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Amoxicillin 200mg & Clavulanic acid 50mg
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@ SHIN POONG PHARM. GO.LTD.

4344 MOKNAE -DONG, DAMWON-GU, ANSAN-51, GYEONGGIHDO, KOREA.

SOLD DHLY BY PRESCRIPTION -
KEEP DUT OF REACH OF CHILDREM

= COMPOSITION : Fach tablet confains
Ameicilin 200mg & Clawilanic acid

(As Potassium clavuianale) 50mg AEAD CAREFULLY THE LEAFLET BEFORE USE
= INDICATIONS-USAGE-CONTRAINDICATIONS:
) SOK  Reg No :
See insert
m STORAGE : Store in fight container, &t dry place, 0 05X LotNo. :
protected from light, temperature below 30°C NSX Mid. Date:
m SPECIFICATION : Manufactirer HD Exp. Date:

&

Bk sold only by prescription 5 Blis. x 6 Tabs.

Broad spectrum antibiotic: .

SHINAGI

Dis e i»ﬁ b
Amoxiciilin 200mg & Clavulanic acid

IINACIN

r

SHIN POONG PHARM. GO.LTD.

A34-4 MOKNAE-DONG, DAMWON-GU, ANSAN-SI. GYEONGGI-DO, KOREA.

S

— 3 -

| rhnn Pk NSX: SHIN POONG PHARM CO., LTD. -
5 S 434-4 Moknae-dong, Danwon-gu, Ansan-si,

Amaxicillin 200mg & Clavuanic acid 50mg .
{du¥ dang Clawanat Kali) n]m w S, Hin (e
CHI BINH - CACH DUNG - CHONG CHI BINH:
Xem t hutng din sif dung
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Khéng sinh phé rong /
Vién nén phin tin SHINAEE]

(Amoxicillin va Acid clavuls

THANH PHAN: M&i vién chira
- Amoxicillin

- Acid clavulanic (dun dang Clavulanat kali) ...

T4 duge: Cellulose vi tinh thé, Crospovidone, Suctalose Hm:rng dau,

Talc, Magnesi stearat, Colloidal silicon dioxid, Acid citric khan, Natri citrat

DANG BAO CHE: Vién nén phin tan

TRINH BAY: 6viénx 5 vi/hép

CHi DINH: Ditu trj nhiém khudn do cac vi khudn nhay cam:

— Nhiém khudn nang duémg hd hap trén’ Viém amidan, viém xoang, viém tai giita
d2 duge diéu trj bing cic khang sinh théng thutmg nhumg khdng dér,

~ Nhiém khuan dudmg hé hip dudi béi cac ching Haemophilus tnfluenzae va
Branhamella catarrbalis; viém phé quan c4p tinh va man tinh, viém phdi - phé
quan.

-~ Nhiém khudn n3ng duémg tiét niéu - sinh dyc b cac ching E col, Klebsiella
va Enterobacter: viém bang quang, viém nigu dao, viém bé thin (nhiém khuan
dutmg sinh duc nif).

— Nhi&m khudn da va m& mém: Mun nhot, 4p xe, nhi#m khuin vét thuong.

~ Nhiém khuin xwong va khép: Viém tuy xuong
Nhiém khudn nha khoa; Ap xe & rang.

utu LUQNG VA CACH SU DUNG

* Lidu hegng

— Tré em trén 40 kg: 20 — 40 mg amaoxicillin /kg /ngay, chia lam nhi¢u 1in cach
nhau 8 gid.

~ Tré em dudi 40 kg:

o Liéu thang thutmg: 20 mg amoxicillin /kg /ngay, chia lam nhiéu lan cach
nhau 8 gidr.

o DE diéu trj viém tai giita, viém xoang, nhiém khuan duong hé hap dudi va
nhiém khudn nang, liéu théng thudmg: 40 mg amoxicilinkg/ngdy chia lam
nhiéu ldn cich nhau & gid, trong 5 ngay.

* Bénh nhin suy thin:
B thanh thai creatinin Liéu ding
> 30 ml/phit Khéng thay doi lidu
15 ~ 30 ml/phit Liéu théng thutmg, cach nhau 12~ 18 gio / lan
5 ~ 15 ml/phit Lieu théng thudmg, cach nhaw 20 ~ 36 gidr / lin
* Cdch ditng:

— Hoda tan thude vao nuée it nhét ding 1 mudng diy nude va cho tré udng ngay

— Uéng thude vao It bit diu in dé giam thidu hién tuong khong dung nap thude
o da day - rudt.

- Khdng diing thubc qua 14 ngay ma khong kiém tra xem xét lai cach diéu trj.

CHONG CHI DINH

— Qua min véi cac thanh phin cia thude

— Dj img véi nhom beta - lactam.

— Dj img chéo vii cac khang sinh beta - lactam nhu céc cephalosporin

— Ngudi bénh ¢ tién sir vang da/rdi loan chire ning gan do ding amoxicillin va
clavulanat hay cac penicillin vi acid clavulanic gdy ting nguy co it mjt trang

THAN TRONG
Bénh nhan ca bigu hién rdi loan chire nang gan: cic déu hidu vi trigu chimg
vang da {f mét tuy it xay ra khi ding thudc nhung c@ thé ning. Tuy nhién nhimg
triéu chimg d6 thutmg hdi phuc dugce va s& hét sau 6 tudn ngimg diéu trj,

— Bénh nhin suy thin trung binh hay nang cin chil ¥ dén liéu lwomg,

— Bénh nhin co tién sit qua min vai cac penicillin cd the cé phén {mg nang hay tr
vang.

— Bénh nhin ding amoxicillin bj min d6 kém sbt nbi hach

- Diing thudc kéo dai d6i khi lam phat trién cac vi khuin khang thubc
Bénh nhén bj phenyl ceton nigu.

an NI CO THAI VA CHO CON BU

~ MNghién cir lhu'c nghiém trén qua trinh sinh san eda chudt da chimg minh khi
diing ché phim theo duémg udng va tiém chich khong gay di dang Tuy nhién vi
com it kinh nghiém vé ding ché phém cho ngum mang thai, nén can tranh sir
dung thube & nguii mang thai nhit 1 trong 3 thang dav, tnr truémg hop cén
thiét do thiy thuoc chi dinh.

~ Trong thiri ky cho con bi cd the ding ché phdm. Thudc khang ﬁay hai cho tré
dang bi me trir khi ¢6 nguy co bj mdn cam do ¢6 mot lugng thude rdt nhé trong
sifa.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thudc khéng anh huong Ién kha nang 14i xe va vin hanh may méc.

TUONG TAC THUOC

- Thuoc cd thé gay kéo dai thii gian chiy mau va dong mau_ Vi vay can phai cin

&6 i g ngudni bénh dang dieu trj bing thude chéng ddng méu.

10ng cac k&h 6 phd tic dung rong, thudc co thé Jam giam hidu qua cia

. céc thude tréntr thai g, do do cn phai bao trudg el ngudi bénh.

TACD P GPHH, !

W”’ Vem Chank

Vi lieu binh !]:lhmg, tad d;n
thudmg gdp nhit 1&*ahimg’p
phén img nay ting 1éd
dom chat amoxicillin,
1} Thudng gdp:

~ Titu hod: tiéu chiy. {(
- Da: ngoai ban, ngira. f/
2) hgap: ‘/(

- Mau: tang bach céu 4i toan.

- Tiéu hoa: buén ndn, nén.

- Gan: viém gan va vang da ir mit, ting transaminase, cé thé ning va kéo dai
trong vai thang

- Da: ngita, ban do, phét ban.

3)  Hiém gap:

— Toan thin: phan img phan vé, phit Quincke.

- Mau: giam nhe tigu cau, giam bach cdu, thiéu mau tan mau.

- Tiéu hod: viém dai trang gia mac.

~ Da: hii chimg Stevens — Johnson, ban d6 da dang, viém da bong, hoai i
biéu bi do ngé dac.

- Thén: viém thin k&

Théng bdo cha bde sI cdc tde dung phy gdp phdi khi diing thude

nu‘oc LUC HQC
Amoxicillin 12 khang sinh ban téng hop thudc ho beta-lactamin c6 phé diét
khun rgng doi voi nhiéu vi khuan Gram (+) va Gram (-) do itc ché tong hop
thanh té bao vi khuin. Nhung do amoxicillin rat dé bj pha hiy bai beta-
lactamase, do do khéng c tac dung dbi véi nhimg chiing vi khuan sdn sinh ra
cac enzyme nay.

— Acid clavulanic tao thanh do sy 1én men cia Streptomyces clavuligerus, cd clu
triic beta-lactam gan gi6ng vai penicillin, c6 kha nang trc ché beta-lactamase do
phan I¢n cac vi khuan Gram (-) va Staphylococcus sinh ra. Pic bigt né cé tac
dung trc ché manh cic beta-lactamase truyén qua plasmid gdy khing cdc
penicillin va cac cephalosporin. Acid clavulanic gidp cho amoxicillin khéng bj
beta-lactamase pha hiy, déng thai mo rong thém pho khing khudn caa
amoxicillin mét cach higu qua d6i voi nhidu vi khudn théng thutmg da khang
la1 amoxicillin, cac penicillin khac va cdc cephalosporin.

~ Phd khang khuan eta thude bao gom:

+ Vi khudn gram (+); Loai hiéu khi: Streptococcus faecalis, Streptacoccus
pneumoniae,  Streptococcus  pyogenes,  Streplococcus  viridans,
Staphylococcus  aureus, Corymebacterium, Bocillus anthracis, Listeria
monocytogenes. Logi yém khi: cic loai Clostridium, Peptococcus,
Peplostreplococcus.

+ Vikhudn gram (-): Loai hiéu khi: Haemophilus influenzae, Escherichia coli,
Proteus mirabilis, Proteus vulgaris, cac lodi Klebsiella, Salmonella,
Shigella, Bordetella, Neisserria meningitidis, Neisseria gonorrhoeae, Vibrio
cholerae, Pasteurella multocida. Loai yém khi: cic loai Bacteroides, ké ca
Bacteroides fragilis.

mrqc PONG HOC
Amoxicilin va clavulanat déu hip thu dé dang qua dmmg uong Nong d¢ cia 2
chit nay trong huyét thanh dat t6i da sau 1 - 2 giér udng thude. Vi lieu 250 mg
(hay 500 mg) s& c6 5 microgam/ml (hay & - 9 mlcrogamfml) amoxu:llm va
khoang 3 microgam/ml acid clavulanat trong huyét thanh Sau 1 giar ubng 20
mg/kg amoxicilin + Smg/kg acid clavulanic, s& ¢ trung binh 8,7 microgam/m|
amoxicilin va 3,0 microgam/ml acid clavulanic trong huyét thanh. Sy hap thu
ciia thude khang bi anh hudmg bai thie &n va tdt nhat la udng ngay tnrdc bita
an.

— Kha dyng sinh hoc duimg uémg cia amoxicilin 14 $0% va cia acid clavulanic 1a
75%. Nira doi sinh hoc cua amoxicilin trong huyét thanh 1a 1 - 2 giér va ciia acid
clavulanic 13 khodng 1 gié.

— 55 - 70% amoxicilin v& 30 - 40% acid clavulanic duge thai qua nudc tidu dudi
dang hoat ddng Probenecid kéo dai théni gian dao thai cia amoxicilin nhung
khéng anh huéng dén s ddo thai cia acid clavulanic

QUA LIEU VA CACH XU TRi:

Ding qué lidu, thudc it gdy ra tai bién, vi dyoc dung nap tét ngay ca @ Inéu cao,

Truetmg hop chitc ning thin gidm va hang rdo mau — nio kém, thuoc tiélp s&

gy triéu chimg nhiém déc. Tuy nhién néi chung nhimg phan img cap

phu thude vao tinh trang qua min ciia img co thé. Nguy co chic chin

kali huyét khi ding liu rit cao vi acid clavulanic duge ding duéi dang m

kali. C6 thé ding phuong phap thim phin mau dé loai thuée ra khéi tudn hoa

KHUYEN CAO: (4

- Trénh xa tm tay tré em

- Pye Lg huréng dan sir dung truéde khi ding,

- qu ciin thém thdng tin, xin héi y kién bic si.

- Thube nay chi ding theo sy ké don ciia lhsy thuéc

BAO QUAN Trong bao bi kin, & noi khé, tranh anh sang, nhiét,dj dudi 10°c

HAN DUNG: 24 thing ké tit ngay san xuht

TIEU CHUAN: TCCS

fhé hién trén 5% s ngwini bénh;
tiéu chay, budn ndn, nén. Ty 1&
4 thuomg gap nhiéu hon so vai ding

g SHIN POONG PHARM. CO., LTD.
434-4 Moknae-dong, Danwon-gu, Ansan-si, Gyeanggi-do, Ko

OU " . WO CUC TRUO“G FAX (031)-491-6193 - TEL (031)- 491-6191
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’ ‘ Broad Spectrum Antibiotics
SHINACIN Dispersible tablet

(Amoxicillin and Clavulanic acid)

COMPOSITION:
- Amoxicillin

- Clavulanic acid (as P .50 mg

Excipients: M;uocwmllme cellulose, C‘rospowdune Sucralose, Strawberry

flavor, Betadex, Talc, Magnesium stearate, Colloidal silicon dioxide, Anhydrous

citric acid, Sodium citrate

PHARMACEUTICAL FORM: Dispersible tablet

HOW SUPPLIED: 6 tablets x 5 blisters / Box

INDICATIONS: Treatment of infections caused by ible bacteria:

~ Severe upper respiratory tract infections: tonsillitis, sinusitis, otitis media,
which are treated unsuccessfully with a usual antibiotic.

— Lower respiratory tract infections caused by beta-lactamase producing strains
H. influenzage and Branh lla catarrbalis: acute and chrenic bronchitis, lobar
and brcmchopneumoma

— Severe penitourinary ftract infections caused by beta-lactamase producing
strains of E.coli, Klebsiella spp and Enterobacter. cystitis, urethritis,
pyelonephritis (intravenous preparations are indicated also in female genital
infections).

~ Skin and soft tissue: Boil abscesses, cellulitis, and wound infections

~ Bone and joint infections: osteomyelitis.

— Dental infecti d Ivenlar ab

DOSAGE AND ADMINISTRATION

* Dosage:

Children weighing more than 40 kg: 20 ~ 40 mg/kg of amoxicllin daily given
in divided doses every 8 hours.

- Children weighing less than 40 kg:

#  The usual oral dosage of ainoxcillin and clavulanate potassium, 20mg'kg of

amoxicllin daily given in divided doses every & hours.

¢ For the treatment of otitis media, sinusitis, lower respiratory tract infections,

and severe infections, the usual oral dosage of amoxcillin and clavulanate
potassium: 40mg/kg of amoxicllin daily given in divided doses every 8
hours for five days.

— Like other broad spectrum antibiotics, the drug may reduce the efficacy of oral
contraceptives and therefore patients should be wamed accordingly.
ADVERSE REACTIONS
At normal dose one may that 5% of the patients have adverse reactions.
Gastrointestinal problems are most common with diarrhoea, nausea and vomiting,
but this is more common at higher doses and then more often than with amoxicillin
alone.
1) Common:
— Gastrointestinal: diarrhoea.
-Skin: exanthema, itch,
2) Less common:
- Blood: eosinophilia.
—Gastrointestinal: nausea and vomiting.
~Liver: hepatitis and cholestatic icterus, elevated transaminases. It may be
severe and prolonged for several months.
- S8kin: urticaria, erythema, rashes
3) Rare:
-General: anaphylactic reactions, angioedema.
~Blood: slight reversible thrombocytopenia, leucopenia, haemolytic anaemia.
~Gastrointestinal: pseudomembrane colitis.
~Skin: Stevens — Johnson syndrome,
dermatitis, and toxic epidermal becrosis.
-Kidney interstitial nephritis.
Inform doctors with side effects when using medicine
PHARMACO-DYNAMIC PROPERTIES
— Amoxicillin is a semi-synthetic antibiotic with a broad spectrum of antibacterial
activity against many Gram-positive and Gram-negative micro-organisms due
to the ability of inhibiting bacterial cell wall synthesis However, it is
susceptible to degradation by beta-lactamase and therefore the spectrum of
activity of amoxicillin alone does not include organisms which produce these
enzymes.
- Clavulanic acid is p ded by Streptomyces clavuligerus, it is a beta-lactam,
strw:turallg.r related to penicillins. Which may inactive a large number of beta-

erythema multiforme, exfoliative

Crealinine clearance Dosape
> 30 ml/min No dosage adj

15 ~ 30 ml/min The usual dosage, every 12~ 18 hours

5 ~ 15 ml/min The usual dosape, every 20 ~ 36 hours

* Administration:

- Dissolve tablet in water, at least a spoonful of water should be used and
ensure your child swallows all drug straight away.

- This drug should be taken at the start of a meal to increase the absorption of
Clavulanate potassium and to minimize the potential for gastrointestinal

intolerance.

Add the dose as directed by doctor.
CONTRA]NDICATIONS
- Hyp itivity to any cc of the drug

— Penicillin hypersensitivity.

— Cross sensitivity with other -lactam antibiotics, € g. cephalosporins.

~ History of amoxicillin—clavulanate combination or penicillin associated
jaundice/hepatic dysfunction, since clavulamic acid causes enhanced risk of
intrahepatic cholestatis

PRECAUT[ONS

— In patients with evidence of hepatic dysfunction: chol ic jaundice has been
reported rarely. It may be severe but usually reversible Slgns and symptoms
may not become apparent for up to 6 weeks after treatment has ceased.

— In patients with moderate or severe renal impairment: dosage should be
adjusted as recommended in the dosage section.

— Serious and occasionally fatal hypersensitivity reactions have been reported in
patients on penicillin therapy These reactions are more likely to occur in
individuals with a history of penicillin hypersensitivity.

— Erythematous rashes have been associated with glandular fever in patients
receiving amoxicillin

- Prolonged use may also occasionally result in over growth of non-susceptible
organisms.
In patients with phenylketouria.

USE‘. IN PREGNANCY AND LACTATION

— Reproduction studies in animals (mice and rats) with orally and parenterally

" administered preparation have shown no tmtogemc effects There is limited

experience of the use of amoxicillin-clavul combination in human
pregnancy, and use should be avoided in pregnancy, especially during the first
trimester, unless considered essential by the physician

~« Amoxicillin-clavul ination may be admi d during the period of
lactation. Wllh the exception of the risk of sensitization, associated with the
excretion of trace quantities in breast milk, there are no detrimental effects to
the infant.

EFFECTS ON ABILITY TO DRIVE AND OPERATE MACHINE:

No studies on the effects on the ability to drive and use machines have been

performed.

DRUG INTERACTIONS

- Prolongation of bleeding time and prothrombin time has been reporied in some
patients receiving amoxicillin-clavulanate combination. So it should be used
with care in patients on anticoagulation therapy

Sy

occurring among Gram-negative bacteria and Staphylococei. In
particular, a good effect is seen when clavulanic acid inactivates the clinically
important plasmid transmitted beta-lactamases, which cause resistance against
penicillins and cephalosporins.

— A wide range of organisms including:

+ Gram-positive: Aeraobes: Streptococcus faecalis, S pneumonige, S.
pyogenes, S viridans, Staphylococcus aureus, Corynebacterium, Bacillus
anthracis, L.:s.'er:'a monocytogeﬂes Anaercbes: Clostridium  species,
Peptococcus sp , Pep

+ Gram-negative: Aerobes: Hoemoﬁniut mﬂuenzae Escherichia coli, Proteus
mirabilis, Proteus vulgaris, Klebsiella species, Salmonella species, Shigella
species, Bordetella species, Neisserria meningitidis, Neisseria gonorrhoeae,
Vibrio cholerae, Pasteurella multocida. Anaercbes: Bacteroides species,
including Bacteroides fragilis.

PHARMACOKINETIC PROPERTIES

— Like amoxicillin, clavulanic acid is readily absorbed after oral administration.
The serum level of amoxicillin and clavulanic acid follows each other well
during at least 4 hours after the dose, After oral administration of amoxicillin
and clavulanic acid, maximal serum concentrations are reach after 1-2 hours, A
dose of 250mg (or 500mg) produces 5 micrograms/ml (or 8-9 micrograms/ml
of amoxicillin, and approximately 3 micrograms/ml of clavulanic acid in serum:
Using amoxicillin 20 mg/kg + clavulanic acid 5 mg/kg gives, at hour after dose,
on average 8.7 micrograms/ml of amoxicillin, and 3 micrograms/ml of
clavulanic acid in serum. Food does not affect the absorption. Absorption of
amoxicillin — clavulanate combination is optimized when taken at the start of a
meal. Peroral administration, the biovailability of amoxicillin is 90% and of
clavulanic acid 75%.

— The biological half-life for amoxicillin in serum is approximately 1-2 hours,
and for clavulanic acid is approximately 1 hour.

— Approximately 55-70% of amoxicillin is secreted in active form in the urine,
while clavulanic acid is excreted with 30-40% in active form in the urine.
Concomitant use with probenecid prolongs the elimination of amoxicillin, but
does nat affect the elimination of clavulanic acid.

OVERDOSE AND TREATMENT:

Problems of overdosage with amoxicillin-clavulanate combination are unlikely
to occur because high doses are usually tolerate well. In case of reduced kidney
function and defective bloed brain barrier, parenteral dosage has been
documented to give toxicity symptoms Acute reactions do however in general
depend on hypersensitivity. A certain risk of hyperkalemia exist at very high
doses. When clavulanic acid is given as potassium salt. The drug may be
removed from circulation by haemodialysis.

RECOMMENDATION:

- Keep out of reach of children

- Read carefully the leaflet before use.

- For further information, please cantact your doctor.

- This drug is used only by doctor's prescription.

STORAGE : Store in a hermetic container, at dry place, protected from light

temperature below 30°C, i \-

EXPIRY DATE : 24 months from the manufaclmd dae

SPECIFICATION : Manufacture

SHIN POONG PHARM. CO., LTD. o, esas

434-4 Moknae-dong, Danwon-gu, Ansan-si, Gyeonggi-do, Korea.

FAX (031)-491-6193 - TEL (031)-491-6191



