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*SULTRALIN

(Sultamicillin 750 mg, vién nén bao phim)

T huoc nay chi diung theo don thuéc
Dé xa tam tay tré em
Doc kj hudng dén si dung truéce khi ding

1. Thanh phan:

MJi vién nén bao phim cha:

Sultamicillin tosilate dihydrate tuong duong véi
sultamicillin ...750 mg

Ta duogc: starch, lactose monohydrat, magnesi
stearat, natri starch glycolat, hydroxy propyl
cellulose, hydroxy propyl methylcellulose, diethyl
phthalat, titan dioxyd.

2. Dang bao ché:
Vién nén bao phim

3. Chi dinh:

Thudce duoc chi dinh st dung trong nhitng truong
hop nhiém khuan do vi khuan nhay cam vai thudc.
Chi dinh dién hinh 13 nhiém khuan dudng ho hap
trén gém viém xoang, viém tai gitra va viém
amidan; nhiém khuan duong ho hap dudi gom
viém phdi va viém phé quan do vi khudn; nhiém
khuén duong ni¢u va viém dai bé than; nhiém
khuan da va mé mém; nhiém khuan 6 bung va
nhiém 1au cau.

Sultamicillin dang udng cling duoc chi dinh ¢
nhimg bénh nhan cin didu  tri bang
sulbactam/ampicillin sau khi da diéu tri khoi dau
bang sulbactam/ampicillin dang tiém.

4. Liéu dung va cach  dung:

Liéu sultamicillin khuyén cdo & nguoi 16n (gom ca
nguoi gia) la 375 mg to1 750 mg hai 1an moi ngay
(mdi 12 giv).

Ca nguoi 16n va tré em, sau khi hét sbt va nhiing
dau hiéu nhiém khuan khac phai diéu tri tiép tuc
thém 48 gio nita. Thoi gian diéu trj thuong tir 5 t6i
14 ngay, nhung c6 thé kéo dai thém néu thiy can
thiét.

Bit cir truong hop nhiém khuan nao do lién cau
tan huyet phai diéu tri it nhat la 10 ngay dé ngin
ngua sOt thap hodc viém vi cau than cap.

Diéu tri nhiém 1au cau khoéng triéu chung, dung
sultamicillin liéu duy nhét 2,25 g (3 vién 750 mg).
C6 thé két hop v6i probenecid 1 g dé kéo dai nong
dd sulbactam va ampicillin trong huyet tuong.
Tru:ong hop nhiém lau cau ma c6 ton thuong nghl
ngo giang mai, nén xét ngh1em bang kinh hién vi
nén den trude khi cho diéu tri bang sultamicillin
va phai xét nghiém huyét thanh hang thang it nhat
trong 4 thang lién tiép.

Tré em va tré nho

Trong hau hét cic truong hop nhidm khuan ¢ tré
em can ning dudi 30 kg, liéu sultamicillin 1a 25-50

mg/kg/ngay chia thanh hai lan tuy thudc mirc do
nhlem khuan va dénh gia cta bac si.
D6i v6i tré em can nang 30 kg tré 1én, dung lidu
nhu nguoi 16n.
Bénh nhén suy thin
o] bénh nhan bi rbi loan chtrc nang than nang (d6
thanh thai creatinin thap hon 30 ml/phut) kha
nang thai trir sulbactam va amplcllhn cung bi anh
huong nhu nhau. Do d6, ty 1€ nong do cua hai
thuoc trong huyet tuong khong thay doi. Phai giam
lidu va sb lan dung sultamicillin ¢ nhling bénh
nhan nay gidng nhu khi st dung ampicillin thong
thuong. .

BANG 1 )

Hudéng din vé liéu sir dung thudc
cho bénh nhén bi suy thin

D) thanh thai Thoi gian
creatinin ban thai Liéu khuyén cao
(mL/phat/1,73m?) | Sultamicillin
tosilate (gio)
>30 1 1,5g moi 6- 8 gioy
15-29 5 1,5g mdi 12 gid
5-14 9 1,5g mdi 24 gio

Khi chi co thong tin vé ham 1u0’ng creatinin trong
huyét thanh, c6 thé str dung cong thic sau de tinh
toén dg thanh thai creatinin dya trén thong so nay.
Nong do creatinin trong huyét thanh nén biéu hién
trang thai 6n dinh ctia chirc ning than.

Cong thure: i
Can nang doi voi bénh nhan nam (kg) x (140 - tudi)

72 x ham lugng creatinin trong huyét thanh
Déi v6i bénh nhén nit: 0,85 x gia tri trén.

5. Chdng chi dinh ‘ ’ ,
Qua man vdi cac thanh phan cua thude hoac bat cor
cac penicillin nao.

6. Cinh bdo va than trong:

Nhitng phan img qua man tram trong doi khi géy
tir vong da dugc bdo cao ¢ nhiing bénh nhén st
dung pen1c1lhn bao gom ca sultamicillin. Céac phan
ung nay thuong xay ra ¢ ngum cd tlen st di ung
pen01c1lhn va/hodc man cam voi nhiéu di nguyén.
ba co nhu’ng béo cdo vé nhiing nguorl cé tién sur di
mg voi penicillin c6 thé bi di ung khi dung
cephalosporin. Trugc khi dung pencicillin phai hoi
k¥ tién st di ung trude do, dac biét 1a di ung véi
pencillin, cephalosporm va cac di nguyén khdc.
Néu phan ung di ung xay ra, phdi ngung thudc
ngay va doi sang loai thudc khac thich hop.

Trong nhu’ng truong horp phan Ung phan v€ nang,
can cap ciru ngay v6i adrenalin. Néu can cho tho
oxy, tiém steroid, 1am thong duong thd bao gdm
ca viéc dat ndi khi quan.

Cung nhu véi cac khang sinh khac, can theo doi
cac dau hiéu ctia tinh trang qua san ciia cac vi sinh
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vat ong nhay véi thuoc ké ca nim. Neu boi
nhiém xay ra, phai ngung thudc ngay va diéu tri
v6i loai thude khac thich hop hon.

Tiéu chay lién quan dén Clostridium difficile
(CDAD) da dugc bao cao khi sir dung hau hét cac
khang sinh bao gdbm ca sultamicillin, va c6 thé xay
ra & mirc do tir nhe dén nang doi khi gay Jais vong.
CDAD nén dugc can nhic theo ddi véi tit ca cac
bénh nhén ¢, tién sir tiéu chay do str dung khang
sinh. Ciing can theo ddi y khoa vi tiéu chay da
duoc bdo cdo xay ra 2 thang sau khi ngung liéu
phép khang sinh.

Sultamicillin dang udng dugc chuyén héa chu yéu
qua dudng ni¢u. Do chuac nang thin chua phat
trién ddy da o tré so sinh nén thin trong khi su
dung sultamicillin cho ddi tuong nay.

Phan ng da nghi€m trong, chang han nhu hoai ttr
biéu bi nhiém doc (toxic epidermal necroly51s -
TEN) hoi chung Stevens-Johnson, viém da troc
vay va hong ban da dang da dugc bdo cdo ¢ nhitng
bénh nhan diéu tri bang ampicillin/ sulbactam. Néu
xdy ra phan ung da nghiém trong, cin ngung dung
thudc nay va st dung liéu phdp thich hop (xem
phan Téc dung khong mong muon)

ba thay c6 moi tuong quan glua ton thuong gan do
thudc nhu viém gan & mat va vang da véi viéc
dung amplcllhn/sulbactam Bénh nhan phai dugc
khuyen céo lién lac v6i bac si néu xuat hién cac
ddu hiéu va tridu chimg cia bénh gan (xem phan
Téac dung khong mong mudn).

Do bénh tang bach cau don nhan c6 ngudn gbc tir
virus, khong nén dung ampicillin. C6 ty 1€ cao céc
bénh nhan tidng bach cau don nhan s dung
ampicillin da bi phat ban.

Nén kiém tra dinh ky dé phat hién réi loan chirc
nang h¢ co quan trong qua trinh tri liu kéo dai;
trong d6 bao gom chirc nang than, gan va h¢ tao
mau.

Bénh nhan mic phai nhimng van dé di tmyen hiém
gdp nhu khong dung nap galactose, thiéu hyut men
Lapp lactase hodc kém hap thu glucose-galactose
khong nén dung thube nay.

7. Su dung cho phu nif ¢6 thai va nudi con bi:
Co thai

Céc nghién ctru vé sy sinh san trén dong vét thi
nghiém khong cho thiy sultamicillin 1am kha nang
sinh san bi suy gidm hoac gay hai cho thai nhi.
Sulbactam qua dugc hang rao nhau thai. Tuy
nhién, su an toan khi st dung thudc trong thoi ky
mang thai ¢ nguoi chua dugc xac dinh. Vi vy, chi
nén dung sultamicillin trong thoi ky mang thai néu
loi ich vuot trdi nguy co.

Nguwoi nuoi con bu

Khong nén st dung sultamicillin cho phu nir dang
nudéi con bi. Nong do thap amp1c1ll1n va
sultamicillin duoc bai tiét qua stta. Di€u nay nén
duoc than trong dac biét véi tré so sinh dang bl
me do chuc ndng than chua dugc phat trién hoan
thién.

8. Anh huéng d&€n kha ning l4i xe va van
hanh may méc:
Chua duoc biét.

9. Tuong tac thudc

Allopurinol: Sir dung dong thoi allopurinol va
ampicillin gay ting dang ké ty 1¢ phat ban & bénh
nhan st dung dong thoi ca hai thude so sanh véi
bénh nhan chi sir dung mot minh ampicillin.

Cac thube chong dong mau: Cac penicillin c6 thé
anh huong dén su tap két tiéu cAu va cic xét
nghiém dong mau. Cac anh huo’ng nay co thé tang
thém néu st dung ddng thoi voi cac thube chong
dong mau.

Cac thuéc kim Kkhuin (chloramphenicol,
erythromycin, cac sulfonamid va cac tetracyclin):
Céac thube kim khuan c6 thé anh huong dén tac
dung diét khuan cta ciia cac penicillin do vdy nén
tranh sir dung dong thoi.

Estrogen-chira trong cac thudc tranh thai
dwdong udng: Pi co cic bao cio giam tic dung
cua cac thudc tranh thai duong ubng & phu nir
dang ubng arnplcllhn dan dén co thai ngoa1 mong
muon. Mdc du moi lién hé khong rd rang, bénh
nhan nén dugc khuyén cido st dung thém hoic
thay thé véi mot bién phap tranh thai khac trong
khi str dung ampicillin.

Methotrexat: Sir dung két hop véi cac penicillin
c6 thé 1am giam d6 thanh thai cia methotrexat va
dan dén tang doc tinh cua methotrexat. Bénh nhan
nén dugc theo doi chat ché.

Probenecid: Probenecid 1am giam bao tiét qua
6ng thén cua ampicillin va sulbactam khi s dung
dong thoi. Tac dung nay gdy tang va kéo dai nong
d6 thudc trong huyét tuong, thoi gian ban thai va
tang nguy co doc tinh thudc.

Cic twong tac xét nghiém: Két qua xet nghiém
duong ni€u duong tinh gia co thé xay ra khi xét
nghiém nudce tiéu sir dung thudc thir Benedict,
thude thir Fehling va Clinitest.

Sau khi cho phu nir c6 thai dung ampicillin, nhan
thidy noéng do estriol lién hop, estriol glucuronid,
estron lién hop va estradiol trong huyét twong bi
giam tam thoi. Tac dung ndy ciing c6 thé xay ra
v6i natri sulbactam/natri ampicillin tiém bap/tinh
mach.

10. T4ac dung khong mong mudn

Béang dudi day liét ké cac tdc dung khong mong
mudn duoc phat hién trong cac nghién ctru sir
dung da liéu sultamicillin trén bénh nhén nguoi
16n theo phan loai co quan va tin sudt (rit
thuong gap (> 1/10), thuong gap (>1/100 va
<1/10), it gap (>1/1000 va <1/100), hiém gap
(>1/10.000 va <1/1000) va chua xac dinh dugc
tan suét (tan suét khong xac dinh dugc dua vao
cac dit liéu san co):



https:

[trungtamthuoc.com/
Phan Tac dung khong Tan suat Ro6i loan | Dau khép Chua xac
loai theo mong muon cO Xuong dinh duoc
hé co va mo tan suat
guan lién két
Nhiém Viém dai trang gia Hiém gap Roi loan | Viém thén ké Hiém gip
khuan va | mac than va
nhiém Ky | Nhiém ndm Candida, | Chua Xac hé tiet
sinh trung | khang thuoc dinh dugc ni¢u
tan suét Roi loan | Mét moi It gip
R6i loan | Giam 3dong tébao | Chua xac chung va | Viém niém mac, khd | Chua xac
MAau va | mau ngoai Vi dinh dugc tinh trang | chiu dinh dugc
h¢ bach | (pancytopenia), thoi | tan suat tar vung tan suat
huyet gian dong méau téng str dung
Giam tiéu cau’ It gap thube
Mat bach cau hat Chua xac RO1 loan Phat ban, ngfra, phél’l Chua xac
giam bach cau, giam | dinh duygc da va mo | ing da, may day, dinh duoc
bach cau trung tinh, | tan suat dudi da | viem da tan suat
thzeu mau tan huyet Hogi tir biéu bi nhiem | Hiém gap
thiéu mau, tang bach doc, hoi chirng
cdu di toan, ban xudt Stevens-Johnson,
huyet giam tiéu cau’. hong ban da dang
Roi loan | Cac phan Gmg phan | Chua X4c . viém da tréc vay i
hé mién | vé bao gdm sdc phan | dinh dugc Cac.>A<et Ket tap tieu cau bat Chua xac
dich vé, phu mach tan suat nghiém thiong' dinh dugc
Roi lpan | Chan an Chua xac tan suat
chuyén dinh duoc L ) P
hoa va tan suat Cdc tac dung khong mong muon dwoc trinh bay
dinh duoi dang in nghiéng lién quan tdi viéc su dung
dudng ampicillin va/hodc sulbactam/ampzczllm dung qua
Roi loan | Pau dau, budn ngl It gap dwong tiém bdp/tiém tinh mach.
hé than [ Co gigt', chdng mat | Hiém gip
kinh Dboc tinh trén than Chua xac 11. Qua liéu va xir tri:
kinh. 1o mo dinh duoc Thong tin vé qua lidu cip cac ampicillin va
’ t3n suét sulbactam ¢ nguoi la giéi han. Qua lidu thubc s&
Roi loan | Viém mach dj tng | Chua xac gay tang sw nghiém trong cla cac tac dung phu.
mach dinh duoc Nong do cao cac khang sinh beta-lactam trong
mau tAn suat dich ndo tuy co thé giy doc tinh than kinh bao
R&iloan | Kho the Chua Xac gdm co gidt. Do cac ampicillin va sulbactam c6
ho hép; dinh duoc thé dugc loai bd béi thim tach mau, qui trinh nay
nguc va tin suit nén dugc ap dung trong truong hop qua lieu dé
trung that loa} bo thuf)c ra khoi co thé, dac biét vé1 bénh
Roi loan | Tiéu chay Rat nhan suy than.
tieu hoa tg%‘;(mg 12. Piic tinh duge Iyc hoc
Budn non, dau bung T}iu’(‘mg Nhom tac dung du’(yc ly: phéi hop cac penicillin
i op bao gdm chit e ché beta-lactamase.
NoOn. Viem luoi® Tt o7 Ma ATC: JO1CR04
Viem ruot ket Hiém gap Sultamicilin 1a mot ester d61, trong d6 ampicillin
Phan deﬂ Viem ruat | Chua Xac va sulbactam, chat e ché beta-lactamase, dugc
XUAt huyet viem dinh duoc gin qua nhom methylen. Vé mat hoa hoc,
miéng*, kho miéng tan sudt sultamicilin = 1 ester sulphone
dau thu’ ong i, r011 oxymethylpenicillinate cua ampicillin va c6 trong
loan vi giéc, day h(n lémng phan tur 1a 594.7.
LuGi moc Iong den, nguoi trong qua frinh hap thu, sultamicillin s&
kho tiu. thuy phan cho ra sulbactam va ampicillin ty 1€
Réiloan | Tang bilirubin huyést | it gap phan tr 1:1 luu hanh trong hé tuan hoan
gan mat ' e b hon i Ko T B e
) u \4 u u
n({an:atc\;zaw\c”;ig]ngzgg dci}rlllliad)t(r?c nhiéu vi khuan Gram duong va Gram am do kha
bat thuong, vang da, | tn suat nang uc ché sinh tong hop peptidoglycan cua

tang aspartat
aminotransferase,
tang alanine
aminotransferase!

thanh té bao vi khuan. Tuy vay, ampicilin b beta-
lactamase pha v& vong beta-lactam, nén binh
thuong pho tdc dung khong bao gdbm céc vi khuan
tao ra enzym nay. Sulbactam la mdt acid sulfon
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penicilamic, chat uc che khong thuan nghich beta-
lactamase. ‘Sulbactam chi c6 hoat tinh khang
khuan yéu khi su dung don doc. Sulbactam c6 hoat
tinh trc ché tbt ca 2 loai, beta lactamase qua trung
gian plasmld va nhiém sac thé. Do sulbactam c6 ai
lyc cao va gan vo1 mot so beta-lactamase 1a nhiing
enzym lam bat hoat ampicilin bang cach thuy phan
vong beta-lactam, nén phdi hop sulbactam v&i
ampicilin tao ra mot tidc dung hiép dong diét
khuan, gilp mo rong phd khang khuan cua
amplclhn dbi voi nhiéu loai vi khuan sinh beta-
lactamase da khang lai amplglhn dung don ddc.

Pho tic dung: vi khudn Gram duong:
Staphylococcus aureus (ca loai sinh beta-
lactamase va khong sinh beta-lactamase),

Staphylococcus epidermidis (ca loai sinh beta-

lactamase va khéng sinh beta-lactamase),
Streptococcus faecalis (Enterococcus),
Streptococcuspneumoniae, Streptococcus

pyogenes, Streptococcus viridans. Vi khuan Gram
am: Haemophilus influenzae (ca loai sinh beta-
lactamase va khong sinh beta-lactamase),
Moraxella catarrhalis (ca loai sinh beta-lactamase
va khong sinh beta-lactamase), Klebsiella sp (tat
ca cac loai nay déu sinh beta-lactamase), Proteus
mirabilis (ca loai sinh beta-lactamase va khong
sinh beta-lactamase), Proteus vulgaris,
Providencia rettgeri va Neisseria gonorrhoeae (ca
loai sinh beta-lactamase va khong sinh beta-
lactamase), Enterobacteriacae (vi du mot so
chung E.coli, Proteus mirabilis, Salmonella,
Shigella). Vi khuén ky khi: cac loai Clostridium,
cac loai Peptococcus, cac loai Bacteroides bao
gom ca Bacteroides fragilis, Bifido bacterium,
Peptococcus, Fusobacterium, Prevotella...

Vi khuan khang thudc: Tu cau khang methicilin,
oxacilin hodc nafcilin phai coi 1a cling khang lai ca
ampicilin/sulbactam. Tryc khuan wa khi Gram 4m
sinh beta-lactamase tuyp 1 (thi du Pseudomonas
aeruginosa, Enterobacter...) thuong khang lai
ampicilin/sulbactam, vi sulbactam khong trc ché
phan 16n beta-lactamase tuyp I. Mot so chung
Klebsiella, E. coli, va Acinetobacter va mét so
hiém ching Neisseria gonorrhoeae khang lai
thuoc. Enterococcus faecium thuong khang
ampicilin/sulbactam.

13. Pac tinh dwgc dong hoc:

Hip thu:

Duogc dong hoc cua ca hai thanh phan trong cong
thire deu tuong tu nhau va khong thay do6i khi
dung két hop. Sau khi uong, sultamicilin bi thuy
phan trong khi hip thu & cho ampicilin va
sulbactam véi ty 1€ 1:1 trong tuan hoan chung
Sinh kha dung cua dang uong la 80%. Thuc dn
khong anh huodng dén kha dyng sinh hoc toan than
cla thuoc

Phén bé va chuyen hoa:

Sau khi tiém bap va tiém tinh mach, cd hai thuoc
dugc phéin b tot dén cac mo va dich cua co the
Nong d6 hai thudc & tat ca cac mo va dich co thé
dat khoang 53 -100% nong do trong huyét tuong.
0 nguoi truong thanh cé chirc nang than binh
thuong, thé tich phan bd (Vd) cia ampicilin

khoang 0,28 - 0,33 lit/kg va cta sulbactam la 0,24
-0,4 ht/kg Sau khi tiém bap hodc tiém tinh mach
ca amp1c111n va sulbactam phén bd vao dich ndo
tiy voi nong do thap, trir khi mang ndo bi viém.
Ca hai thuoc déu qua duoc nhau thai véi nong do
tuong tu nong do trong huyét tuong. Chung cling
phén b vao sita vOi nong do thip. Ampicilin lién
két v6i protein huyét trong khoang 15 - 28%, con
sulbactam khoang 38%. Amplclhn va sulbactam
qua dugc hang rao nhau thai va néng d¢ cua chung
trong mau cuong ron nhau thai trong tur nhu trong
huyét thanh. Phu nir cho con bu khi truyen tinh
mach 500 mg hodc 1 g sulbactam moi 6 gio thi
ndng do thudc trong sita 13 0,52 microgam/ml.
Thdi trie:

Vi nhitng nguoi ¢6 chuc nang than binh thuong,
khoang 75 - 85% ca hai thudc thai trix qua than
duédi dang nguyen ven trong vong 8 gid dau sau
khi tiém thuoc va khoang 50 - 75% sau khi udng
thuoc Nong do cua amplclhn va sulbactam trong
huyet twong cao hon va kéo dai hon khi dung cung
V01 probenecid uong O nguoi suy than, nong do
trong huyét tuong cua ca 2 thubc cao hon va nira
doi kéo dai hon. O nguoi 16n khoe manh véi chire
nang than binh thuong, dd thanh thai ctia ampicilin
la 203 - 319 ml/phut va cua sulbactam 1a 169 - 204
ml/phut. Ampicilin va sulbactam déu bi loai ra
mot phan khi tham phan méau. Nguoi 16n, chic
nang than binh thuong, nura doi phan bb ampicilin
va sulbactam khoang 15 phat, nira doi thai tror
khoang 1 - 1,4 gid. Tré em dudi 12 tudi, nira doi
thai trir cua sulbactam khoang 0,92 - 1,9 gio. O
ngudi cao tudi (65 85 tudi) véi chirc nang than
binh thuong, nira doi thai trir trung binh cua
ampicilin 1a 1,4 gio va cua sulbactam 1a 1,6 gio.

O tré so sinh, ntra doi cua amp1c1hn/su1bactam
thay d6i nguoc \(\ tudi, khi chirc nang 6ng than
truong thanh, thude thai trir nhanh hon.

14. Dong goi:
Hop 3 vix 10 vién

15. Piéu kién bao quén, han dung, tiéu chuin
chat lu’o’ng ciia thudc :

Bdo qudn: Bao quan dudi 30°C. Tranh anh sang
va am.

Han dung 24 thing ké tur ngay sdn xuat.

Tiéu chuin chit lwong: Nha san xuat

16. Nha san xuét:

UNI MEDICOLABS.

Plot no. 21-22, Pharmacity,
Dehradun, Uttarakhand, An

|- 248197,
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