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AMA-POWER"®

(Bot pha tiém chira Ampicilin 1000
Vva Sulbactam 500mg) g

HUGONG DAN SU’ DYNG THUOC CHO NGUO'1 BENH

Thido nay oni,
llyu": o
kan)dgmlhudc

L. T8nthude: Ama Power®

2. Thinh phn:

M8 bat pha tiam o chira:

Hoat chdt: Ampiolliin natri tuomg durong pi
&1 Sulbactam 500mg
T due: Kndng o6,

3. MOt sin phAm:
MBI 10 06 chira bt pha tidm kéttinh mau trdng dén gAn nhir tring.

4. Quy cheh déng gol: Hop 50 Io bdt pha tibm.

8. Thude ding cho bnh gi?
Chi dinh si¥ dyng sulbactam natr/amplicillin natri tdm bAp/Aidm tinh mach trong nhirng trudmg
hop nhidm vi khudin nhay cAm vé thude. Chi dinh phd bidn [ nhidm khudn dung he hp trén va
Auong ho hap dudi viém xoang, viem tal gicra va vism ndp thanh quan, viem phdi do vi
Khud, nhidm khudn durdmg tidt nidu v viem dai bd than; nhiim khulin trong § bung gdm vidm
e mac, vidm 101 mat, vidm ndi mac b cung, viem vang chiu; nhidm khulin huydt; nhidm
khudin da va chu tric da, v nhidm idu cdu
Sulbactam natri/ampicillin natri tiém bip/tiém tinh mach clng c6 thé diing trurdre va sau cube md
& nhong bnh nhan phiu thudt & bung holte ving chliu cd nguy co bl nhidm bdn phic mac dé
gidm i 1§ nhidm khudln vét thuong hatu phlu. Co thd dung dy phdng nhidm khulin hiu san trong
nhing trrémg herp chilm durt thai ky hodic mé dy thal.

6. Non ding thudc ndy nhurthd nao va l1bu lugng?
Sulbactam natr‘ampicillin natri tidm bpiem tinh mach c6 thd ding dudmg thh mach hodc tiém
bilp, Cach pha thude nhu sau:

theo don cun b 59, Do k9 himg ddin sty dung tnve khi ding. ©6 xa tém
ngay cho bito &9 hode du sy nhimg tho dung khong mong mudn gap

1000 mg v natri lvong duong

Téng Lidu | Lidu Turong Buong vi | g0 o) | THé Tich Hoa | Ndng DY Téi Ba Sau
(@) Sulbactam Ampicillin (g) Tan (ml) Khi Pha (mg/ml)
15 0,510 Lo20mi [32 125250

Khi tidm truydn tinh mach, sulbactam natri/amplcillin tiém bap/tidm tinh mach nén dugc pha véi
nudre pha tidm v khubn hode dung dich thich hop (xem phin Huéng Diin Sir Dyung), B8 dam
bao thude tan hoan todn, nén a8 ydn cho bot ciia dung dich mat hin va kidm tra bing mat. C6 thé
1iém tinh mach lidu nap thit cham 181 thidu 18 3 phut hodc pha long dé 18 truyén tinh mach

Ama-Powaer" ciing ¢ thé a ir dung bAng cach tidm bdp thit sau; ndu bi dau, c6 thé pha thube
il dung djch pha tidm vd khudn lignocain hydroclorid khan 0,6%.

‘E“&\g lidu sulbactam natri/smpicillin natri tidm bapAiém tinh mach thudmg dung tir 1,5g 161 12 g
mdi ngay, dugs chia ra mbi 6 gior hodc 8 gl(‘r cho 151 lidu 181 da mdi ngdy cla sulbactam |a 4g.
Nhirng trurerg hop nhidim khudn nhe 6 thé chia libu mdi 12 gi.
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Céc loal CIOMS 1lIIV: Thuemg gap: 21/100 dn <1/10 (21% va <10%); It g#p: 21/1000 dén
<1/100 ( (20,1% va <1%); Hlxm géip: 21/10,000 dén <1/1,000 (20,01% v <0,1%). Chua xac
girah, tAn sull khdng xic djnh dugre 1ir céc dir ligu sbin co.
réem:

Cac dor ligu hidn c6 v an toan khi sir dyng Ama-Power” ¢ iré em cho Mz céc thc dyng khéng
mong mudn gdp phai khl dung thubc & tré nhd 1 twong yr nhu da ghinhan ngudilén. Ngoira,
aa ghi nhan mot bénh nhi bi tiing lympho huydt khong didn hinh khi didu tr| v&i sulbactam
fampicillin.

9. Non trinh diing nhimg thube hoje thee phim gl khi dang sir dung thudc?
Allopurinol: Dung allopurinol chung vérd ampicillin co thé gay tang t/1¢ phat ban &bénh nhn dung
¢ 2 thubc so v nhdm bénh nhan chi ding ampicillin, A

ron ch A lycosid in vitro c6 thé 1am mét thc dung cia ca 2

Tro
thube, nbu chn phai dung cd 2 logl thubc nay, ndn liém & cc v| tri xa nhau vé cach khodng It nhét
1a 1 gi&r (xem phiin Turomg ky).
Thube chbng dong: Peniclllin tism c6 thé gy thay a8 kbt dinh tibu cAu, thay adi céc test déng
mau. Nhirng tc dung ndy c6 thé lam tng tac dyng chéng dong
Thude kim khudn I, ery yein, ce Vi in): Thudc kim
khuAin cothé tc ddng 18n kha nang di¢t khuAn cia panicillin, t8tnhétia nén tranh ding chung.
Ubng thubc ngira thal chira estrogen: DA cb nhing béo cao vé sy gldm hidu qua ngura thal & phy
n(r ding ampicillin gay v& ké hoach, DU sy lién quan itnhung nén cho phy n(r dung ampicillin st
dung thém cac phuong tign tranh thai khac kém hay thay thé,

h Dung chung véi gay ra giam thanh thé| va ting dc tinh ctia methotrexat.
Non thea doi bénh nhan cin than. Lidu leucovorin c6 thé phal téng lén va kéo dal thdr gian sir
dyng.

Probenecid: Probenecld 1am gldm dao thal ampicillin vé sulbactam qua &ng than khi dung

chung; tc dyng nay gdy tang va kéo dai ndng ¢ khang sinh trong huyét thanh, kéo dal thesl gian

bén thal va ting nguy co nhiém doc.

Tuong téc trong labo: Glucose nigu duong tinh gia co thd xdy ra khi phan tich nudc 1idu bAng

thubc thir Benedict, Fehling vé Clinitest™. Sau khi cho phy n@r ¢6 thal ding amplcillin, nhin ihdy
0 1 i triol estron va estradiol llén hgp. Tac

‘nalr iém tinh mach.

dyng nay co thd xdy ra ol /i 1

Murc a9 nhiém khudn | Lidu m&i ngay (g)
Sulbactam natri/ ampicillin natri tidm bap/liém tinh mach ¢ | hAt therl nbng &
Nho 7,53 (0,541 6 1+2) Lo i Yo
Trung binh 18n a&n 6 (2+4) Tuongk
Nang 16n dén 12 (4+8)

Y.
Sulbactam natri/ampicillin natri iém bap/tiém tinh mgch va cac aminoglycosid nén pha vé tiém
i i6t, vimol llin Iam mAt tac dung cda aminaglycosid.

'S4 1An diing thudc ¢ ihd dyra theo 30 nghiém trong ctia bénh va chirc nang thdn cia bénh nhan.
Dibu trf thurdmg durorc tisp tuc dén 48 gid sau khi da At sbl va cac tridu chirng bt thudng aa mAt.
Thurérng cho didu trj tir 7-14 ngdy, nhung thél glan didu tri c6 thé phdi kéo dai thém hay cho thém
ampicillin trong nhimg trrdrmg hop bnh rét nang.

Khi didu tri binh nhdn odn han ohé natr, ahi ¥ 14 1600 mg eulbactam natri/ampicillin natr tdm
bip/tiém tih mach chira khodng 115 mg (Smmol) natri. D8 dy phéng nhidm khudn phu thudt,
dung tr 1,5 dén 3g sulbactam natri/ampicillin natri tidm bap/iém tinh mach lc tidn mé aé thude
40 thr glan dat ndng A0 higu qua trong huyét thanh va md khi tidn hanh phiu thuat. C6 thé lp lal
1idu tréin mBi 6 giér holic 8 giey; thudng ngurng thubc 24 giér sau phiu thult trir khi o6 chi dinh dibu
tribéing natri tiém ba mach.

Didu trl nhim Iau chu khong bién chimg: sulbaclam natr/ampicillin natri tiom bap/tiém tinh
mach lidu duy nhét 1,5 g. Nan udng thém 1 g probenecid aé kéo dai ndng 6 sulbactam va

ampicillin trong huyét turong.

Lidu sulbactam natr/ampicillin natri tidm bAp/tiém finh mach cho hAu hét céc trréng hop nhidm
khudn & trd em, nhd nhi va tré so sinh 14 150 mg/kgingdy (lrong ng voi sulbactam

P! g/Kg )
& tré em, nh nhi va tré sor sinh, tdng lidu irong ngay thurémg dugrc chia cho mdi 6 gitr hoic 8 gid,
twong ty nhur khi diing ampicillin théng thudng.
Déiveri ré s sinh mot tuAn i (d3c bigt 14 tré thidu théng), libu khuydn céola 75mgikg mbingay
(twong g vor 25 mglkglngay va /kg/ngay), chia mdi 12 gid.

Bénh Nhan Suy Than

B&nh nhan bj suy thin néing (43 thanh hai creatinin <30 ml/phut), ddng hoc clia sy thal tnr
sulbactam va ampicillin eiing bj anh huﬁnqﬂ nhur nhau. Do d6, 1y 18 nbng d4 cda hal thudc trong
huybt rong khéng thay adi. Nén gidm s8 [in Um sulbactam ‘natriamplicillin natrl tidm bip/tiém
tinh mach & nhimg bnhnhin nay ging nhu khi sty dyng ampiciliin.

an
Knhéng Etn emh phai didu chinh 11bu & bgnh nhan suy gan, tuy nhién cdn theo dbi chirc naing gan
dinh ky vl thubc co thé gay doc cho gan.

Hurémg Din Sir Dyng

Sulbactam natri trong hep véi hhu hét dich truydn tinh mach nhung vi c& ampicillin natrl va
sulbactam natr/ampicillin natri idm bAp/iém tinh mach abu it bn dinh trong dung d|ch dextrose
hodic chc dung dich chira carbohydrat khéc, khéng nén pha chung vol céc san phlim tir mau
hodc tir proteln thiy phéin. Ampl va c4 sulbact llin natri tiém bAp/tiém tinh
mach khong trong hop véri cac aminoglycosid: khéng nén pha trgn trong cung mot vat chira.
Dung dich dm dacaé tiém bdp ndn dung Irong vang mo! gl sau khi pha. Theri gian s dung néu
!m;rnﬂnn mach i vér nhomg dung dich pha thudc khée nhau nhu sau:

Dung dich pha loiing Néng a4 Ther glan sir dyng (gi®)
+ 25°C 4°C
abn 45 mg/ml 8
45 mg/ml 48
Nurérc pha tism vb khuin Bl S a
dén 46 mg/mi 8
tnrong 45 mg/m| 48
Hokl Clod g dén 30 mg/ml 72
45 mg/m 8
Ourg ich NatiLactat M8 | S0 10 o) 4
Dung dich Dexirose 5% 16 dén 30 mgiml 2
i abn 3 mg/ml 4
o dén 30 mg/mi 2
Dung dich Dextrose 5% dbn 3 mg/ml 4
trong NaCl 0,45% dén 16 mg/mi 4
jch durémg & nghich | dén 3 mg/ml 4
10% trong nuéc dén 30 mg/mi 3
dén 45 mg/ml 8
Dung dich Ringer Lactat dbn 45 mg/mi 24

7.Khino khéng nén dang thubc ndy?
- Ngui 06 tibn i dj rng v khing sinh nhom penicillin.
-Ngutr c6 ibn sir ving da (r L, suy gidm chirc nang gan lién quan tort amplcillin va sulbactam.

8. Tie dyng khéng mong : &

Nnimg téc dyng ;".30.| y mmm b vidc dong ribng ampicillin 66 th gdp khl dung sulbactem
tri bp/tiém finh mach

Tt cécacide "90" /ADR) lid1 ks durri Aty dugrc trinh bay theo An logi theo hé co quan

ol MdORA (Hadhcn naﬂmw; o Ronulnlor; Activities). Trong mgf'ﬂ!i ihn subt.cac ADR

8 trinh bty theo mirc 4 nghidm trong Mw”mm(wcﬂawRdmncmnmhw

Hhen quan trong v mt 1m sang

10. CAn 1am gi khi mét 1An quén khong ding thube?
CAn théng bao cho bac s§ holicy a nbu mot1An quén khong dung thudc.

11. CAnbao quan thubc nhu thé nao?
BAD qUAN Thude & ANIGLAD UL I0°C, rong Dao bl gbe.

12, Nhirng déu higu va trigu chirmg khi diing thudc qué lidu:

Théing tin vé ngd dbc cAp ampicillin natri tiém tinh mach va sulbactam natrl & ngu /i con han ché.
Qua I%u thubc co thé ¢6 nharng bidu hign chii ybu nhw nhimg tac dyng ngoal y 48 béo cao. Nén
wem xét vi ndng 86 khéng sinh betalactam trong dich ndo tay c6 thé gay cac tac hal trén thiin
Kinh, gdm ca ddng kinh.

13.CAn phai 1am gi khi diing thudc qua liBu khuyén cao?
Vi ampicillin va sulbactam cé thé dugc thdm phan qua mau, phuong phéap nay co thé giup tang
hai thube ra khéi co thd néu qué lidu xay ra & bénh nhan suy than.

14. Nhirng didu cAn thn trong khi ding thubc:

Phén (g qué mAn (phén v8) trAm trong, dbi khi gy 1 vong da duoc bao céo & nhing benh
nhan didu trj véi penicillin gbm ca sulbactam nalri/ampicillin natri tiém bap/tidm linh mach. Cac
phan Urng nay thuéng xdy ra & ngudi cd tién str d| (g véi penicillin va/hodc qua man cam voi
nhiu dj nguyén, Da cé nhirng bao céo vé nhimg ngudi cb tidn st dj ing v penicillin ¢6 thé bj
phén (g nghiém trong khi ding cephalosporin. Trude khi ding penicillin phai hol k§ tidn s dj
{ruere A6, dac bt 1a dj irng v penicillin, cephalosporin, va véri cac dj nguyén khac. Khi didu trf
nbu cb phan umg d) irng, phai ngirng thubc ngay va co bién phap didutrithich hop.

Néu g&p phan tng phan vé néng can cp clru ngay voi adranalin. Co thé cAn cho thér oxy, tiém
{inh mach steroid, lam thang dudmg thér ké ca vido datndi khi quan

Nhu véi mol khéing sinh khae, cAn theo dbi lién tuc cac dAu hidu cuatinh lrg:g tang sinh cla cac
vl sinh vat khong nhay cam v thubc, ké ca ndm. Néu cé déu hidu bdi nhiém phal ngung thubo
ngay varhodic c6 bign phap didu tri thich horp.
Tiou chdy do Ci difficile (CI difficile diarhea-CDAD) da dugc bao
4o khi sir dyng déi v&i hiu hél cac chél khang khudn, bao gdm sulbactam natri/ampicillin natri,
va d nghiém trong co thé tir tidu chay rm aén viem rudt két din dén & vong. Dibu tri béng céc
chAtkhang khudn s& lam thay d8i quan thé vi sinh vat ty nhién cia rudt, dAn té sw phat tridn qua
mire cha C.difficile.

Clostridium difficite sinh ra d6c t8 A va B gép phdin lam phal trién CDAD. Céc ching C.difficile
sinh nhidu ddc t& 1anguyén nhan lam tang 1y ¢ méc bénh va tir vong, vi cac nhidm khudn nay cd
théd kha chiva khi ding céc ligu phap khang sinh va c6 thé cAn phmcélbé rudt két. Chin phai nght
dén bénh CDAD & tht ca cc bénh nhan xult hidn tidu chay sau khi dung cac chit khdng khugn
C:n ghi bénh én cAn than vi 44 cé bao cao CDAD xay ra sau didu trj bing khang sinh té1 hon 2

théng.

Nhu rg!lht;ﬁc b mengi IUl!d“lllhal: kglic nén :(‘Iém tra djnh ky chirc ndng than, gan va céc cor

quan tgo mau trong glan dibu tri. Bidu nay rét quan trong & tré so sinh, ddc bigt Ia

thang va nhirng tréd nha nhikhac, e i IS BRI e pon

V1 vidm tuyén bach chu 14 do ngudn gée virus, khng nén dung subactam natriampicilin natri

gﬁm baphiém tinh mach. Co mot 1 1§ cac bdnh nhan viem tuyén bach chu ding ampicillin bj phat
an.

15. Khindo cin tham vAn béc 8§, dugc si?
B6nh nhan nén thdng bao cho bc s§ nhing tac dyng khdng mong mubn gdp phai khi dung

hu
Néu cAn thém thong tin xin hdl ¥ kién bac s§ hoic duge st

16, Han diing cdia thudc: 2 nim ké tir ngay sén xudt.
KHONG DUNG THUOGC QUA THOI HAN GHI TREN NHAN

17.Tén, dla chi, bidu twrgng (ndu cd) cia cor sor san xudt:
S.C. Anliblotice S.A.
Str. Valea Lupululnr. 1, las|, Jud, lasi, cod 707410, Rumani.

18, Ngay xom xét sira ad1, cdp nhatlal ndl dung hirémg ddn sir dyng thudce.
30/08/2017
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Y oot S G oot Goieh phaodng | Wonwdg | Thon alen &% vna gk
Sulbacinm  ampiciiin | 25°C 4°C
abn 45 majmi 8 i8
. 45
HU'ONG DAN SU’ DUNG THUOC CHO CANBO Y TE | ™™™ Wb | 4 g0 poen 7
T 980 45 mg/m []
Thudc ndy chi ding theo do cia bic ST Boc k hudng din s d 45 mo/mi 48
Fam Iy 1% o, Toang D60 ey ch b 85 KRG o 4 0vg S e g, g | M Crrd 6ko9 om0 | g 30 ke 72
9P pha khi sir dng thude T 45 g/ 3
TENTHUOC Dung dich Nairi Lactat M6 | g4n 45 mg/mi 8
Ama-Power” 15 ddn 30 mg/mi 2
THANH PHAN DU i Dasrone % abn 3 mg/m! 4 2
mbbo‘lwlﬁneﬂmh | dén 30 mg/m! 5
t chét: Ampicillin natri twomg duong v Ampicillin 1 Dung dich Dexirose 5% aén 3 mg/mi
duong véi Sulbactam 500mg. 1000 T Vi Bubadiem ey kony \rong NaCl 0,45% dbn 15 mg/ml 4
Ta dupe: Khéng co. Dung ich ing 3 ngich | & 3 mgimi 4
DANG BAO ChE chuy#n 10% trong nudc abn 30 mg/mi 3
Byt pha tidm abn 45 mg/m! 8
cAc OAC TINHDUGCLYC HOG Dung dich Ringer Lactat abn 45 mg/ml l___

Cac nghidn ciru sinh hda viri cde hd vi khulin ty do khong t bao (cell-free bacterial system) d&
chirng minh sulbactam tre ché khaing hdl phuc nhimg beta-lactam quan trong nhdt 1am cho vi
khudn khang penicilin. Trong khi hoat tinh khing khugin cla Sulbactam chd ybu gitr han a8i véi
Nelsseriaceae thi nhirng nghidn ciru vi sinh hoe trdn nhirng dong vi khuéin khang thudc da xdc
nhén sulbactam natri ¢ tac dung bio v penicillin va cephalosporin khdng bj vi khuén phé huy, do
46 sulbactam cb thc dung hidp 18 rdt v penicillin va cephalosporin. Do sulbactam cing gin
v mdt s& protain gén két penicillin cho ndn 881 vl mot s6 déng vi khudin nhay cam, sir dung
sulbactam-penicillin s8 cé higu qua hon 14 chi dung mdt loai betalactam.

L L R L

n nhay rong giai doan ni n rat mankh, nh chi

ctia mucopeptid & vach té bao vi khudn 2 0 rciobkGirge sV sioh Bogiop
Sulbactam natri/ampicillin natri tiém bdp/tiém tinh mach c6 hiu qué khang khuln rhng i véi ci

vi khulin Gram duong va Gram am, gdm aureus va S (cd nhimg vi
khudn khang v penicillin v mot s8 vi khuAn khang véi methicillin), St
faecalis vd cac ching khac, Pk g Ll

Streptococcus L
parainfiuzenzae (cd hal dong vi khudn sinh beta-lactamasa va khong sinh bet:

CHONG CHIDINH
- Ngurd o6 lidn st dj ng véi khang sinh nhom penicillin
- Nguerl e6 tidn sir vang da & mat, suy gla gan lién quan (& ampl

NHONG LUUY DAC BIET VA CANH BAO KHISU DUNG THUOC

Phan tmg qué miin (phan v@) trAm trong, ddi khi gdy tir vong da duge bao cho & nhing bdnh nhan
aibu trj véi paniclllin gdm ca sulbactam natri/ampicillin natrl tiém bap/iém tinh mach. Céc phan
(g ndy thudmg xdy ra & ngudri ¢ idn sir d tmg voi penicillin va/hodc qué mAn cam vér nhidu df
nguyén. DA cd nhimg bao cdo vé nhing ngudl co 1idn st dj g véri penicillin co thé b| phén (g
nghiam trong khi diing cephalosporin. Truéc khi ding penicillin phai i kg tibn sir dj trudc 46, djc
bidt Ia dj irng vé&i penicillin, cephalosporin, va véi cac dj nguyén khac. Khi dibu trj nu co phdn (ng
djmg, phai ngirng thubc ngay va c6 bidn phip didu tj thich hop.
Néu gap phan trg phén vé nang cAn cép ciru ngay véi adrenalin. Co thé cn cho thér oxy, tiém lnh
mach steroid, lam thdng dudrng thd kb cA viec datndikhi quan.

Nhur vérd moi khing sinh khac, ciin theo doi lién tyc cac ddu hidu cia tinh trang 1ang sinh cla cac vi
sinh vatknong nhay cam voi thudc, ké ca ndm. Nbu c6 dAu higu bai nhiém phai ngung thubc ngay

vasulb,

ang
Branhamella catarrhalis, vi khudin ki khi gdm ca Bacteroides fragilis va nhimg vi khudn cting h
5sdlenema coli, Klebsiella, Proteus [gbv_n cd hal loal indole+ va indole-), Morganelia morguan?l:

CAC DAC TINH DUQ'C DONG HQC

Sulbactam natri/ampicillin natri tiém bp/tidm tinh mach khuyéch tan dé dang vao hiu hét cdc md
va dich co thd. Ngay sau khi truydn tinh mach Ama-| 15 phuit, da thu duge ndng db dinh
trong huybt thanh cia ampicillin va sulbactam. Néng 4 ampiciliin trong huyét thanh 1 tuong ty
nhur khi dang riéng ampicillin véi ham lugmg twong duong. Néng dd dinh trong huyét thanh cla
ampicillin nAm trong khoang 109-150 meg/mi sau khi ding 2000 mg ampiciliin kl\ hgp véi 1000
mg sulbactam va trong khodng 40-7 1 meg/mi sau khi dung 1000 mg ampicillin két hop véi 500 mg
sulbactam. N.ﬁng @ dinh trung binh trong huydt thanh cla sulbactam ndm trong khodng 48 - 88
mog/mi (khi ding 2000 mg ampicillin k&t hep vér 1000 mg sulbactam) va 21- 40 meg/ml (khi ding

t
difficile (CI

Tibu cnax do Cl difficile diarhea-CDAD) da dugc bao
cAo khi st dung a6 véri hiu hét cac chilt A m llin natri, vé
a0 nghlém trong cb thé tir tidu chiy nhe dén viem rudt két ddin dén tir vong Pidu tr bAng cac cht

Khang khuAn s8 lam thay a8i quiin thé vi sinh vt ty nhidn cia rudt, din tl sw phét trién qua mirc

cuia C.difficile.

Clostridium difficile sinh ra d0c 18 Ava B gop phn 1am phat trién CDAD. Céc ching C.difficile sinh
nhidu doc t 1 nguyén nhan lam tang ty 1§ méc bénh va & vong, vi cc nhibm Kkhuln nay co thé
Kkh chiva khi diing cac liu phip khang sinh va c6 thé cAn phai cAtbé rudt két. CAn phai nght ddn
bénh CDAD & tAt ca cac bénh nhan xudt hign tidu chy sau khi ding cAc chét khang khudn, Cén
ghi bdnh an cAn than vi 4 c6 bao cao CDAD xdy ra o 4 4 h & hon 2 thang.
Niw mol thude cb tac dung toan than khac, nén kidm tra djnh ky chire néng than, gan va cac co
quan taoméu Eonglhal glan didu tr|. Didu ny rdt quan trgng & ré so sinh, dac bigt1a tréd non thang

a 0 nhikhéc

1000 mg ampicillin k&t hop veri 500 mg sulbactam). Sau khi tiém bap 1000 mg ampicillin két hop
v 500 mg sulbactam, ndng d4 dinh trong huydt thanh cda ampicillin ndm trong khoang 8-37
meg/m va cia sulbactam 1a 6-24 meg/ml. Ca ampicillin va sulbactam co thei gian ban thai trong
huy#tthanh trung binh xdp xi khodng 1 giér & ngurdi tinh nguydn khde manh.

X&p x| 75-85% ca ampicillin va sulbactam durgre thal trir dudi dang khang thay 88 trong nuée tidu
trong 8 giér dAu sau khi dung thudc & nhrg bdnh nhan €6 chirc néing than binh thutmg. Nong 46
:)G:glmdg‘n va sulbactam trong huyét thanh co thé cao hon va kéo dai hon mot chut khi dung

i prabenecid.
Bénh nhan bj suy thiin, 3dng hoc cla sir thai trir sulbactam l\‘lé ampicillin cang bj dnh hudng nhu

VI viém tuyén bach chu a do ngubn gbe virus, khong ndn ding subactam natri/ampicillin natri tdm
baphiém tinh mach. C6 mot i 18 céc bgnh nhan viem tuybn Au dis in bi phat ban.

TUONG TAC THUOC
inol: Ding
ca 2thud

Tron chuni va
thubc, ndu chn phai diing <A 2 Iogihube nay,
1 gi¢r. (xem phiin Twong ky).

chung v iilin ¢6 thé gay tiing i 13 phat ban & bénh nhan dang

&

ol in vitro c6 thé 1am mét tc dung cla ca 2
ndn tibm é cac i trl xa nhau va cach khodng L nhét (&

nhau. Do 86, ty 1& ndng a4 cia hai thusc trong huydt héng thay 84i. Nen giam s8 1An tidm ; ikt il
sulbactam MWamp!r.lgllln ‘natri tiém bap/iam tinh mach & nhing genh ‘ahain nay giéng nhir khi sir ;"“5” chéng dong: ”°"'°‘g"“"°"‘ ”‘:‘cb gdy thay ad| kbt dinh ubu chu, thay ab
dyng ampicillin, hgdrwwcﬂuno énéyob!h 1am téng tacdung cr‘;z;. ol frg
g d m',‘,,g o huydi thanh ngudikhodng 26% vé 3% 081 ot sulbacts T K e o ks mang 818U €00 poniciin, 5 ihALIA nn ranh dung chung "
il vt v 3
uN‘"g uou- binh ampicilln va sulbactam do duoc & cdc md vd dich o oo Ty Ubng thube ngtra thal chira estrogen: Ba co nhing bido céo vé sy gidm hi¢u qué ngura thal & phy
- e dh ca Teiii nirdung in gay v& ké hoach. Du sy lién quan It nhung nén cho phy nir ding amplcillin sir
Dich hopc mé Libu ampicilinisulbactam(g) | Nond a8 cia amplc dyng [3 ontranh hay thay thé. _
. (m ope Mo Methotrexat: Dung chun&vm ampicillin gay ra gidm thanh thai va tang dgc tinh cua metholrexal
Dijch mang 0,5/0,5 dung dudng linh mach | 7/14 Nén theo doi bénh nhan cAn than. Liduleucovorin c thé phai tang 16n vé kao dal thr gian str dung.
Bong nudc trén da_|0,5/0,5 dung dudng finh mach 820 d: P 1am gidm dao thal ampicillin va sulbactam qua &ng than khi ding chung:
Dich md 1/0,5 dung dudng tinh mach 8/4 téc dyng nay gy lagg vé kéo dal nbng d6 khang sinh trong huyét thanh, kéo dai the glan bén thal
va ting nguy co nhiém déc
M rubt O.SIﬂf dung dudng tinh mach | 11/18 Tuong téc frong labo: Glucose nigu duong linh gid c6 thé xdy ra khi phén tich nue 1idu bing
[Rugtthoa | 21 ding duding linh mach 3/40 6 Fenhling va Clinitest™. Sau hy nir cé thal ding nhan thay cd
sy giam nhét theri ndng a6 estriol lian hop, estriol glucoronid, estron va estradiol lién hop Tac

04 c6 bao cao, khi méng ndo bj vism amplcillin v& sulbactam ¢é thé thim qua dich nao ty
sau khi ding Ama-Power® duéng dung tinh mach.

dyng ndy cthé xdy ravéi sulbactam nalri/ampicillin natri im bap/iém tinh mach.

Durge d ‘eba amplcilin va sulbaclam & banh nhi sau khi dung Ama-Power* Ia rong tyrnhu  Tromg ky
G%mhﬁwv sau lmi ruydn tinh mach 15?!“‘11 lidu 50-75 mnllga hé uvnnAma-Powen‘},nAng Sulbactam natri/ampicillin natr tiém bap/tiém inh mach va céc aminoglycosid nén pha va tiém
36 Qinh tho dugre trong huyal thanh va huybt tuang coa ampicilin ndm trong khodng 82-446 g biét. vimol lam mét tac dyng
moglmi, va cla sulbactam I 44-203 megiml. Thévi gian ban thili truna binh khodng 1 gié. S DYNG THUGC CHO PHY ND' €O THAI VA CHO CON BU
QUY CACHDPONG GOI Nghidn ciru v siz sinh san trén dong vat thi nghiém khong cho thiy p 6 ank
HYp 50 lop bdt pha tiem. huréng trén kha naing sinh san va tac hal cho thal. Sulbactam qua duoc nhau thal. Tinh an toan
CHIDINH E‘?ﬁe’"%‘l man.g‘i’ha’l’lvé osnali ﬁ‘:a': &W&E’fﬁ'a" him khi stz dyng cho phy n(r cho con bu
hi dinh sir dyng sul nalri iém bapidm tinh mach trong nhing lruerng h DAL IO P ! nthil, thiin trong khl sty dyng cho phyin@ cho can b0
o g o S8 b 4 i Kol duong b nap 06n va  ANH HUGNG LEN KHANANG LAIXE VA VAN HANHMAY MOC
Gudmg ho hap du gm viem xoang, viem tai gitra va viém ndp thanh quan. viém phdi dovikhudn;  Chuard anh huég ca thube 18n kha néng l4i xe va van hanh may moc.
nhidm khudn dwong tiét ni¢u va viem dai bé than; nhidm khulin trong 4 bung gbm viem phicmac,  TAC DYNG KHONG MONG MUON
vim i mat, viém ndi mac tir cung, viem vong chu; nhidm khuén huy8t: nhiém khudndavacdu  Nhong tac ﬁ?ng ngogi  lién quan dén vige - dung riéng ampleillin co thé gép khi ding sulbactam
n {inh mach.

tric da, va nhiim 1du cAu.
Sulbactam natrifampicillin natri tiém bipAiém tinh mach cling c6 thé diung trrdc va sau cude mbé
nhiing bnh nhan phiiu thudt & bung hodc vung chau 6 nguy co b nhibm ban phic mac ti 1§
nhibm khun vét thirong hau phdu, C6 thé ding di phong nhidm khudn hiu san trong nhomg
tnrdmg hop chdm durt thai ky hodc mé Iy thai.

LIEULUONG VACACHDUNG

TAt ca cc tac dung ngoal y (ADR) ligt ké dudi day duvc trinh bay theo phéan logi theo h$ co quan
ctlaMedDRA (Medical Dictionary for Regulatory Activities). Trong mbi logl tAn sudlt, cac ADR dugc
trinh by theo mirc 46 nghiém trong. Mire dg nghiém trong cia ADR dugc xAc djnh theo thm quan
trong vé matlam sang:

Bang Céac Tac Dung Ngoai Y

Sulbactam natri/ampicillin natri tiém bap/tiém tTnh mach cé thé dung dudng tinh mach hodc tidm Phan loal th Thrémy It 1/1000 Thn subt khdng xac dinh
bip. Cach pha thubc nhur sau: hé cor quan o ap z:?:sn dfn‘ Qﬁmn pma 11/&@ a...",o“iu_nw"é’m.:.‘ gu:
Téng Lidu | Lidu Twong Buang véi | pa, Thé Tich Héa | Ndng B4 Téi Ba Sau b n< dugc W de ey siin
i 908l Rél loan mé Thibu mau Gl ch Thibu méu tan huyb
@) Sulbactam Ampicillin (g) Tan (ml) Khi Pha (mg/ml) Ly nmm 'l‘lum G\bn‘: m GIA:: wnﬂ: i eré\hu Ml:y t
15 0510 Lo20ml |3.2 125-250 \rﬁ.u db\;ch trung tinh ‘B‘:‘V::Auﬂ huy$t gidm
ng u
Khi tidm truyédn tinh m:l:h. sulbactam natri/amplcillin tiém bl:lllem tinh mach nén dugo pha véi chu ua eosin
nudre pha tiém vé khuén hodic dung dich thich hop. (xem phan Huéng D n St Dyng). D& dam Ri loan hé Sbc dang phéin v
bao thubc tan hoan todn, nén 4 y&n cho bol cla dung dich mat hin va kiém tra bng mét. Co thé mibin dich Phin tmg dang phn v
1iém finh mach lidu nap thét cham 181 thidu 13 3 phiit hoac pha lofing @ idm truyén tinh mach trong R on 14 ool
15-30 phut.
Ao fower™ cing c6thd dug st dung biing cach tlem b thit sau; néu bj dau, c6 thd pha thudo '“N"I"'“" — —
véri dung dich pha tibm v khuan lignocaln hydroclorid khan 0,5%. ;o;::‘u {inh mas
sulbactam natri/amplcillin nairi tiém b&p/iém tinh mach thuémg ding tir 1,6 g 161 12 R8I loan tibu ho | Tibu chdy Nen ol Budnnon | Viem dei irdng gid mac
o m&i ngay, dugc chia ra md| 6 gitr hodic 8 glos cho té lidu 18 da mi ngay cua sulbactam I& Vibm heorl mm m kbt
9. Nhirng truémg horp nhibm khudn nhe c0 thé chia libu b 12 giér. poreiipsc B
Mirc 46 nhibm khuin | Lidu m3i ngay (9) R4l logn gan-mdt Ta;g bilirubin Viom gan & mt
natri/ ampicilin natr tiém bap/tiém tinh mach huydt 1 oy oo bl i
Nhe 1,5-3 (0,5+1 dfn 1+2) Ving da e
Trung binh 16n aén 6 (2+4) andl "n‘%.m e Phat ban n 'ﬁ'.) o fl;:fl:lgg!cmm
Nang 1n dén 12 (4+8) 1B ban el g
. myn
56 18n ding thube c6 thé dura theo 49 nghiém trong cla banh va chirc néng thdn ctia bdnh nhan. \hén o
Dibu trj thuréng duorc tidp tyc dén 48 gidr sau khi d& cAt sbi va cac triéu chirng bt Ihudmg 0 mét. Viom da .,w,, y
Thuémg cho didu trj tiz 7-14 ngdy, nhung théi glan didu trj co thé phai kéo dal thém hay cho thém R&I loan than Viom thén K
b phioImg wg\%w'l:‘élc?\a 418 1500 mg sulbactam natrampiciin naie Ua LLYL ]
Khi di nh nhain céin han natri, chi y mg sulbactam natrifampicillin nat m a D ond
pépiom A eniva khong 115 mg (mmol) nati, B3 i phong nibm Khudn phBu Ul | ceomdn | 2 Phfe i ot o B
giing tir 1,5 dén 3g sulbactam natr/ampicillin natri tiém bilp/tim tinh mach luc idn md aé thudc o trang tal chd tiem
théi gian dat ndng 80 higu qud trong huybt thanh va mo khi Uén hanh phiu thudt. Co thé lap lai lidu Xt nghiom Tang Alanin
trén mdi 6 gir hodc B gidy; th ngimg thubc 24 gitr sau philu thugt inr khi co chi dinh didu trf aminotransferaso
béing sulbactam natri/ampicillin natr tiem bp/tidm tinh mach Tang Asparat
Didu trf nhidm 14u cAu khd bién chirng: sulbactam natriampicillin natri tiém baptiém tinh mach
ibu duy nhét 1,5 g. Nén ubng them 1 g probenecid dé kéo dai ndng a4 sulbactam vi ampicilln  Cag lpal CIOMS IIV: Thudmg gap: 211100 dén <1/10 (21% va <10%). It gdp: 21/1000 dén <1/109
trong huyét tvong (20,1% va <1%); Hidm gdip: 21/10.000 dén <1/1.000 (20,01% va <0,1%). Chura x40 dinh: thn sudy
Em, Nh Nhi va So Sinh Kkh6ng xée dinh dugre tir che dir ligu siin oo,
R. ‘sulbactam natri/ampicillin natri tidm bAp/iAm Ginh mach cho hiw hét cac truding hop nhifm — Trd em:
Khudn & tré em, nh( nhiva lré so sinh 1 150 mg/kg/ngdy (trrong g véri sulbactam 8y  Chcde ligu hll°" c:arshnlw; mwn&:g ld'gng sr:a—anr’ @ tré em cho thity cic tac dung khong
icilfin 100 mg/kg/n maeng muon gap p ung thu nhd la twong by nhir da ghi nhain U 16
g.ﬂ“fm"ﬂ?.n nhi v ;g ,Zﬁ.’m‘ 18ng Idu trong ngay thuérng durgrc chia cho mbi 6 giér hode 8 gid, ;u ng |nmn mdt bénh nhi bi tang lympho huydt khdng didn hinh khi aﬂznm vm"..“,‘.E::.'.',';
wromg tw nhir khi ding ampicilfin thdng thudng. fampleiliin.
DA vt 116 50 sinh ot tun 10l (38c bit 1 ré thibu thang), Bu khuyén odo 1d 75MaKG mBingdY  quA LiEu VA CACH XU TH
{turong img 25 mg/kg/ngaty v amp 0 , chiamdi 129l Thong tin vb ngd ddc cAp ampicillin natri tiém finh mach va sulbactam natri & ngur cdn iy
Bénh Nhan Suy Than s ool Qui lidu thube cb thd co nhimg bldu chd yéu nhu nhomg tac dung ngoal y da bao an ché
Binh nhan b suy thin niing (00 thanh thl creatinin <30 mi/phot), 4609 hoo cla sy magu cla  omxatvi ndng 49 khdng sinh belalactam rong dich nito Wy c6 thd gay cde thc hy Cho, Ngn
sulbactam va ampicilin cong bi anh hubnﬂnhu nhau. Do 46, ty 18 ndng 30 cua hal ‘h“b‘ rong b cA ddng kinh. VI ampicilln va sulbactam co thd durre thdm phan qua mau 0 trén thin kinp,
huybt ong khong thay 8. Nén gim s [An tidm sulbactam natriampicilin nalr ém bapiém  J a0l 1ng (hai thude ra khai co thd ndu qua idu xdy ra & bgnh nhan -uymiﬁhw Phap nay
finh mach & nhirg bnh nhan nay gibng nhuz khi si dung ampicillin DIEUKIEN BAO QUAN
m&m ThibL ol dibu chinh KU & binh AN suy gan, tuy ohidn cn theo 0l chire nang gan Bdo quén thudc & nhigt 40 duti 30°C, trong bao bl gde
dinh ky Vi thube 6 thé glty doc cho gan HANDUNG
Hurdrmg DAn 8 Dyng 2ndm ké tr ngay san xult
Sulbactam nalrl fuang hop vel hhu hét dich truydn tinh mach nhung vi b ampleillin natri v KHONG DUNG THUOC QUA THOT HAN GHI TREN NHAN
sulbactam nairiampicilin natr tm bap/ibm (inh mach ddu It 8n dinh trong dung dich dextrose iy, pia CHICUA CO SO SAN XUAT
oo cc dung dich chira carbohydral khic, khong ndin pha chung vol cac sdn phim Hr mauhode g anibiolice S.A.,
tir protein thily phan v o llin natri tidm baptiém tinh mach Sir, Valea Lupulul . 1, lasl, Jud. lasi, cod 707
khéng turamg hop vér cc aminoglycosid: khong nén pha trn trong clng m‘el vatchua. Dung dich GAY XEMXETSU \ Oil AP % 410, Rumani
a8 dic 8b tibm bp ndn dung trong véng MOt giv sau khi pha. Thor gian s dyng ndu truydn tinh ?m re 'ADOI, CAPNHAT LAINOI DUNG HUONG DAN SUDYNG THUBC

mach 881 vér nhirng dung dich pha thubc khat nhau nhu sau




