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RxThuéc ban theo don

Vién nén SULCILAT 750

Thanh phan:

M3i vién nén chira:

Sultamicillin tosilat dihydrat tuong duong véi sultamicillin..................ocooe L 750 mg

T4 dugc: Lactose Monohydrat, Natri starch glycolat, Tnh bdt bap, Hydroxypropyl methyl cellullose, Magnesi Stearat.

Dugc lye hoc:

Sultamicilin 1a mot ester d6i, trong d6 ampicillin va chét tc ché béta-lactamase sulbactam dugc gén qua nhom methylen. V& mat
hoéa hoc, sultamicilin la ester sulphon oxymethylpenicillinat cia ampicillin va c6 trong luong phén tir 1a 594,7.

O ngudi trong qua trinh hap thu sultamicillin s& thiry phan cho ra sulbactam va ampicillin ty 1€ phén tr 1:1 luu hanh trong hé tudn
hoan. Sinh kha dung khi sir dung duémg ubng dat t6i 80% so voi ding duong finh mach liéu tuong duong caa sulbactam va
ampicillin.

Nhitng nghién ctru sinh héa hoc véi céc hé vi khuan khéng té bao (cell-free bacterial systems) da chimg minh sulbactam c6 kha
nang lam bat hoat khéng héi phuc phan I6m cac enzym béta-lactamase quan trong cia cic vi khudn khang penicillin. Sulbactam c6
hoat tinh khang khuén dang ké dbi v6i Neisseriaceae, Acinetobacter calcoaceticus, Bacteroides spp., Branhamella catarrhalis va
Pseudomonas cepacia. Nhimg nghién ctru vi sinh hoc trén cdc dong vi khuan khang thudc cho thay sulbactam c6 kha niang bao vé
penicillin va cephalosporm khong bi vi khuan pha hdy va c¢6 tac dung hiép dong rd rét voi penicillin va cephalosporin. Do
sulbactam ciing gan véi mét sé protein gin két penicillin, cho nén déi voi mét s6 dong vi khudn nhay cam, sit dung két hop
sulbactam-ampicillin s& hiéu qua hon la chi ding mét loai béta-lactam.

Thanh phén két hop v6i sulbactam trong sultamicillin 1a ampicillin ¢6 tinh nang diét nhitng dong vi khudn nhay véi thubc bang
cach irc ché sinh téng hop mucopeptid cua vach té bao.

Sultamicillin ¢6 phd khing khuan rong d6i voi ca vi khuin Gram ducmg va Gram 4m, gdm c6 Staphylococcus aureus va S.
epidermidis (gém ca nhimg vi khudn dé khang penicillin va mét s6 vi khudn dé khang methicillin), Streprococcus pneumoni;
Streptococcus faecalis va cac chung Streptococcus khac, Haemophilus influenzae va Paramﬂuen_ae (ca hai dong vi khua
béta-lactamase va khong sinh béta-lactamase), Branhamella catarrhalis, vi khudn yém khi gdm ca Bacteroides fragilis va
vi khuan cung ho, Escherichia coli, Klebsiella, Proteus gdm ca hai loai indol (+) va indol (-), Morganella morganii, Citr
Enterobacter, Neisseria meningitidis va Neisseria gonorrhoeae. / :
Dugc dong hoc . ) O\ MINH
Uébng sultamicillin sau khi an khong lam anh huc‘mg sinh kha dung toan than. Nong d¢ dinh trong huyét tuong cua ampicil
khi udng sultamicillin dat cao gép hai lan so véi dung lidu tuong duong ampicillin ubng. O nguai tinh nguyén khoe manh,
gian ban thai cua sulbactam 1a 0,75 gi¢ va cua ampicillin la 1 gi¢, véi vu diém la co tir 50% tdi 75% lugng thudc thai trir nguyén
ven qua nudc tiéu. Thoi gian ban thai tang 1én & ngudi gia va ngudi bi suy than. Probenecid lam giam kha nang bai tiét qua ong
than cua ca ampicillin va sulbactam. Do do, sir dung ddng thoi probenecid va sultamicillin 1am ting va kéo dai nbng d¢ ampicillin
va sulbactam trong méu.

Sulbactam/ampicillin khuéch tin d& dang vao hdu hét cic mé va dich co thé. Thudc it thim nhap vao ndo va dich ndo tiy trir khi =
cO viém mang néo. Nong do cua sulbactam va amplc:lllm cao trong mau sau khi tiém tinh mach ho3c tiém bap vaca sulbactam lain -

ampicillin déu c6 thoi gian ban hiy khoang mét gio. Hau hét sulbactam/ampicillin duge thai trir nguyén ven qua nudc tiéu. L:'3_11
Chi djnh:
Sulcilat dugc chi dinl_] diéu tri cac béph nhiém khuan sau do cac ching nhay cam: .

- Nhiém khuén dudng ho hdp trén: viém xoang, viém tai giita, viém hdu, viém amidan do cic ching nhay cim cua 4

Haemophilus influenza, Moracella catarrhalis, Staphylococci, Steptococci, Klebsiella va Proteus spp. »
- Nhiém khuén dudng ho hip duéi: Viém phé quan, viém phdi, cac dot kich phét cap tinh cia viém phé quan man do cac . +C
chung nhay cua Staphylococeus va Steptococcus spp., Haemophilus influenza va H. parainfluenza; Moraxella. .
- Nhiém khuén da va cdu triic da: do cdc vi khuén tiét beta-lactamase sau day: Staphylococcus aureus, Escherichia coli,
Klebsiella spp., (bao gdm Klebsiella pneumoniae), Proteus mirabilis, Bacteroides fragilis, Enterobacter spp.. va
Acfnetobacrgr calcoaceticus. .
- Nhiém khudn trong 6 bung do cdc vi khuin tlél beta-lactamase sau ddy: Escherichia coli, Klebsiella spp., (bao gém
Klebsiella pneumoniae), Bacteroides spp. (bao gdm Bacteroides fragilis) va Enterobacter spp.
- Nhiém khuin phu khoa: do cac vi khuin tiét beta-lactamase sau ddy: Escherichia coli, Bacteroides spp. (bao gdm
Bacteroides fragilis). _ )
Vi ¢6 chira ampicillin, nén Sulcilat con ding diéu tri cac nhiém khuan do ching nhay cam véi ampicillin va khi ¢6 chi
dinh dung ampicillin. )
Nhiém khuin pht’:c hop do cdc chang nhay céi ampicillin va véi céc vi sinh vat khac nhay cam véi sultamicillin c6 thé
diéu tri riéng véi Sulcilat.
Lleu ding — cdch ding:
Liéu thuémg dung cho nguoi 16n va tré em (thé trong > 30 kg) 1a mdi 1in udng 375 — 750 mg, ngay 2 lan. Can tiép tuc diéu tri
thém 48 gio sau khi than nhi€t da tr¢ lai binh thuong hodc sau khi da hét cac dau hiéu nhiém khuan. Théng thuong, c@n diéu trj
tdng cong 5 — 14 ngay. Co thé kéo dai hon khi c6 chi dinh. Khi nhiém lién cAu khuin tan huyét beta, dé ngan ngira sét do thap
khop va viém cdu than — than, cé thé tiép tuc diéu tri it nhat 10 ngay. Vi bénh nhén suy chirc ning than (dd thanh loc creatinin <
30mU/phiit), can ding cac khoang diéu trj kéo dai hon so véi diing ampicillin.
Chéng chi dinh:
Bénh nhan c6 tién sir di img véi cac din xuét penicillin.



Canh bdo va than trong:

Cac ché pham penicillin c6 thé giy cic phan ng qua mén cam (phan img phan v¢). Ba gép di ung chéo gitta penicillin voi khang
sinh beta-lactam khac. Truéc khi khoi dau dung Sulcilat, can than trong lheo doi xem dd 6 tién sir qua man cam véi penicillin,
cac cephalosporin hodc voi nhitng thude khac.

Néu gip phan ing phan v€, can bat déu ngay lap tire ding adrenalin, tiém tinh mach corticoid va thd oxygen. Cén bao dam duong
thé va luon 6ng tho ndi khi quan khi can.

Ciing nhur cdc thude khing sinh khac, béi nhiém do tang sinh vi khudn, vi ndm dé khang véi sultamicillin c6 thé xay ra trong khi
dung sultamicillin. Khi d6 can ngung dung thude va bat dau liéu phap diéu tri thich hop.

Trong khi dung thudc khang sinh, ¢6 khi gip viém rudt mang gia do Clostridium difficile. Can than trong theo dai khi bénh nhan
codal hiéu tiéu chay do clllmg thubc khang sinh.

Khi diéu tri kéo dai, can danh gia dinh ky chirc nang gan, than, tao mau & bénh nhan. Trong mdt s truong hop nhiém virus, dic
biét khi nhiém virus do cu bao va tang bach cau don nhan, di thdy phat ban da lan téa sau khi diang ampicillin. Tranh ding
Sulcilat trong khi nhiém virus.

Twong tic véi cae thude khac hodc cac dang twong tac khac:

Duing probenecid dong thai voi ampicillin va sulbactam 1am tang néng do va thoi gian tac dung cta Sulcilat.

Dung ampicillin cho bénh nhan tang acid uric mau da ding allopurinol c6 thé lam tang ty 1& phat ban da.

Ampicillin twong tac v6i xét nghiém glucose niéu khi diing cac phuong phap sulfat dong (Benedict, Clinitest), nhung khéng c6
anh hudng téi cac phuong phap glucose — oxydase (clinistix, test-tape).

Phu nir ¢6 thai va cho con bi:

Nghién ciru thyc nghiém khéng cho thdy c6 bing chimg vé cdc tac dung c6 hai cua ampicillin va sulbactam trén thai va cho su
sinh san. Nhimg nghién ciru ddy du va c6 kiém sodt trén phu nir mang thai cho thy chi dung Sulcilat trong thoi ky mang thai khi
that su can thiét.

Thoi ky cho con bu: Ampicillin va sulbactam vao sira me v6i lugng khong dang ké. Sulcilat khong nén dung cho ngudi me tron-‘-l

thoi ky cho con bi. p
Tré em: Chua c6 bao cdo vé viéc han ché sir dung & tré em. \
XnhCL

Neudi cao tudi: Vi nguai cao tudi, chirc nang than cé thé suy giam, kéo dai thoi gian ban thai cua thudc. Khéng can diéu ch
liéu huomg.

Suy chirc nang than: Vdi bénh nhan c¢6 bénh than tién trién (dé thanh loc creatinin < 30ml/phut), can diéu chinh liéu lugng,
Anh hmmg Ién kha ning lai xe va vén hanh may méc

dén kha nang l4i xe va van hanh may moc

Téc dung phu . .

Phan tng phan vé: phat ban dat — san, may day, ngta da, viém da troc vay hodc phan (mg phan vé (di img) c6 thé gap.
Hé tiéu hoa: Tiéu chay, phén long, budn nén, dau bung, co thét, dau thuong vi, nén.

Budn ngu, mét moi, kho tho, nhuc dau P
Hé tao mau: thiéu mau, giam tiéu cau, ting bach cau ua eosin. %
Téng aminotransferase huyét thanh va/hozc bilirubin huyét thanh.

C6 khi gap viém than k&.

Nhiém khuin thir phat: nhiém tu cau vang khang penicillin, nhiém truc khuan gram 4m hodc nam Candida albicans sau khi dung
kéo dai hodc liéu cao.

Qua lidu:

- 0 ngudi, kinh nghiém qua lidu sultamicillin con han ché. Biéu hién qua liéu néu c6 ciing chi 1a nhimg dang nang hon va lan téa
.ua cac tac dung phu.
Ampicillin va sulbactam khuyét tan vao dich ndo tiy c6 thé gdy ra cac triéu chimg than kinh va co giat. Ampicillin v& sibactam
¢6 thé phan tach nho thim tach mau,

Théng bdo cho bdc sy cdc tic dung khéng mong muén gdp phdi khi sir dung thudc
Dé thuéc xa tam tay tré em
Doc ky huong dén sie dung trurée khi disng
Thudc nay chi diing theo su ké dom ciia thdy thuéc
Néu cin thém thong tin, xin héi y kién bdc sy

Han dung: 24 thang ké tir ngay san xuét.
Bao quan: Bao quan & nhiét do du6i 30°C. Tranh anh sang
Quy cach dong g6i: Hop | vi x 10 vién nén.

Nha san xuit:
ATABAY KIMYA SANAYI VE TICARET.A.S ‘
Tavsanli Koyu, Esentepe Mevkii, Gebze Kocaeli, Turkey/Thé Nhi Ky.
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