngui me
dugre didu tri véi ampicillin. VI vy, 1 dang bi siia me of thé bj tiéu chiy va nhitm ndm &
niém mac mé trong mit 86 tnimg hep c6 thé cin phai ngimg cho con bit, Ciing nén xem xét
dén nguy oo tré nhay cam voi thude. Phii quyét dinh nén ngimg cho con bi hode ngimg ding
ampicillin dua trén Igi ich cia viée cho tré bib sita me v lod ich ciia viée didu tr cho ngué
me.

Kha ning sinh sin

Cée nghién ciru trén déng vit cho thdy ampicillin khéng c6 dnh hudmg 18n kha ning sinh san,
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9. Anh hwing 1én khi ning l4i xe, viin hinh miy méc

Chura thyre hi¢n cac nghién ciu vé dnh huémg cla ampicillin 18n khi nang 14 xe vi vin hinh
mily mbc, Tuy nhién, ed thé xufit hign cac tic dyng khing mong mudn (vi dy nhu céde phan
tmg dj tmg, chong mit, co gift) ma cb the gy dnh lrdmg 18n khd ning lii xe va viin hinh
miy mbe (xem muc 11),

10. Twony tic, twong Ky cia thude
o Tiuong tic
Ciic khinp sinh ¢6 tie dung kim khudn
P ghi nhiin tic dyng doi khing co lién quan dén cic khing sinh kim khudn, vi dy nhu
cloramphenicol vi tetracyelin,
Probenecid
Diing ding théi probenecid lam tre ché sy bai tiét & dng thin cds empicillin va dn wi lam
ting vii duy tri 1du hon ndng 89 cia ampicillin trong huyét thanh va mét,
Allopurinol
Diing déng thii allopurinol trong khi diéu trj véi ampicillin eé thé lim ting nguy co xuft hién
cde plum ﬁ'ngldi ung trén da.
Cac thudc ching ddng miu
Dimng ding thiri v che thude ching dbng miu nhém coumarin o6 thé 1am ting nguy co chiy
midu,
Digoxin
Sw hilp thu cta digoxin co thé ting lén khi ding ddng thin véi ampicillin,
Methotrexat
Ampicillin ¢ thé e ché sy bai tiét cha methotrexat vi do d6 lim ting nguy co gip phii cdc
the dung khing mong muon cias methotrexat. Phai theo d3i ndng 88 methotrexat trong méu,
nghi oge
Néng d§ ampicillin cao trong nude tidu cb thé gly ra phin (ng duong tinh gid vdéi xét nghiém
glucose trong nude titu khi sir dung phuong phip khit ddng. Do 46, khuyén cho sir dyng
phuong phip dys trén cie phin img cia enzym glucose oxidase dé xét nghiém glucose (xem
G 7).
. Tuong ky:
Dung dich ampicillin phéi luén duge dimg riéng bift, i khi tinh twomg hep véi cdc dung
dich tiém truyén khic hay véi cée thude khic di duge chimg minh,
Khéng duge trin thude niy v eéc dung dich khéc ngogi trir céc dung dich dwge liét ke trong
myc 5 (xem phin Céch ding).
Khing duge trin dung dich ampicillin wii cde khing sinh aminoglycosid, metronidazol va
vdc din chit cia tetracyclin ding dutmg tiém oho oxytetracyclin, rolitetracyclin va
doxycyclin, Cde ddu higu nhin biét cd twong ky 1& dung dich bi két tdn, 6 vin duc hay bi
bifn miu,

11. Tdc dyng khing mong mudn
Tong quan
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Céc the dyng khing mong mudn thuémg gip nhit duge bao cio 14 cdc phin img tén da
(ngtra, phit ban, ngopi ban), dau byng, chudng bung, phin mém, tiéu chiy, bubn nén va ndn.
Bénh nhin e6 tién st qué min voi penicillin va nhimg ngwid cb tién sir b di img, hen phé
quén, st ci khé hode ndi miy day eé nguy co cao hon gp phai cic phan img qué min,

Cée the dung khing mong mudn duge trich xuft tir e nghién e lam sing va diF li¢u gidm
séit sau khi luu hinh thude, duge phin logi theo hé thing co quan MedDRA, v duge ligt ké
durdri diy.

Céc tin sut sau diy duoe sir dung dé phin logi sy xudt hign cia cie tic dyng khing mong
mudn: Rit thutmg gip (= 1/10), Thdmg gip (= 1/100 dén < 1/10), it gip (= 11,000 dén <
1/100), Hiém gip (= 1/10,000 dén < 1/1,000), Rét hidm gip (< 1/10,000), Chura & (chura thé
wée tinh duge tir cac dir lidu cb sin).

H§ co quan ]_ fﬁ__tl_u.ﬁ-ﬁiﬁng maong mudn

Nhiém khuiin vii nhiém ky sinh tring

It gip Béi nhidm véi ndm hode che vi khufin d& khing thude, dac biét 1 khi diku
trj kéo dai hojic nhic lpi
| Réi logn mau vi h§ bach huyét
ft gap Gidm tiéu cu, thidy méy, gidm nghiém trong bach ciu trung tinh, giam
bach ciu, ting bach chu & toan, ban xudt huyét gidm tidu cdu, thifu miu
tan miu.
Rét hiém gip | Mt bach cliu hat, gidm 3 déng t bao mau ngoai vi, kéo dii thin gian chay
mdiu vi thod gian prothrombin'
Rii logn hi mién djch®®
It gip Céic phén {mg dj img nghiém trong nhu bénh huydt thanh, viém thin dj img
Hiém gip Soc phin vé de don dén tinh mang®
Chira 1 Qué miin (xem muc 7)
Roi logn hi thin kinh®
Hiém giip Chong mdt, dau diu, gift rung co va co gidt (khi bénh nhin bj suy thin

hodc khi ding thube qua duimg tinh mach véi lidu rét cao)

Rii lown hé hiip, ling ngwe v trung thit

It gap | Phis thanh quin

Ril loan da diy - ruit

Riit Iﬁﬁﬁng gip m[-}uu bung. budn ndn, ndn, chudng bung, phin mém, tiéu chiy '

It gap | Viém rujt, viém mifng, viém luti, viém dai trng gia mac® (trong phin l6m
) irudmyg hop piy bid Clostridium difficile)
Chira r Ludi long den

Rii loan da vi md durdi da

Rat thirémg glp | Nygira, phit ban, ngogi ban”

Thutmg gfp | Phdl ban dgng std%, ngogi ban va ndi ban & ving miéng®

It gip Phit mach thin kinh, viém mach miu dj img, viém da tréc viy, hbng ban da
dang ¢ tiét dich, miy day, hii chimg Stevens-Johnson, hoai tir thugng bi
nhid¢m ddc

Rii loan gan mit )

It gip ; __‘i::lng transaminase
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Rii logn cor xwong viv mi lién kit

'_9_'1 il | Dau khip
Réi logn thdn vi tiét nigu
ftgip Tinh thé nifu xudt hién khi ding thulc véi Eu cao qua duimg tinh mach,
vidm thin k& cip tinh

Rit higm gip | Suy thin cdp tinh kém theo cde tinh the trong nude tidu

Ri logn todn thin vi tgi vj tri diing thude

Thuimg gip Sung va dau tal vi trl tiém, viém tinh mach khu i

It gap Sot do thude
Chura s | SOt
! Xem muc 7 B

IXemmuc 6va?

? Phin tmg miy day tirc thi thuimg gei 3 bénh nhin bj di img véi penicillin va cin phai
ngimg diéu trj véi thude niy va bit diu didu t véd cde lidu phip phit hop, Tham khio ¥ kién
chuyén gia vé vide sir dyung cic thubc khing sinh beta-lactam trong trong lai,

y Iﬁtlnh trang philt ban dién hinh, gidng séi, xult hign vai ngly (5 - 11 nghy) sau khi biit diu
didu tr,

1 1¢ xudt hién ngopi bun 1i cao hon & bénh nhin bj nhidm khufin ¢ ting bach cfu don nhin
hodic bj bénh bach ciu bach huyét.

® Céc phin tmg di img d cb kha ning xuit hién & nhimg bénh nhin d& bi dj tng.

" Chic thic dyng khing mong mudn nity thidmg ¢ tinh chit nhe va thuémg gidm din trong khi
didu trj hofic sau khi ngimg sir dung,

* Nén ngimg dicu tri voi ampicillin v tién hinh didu tr thich hop cho bénh nhiin néu bénh
nhin xuit hign cac diu higu cia viém dai tring gid mac hode cée phan img qui min nghiém
trong (xem myc 7).

¥ Néu bénh nhin bj kich thich thin kinh trung womg, rung gift co hay co gidt thi phii ngimg
diéa tr viéi ampicillin vi bénh nhéin phai duge didu trj thich hep.

Mé td mpr 56 tic dung kivéng mong mudn:

Thidu mdu, gidm tiéy clu, ban xudt huyét gidm tidu ciu, ting bach clu & toan, gidm bach cdu
vii gidm nghiém trong bach clu trung tinh d& dioc béo céo trong qué trinh didu tf véi céc
penicillin, Nhitng phin (mg niy thuimg cé thé hdi phuc dirge sau khi ngimg diéu trj va duge
cho 1a hién twong min cim.

Di ghi nhin néng 46 asparat aminotransferase (ASAT) trong huyét thanh ting & mirc trung
binh, d3c biét i & tré so sinh: tuy nhin, chua biét rd ¢ nghia cia dnh huémg nay. DA ghi nhin
ASAT ting nhg, tam thi & nhimg ngudi duge tiém bip véd lidu 1om hon (hai dén bén tin) va
thuimg xuyén hom so voi thing thudmg. Thing tin niy cho thiy ASAT duge gidi phéng tgi vi
tri ampicillin natri duge tidém bip vi do d6 hign tugng enzym ndy ting trong mdu khéng nhit
thiét dwge coi 14 didy higwe gan bj dnh heimg.

12. Quid liéu vi cheh xir tri

- Trifu chimg' Cho dén nay chira quan sét thiy che diu hi¢u nhifm ddc didn hinh sau khi
diing lugng lém ampicillin. Biéu tri kéo dii khing o6 lién quan dén céc phén img dic tinh cd
hai cy thé.
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Ciic phan img ddc tinh cd thé bao ghm bubn ndn, ndn, tidu chiy. cde rdi logn dign giai, thay
dbi trang thiii ¥ thire, hon mé, céc phan img tan mdu vi nhifm toan,

Dimg 1 liéu lém ampicillin khong gay ra tinh trang nhim dc clp tinh (de tinh),

Driing thubc vai lidu rdt can cb thé din dén suy than thidu niéu va cb thé giy dnh heomg lén
cde th bao thin kinh, vi dy nhu dudi dang kich thich thin kinh trung womg, suy gidm chirc
néng oo vii co gift. Nguy co sy ra che tée dung khing mong mudn niy ting ¢ nhimg bénh
nhdn bj suy thin ning.

Tuy nhién, trong mde s6 trbmg hop riéng |€ cac anh hidmg nay chi duge quan sal sau khi
ditng didmg finh mach.

- Xir tri: Phi nggirng didu tr trong trudmg hop qud lide. Chira e thude giai dge dic hiéu trong
tridmg hop qué lidu véi ampicilling Ditu trj bao gdm didu tr] tridu chimg va dic biét phai chi
v duy tri sy céin bling nude/ dign giai.

Ampicillin ¢4 thé duge logi bo ra khéi co thé bing thim phin mau nhung thim phin phile
mae khdng ob hidu qua.

13, Bde tinh dwrgre lye hpe

Nhém diroe 1§: Cic thude khing sinh ding dutmg toin thin, cic khang sinh penicillin phd
Fing.

ME ATC: J01CADT.

Cor ché tic dung

Co ché the dung cia ampicillin dige dya trén sy irc ché ting hop thanh 18 bao vi Khuin
{trong pha ting truimg) thong qua viée phong bé cic protein gin penicillin (PBP) nhyr cdc
transpeptidase. K& qua tao ra the dung diét khudn cia thube.

Méi quan hé duoe lye hoo! duge ding hog

Higu qui didu trj phy thude chii véu vio thai gian ma nong 46 ampicillin duy i & mire can
hom néng d4 dc ché thi thidu (MIC) 81 vai vi khudn.

Co ché khang thudc

Cov ché khdng véi ampicillin co the I&

- Bj biit hogt béi cic enzym beta-lactamase: ampicillin chi ¢é 8 &n dinh thip véi beta-
lsctamase v do d6 khing b tic dung khing lai cac vi khudn sinh enzym beta-lactamase.
Mot sb lodi vi khufin e gln nhu it ca che ching cia ching o6 thé o ra duge cac enzym
beta-lactamase, Do d8, nhimg lodl ndy vé bin chiit & khing vai ampicillin (vi du nhu
Emerobacter cloacae, Klebsiella pregmoniae).

- Al lye ciia PBP vai ampicillin gigm: cor ché khing thude thu duge cia Prewmococel v cdo
Strepiocacei khic 18 do 4t bifn din dén bién di cic PBP sin c6, Tuy nhién, Staplydococci
di khing voi methicillin (oxacillin) clng s& khing v&i ampicillin do tao thanh thém mdt PBP
ed i lye giam voi ampicillin,

- Ampicillin thdm thilu it vio thanh ngodi 6 bao cia vi khuan gram dm o6 thé din dén khing
dis dé (ro ché cae PBP.

- Ampicillin ct thé bj ddy tich cye khoi té bao biri bom tdng thude.

Ci sif khiing chéo mdt phiin hofic hodn toan gita ampicilllin véi amoxicillin va & mdt mire 4
néo di vivi cac penicillin va cephalosporin khie,

Sirnhay cim
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Mirc 00 khing thudc o thé thay di theo khu vire dia I v thai gian d8i voi cde lodi dirge
chon vi nén tham khio thdng tin khing thude @& dja phuomg, dic bigt khi didu tri cée binh
nhidm khudn nfing. Néu cdn thiéy, tham khao thém ¥ kién cia cie chuyén gia khi nghi ngir sy
khang thubc & dia phuong cé thit anh huomg dén hidu qua cia thude niy trong it nhit mat vai
logi nhifm khudn,

Ciie lodi mhgy cim phi bien

Ciic vi klruiin gram diong hidu khi

Enteracoccuys foecalis

Stapindococess aureus (nhay cam vl methicillin
Streplococeuy agaloctioe

Streplococens preumoniae (bao gom cde chiing rhay com trung bink vai pewiciliin
Sireplococcus progensy

Streprococed “nfdm Firidans ™

Cic vi kfviadn &y khi

Bacteroides fragilis®

Fusobacterinm nuclfeaium®

Cie wi khadin kivdc

Crordmerello vaginalis®

Cic loii o6 the co e ché khing thufic thu dirye

e vi khudn gram diong hidu khi

Enterococeus foecium
Staphlococcus auress *
Staphdococcus epidermidis’
Stapipdococens haemolytious”
Stapindococcus hominis”

Cife vi khisiin gram dm hidu khi
Escherichio coli

Haemophilus influenzae
Klebsiella oxyoce

Moravella catarrhalis *

Neizseria gonorrfoear
Proveus mirabifis
Proteus vulgaris

Cifie wi khimiin ky khi
Prevotella spp.

Cie lodi vbn da khing thube

i wi hica Kind
Staphylococeus aurens (khang vor methicilling

Ciic i khasdin gram dm hidu ki
Acimetobacter hatomannii

Cltrohacier freurndil
Enterabacter cloavae

Kiehsiefla poeumonioe
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Psgudomanay geruginosa
Servaiia marcesceny
Stenotrophomonas maltophilic

Cide vi khuiin ky ki
Bacteroides spp.

| Cide vi kiedn khidc

Chiamydia spp.,
Chicmelophila spp.
Legionella pnewmopiila
Myveaplasma spp.

Ureaplasma urealyiicim

Chi thich:

" Khing cd dif lidu sdn cd toi thoi diém cdng bd bang nay, Su nhay cam duge quy Wit trong
céc 1i 1iu v viin, ca¢ quy trinh chufin hode cae khuyén cio didu tri.

*71 18 khang thuc 14 trén 50% & it nhidt | khu vy,

* Tén chung cho nhém cia nhidu lobi Streprococcus. Ti 1€ khing thude cé the thay ddi phy
thiede vivo lodi Streprococcss co lién quan.

“ Chia 6 dit lidu sdn co gin diy: trong céc nghién ciu (ddi hom 5 niim), o 1 céc ching
khiing thube duge bio céo La = 10%,

71 12 khing thude 1a < 10% & cic bénh nhiin ngogi tnl.

14. Dije tinh dwge djng hpe

Hikp thu

Sau khi dimg duimg udng 1000 mg ampicillin, ning @@ dinh trong huyél wong 13 khodng 3
mg/ ml va dat duge sau 90-120 phit. Sau khi tiém biip, ndng 46 dinh trong huyét womg dat
durgre san 30-60 phit.

Ampicillin duge phin bé rdng dén cic md, di qua duge hing rio nhau thai vi khudeh tin vio
trong sita me. Chi $% ndng @9 cia ampicillin trong huyét wong tham dge vio dich plio ty
(CSF) khi méng no khang bj ton thuong. Vi mang ndo bj viém, ndng d§ ampicillin trong
dich nfio ty c thé ting dén 50% ndng d ampicillin rong huyét nrong.

T1 1 Tién két viri protein huyét thanh H 17-20%. Thé tich phin b biéu kién 1a khoang 151,
Néng 80 cia dgng c6 hogt tinh trong mit can how so véi trong huyét thanh,

Chuyén hoa

Ampicillin duge chuyén haa mét phin thinh cic penicilloat khdng cd hopt tinh vi sinh vit.
Ampicillin duge thii trir dudr dang khong d8i chii yéu qua thin, nhung mit phin ciing duge
thai trir qua mt vi qua phin, Sau khi dung duémg ubng, khodng 40% cia liku duge bai tié
vito nurdre tidu dudi dang khing thay ddi, Sau khi ding dwdmyg tidm, I'.hnﬁng 73 + 10% ciia lidu
dutre thii trir dudi dang khong thay a8 tir 012 gily vong nude tifu, Cho dén 10% cia lidu
durgre thai trir dudi dang san phim chuyén hoa sinh hoc. Thii gian bdn thai 1i khoang 50-60
phiit, Trong truimg hop thidu nidu, thisi gian bén thai cd thé kéo dai cho dén 8-20 gid. Thii
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gian ban thai cling kéo dai & tré so sinh (i 2-4 gidr), B thanh thii & thin ca ampicillin |2
khoang 194 ml/ phit sau khi ding diimg tinh mach.

15, Qray wiich ddng ghi
Haop 50 lo bat pha tidm.

16. Didu kifn bdo quin
Bio quin thude & nhiét ¢ dudi 30°C trong bao bi gde.

17. Han ding
36 thing ké tir ngay sén xudt. Dung dich sau khi hda tan hay pha lodng phai duge sir dung
nEay.

I8, Tiéu chuin chit lugng

19, Tin, dia chi ciia co si sin xudt thude
Antibiotice SA

Str.Valea Lupului, nr.1, Municipiul lasi, Judet lasi, cod postal 707410, Romania.
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