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Rx
AMFIBAYS™ 2000 mg
Bit pha tiém Ampicillin 2000 mg
Thisde ndy chi ding theo don thudc. Dé xa tdm tay tré em. Doc kf hudmg ddn sik dung triede

khi ding.
1. Tén thude: Amfibays® 2000 mg

2. Thinh phin: Mi lg bit pha tiém cb chim:
- Thanh phdn hogr chdr: Ampicillin (dudi dang Ampicillin natri) 2000 mg,
- Thénh phin td dugre; Khing ¢,

3. Dgng bao ché: Bt pha tém, | |
- M td sdn phdm: MBi lo 6 chira bdt pha tiém mau triing hodc gan nhu tring,

4. Chi djnh
Bit pha tiém Amfibays® 2000 mg duge chi dinh 48 didu ti cdc bénh nhifm khudn dudi day
gy bii edc vi khudn nhay cam véi ampicillin (xem myc 7 vi mue 13). Khi cin thiét, ban diu
nén sir dyng mt khang sinh cephalosporin thé hé 3 phd rimg trude khi ding khéng sinh
ampicillin.

+ Viém xoang cip tinh 6 bién chimg giy bdi vi khuén

*  Viém n{i tim mac

Viém thin —bé thin

* Viém bing quang (xem myc T)

» Nhiém khudn trong 6 byng

o Nhifm khudn sinh due nir

e Viém ming ndo do Listeria khi sit dung phdi hop véi mdt khing sinh nhém

aminaglyeosid.

Nén xem %é thém cde hrémg dlin chinh thite vé viée sir dung thich hop cic thube khing sinh.

5. Litu ding, cich ding
Litu ding
Mikc ligu cia ampicillin phy thufc vio tudi, ciin ndng va chire ndng thin cia bénh nhin, ciing
nhur mirc 3§ nghiém trong cia bénh, vj tr nhifm khudn v nguyén nhin gy bénh nghi nglr
hodc di xac dinh rd.
Ngtedt Idm vé thanh thidu nién trén 12 tudi
Tiém tinh mach tiém bi
500 mg cho mdi 4-6 gitr (liéu hing ngiy c6 thé ting dén 6 g trong trudmg hop nhidm khudn
ning).
Tvé em (cho dén 12 tudi)
16m {1 hodic tié ory tinh
Tré em tic | thang tudi -12 nedi
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25 mg/ kg thé trong (lidu i da 1d 1g) cho mdi 6 gitr (¢t thé thing litu 1én gip 481 trong trubng
hp nhidm khudn nfing dén lidu 50 mg/ kg thé trong (lidu tdi da 1 2 g) cho mdi 6 giv).

Tré so sinh tir 21-28 ngdy tudi

10 mg/ kg thé trong cho mdi 6 gid (e thé ting lidu 1én pip d8i trong truimg hep nhidm
khuiin niing).

Tré sor sinh tir 7-21 ngdy tudi

30 mg/ kg thé trong cho mbi 8§ gitr (co thé ting lidu 18n gdp 45 trong trudmg hyp nhifm
khudn nding).

Tré sor sinh dureri 7 mgay i

30 mg/ kg thé trong cho mdi 12 gitr (cf thé tang lidu 1én gdp d6i trong trutmg hep ohidm
khwdn ning).

Bénh nhin suy thin

Khéng cin thiét phdi difu chinh liéu & nhimg bénh nhin co 4§ thanh thai creatinin (Cler) lom
hom 30 ml/ phit.

Trong trrimg hop suy thin ning véi tc 8 lgc & cdu thin & 30 ml/ phit hofic thip hom,
khuyén cdo nén gidm lidu cho bénh nhan do c6 thé gy tich iy ampicillin, cy the nhy sau:

- Véi d6 thanh thai creatinin tir 20-30 ml/ phit, phi gidm xudng con 2/3 licu théng thudmg.

- Vi d) thanh thii creatinin dudi 20 ml/ phat, phiti gidm xubng con 173 lidu thing thwimg,
Nhin chung, khdng duge ding vuoot qui lidu | g ampicillin cho mbi 8 gior & nhimg bénh nhin
suy thin niing,

Thés gian dids tr

Thin gian didu tr phuy thude vio tinh trgng bénh. Théng thutmg, ampicillin duge ding trong
7-10 nghy, nhumg phii ding tiép it nhdt 2-3 ngiy sau khi trifu chimg bénh thuyén gidm,

Dé didu trj cae bénh nhidém khudn ghy b lign cdu khudn tan huyét beta, vi 1¥ do an todn nén
Kkhuyén cdo diu tri trong it nhat 10 ngay dé phing ngira céc bién chimg vé sau (vi dy sot thip
khimp, viém ciu thiin).

Pwimg dimg: tiém bip, tiém tinh mach hoje tiém tuyén tinh much,

Khi ding duimg tiém bip, phai tun thi gidi han théng thudmg cia thé tich dung dich tiém.
Cach ding

Hiedng diin chudn b dung dich tiém bip

Amfibays® 2000 mg

Hoa tan bdt thude o6 trong mdi lo bing cich thém 6,8 ml muéc vo khuin pha tiém hofc dung
dich natri chlorid déng truong vo khuén vio trong mdi lo. Lic d&u cho dén khi thu dugc dung
dich trong sudt. Dung dich sau khi hoa tan hodn todn cb ndng d& ampicillin 14 250 mg/ ml.
Mic dit thube Amfibays® 2000 mg chit yéu dwge ding duémg tinh mach nhung thube nay
cling o6 thé duge ding dé tiém bip khi khing cé sin cic ham lugng nhé hem 1& Amfibays®
250 mg hofic Amfibays® 500 mg,

Chudn bj dung dich tiém tnk mach

Amfibays® 2000 my

Hoa tan bit thude cd trong mdi 1o bing cach thém 14,8 ml nude v khutin pha tiém hodc
dung dich natri chlorid ding truomg vo khudn vio trong mdi lg, Lic déu cho dén khi thu duge
dung dich trong sufit. Dung djch sau khi hoa tan hoin todn co ndng dd ampicillin Id 125 mg/
ml.
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Dung dich sau khi pha phai duye tiém tinh mach chim trong vong 10 — 15 phit. Tiém thube
nhanh co thé giy co gift.

Chuin bi dung dich tiém truyén dnh mach

Haa tan bét thufic ¢é trong mdi lo nhu hudmg din pha dung dich tiém tinh mgch. Lac déu cho
dén khi thu duge dung djch trong sudt. Sau d6, dung dich sau khi hia tan duge pha lofing véi
cic dung dich v khudn sau d# tidm truyén tinh mgeh: dung dich natri chlorid ding truong,
dung djch Ringer's lactat, dung dich glucose 10% trong mude vii dung dich ghucose 5% trong
nrdne,

Cac dung dich phai luén duge chuén bj va kidm tra trinée khi ding, Dung dich sau khi hoa tan
hay pha lofing phai duee st dung ngay. Chi duge sir dung dung dich trong sudt. Khong duge
sir dyng ede dung dich ¢6 vin dyc hogie két ma.

Céc lo thubc sau khi sir dung xong hay cde phin dung dich khéng duge sir dung nita phai
durge xir 1Y theo quy dinh.

Thude duge tiém/ tiém truyn!n i nhin vién y te. Hiém khi c6 tinh trang quén liéu Xiy ra, tay
nhién, néu nghi ngé ¢é tinh trang quén lidy, nén hoi § kidn cla bic si.

6. Chéng chi djnh

Qué min véi hoat chiit, hofic voi bt ki khéng sinh nhédm penicillin ndo khae.

Cob tién sir glip phén mg qui mén tic thi nghiém trong (vi dy phin dng phin v§) véi cde
khing sinh beta lactam khéc (vi du céc khing sinh cephalosporin, carbapenem hay
monobactam) {xem myc 7 va 11)

Cé tién sir b ving da/ suy gan do ampicillin.

7. Ciinh béo vi thiin trong khi diing thude

Trude khi bit diin didu tri véi ampicillin, phéi héi 16 tién sir gap céc phin (mg qud min véi
che penicillin, cephalosporin hay céc thude khing sinh beta-lectam khéc & bénh nhin (xem
muc6va 11).

Cén lru ¥ dén kha niing bi bdi nhifm nim, vi khudn trong qud trinh diéu trj. Trong truimg
hop béi nhiém, nén ngimg didu tr vdi ampicillin va dilu trj thay thé thich hop. Pidu tri kéo
dhi d6i khi o6 thé diin dén sy phat trién qua mirc cia cdc sinh viit khing nhay cdm.
Ampicillin cé phb khing khuén giéi han nén khong phii hop dé dom trj ligu cho mdt s6 logi
nhiém khudn trir khi vi khudn giy bénh dii dwge biét va ghi nhin 13 nhay cim hay cb kha
ning cao la phil hop dé didu trj v ampicillin. Trutmg hop ndy déc bigt s& dugc dp dung khi
xem xét didu trf & nhimg bénh nhin bi nhidm khudn trong & bung, nhifm kiuin sinh dyc nit
vii viém ndi tim mac. Chi diing ampicillin @& diéu tri viém bang quang khi dd ghi nhin nhay
cam vin khing sinh nay.

Pi cb ghi nhéin xuft hién nhimg phin (mg qud min nghiém trong vi d6i khi nguy hiém dén
tinh mang (phén tmg dang phin v&) ¢ nhimg bénh nhin didu trj véi penicillin. Céc phin img
ndy d& cd khi ning xuft hidgn & nhimg bénh nhin co tién sir qui min véi penicillin va &
nhitng bnh nhin cb co dia dj tng,

Qué miin vi cée phin img gibng bénh huyét thanh ¢ thé duge kidm sodt bing thude khing
histamin v, néu cin thiét, cd thé sir dung chc corticosteroid dudmg ding todn thin, Néu
nhitng loai phan g niy xudt hign, phid ngimg didu trj v&i ampicillin tnr khi bic sT cho ring
bénh nhin dang trong tinh trang de dpnﬁnhmmvﬁcﬂmﬂtﬂhwﬁhuiw&imnpiﬂﬂlh.
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Céic phan img phan vé nghidm trong cdn duge didu o cdp ciru voi adrenalin, oxy va cic
steroid duimg tinh mach.

Ditng déng thivi allopurinol trong khi didu trj viéi ampicillin o6 thé lam ting kha ning gip cic
phin {mg di (mg trén da (xem myc 10).

Khéng duge dimg ampicillin néu nghi ngl béah hin b ting bech cdu dem nhin nhim
khudn hay bénh nhin bj nhifm virus Cytemegalo hojic binh bach clu bach huyét do 43 c6 ghi
nhiin xudt hién phit ban deng séi di kém voi céc bénh nity sau khi ding ampicillin,

Binh k¥ dinh gid chirc néing hé co quan, bao gom chitc ning gan, thiin va chirc ning 150 méu
trong qué trinh didu trj kéo dai.

() nihitmg binh nhiin bj suy thiin, phai didu chinh liéu theo mirc 43 suy thin (xem mye 5).

Pa ob bao céio bénh nhitn bj kéo dai thii gian prothrombin ahung hiém & nhimg bénh nhin
dimg ampicillin. Phii theo déi thich hyp khi bénh nhin dang dong thérl ding ampicillin va
chc thube chéng déng méu. C6 thé didu chinh lidu cia cée thube ehéng déng miu duimg
uting néu cin thiét dé duy tri ndng 4 mong mubn cia cic thube chiing ddng mdu (xem myc
10vh11).

Trong khi didu tri vii Amfibays® 2000 mg, phii sir dung cdc phuong phép c6 enzym glucose
oxidase bit cir khi nio thye hién xét nghiém xéc dinh glucose trong nude tidu do két qua
duomg tinh gid 6 thé xdy ra véi phueng phip khing ding enzym (xem myc 10),

D@ cé béo cao bénh nhin bj viém dai tring lién quan dén khéng sinh (trong phén lém truémg
hop gly béi Clostridium difficile) véi gin nhu tht cd cic thube Khéng sinh bao ghm ampicillin
v mire 4§ nghiém trong tix nhe dén de doa tinh mang (xem mye 11). Do db, didu quan trong
1 phii xem xét chiin doén niy & nhitng bénh nhin bj tiéu chay trong hodic sau khi dién trj véi
bt ki khing sinh ndo (d8 ¢b che trubmg hop duge béo cdo cho dén 2 thing sau khi ding
thufe khang sinh}. Néu xudt hién viém dgi tréng o6 lién quan dén khing sinh, phai ngay lip
tire ngimg didu trj véi ampicillin, bénh nhin phii thing bio véi bio sT va can duge difw tr
thich hgp. Chéing chi dinh ding céc thude chiing nhu dfing rudt trong tnrémg hop nay.

M&i 1o bt pha tiém Amfibays® 2000 mg ¢6 chira 124 mg (5,4 mmol) natri. Luu ¥ khi ding
thude niy & nhing bénh nhin dang thye hign ché 8 an han ché natri (it natri/ mudi).

8. Sir dung thude cho phu nir ¢6 thal vi cho con bi

Phu nft cé thai

Khéng cb hofic cb it dir ligu vé vide sir dyng ampicillin & phy nit mang thai. Nhitng dir lidu
niy khéng goi ¢ ampicillin ¢ bt ki dnh huémg cb hgi ndo cho phy nit mang thai hoje ste
khoe eila thai nhi/tré so sinh. Chura ¢6 céc di ligu djch t& hoc khic lién quan cho dén nay.

Cée nghién cfm trén ddng vit khing cho thiy anh hudmg b hai trpe tigp hofic gidn tiép lién
quan dén dic tinh sinh sin,

Nhir mit bign phip dé phong, 1ot hon nén trknh sir dyng ampicillin trong théi ki mang thai.
Biic s diéu tri nén cin nhéc litu lgi ich didu tri cho nguii bénh dang mang thai cb vt tri
nhitng rii ro ¢6 thé xdy ra d4i véi thai nhi hay khéng,

P d con b

Ampicillin duge bii tiét vio s0a me v d3 ghi nhin dnh huémg trén tré bi sita tir ngudi me
dugre didu tri vén ampicillin. Vi vy, tré dang bi sita me co thé bj tiéu chiy vi nhiém ném &
niém mae ma trong mit s tneimg hop o6 thé cin phai ngimg cho con bi. Ciing nén xem xét
dén nguy oo tré nhay cim véi thube, Phai quyét dinh nén ngimg cho con bii hodic ngimg dimg
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ampieillin dira trén lgi ich cla vige cho tré bi sira me va lgi ich cla vige digu tri cho nguin
me.

Khd nfing sinh san

Céc nghién ciru trén djng vt cho thiy ampicillin khéng c6 inh hudmg 1én kha nang sinh san.

9, Anh hwimg 1én khé ning 14l xe, vin hinh miy mée

Chura thire hién cdc nghién ciru vé anh huimg clia ampicillin 1&n kha niing 14i xe vi vin hinh
miy mée. Tuy nhién, cb thé xufit hién cic téc dyng khong mong mudn (vi dy nhu cic phin
tmg dj img, ching mdt, co gift) ma cd thé giy dnh huimg 1én kha ning 1 xe vit vin hinh
miy mdbe (xem muyc 11).

10, Twong thc, twong Ky cia thuie

s Tuwmg lac
Cihe khing, sinh ¢6 tic dung kim khuin
D& ghi nhin tac dung d&i khing ¢ lién quan dén cdc khing sinh kim khuéin, vi dy nhu
cloramphenicol vi tetracyclin.
Probenceid
Diing déng thiri probenecid lam &c ché su bi tiét & dng thin cia ampicillin va din 161 lim
thing va duy tri 1du hom néng B cda ampicillin trong huyét thanh vi mgt.
Allopurinol
Dring déng thiv allopurino] trong khi diéu trj voi ampicillin ¢ thé lam ting nguy co xuft hidn
cée phin img dj tng trén da.
Céic thube ching déng miu
Diing déng thii véi cée thube chéng ddng méu nhém coumarin b thé l&m thng nguy co chiy
M.

ignain

Sy hiip thu cia digoxin b thé tang 1én khi ding ddng théi véi ampicillin,
Methiotrexat
Ampicillin 6 thé (rc ché sy bai tiét ciia methotrexat v do do lam ting nguy co gip phai cic
tic dung khéng mong mubn cia methotrexat. Phii theo ddi ndng dj methotrexat trong méu,
Xét nphiém glucose
Néng dp ampicillin cao trong nudre tifu ob the giy ra phin (mg duong tinh gia vai xét nghiém
glucose trong nudc tidn khi sir dung phuwong phip khir dong. Do do, khuyén céo sir dyng
phuong phip dua trén cfc phin img cla enzym glucose oxidase dé xét nghiém glucose (xem
muye 7).

»  Twomg ky:
Dung djch ampicillin phai ludn duge ding riéng bigt, trir khi tinh wong hop véi cic dung
dich tiém truyén khic hay vii ce thube khde di duge chimg minh.
Khéing duee trdn thube niy véi cic dung dich khic ngogi trir cie dung dich duge liét ké trong
muyc 5 (xem phén Céch dimg).
Khing drge trin dung dich ampicillin vii cae khang sinh aminoglycosid, metronidazol va
cic din chit coa tetracyelin dimg duimg tém nhy oxyetracyclin, rolitetracyclin va
doxyeyelin, Cée diiu hiéu nhin biét ¢ twrong ky 12 dung dich bj két tha, ¢ vin dyc hay bj
bién méu.
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11. The dyng khing mong mudn

Ting guan

Céc the dung khéng mong mudn thudmg gip nhit duge béo cdo 14 cde phin img trén da
(ngira, phit ban, ngogi ban), dau bung, chudmg byung, phin mém, tiéu chiy, budn ndn vi ndn.
Béah nhén co tién st qué min voi penicillin v nhimg ngwii c6 tién sir bi dj img, hen phé
quén, sbt cd khé hodic ndi miy day e nguy co cao hon giip phai céc phin img qui min.

Cée the dung khing mong mudn duge trich xudt tir che nghién clru lim sang va di ligu gidm
adt sau khi lwu hinh thube, diroe phin loai theo hé théng oo quan MedDRA, va duge lift ké
durdri diy,

Cée thn sufl sau diy duge sir dung 32 phin logi str xudit hién ciia cde tie dyng khing mong
mudn: Rét thuimg gip (= 1/10), Thuémg gip (= 1/100 dén < 1/10), it gip (= 1/1,000 dén <
1/100), Hiém ghip (= 1/10,000 dén < 1/1,000), Rit hiém gip (< 1/10,000), Chura 15 (chura thé
wére tinh duge tir cde di ligu cb sin),

HE§ co quan | Tiec dung khﬁn_'!;uun: mudn

Nhifm khufin vi nhi¢m k¥ sinh tring

it gap Boi nhitm vén nhm hodc cac vi khuin 4 khing thubc, djc bigt 1a khi ditu |
trj kéo dii hode nhiic 1ai

Rui logn man va hé bach huyit

It gap Gim tién chu, thitw méu, gidm nghiém trong bach ciu trung tinh, giam
bach cu, ting bach cdu &i toan, ban xufit huyét gidm tiéu clu, thigu méu
tan miiu

RAthiém gip | Mat bach i hat, giam 3 dong t€ bdo miu ngoai vi, kéo dai thor gian chiy

| miu vi thiri gian prothrombin'

R&i loan h mien djch™

It gip Céc phin img dj img nghiém trong nhur bnh huyet thanh, viém thin dj dng

Higm gip Sdc phin vé de doa dén tinh mang®

Clra 10 Qui min (xem myc 7)

Rii logn hé thiin kinh®

Hiém gip Chéng mit, dau diu, gifit rung co vii co gifit (khi bénh nhin bj suy thin

hodc khi ding thude qua duimg tinh mach voi liéu rit cao)

Rii logn hé hitp, ling ngwe va trung thiit

Ttgip Phi thanh quin

Koi loan da day — rujt

Rit thuimg gip Bau byng, budn ndn, ndn, chudmg byung, phin mém, tiéu chiy '

It gap Viém rudl, viém mi¢ng, viém ludi, viém dai tring gid mac® (trong phén Iém
truimg hop giy b Clostridium difficile)

Chra o Laryi 16ng den

R logn da vi mé durdi da

Rt thuémg glip | Ngia, phit ban, ngogl ban’

Thutmg gip | Phit ban dang so1%, ngogi ban vi ndi ban & viing mifng’
It giip Phit mach thiin kinh, viém mach méu di img, viém da tréc viy, hong ban da
dang ct tiét dich, may day, hii chimg Stevens-Johnson, hogi tir thugmg b
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nhiém df<c

Raoi logn gan miit

It gap | Ting transaminase

R&i logn co xwong vi md lidn két

Chura 1 | Pau khép

R&i Joan thin va tiét nifu

it gap Tinh the ni¢u xult hién khi ding thube véi lidu cao qua dudmg tinh mach,
viém thin k& cdp tinh

R&t hiem gdp | Suy than cap tinh kém theo céc tinh thé trong nue ticu

Rl logn todn thin vi tai vi tri ding thude

Thurimg gip Sung va dau t3i vi tri tiém, viém tinh mach khu trd

It giip sdt do thude
Chura rd S0t

Xem myc 7
*Xemmuyc 6 v 7

' Phin {mg may day tirc thi thiimg goi ¥ bénh nhin bj dj img voi penicillin vé cin phii
ngimg didu trj voi thube niy va bit du didu trj véi cée lidu phap phi hop. Tham khio ¥ kién
chuyén gia v viée sir dung cde thude khing sinh beta-lactam trong twong lai.

4 La tinh trang phit ban dién hinh, gifng s&i, xuft hign vai ngay (5 — 11 nghy) sau khi bt diu
didu trj.

5T I¢ xudt hién ngoai ban 14 cao hon & bénh nhin bj nhifm khuin cé ting bach ciu don nhin
hoiic bj bénh bgch chu bach huyét.

® Cic phén img dj img 4 o6 kha nfing xust hign & nhimg bénh nhin dé bi dj img.

7 Céc tée dung khing mong mubn niy thutmg o6 tinh chiit nhe v thuimg giam din trong khi
diéu trj hode sau khi ngimg sir dung.

® Nén ngimg didu trj véi ampicillin va tién hinh didu trj thich hop cho bénh nhin néu bénh
nhn xudt hién cde diu higu clia viém dai tring gia mac holic céc phin img qua min nghiém
trong (xem muyc 7).

* Néu bénh nhiin bj kich thich thin kinh trung womg, rung @it co hay co gifit thi phéi ngimg
ditu trj voi ampicillin vé bénh nhin phai duge difu trj thich hop.

M td mt 50 the dung kbng mong muan:
Thidn méu, gidm tidu cdu, ban xudt huyét gidm tiéu ciu, ting bach cdu & toan, gidm bach ciu
vh gidm nghiém trong bach chu trung tinh di duge bdo cdo trong qud trinh didu trj voi cic
penicillin, Nhitng phin (mg ndy thuémg cb thé héi phye duge sau khi ngimg diéu trj vi duge
cho 1 hign tromg min cim.

P ghi nhiin ndng 46 aspartat aminotransferase (ASAT) trong huyét thanh ting & mire trung
binh, dc biét 14 & tré sov sinh; tuy nhién, chua biét 16 ¥ nghfa cia dnh hwémg nay. DA ghi nhin
ASAT taing nhe, tam thiri & nhimg nguii duge tiém biip véi lidu 1én hon (hai dén bin lin) va
thuromg xuyén hom so véi thng thutmg. Théng tin ndy cho thay ASAT duge gidi phing tai v
tri ampicillin natri duge tiém bip v do 46 hifn tugng enzvm niy ting trong méu khing nhét
thiét dupe coi & diu hidu gan bj dnh huémg.

12. Qui liéu vi cich xir tri
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- Triéu chimg: Cho dén nay chua quan sat thiy cde diu hifu nhidm d8c dign hinh sau khi
dimg hromg 16m ampicillin, Didu tri kéo dai khing cé lién quan dén cic phin (mg dfe tinh co
hai cu thé. Céc phin img déc tinh c6 thé bao gbm budn ndn, nén, tiéu chiy, cde rbi loan dién
gidi, thay ddi trang thai § thire, hin mé, cdc phin img tan miu va nhifm toan,

Ditng 1 lifu Iém ampicillin khéng gy ra tinh trang nhifm die clp tinh (dje tinh),

Ding thubc véi litu rit cao ¢ thé din dén suy thén thidu niéu vi oo thé giy anh hudng lén
céc té bdo thin kinh, vi dy nhu dudi dgng kich thich thin kinh trung womg, suy gidm chire
ndng oo vi co gijt. Nguy co xay ra che tic dung khong mong mubn niy ting & nhimg bénh
nhén b suy thin ning.

Tuy nhién, trong mét sb trutmg hop riéng 1¢ cac dnh hutmg ndy chi duge quan sit sau khi
ding dudmg tinh mach.

- Xir tri: Phii ngimg diu tri trong truimg hop quéa lidu, Chua b thube giai dje die hidu trong
trirémyz hrp qué lidu vai ampicillin, Biéu trj bao gbm didu trj trifu chimg v déc biét phdi chd
 duy tri sy elin bling nude’ dign gidi.

Ampicillin co thé dwoe logi bé ra khéi co thé bing thim phiin mau nhumg thim phiin phic
mge khing o hi¢u qua.

13, Pidc tinh dwge Iye hoe

Nhém duge 1§: Cde thufie khing sinh ding dwimg toan thin, cdc khing sinh penicillin pho
ring.

Mi ATC: JOICADIL.

Co ché tic dung

Co ché thc dung cla smpicillin duge dya trén sy (e ché tdng hop thinh & bao vi khudn
(trong pha ting truimg) thing qua viée phong bé cie protein gin penicillin (PBP) nhu cic
transpeptidase. Kt qui tao ra tic dyng digt khuin cia thube.

M1 quan hé duge Tre hoo! duge ding hoe

Hiéu qua didu tri phy thude chit yéu véo thii gian ma ndng d§ ampicillin duy tri & mire cao
hom ndng 44 e ché tdi thidu (MIC) ddi voi vi khudn,

Co ché khéng thudic

Cor ché khang véi ampicillin ed thé li:

- Bj biit hoat biri cde enzym beta-lactamase: ampicillin chi 6 df dn dinh thip véi beta-
lactamase vi do dé khing o tic dyng khing lgi cdc vi khudn sinh enzym beta-lactamase,
Mt sb lodi vi khudn cd gin nhu tit ¢i cée ching cie ching c6 thé tao ra duge cic enzym
beta-lactamase. Do db, nhimg lodi niy vé ban chilt s& khing véi ampicillin (vi dy nhu
Enterobacter cloacae, Klebsiella pneumoniae).

- Al e cia PBP v ampicillin gifm: oo ché khing thubc thu duge ciia Prenmococci va cie
Streptacocci khiie 12 do dft bién din dén bién ddi cic PBP sin 6. Tuy nhién, Staphylococe
dii khing véi methicillin (oxacillin) clng s& khing v&i ampicillin do tao thanh thém mt PBP
6 #i lye gidm voi ampicillin,

- Ampicillin thim thiiu it viio thanh ngodi t bdo cia vi khudn gram dm o6 thé din dén khng
dis 88 tre ché che PBP.

- Ampicillin ¢d thé b dily tich cyc khéi 18 bao bai bom thng thube,

Cd su khing chéo mdt phﬁn hodc hodn todn gita ampicilllin vé1 amoxicillin va & mjt mirc d6
nio &b vii cde penicillin v cephalosporin khéc.
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Sy mhay cim

Mirc di khing thudc ob thé thay di theo kiva wipe dia 19 v thii gian doi voi cic loi duge
chon vi nén tham khio théng tin khang thube & dja phuong, djc bigt khi diéu trj cdc bénh
nhigm khuén ning. Néu cin thibt, tham khio thém § kién clia cdc chuyén gia khi nghi ngé sy
khing thube & dia phuong c6 thé dnh huémg dén higu qué cia thudc nay trong it nhit mot vii
loai nhiém khusn,

Ciic loai nhay cim phd bien -

Cide vi Khuiin gram khi

Enterococcus faecalis

Sraphylococeus aurens (mhay edm vil methicilling

Streptococcus agalactiae

Sireptococcus preumoniae (bao elim ede chimg nhay cdm trung binh voi penicilling
Streptococcus pyogeneds

Streptacoccl “nhdm Viridans ™ ©

Cac v khudn ky khi

Bactervides fragilis®

Fusobacterium nucleatum®

Cic wi khudn khidc
Gardnerella vaginalis®

Cic lodi o6 thé cb cor ché khing thude thu duge

Ciie vi khudn gram dirong hicu khi

Enierococeus faecium”
Siaphylococcus awreus”
Staphylococeus epidermidis’
Staphylococeus haemolyticus™
Staphylococeus hominis®

Ciie vi klowdn gram dm hiéu khi
Escherichia coli

Haemophilus influenzae
Klebsiella oxytoca

Moraxella catarrhalls ™
Neisseria gonorrhoeae
Proteus mirahilis

Protews vulgaris

Cide wi klriin kv ki
Prevorella spp.

| Ciic loal vin 0 khing thude

dn gram d) hidu khi
Staphylococcus aureus (khang voi methicillin)
Cée vi kledn gram dm hidu khi
Acimetabacier baumannil
Citrobacter freundii
Enterobacter cloacae
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Klebsiclla pneumoniae
Morganella morganii
Pseudomonas aeruginosa
Serratia marcescers
Stenotrophomonas maltophilia
Cic vi khuin ky khi
Bacteroides spp.

Ciic vi khuin khic
Chlamydia spp.,
Chlamydophila spp.
Legionella pneumophila
Myecoplasma spp,
Ureaplasma urealyticum

Chii thich:

° Khing b dif lidu sin c6 tai thid didm cing b bang niy. Sy nhay cim duge quy wic trong
céc tai ligu y viin, céic quy trinh chudn hoje cdc khuyén clo didu tr.

* Ti 12 khing thudc 14 trén 50% & it nhét 1 khu vire,

" Tén chung cho nhom cia nhidu lodi Streprococcus. Ti 18 khing thude co thé thay dbi phy
thudc viio lodi Streprococcus ©b lién quan.

® Chua ¢ dit lidu sin cd gin ddy; trong cde nghidn ciru (dii hom 5 ndm), ti 1§ cde ching
khing thube duge bio céo 13> 10%.

371 18 khang thube 1 < 10% & cée bénh nhin ngoai tni.

14. Bic tinh duge ding hge

Hip thu

Sau khi ding dirémg udng 1000 mg ampicillin, ndng d§ dinh trong huyét tuong 14 khodng 3
mg' ml v dat ducre sau 90-120 phit. Sau khi tiém bip, ndng 5 dinh trong huydt twong dat
drore sau 30-60 phit.

Phin b

Ampicillin duge phin bd ring dén che mé, di qua dupe hing rdo nhau thai v khuéeh tin viio
trong sira me. Chi 5% ning d§ cia ampicillin trong huyét tuong thim dwee vio dich ndo thy
(CSF) khi ming nio khong bj ton thuong, Vi ming nfio bi viém, ning 44 ampicillin trong
dich nilo tly 6 thé tang dén 50% nong 4§ ampicillin trong huyét twong.

Ti 1 lién két vi protein huyét thanh 1 17-20%. Thé tich phin bé biéu kién 14 khodng 15L.
Néng 45 cia dang c6 hogt tinh trong mit cao hom so voi trong huyét thanh,

Chuvén hoa

Ampicillin duge chuyén hia mdt phin thinh cdc penicilloat khong <5 hoat tinh vi sinh vit,
Thili trir

Ampicillin duge thii trir dudi dang khong ddi chi yéu qua thin, nhimg mit phin cling duge
thiti trir qua mit vi qua phin, Sau khi ding duimg ubng, khodng 40% cia lidu duge bad tié
vio mnive tiéu dwdi dang khing thay d6i. Sau khi ding dwimg tiém, khodng 73 + 10% cia lidu
durgre thii trir dwdi dang khéng thay ddi tir 0-12 gid trong nude tiéu. Cho dén 10% cia litu
dugc thii trir dudi dang sin phim chuyén hoa sinh hoe. Thin gian bin thai li khoing 50-60
phiit. Trong trutmg hop thidu nidy, thivi gian bin thii oo théé kéo dii cho dén 8-20 gidr, Thér
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gian bin thii cling kéo dai & tré so sinh (tr 2-4 gi). B thanh thid & thin cia ampicillin 14
khodng 194 ml/ phit sau khi ding dutmg tinh mach.

15, Quy chch ddéng goi
Hip 50 lo bt pha tiém.

16. Pitu kién bio quin
Béo quin thube & nhift 4 dudi 30°C trong bao bi gie.

17. Han ding ,
36 théng ké tir nghy sin xuit. Dung dich sau khi hia tan hay pha lodng phai dugc sir dyng

ngay.

18. Tiéu chuiin chit lugng
Nhi sén xudt.

19. Tén, dja chi ciia co siv sin xuit thube
Antibiotice SA
Str.Valea Lupului, nr.1, Municipiul lasi, Judet Tasi, cod postal 707410, Romania.
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