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Méi vién nén bao phim chiia:
500 mg clarithromycin

M Hi6p 3 vi x 4 vien nén bao phim

Hop 3 vi x 4 vién nén bao phim
Box of 3 blisters x 4 film-coatad tablets

CARICIN

Dé xa tam tay tré em
Boc ky hudng dan sd dung trude kKhi-dung

i CARICIN Hop 3 vi x 4 vien nén bao phim

Chi dinh, chéng chi dinh va lidu ding:

Xem td hudng dan kém theo trong hép thude,

Bao quan: Gill ngi khé mat (< 30°C). Tranh anh sang.
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2 Each film-coated tablet contains:
Clarithromyecih 500 mg
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e Keep out of reach of children

Read the enclosed leaflet carefully before-use

c A R I C I N Box of 3 blisters 4 film-coated ablels
Indications, contra-indications and dosage:
jead losed leaflet,
ore in a dry and cool place (= 30°C). Protect from lighl.
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MAU Vi CARICIN
Clarithromycin 500 mg

MAT TRUOC
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com/ AU TG HUGNG DAN SU DUNG THUOC
(Tigng Viet)

Cdng thic
M3i vién nén bao phim chita 250 mg clarithromyein (vién 250 mg) hodc 500 mg
clarithromycin (vign 500 mg) va ta dugc vila @i (tinh bt bign tinh, povidon,
cellulose vi tinh thé, natri croscarmeliose, silic keo, magnesi stearat, tale, ta dugc
bao phim).

Dang bao ch
Vién nén bao phim

Qui céch ddng goi
= Hop 3 vl x 4 vién nén baa phim (vién 250 mg)
- Hip 3 vix 4 vién nén baa phim {vién 500 mg).

Chi dinh
- Difutri cdc bénh nhelm do vi khiudn nhay cim:
Nhi#m tring duing hd hdp dudi: viém phdi va viém phé qudn cdp va man tinh
Nhi#m triing duting hd hdp trén: viém xoang, viém hong va viém tai gida
- Nhim tring da va mé mém muc a8 nhe dén vila
- Litu phdp didu tri ddu tay cho b&nh viém phéi cdng ddng & nguih va da duge chiing
t6 ¢4 nidu Iy in witro A8 véi cdc mdm bénh dubing hd hap dign hinh va khing dign
hinh.
- Vigm loét da day - ta trang donhigm H_ gy,

Chdng chi djnh
- Qud man vdi cdc khdng sinh nhém macrolid
- Bénh nhén dang diu tri bing terfenadin.

Thin trong
Clarthromyein chi yéu due bai tiét qua gan va than Thin trong khi sl dung
clarithromycin & b8nh nhdn suy chdc n@ng gan va thdn.

S dyng cho phy ni cd thai va cho con bi

Tinh an toan cia clarithromyein trong lde mang thai v nudi con bing stia me chua
dutic xac mink V1 vay khéing nén 50 dung clarithromycin trong loc mang thai hodc
cho con bi trl khi I ich nhigu hen nguy co. Khéng tim thay clarithromycin trong
siia clia nhing sac vat dang cho con bl va trong stia me.

Téc ding ciia thuc khi 47 xe v vin hanh mdy mog
Khéng &nh huting. {

Téc dyng khdng mong muén
Thudng gdo: Ral loan tigu hod, ddc bidt 12 & ngudi bénh tré vai tin sudt 5% Phan
ing dj ding & mdc @4 khdc nhaw tif may day dén phdn vé va hdi ching Stevens-
Johnson (higm). Cong cé thé bi viem dai tring mang gid bt nhe d&n de doa tinh
mang.
Toan than: Phin dng qud mAn nhy ngda, may day, ban da, kich thich.
it gdp
Tiéu hod: cdc trigu chdng & mAt (dau bung trén, ddi khi dau nhigu), budn nn, ndn,
(an: chic ndng gan bat thuting, bilirubin huy8t thanh ting va thuting kém thea
vang da, st phdt ban va ting bach ciuua eosin.
Thinh gidc: Bigc (néu ding liéu cao) thin kinh thinh gidc cd thé héi phyc

Théing bdo cho bac s§ nhiing téc dung khing mong mudn gap phal

ki st gung thuds.

Tugng tc thude
- Clarithromycin dugt ching minh khing ¢6 tdc dung tuong hd véi nhing thudc
naia thai ung
- Gifing nhu nhiing khdng sinh macrolid khidc, vite sU dung clarithromycin ding
thii vdi ung nhiing thudc dugc chuyén hda bai hé thiing cytochrom P450 {thi du
wartarin, nhiing alkaloid clia ergot, triazolam, lovastatin, disopyramid, phenytoin va
cylosporin) co the 1am ting néng d4 nhing thudc 46 trong huyst thanh. 5i dung
clarithromycin cho nhiing bénh nhan dang ding theophyllin 1Am ting ndng dd
theophyllin trong huyét thanh vi ddc tinh tiém tang cla theaphyllin
- Vliéc sif dung clarithromycin trén bénh nhdn dang ding warfarin ¢d thé 1am ting
hiéu lyc nhing téc dung cia wartanin. Nén thudng xuyén theo ddi théi gian
prothrombin & nhiing bé&nh ahdn ndy
- Higu qua clia digoxin cb thé ting khi ding déng théi véi clarithromygin. Nén theo
disi ndng a8 digoxin trong huyét thanh
- Clarithromycin o6 th 1am tang higu lue cla Carbamazepin do 1am gidm tde dd bai
it
- Nhiing macrolid dugt ghi nhan 13 1am thay d8i chuyén hoa cia terfenadin, gay
tang ndng 3 cda terfenadin. Tinh trang ndy di kém vé rdi loan nhip tim va do d6
nén trdnh chi dinh clarithromycin cho nhiing bénh nhén dang ding tertenadin va
bdl ky nhilng khdng histamin khang gdy npd cd lién quan nhu astemizol
- Viiéc sl dung ddng théi clanthromycin vai zidovudin cho nhiing bénh nhan ngudi
16n bi nhigm HIV ¢ thé lam gidm néng db 2idovudin d trang théi bén. Phin 1én co
thé trdnh tinh trang nay bing cdch bd trl nhiing liéu clarithromycin va zidovudin
chéo nhau khedng 1 - 2 gitt Khdng ghi nhdn phan dng gidag nhu vy & tré em.
- Mic di ndng db trong huyt tuong cla clarithromycin va omeprazol cd thd ting
khi cho clng mdt Wc. nhung khong cdn phdi chinh liu ligng. Néng 06
clarithromycin trong huyt tudng ting cd thé cling xdy ra khi duge sU dung ddng
théi vai Maalox hodc ranitidin, Khéng cdn phai diéu chinh liéu lugng.

Li#u lwgng va cdch ding
- Nitidm trivg dudng b8 hap, da vd md mém;
Liéu thing thubng: 250 - 500mg x 2 [dn/ngay, difutri trong 6-14 ngay.

TC. TCCS

- Vigm lodt do nhidm K pylor

Nguti I6n va ngubi gia: 500 mg x 2 lningly, mdt dgt diéu tri 7 ngdy, phéli
hp vdi cac thudc khac
- Suy than: Thuting khiing cdn diéu chinh lidu trif khi bénh nhdn suy than ndng
{08 thanh théi creatinin dusi 30 ml/phit). N&U cdn, nén gidm mot nfa ting
liu mBi ngay.
CARICIN ¢ thé sif dung trutic, sau hodc trong cdc bita &n vi thic &n khang
dnh hudng d&n 84 khd dung sinh hoc
Qud lidu
Sif dung qud Tiéu clarithromycin od thé gdy ra nhiing triéu ching vé tidy hoa
nhi daw byng, budn nén, 6i mia va tigu chdy N&n didu tri nhdng phan dng di
(ing di kém gud liéu bing cach ria da day vi diéu tni ning d. Gidng nhy
nhitng macrolid khdc, nding da clarithromycin trong huy#t thanh khiing b dnh
huting bé loc mau hadic thim phan phic mac
Duge lyc hpc
- Clarithromyein [2 mdt chdt ban tdng hop cla erythromycin A NG thic ddy
tAc dbng ching vi khidn bing cach ket hgp vdi tiéu don vi ribosome 505 clia
nhiing vi khudn nhay cim va dc ché tng hgp protein
- Clanthromyein oo hiéu lue cao ching lai nhing vi sinh vit gram dudng va
gram dm, i khi v& ky khi. Trén thyc nghigm, clarithromycin thubing cd hoat
tink chéing lai nhing vi khudn sau:
Vi khudn gram dwang: Staphylococcus aureus SITEDIOCOCCUS PyOgEnEs
(lién cdu tidu huyt 0 nhom A). lién cu tidu huyét o (nhom viridans),
Str ( Dippt or iag  Streptococcy lagtiag,
Listena manocytogenss.
Vi khudn gram dm: Hasmaphylus influenzea: Hasmoptilus parainfiuenzes;
Moraxella (Branhamelia) catarrhalis; Neissena gonorrngas, Lepgianeiia
preumophilla; Bordgtelia pertusis: Hellcobacter pylor, Campylabacter jejum
Mycoplasma: Mycoplasma preamonias, Ureaplasma urealyticun
Vi khwdn ky khi: Bacteroides fragiis nhay macrolid: Clastrigtum perfringens;
Paptococcys species, Propionibactenym acnes
Vi sinh vdt khdg: Clamydia trachomatis, Mycobactenum  awum,
Mycobacrerium iaprea; Mycobacterium : Mycobacterium chelonae;

7 obacterum fortuitum, Mycobacterum intraceliuiare.
Hoat tinh cla clarithromycin chéng H. pylori trong mdi truting trung tinh

manh hon trong méi tnading acid.

Duge djng hpe

Clarithromyein khi uéng dugc hip thu nhanh qua duting tiéu hod. Sinh kha
dyng clia vign bao clarithromycin dat dugc khodng 50% sau khi chuyén hod
1n ddu. Thie dn khing Km dnh huing dén sy hdp thu thusc. Néng 49 dinh
cia clarithromycin va chat chuygn hod 14-hydroxy clarithromycin ciia nd da
khodng 0,6 - 0,7 mea/m sau ki ding lidu duy nhdt 250 mg. O trang thiig
ndng dong 4§ cing mic liéu trén cho ndng 46 dinh khodng 1 meg/mldBudc
d6ng hoe cia clarithromycin khang tuyén tinh v ohy thude gy CacliButan”
¢t th tao nén cac ndng do dinh tang khng theo ti 1 thudn do chilyén hod - -
thudc bi bao hod. Ndng d4 dinh clarithromyein dat duge trang thalt :
trong 3 ngay
Clarithromyein va chat chuygn hod chinh cla né 14-hydroxy clanit !
phan phéi rhng rdi trong mo va néng df rong mo cao hon ndng dEtrery

huyét thanh do mdt phdn thudc duge th nap vio trong t8 bao, @ néng 1 f.iris "O’

ligw, B0 clarithromycin gn vdi protein huydt higng ks
Thudc chuyén hod nhidu 8 gan va thai tri qua phdn. Mat lugng ddng ke thue
duee thai trif qua nude tidu dudi dang khong chuyén hod, véi khodng 20% va
30% cho liéu 250 mg va 500 mg, 14-hydroxy clarithramycin ciing nhu cdc
chit chuyén hod khde ciing dude thii tril qua nude tigu Thisi gian bdn thii clia
clarithromycin  vio khodng 3-4 gib khi ngudi bénh uwing 250 mg
clarithromycin, 2 ldn/ngay va khodng 5-7 gid khi ngutd bénh wing lidu 500
mg, 2 lnMgay. Thi gian ban thii kéo dai & ngudi benh suy than.

Han diing

36 théng ké tU ngay sdn xudt

Bdo quin

Gid noi khd mat (<30°C), trdnh dnh sédng.

Thudc nay chi ding theo sy ké don cda thdy thudc.
D& xa 13m tay tré em.
Dot kj hudng ddn sir dyng trude khi ding.
Néu cdn thém théng tin xin hdi § ki€n bdc si.

CONG TY CO PHAN CONG NGHE SINH HOG - DUGC PHAM ICA
L4 10, Bubng 58 5. Khu cing noghiép Viét Nam - Singapore,
Thuan An, Binh Dugng, Vit Nam
Website: www.icabiopharma.com




MAU T0 HUGNG DAN SU DUNG THUOC
(Tiéng Anh)

CARICIN®

Formula

Each film-coated tablet contains clarithromycin 250 mg (250 mg tablets) or
clarithromycin 500 mg {500 mg tablets) and excipients g.s. {pregelatinized
starch, povidone. microcrystalline cellulose. croscarmellose sodium, colloidal
anhydrous silica, magnesium stearate. talc. film coating excipent)

Dosage form
Film-coated tablets

Presentation
- Box of 3 blisters x 4 film-coated tablets (250 mg tablets)
- Box of 3 blisters x 4 film-coated @hiets {500 mg tablets)

Indications
- Treatment of infections caused by one or more susceptible organisms:

Lower Respiratory Tract Infections: Acute and chromic bronchitis and
pneumenia

Upper Respiratory Tract Infections: Sinusitis, phanyngitis and otitis media
- Mild to moderate skin and soft tissue infactions.
- Imitial therapy n commumity-acquired respiratory infections. Clanthromycin
has been proved to be active 17 wiro against common and atypical respiratory
pathogens
- Eradication ot & pyforiin patients with proven duodenal ulcers

Contra-indications
- Patients with hypersensitivity to macrolide antibiotics
- Co-ac with terfenad

Pracautions

Clarithromycin is principally excreted by liver and kidney. Caution should be
exercised when administering clarithromycin to patients with impaired
hepatic or renal function.

Use in pregnancy and lactation

There are no adequate and well-controfled studies in pregnant women.
Clarithromyein should be used duning pregnancy only if the potential benefit
|ustifies the potential risk to the fetus. Clarthromycin is not found in the milk
of lactating amimals and in human milk.

Eftects on the ability to drive and operate machines
CARICIN has no effacts on the ability to drive and operate machines

Side eltects
Common side effects: gastromtestingl disturbances, especially in young
patients with a frequency of 5% Aliergic reactions from urticana to
anaphylaxis and Stevens-Johnson syndrome {rarely) Pseudomembrangus
colitis can also occur from mild to severe, even life threatening
Total body hypersensitivity reactions such as itching, hives, skin rashes,
irritation
Uncommon side effects:
Intestines cholestatic symptoms {upper abdominal pain, sometimes severe
frain},nausea . vomiting.
Liver: abnormal liver function, serum biliubin increased and often
accompanied by jaundice, fever. rmash and increased eosinophils.
Hearing ceaf (when use high doses) can auditory nerve recovery

The physician should be informed any side effects dunng the treatment

with CARICIN

Interactions

- Clanthromycin has been shown not to interact with oral contraceptives

- As with other macrohde antibiotics, the use of clanthromycin in patients
concurrently taking drugs metabolised by the cytochrome P-450 system (eg.
wartarin, ergot, alkaloids, triazolam, midazolam. lovastating disopyramide,
phenytoin and cyclosporin} may be associated with elevations in Serum levels
of these other drugs. The administration of clanithromycin to patients who are
receiving theophylline has been associated with an increase in Serum
theophylline levels and potential theophylline toxicity

- The use of clarithomycin in patients receiving warfann may result in a
potentiation of the etfects of warfarin. Prothrombin time should be frequently
monitored in these patients.

- The effects of digoxin may be potentiated with itant a

of clarthremycin. Monitoring of serum digoxin levels should be considered

- Clarithromycin may potentiate the effects of carbamazepine due to a
reduction in the rate of excretion.

- Macrolide has been reported to alter the metabolism of terfenadine resulting
in increased levels of terfenadine. This may be associated with cardiac
arrhythmias and therefore, the concomitant use of terfenadine and related
non-sedating antinistamine, eq astermizole with clanthromycin should be
avoided

- Simuit oral ation of clarthromycin tablets and zidovuding to
HiV-infected adult patients may rasuit \n decreased steady-state zidovuding
concentrations. This can be fargely avoided by staggering the doses of
clarithromycin and adovuding By 1 - 2 hrs No such reaction has been
reported in children

- Although the plasma concentrations of clarithromycin and omeprazole may
be increased when they are administered concurrently. no adjustment fo the
dosage is necessary. Increase plasma concentrations of clamthromycin may

Specifications:  In-house

also oocur when it is co-admimistered with maalox or ranitiding No adjustment to
the dosage 15 necessary

Dosage and Administration
- Respiratory tract infections. sxin and soff tissue infections

Usual dose: 250 - 500 mg % 2 tmes daily for 6-14 days
- Eradication of H. pyon in patignts with duodenal ulcers:

Adults and slderly: 500 mg x 2 times daily for 7 days, concomitant with
other drigs
- Renal impairment Dosage ad; 15 not usually regueared except in patients
with severe renal impairmant {creatinine clearance < 30 mL/min). If adjustment
1S necessary, the total daily dosage should be reduced by half
CARICIN may be given with or without food as food does not affect its bio-
availability.

Overdosage

Overdosage of clarithromyein can cause  gastrointestinal symptoms such as
abdominal pain, vomiting, naused. and diarrhga  Adverse reactions
accompanying overdosage should be treated by the prompt elimination of
unabsoabed drug and supporfive measures. As with other macrolides
clarithromycin serum concentrations are not expected to be appreciably affected
by hemodialysis or peritoneal dialysis

Pharmacology

- Clarithromycin is a semi-synthetic of erythromycin A

Clarithromycin exerts its antibactenal action by binding to the 505 ribosome
subunit of susceptible microo resulting in inhibition of protein synth

- Claritnromycin |5 active /n witrg against a variety of aerobic and anaerobic gram-
positive and gram-negative micrearganisms

Clarithramycin has been shown to be active against most strains of the following
microarganisms both w7 witro and in clinical infections:

Gram-positive microorganisms: Staphylococcus  aureus,  Streplococcus
oyogenes; Streptococcus | Dwpplococcus)  preumoniae.  Streptococcus
agalactiae, Listena monocylogenss

Gram-negative microorganisms: Hasmophyllus miuenzea, Hasmophyllus
parainfiuenzea; Moraxela (Brannamella) catarrtals. Neissena gonorrheae,

Legionelia pneumophilla, Bordetelia pertusis: Helicobacter pylan; Campylobacte
Jgjum
Mycop!, My L je. Ureaplasma urealyticum

Anagrobic microorgamisms: Sacteroides fragilis nhay macrolid, Clostrdium
perfnngens: Peplococcys species, Propiombagienum agnss

Other microgrganisms: Clamydia  trachomats,  Mycobacterum  avium,
Mycobacterium leprea, Mycobacterivm kansas), Mycobactenum chelonae
Mycobacterium fortuitum, Mycobactenum intracellulare.

Pharmacokinetics:

Clarithromycin is rapidly absorbed from the gastrointestinal tract after oral
administration  The bioavailability of clarthromycin film-coated tablats was
approximately 50% after the first pass metabolism The drug absorption is nearly
not affected by food. The peak plasma concentration of clanthromycin and its
metaholite 14-hydroxy clarithromycin are about 0.6 - 0.7 meg/ml, after a single
2580 mg dese. In the dynamic equilibrium with the same dose, the peak plasma
concentration 15 about 1 meg/ml. The pharmacokinetics of clanthromycin is
nanlineanty and depends on dose size The high doses may cause the non-
proportional increase of peak plasma concentrations due to the saturated
metablolisms  of drug. The steady-state peak plasma clanthromyein
concentrations were attained within 3 cays

Clarithromycin and its principal metabolite 14-hydroxy clarithromycin distribute
widely into body fissues and the tissue concentrations are higher than serum
concentrations because of fagh intracellular concentrations. At therapeutic dose
80% clanthromyein is in combination with plasma protein

Most of oral dose 15 metabolized by liver and excreted in the feces. A significant
portion of drug is excreied in urine under non-metabolized form  with
approximately 20% and 30% of the dose 250 mg and 500 mg clarithromycin The
principal metabolite 14-hydroxy clanthromycin as well as other metabolites are
also excreted in wring. The elimination hali-life of clarithromycin was about 3 to 4
hours with 250 mg administered twice daily but increased to 5 to 7 hours with 500
mg administered twice daily. The ehimination half-life may be prolonged in
patients with renal failure.

Shelf-lite
36 months from manufacturing date

Storage
Store in a dry and cool place (<30°C). protect from light

Prescription only medicine.
Keep out of reach of children.
Aead leafiel carefully before use.
For more inf tion, consult your physician,

ICA BIOTECHNOLOGICAL - PHARMACEUTICAL JOINT STOCK COMPANY
Lot 10, Street 5, Vietnam - Singapore Industrial Park,
Thuan An, Binh Duong, Vietnam
Website: www.icabiopharma.com



