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Composition:

Powder after reconstitution contain:
Sultamicillin tosilate dihydrate e.q.
Sultamicillin (Ph. Eur.) 250 mg

Indications, Dosage, Caution &
Other information:
Please find inser paper in box

Storage: Beiow 30°C. Protec from light

Specification® In-House

Keep out of reach of children
Read insert paper carefully use

Manufactured by:

ATABAY KIMYA SANAY| VE TICARET AS.
Tavsanll Koyu, Esentepe Mevkii,
Gebze/Kocael, Turkey.
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POWDER FOR PREPARING
ORAL SUSPENSION

250mg/5 mi

Box of 1 bottle of 40ml
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Thanh phan:
Bét sau khi pha thanh hén dich
trong 5 ml chira:

Sultamicillin tosilate dihydrat turomng
dwong Sultamicillin (Ph Eur) 250 mg

Sultamicillin 250mg/5ml
Thén trong va Cac thang tin khac:
Xin xem huéng dan st dung trong hdp BOT PHA HON DICH UONG
Bao quan dudi 30°C
Tranh &nh sang
Tidu ehudn: NSX

Dé xa tim tay tré em

Boc ki hweng dan sir dung
trirde khi dong
250mg/5 ml
Hop 10 40
SBK/Reg. No

S 16 SX/Batch No
NSX/Mfg. date: dd/mmiyy
HO/Exp. date: dd/mmfyy

Mhe sén xusl

ATABAY KiMYA SANAY| VE TICARET A.§
Tavsanli Koyu, Esentepe Mevkii,
GebzelKocaell, Thé NhT Ky.
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Revision Date | 21 Ocak 2009 Dimension |52 x52 x 127 mm Note
Prepared by Colours ] UV. Lak W Barcode . 412

A Koray Qelik P.7418 C. . Pharma Code |-

Control No. |E.89.63.K.R1
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In the reconstifuted suspension:
Each 5 ml suspension contains:
Sultamicillin tosilate dihydrate e.q
Sultamicillin (Ph. Eur.) 250 mg.

Sultamicillin 250mg/5ml

FOR DOSAGE/ INDICATION/

ADMINISTRATION/

CONTRAINDICATION/ WARNING: FERERa G
Please refer to package insert. suspension

FOR PRESCRIPTIONUNLY. Each Bottle contains 2.0gr.
STORAGE: Below 30°C. Sultamicillin

Protect from light. Broad
SPECIFICATION: In-house Spectrum Antibiotic

ROUTE OF ADMINISTRATION: Oral

Manufactared by: i "
ATABAY KIMYA SANAYI VE TICARET A S-TuRKey - /- 101 ]

The power must be stored at room
temperature under 30°C.

Do not expose to light.

Reconstituted suspension must be stored
under refrigeration an used within 14 days.
Shake oral suspension well before using.
Read the leaflet before using

Keep this medication out of reach of children
and store in it's original package.

Sold by prescription only.

IN CASE OF ANY ADVERSE REACTION,
DISCONTINUE USE AND CONSULT YOUR
DOCTOR.

Reg. No
Batch No.:

Mfg. Date: dd/mmiyy
Exp. Date: dd/mm/yy
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R, Thube bin theo don

SULCILAT 250mg/5m!
Bét pha hon dich uong

Thanh phan:
Méi Sml hon dich sau khi pha chida:

Sultamicillin  tosilate  dihydrat tuwong duong
Sultamicillin 230 mg
Ta duge: Sucrose, Dinatri hydrogen phosphat,

Cherry Flavour (Cherry Aroma), Natri carboxy
methyl cellulose, Hydroxypropyl methyl cellullose,
Xanthan Gum, Acid citric, Aerosil 200.
Duwgc Iy hoc:
Duge luc hoc:
Sultamicilin la mét ester doi, trong d6 ampicillin va
chat (rc ché béta-lactamase sulbactam duge gin qua
nhom methylen. vé mat hdéa hoc, sultamicilin la
ester sulphon oxymethylpenicillinat cia ampicillin
/& ¢6 trong lugng phan tu [a 594,7.
O ngudi trong qué trinh hip thu sultamicillin s& thay
phan cho ra sulbactam va ampicillin ty 1€ phén tir 1:1
luu hanh trong hé tudn hoan. Sinh kha dung khi sir
dung dudng udng dat téi 80% so voi dung dudng
tinh mach liéu twong dwong cia sulbactam va
ampicillin.
Nhitng nghién ctu sinh héa hoc véi cac hé vi khudn
khong té bao (cell-free bacterial systems) da chimg
minh sulbactam cé kha nang lam bét hoat khong hdi
phuc phén 1én cic enzym béta-lactamase quan trong
clia céc vi khuin khang penicillin. Sulbactam cé hoat
tinh khang khudn déng k& dbi v6i Neisseriaceae,
Acinetobacter  calcoaceticus, Bacteroides spp.,
Branhamella catarrhalis va Pseudomonas cepacia.
Nhitng nghién ctu vi sinh hoc trén cdc dong vi
huin khéng thudc xdc nhén sulbactam cé kha ning
b&o vé& penicillin v& cephalosporin khdng bi vi khuan
phi hiy va c6 tic dung hiép dong 1o rét voi
penicillin va cephalosporin. Do sulbactam ciing gin
Vo1 mot sd protein gén két penicillin, cho nén ddi véi
mdt s dong vi khudn nhay cam, sir dung két hop
sulbactam-ampicillin s& hi¢u qua hon la chi ding
mdt loal béta-lactam.
Thanh phén két hop véi  sulbactam trong
sultamicillin & ampicillin ¢ tinh nang diét nhimg
dong vi khudn nhay v&i thude bing cach trc ché sinh
tdng hop mucopeptid cua vach té bao.
Sultamicillin ¢6 phd khang khudn rong dbi V61 ca vi
khudn Gram duong va Gram am, gom cod
Staphylococcus aureus va S. epidermidis (gom ca
nhing vi khuan dé khang penicillin va mdt sb vi
khudn d8  khdng methicillin), Streptococcus
preumoniae, Streplococcus faecalis va cac chung

Streptococcus khac, Haemophilus influenzae va
parainfluenzae (ca hai dong vi khuén sinh béta-
lactamase va khOong sinh  béta-lactamase),
Branhamella catarrhalis, vi khuan yém khi gdm ca
Bucteroides fragilis va nhitng vi khuin cing ho,
Escherichia coli, Klebsiella, Proteus gém ¢a hai loal
indol (+) va indol (-), Morganella morganii,
Citrobacter, Enterobacter, Neisseria meningitidis va
Nei ' L

sseria gonorrhoeae {}7/
Duge déng hoge i
Ubng sultamicillin sau khi n khdéng lam anh huong
sinh kha dung toan than. Néng d% dinh trong huyét
trong cua ampicillin sau khi uong sultamicillin dat
cao gip hat lin so v&i dung lidu twong duong
ampicillin udng. O nguoi tinh nguyén khoe manh,
thot gian ban thai (elimination half-life) cia
sulbactam la (.75 gi& va cia ampicillin 1a 1 gio, véi
ru didm 14 ¢6 tir 50% toi 75% luong thube thai trir
nguyén ven qua nude tiéu. Thoi gian ban thai ting
1én & ngudi gia va nguoi bi suy than. Probenecid lam
giam kha nang bai tiét qua dng thin cua ca
ampicillin va sulbactam. Do d6, sit dung ddng thoi
probenecid va sultamicillin 1am ting va kéo dai ndng
dd ampicillin va sulbactam trong mau.
Sulbactamn/ampicillin khuéch tan d& dang vao hau
hét cac mé va dich co thé, Thube it thdm nhdp vao
nfio va dich ndo tiy trir khi ¢6 vidm mang nio. Ndng
dd cua sulbactam va ampicillin cao trong mau sau
khi tiém tinh mach hodc tiém bip va ca sulbactam
14n ampicillin déu c6 thdi gian ban hiy khoang mét
gi. Hiu hét sulbactam/ampicillin duge thai trir
nguyén ven qua nude tiéu.

Chi dinh:
Suleilat duge chi dinh diéu tri cic bénh nhidm khudn
sau do c4c chung nhay cam:
- Nhiém khudn duong hé hdp trén: vidm
xoang, viém tai giffta, viém hau, viém amidan
do cdc chung nhay cdm cua Haemophilus

influenza, Moracella catarrhalis,
Staphylococci, Steptococci, Klebsiella va
Proteus spp.

- Nhiém khuan dudong hd hip dudi: Viém phé
quan, viém phéi, cac dot kich phat cé‘ip tinh
clia viém phé quan man do cac ching nhay
cta Staphylococcus va Steptococcus spp.,
Haemaophilus influenza va H. parainfluenza,
Moraxella.
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icm khudn da va céu tric da: do cac vi
khuin tiét beta-lactamase sau day:
Staphylococcus  aureus, Escherichia coli,
Kilebsiella  spp., (bao gbm Klebsiella
preumoniae), Proteus mirvabilis, Bacteroides
Jfragilis, Enterobacter spp., va Acinetobacter
calcoaceticus.

- Nhiém khuan trong 6 bung do cac vi khudn
tiét beta-lactamase sau day: Escherichia coli,
Klebsiella  spp., (bao gbém Klebsiella
preumoniae), Bacteroides spp. (bao gbdm
Bacteroides fragilis) va Enterobacter spp.

- Nhiém khuan phu khoa: do céc vi khudn tiét
beta-lactamase sau diy: FEscherichia coll,
Bacteroides spp. (bao gdm Bacteroides
fragilis).

Vi ¢6 chira ampicillin, nén Sulcilat con dung
didu trj cdc nhiém khuan do ching nhay cam
voi ampicillin va khi ¢ chi dinh ding
ampicillin.

Nhidm khuén phirc hop do céc chung nhay
vol ampicillin va vél cac vi sinh vt khac
nhay cam vo&i sultamicillin ¢6 thé diéu tri
riéng véi Sulcilat.

Liéu diing:

Lidu thudng dung cho ngudi 16n va tré em (thé trong
> 30 kg) 1a moi lan ubng 375 — 750 mg, ngay 2 lin.
Cén tiép tuc didu tri thém 48 gio sau kh1 than nhiét
d4 tr& lai binh thuomg hodc sau khi d& hét cac diu
hiéu nhiém khudn. Thong thirong, cdn diéu tri tong
cong 5 — 14 ngay. Cé the kéo dai hon khi ¢é chi
dinh. Khi nhlem lién cau khuan tan huyet beta, dé
ngan ngua sot do thap khop va viém céu thin — thdn,
¢ thé tiép tuc diéu tri {t nhit 10 ngay. Véi bénh
nhidn suy chirc ning thin (d6 thanh loc creatinin <
30ml/phat), cin ding céc khoang didu tri kéo dai
“om so véi ding ampicillin.

Hudng dan sir dung: Cho 27 ml nude di dun soi dé
ngudi vao lac déu cho tan. Va day nip kin lai sau khi
dung, dé trong ngin mat ti lanh, chi ding trong 14
ngay ké tir khi pha.

Chéng chi dinh:
Bénh nhin co tién st di Ung vol cac dan xuat
penicillin.

Canh bao va than trong:

Céc ché phim penicillin co thé gay céc phan ing qué
man cam (phan tng phan vé). Pa gip di (mg chéo
gifta penicillin vé1 khang sinh beta-lactam khdc.
Trude khi khéi ddu ding Suleilat, can theo dai can
thdn xem d4 ¢6 tién st qua man cam v&i penicillin,
cac cephalosporin hodc voi nhimng thude khéc.

Néu giip phan tmg phan vé, cin bit ddu ngay lap tic
dung adrenalin, tiém tinh mach corticoid va thd
oxygen. Can bao dam dwomg thé va ludn dng thé ndi
khi quan khi can.

Cling nhu cac thude khéng sinh khac, bdi nhiém do
ting sinh vi khuan, vi nim d& khang véi sultamicillin
¢6 thé xay ra trong khi ding sultamicillin. Khi dé
can ngung dung thude va bat dau bién phap didu tri
thich hop.

Trong khi dung thude khéng sinh, ¢6 khi gip viém
rudt mang gia do Closiridium difficile. Khd ning
nay ¢6 thé cdn nhic. néu bénh nhan cé tidu chay.

Khi diéu tri kéo dai, cin danh gia dinh ky chirc ning
gan, than, tao mau & bénh nhin. Trong mot sb truong
hop nhiém virus, dic biét khi nhiém virus do cu bao
va ting bach cdu don nhén, dd thiy phat ban da lan
toa sau khi dang ampicillin. Tranh dung Sulcilat

trong khi nhiém virus. Q/,-
LAk

Twong tic vdi cac thube khdc hodc ciac dang
twong tac khae:

Ding probenecid ddng thai voi ampicillin va
sulbactam lam tang nong d6 va thoi gian tac dung
cta Sulcilat.

Ding ampicillin cho bénh nhéan ting acid urlgsﬁﬁﬁidp
da dung allopurinol co thé lam tang ty 1€ phat banedag Ty
Ampicillin tuong tdc véi xét nghiém glucose U@PHAN
khi dung cdc phuong phip sulfat dong (Bengrien, PHAM
Clinitest), nhung khong c¢o6 anh huong tonfeany KY

phuong phap glucose — oxydase (climistix, test- [apg)_//

Phu nir ¢6 thai va cho eon ba:
Nghién ciru thue nghiém khéng cho thdy cé bing
ching vé cdc tic dung cé hai cia ampicillin va
sulbactam trén thai va cho sy sinh san. Nhimg
nghién ctru ddy du va ¢é kiém sodt trén phu nit mang
thai cho thdy chi ding Sulcilat trong théi ky mang
thai khi thdt sy cén thiét.

Thoi ky cho con bi: Ampicillin va sulbactam vao
stta me v&i luong khong dang ké. Sulcifat khong nén
ding cho ngudi me trong thot ki cho con bu.

Tré em: Chua cé bao céo v€ viée han ché st dung O
tré em.

Ngudi cao tudi: Vi nguoi cao tudi, chire ning than
¢6 thé suy giam, kéo dai thoi gian ban thai cta thude.
Khéng can didu chinh lidu luong.

Suy chic nang thdn: V&1 bénh nhan ¢6 bénh thdn
tién trién (dd thanh loc creatinin < 30ml/phat), cin
diéu chinh liéu luong.

Anh hwéng 1én khi nang 14i xe va vin hanh may
moce

Ampicillin va sulbactam khéng anh huong dén su
cht y, su tinh t4o va kha nang tim thin vin dong.
Sulcilat khong anh hwong dén kha nang 14i xe va van
hanh may moc.

Tae dung khing mong mubn

Phan ting phan vé: phét ban dat — sin, may day. ngira
da, viém da tréc V:fly hodc phan tng phan v¢ (di ing)
c6 thé gap.

Hé tiéu héa: Tiéu chdy, phin long
bung, co thét, dau thuong vi, nén.

, budén nén, dau
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Budn ngl, m¢t moi, kho thd, nhire dau

Hé tao mau: thiéu mdu, giam tiéu cAu, tang bach céu
ua eosin.

Thong bdo cho bdc sy cdc tic dung khong mong
muon gap phai khi siv dung th ubc

Tang aminotransferase huyéet thanh va/hodc bilirubin
huyét thanh.

C6 khi gap viém than k&.

Nhiém khuén thir phat: nhiém tu cdu vang khang
penicillin, nhiém truc khuin gram am hodc nidm
Candida albicans sau khi dung kéo dai hoac liéu cao.
Qui liéu:

O ngudi, kinh nghiém qua lidu sultamicillin con han
ché. Biéu hién qua liéu néu c6 ciing chi la nhimg
dang n@ng hon va lan toa cua cac tac dung phu.
Ampicillin va sulbactam khuyét tan vao dich ndo tiy
c6 thé gdy ra céc triéu ching than kinh va co giét.
Ampicillin va sulbactam c6 thé phan tach nhod thim
tach mau.

Vach do ludong 27ml nude dun s6i dé noudi

1. Cho nudc dun sbi dé ngudi vao cbe do
ludng ngang vach 27 ml.

2. Cho tit ca 27 ml nudce
trong cde do luong vao lo
bot SULCILAT
Suspension 250mg/5ml,
lac déu cho tan.

| Mudne = 5ml

* 4D 2L

Y» Mubng = 2.5ml
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3. Liéu luong ding theo toa B4c s§.
Pay ndp kin lai sau khi dung, dé trong
. ngan mat cua tu lanh, chi dung trong 14

| n ayketl.rkh_plla

Thuéc ban theo don

Dé xa tam tay ciia tré em

Doc ky hwéng dan sic dung trwée khi ding

Néu cin thém théng tin gi, xin héi y kién bdc sy

Han dung: 24 thang ké tir ngay san xuat.
Bio quén: Bao quan dudi 30°C, tranh anh sang.
Quy cach doéng goi: Hop 1 lo x 40 ml.

Nha sin xuat:

ATABAY KIMYA SAN. ve TIC. A.S

Tavsanli Koyu, Esentepe Mevkii, Gebze Kocaeli,
Turkey (Thd Nhi K¥).



	78

