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Hop 10 vi AL-AL x 10 vién bao phim
Kich thudc that: 125 x 68 x 60mm
Ti Ié thu nho 75%
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ACLON

THANH Prkic MBi vign bao phim chia &uﬁ:u::mmm
- Hoat chit: Aceclofenac................100mg XA TAM TAY TRE EM "
- T4 duic: Cliuos vi tinh thé PH 101, colloidal B0C k¥ HUNG AN S DUNG TR

silicon diaxid.......vi&a 60 1 vign
cHl BpHH - CACH DUNG - chONG CHI BJMH:
Xem t hutng din s dung

Sin xuft bii: GTY TNHH OP SHINPOUMNG DAEWOD
S& 13, Bubng 9A KCN Bién Haa 2, Bing Nai, VN.

BAD QUAN: Trong bao bl kin, trdnh dnh sing, NMig quyén cla: SHIN POONG PHARM. CALLTD. |
& ndk kho, nhigt 69 dusi 30°C. 434-4 Moknas-dong, Damon-gu, Ansan-s, "
10 Blis. x 10 Film coated tablets GMP-WHO

B Sold only by prescription

@
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COMPOSITION: Each fim coated tablet containes Manufactured by : '
- Active ingredient: Aceclofenac.............. _100mg SHIMPOONG DAEWDD PHARMA GO LTI .
| - Excipients: Microcrystalline celiulose PH 101, Bien Hoa Industrial Zone No.2, Dong Nai,WN. |

: colloidal silicon diaxide....q.s. 1 tablet Under license of: SHIN POOKG PHANM CO 1TD. |
; | IUDICATIONS - USAGE - CONTRAINDICATIONS: mm.ﬂmm |
i | STORAGE: In a tight container, protected from fight, i
g | at dry place, temperature below 30°C i
i | SPECIFICATION: Manufachurer |
| ; SOK  Reg.Mo. : |
i | SOLD DMLY BY PRESCRIPTION S§10SX Lot No.
! | KEEP OUT OF THE REACH OF CHILDREN NSX Mid.

' READ CAREFULLY THE LEAFLET BEFORE USE HD Exp. Date :
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THANH PHAN: M3i vién

— Hoat chdt: Aceclofenac .. 100 mg

— Té dwge: Cellulose vi llnh Ihé PH lOl collmda[ silicon dioxid,
low substituted hydroxypropyl cellulose, natri starch glycolat,
magnesi stearat, polyethylen glycol 6000, hypromellose 2910,
tal, titan oxid.

DANG BAO CHE: Vién bao phim

QUY CACH DONG GOI: Hop 10 vi x 10 vién

CHI DINH

Aceclofenac 1a mot thuéc khang viém khéng steroid (NSAID) dugc

chi dinh dé giam dau va khang viém trong diéu trj thodi hod khép,

viém khop dang thip, viém dbt sf)ng cimg khép.

LIEU LUGNG VA CACH DUNG

Nén udng thudc cung vdi thirc dn hofic ngay sau khi @n.

- Nguwi lém: Liéu khuycn céo 14 100 mg = 2 lan/ngdy.

— Suy gan: Gidm lidu khai ddu xudng 100 mg/ngay.

CHONG CHI DINH

~ Qué min véi aceclofenac, aspirin, cdc NSAID khéc holic véi bit
ky thanh phén ndo cua thude

— Viém loét da ddy tién mén tién sir viém loét holic chiy mau

khédng viém khong steroid

¥én bao phim ACLON
(Aceclofenac 100 mg)

- Theo ddi kali huyét khi sir dung chung v céc thudc 1o tiéu tiéf
kiém kali holic céc thudc trc ché men chuyén.

~ Corticosteroid, NSAID khic, thubc khang tiéu clu, thubc irc ché
t4i héip thu chon loc serotonin (SSRI): ting nguy co loét va chiy
méu dudng tiéu hod.

— Quinolon: ting nguy co ddng kinh.

— Mifepriston: khong nén ding NSAID sau khi ding mifeprison 8
— 12 ngdy vi NSAID cé thé Iam giam tic dung cia mifepriston.

— Tacrolimus: tdng nguy co dc thin.

— Zidovudin: ting nguy co djc miu.

— Ritonavir: ting n&ng @9 aceclofenac trong huyét tuong.

PHAN UNG PHU

— Thiwdng gdp: chan &n, dau bung, budn nbn, tiéu chay; chéng mat;
ting men gan.

— It gdp: dy hoi, viém da diy, tdo bbn, 6i mira, loét da day; mét
moi; ngira, phét ban, eczema, viém da, mdy day; ting BUN, ting
crealmm mdu.

— Hiém gdp: thiéu mau, phan img qua mén, rdi logn thi gidc, kho
thd, phin den, phi mach,

n:dng bdo cho bdc sT nhing tdc dung phy gdp phdl khi sit dung

guﬁng ticuhod. ;m L\J\ :;':}QC LYCHQC
— Suy gan ning, suy im ndng. /
: 5u§ lghén e e e }J Aceclofenac 14 mét din chit cia acid phenylacetic, cé tdc dyng

— Bénh nhén dang nhiém khuén,

— Khong nén sir dung trong thoi gian mang thai, dic bigt 3 thing
cudi thai ky.

SU DUNG THAN TRQNG
— Thin trong khi sir dyng cho ngudi bgnh méc cac bénh vé dudmg
titu hod, viem loét ruft, bénh Crohn, bit thutmg vé mau,
porphyria gan.

— Tién sir hen suyén.

— Tién sir suy tim hodc ha huyél ap.

— Suy gan nhg, suy tim nhe, suy thin nhe.

— Thén trong khi sir dung & ngudi gia.

— Thén trong sut dung trén phu ni dang cho con bu vi Aceclofenac
¢6 thé hién dién trong sita me [] nt‘)ng a9 rit !h&p

T.%C DONG LEN KHA NANG LAI XE VA VAN HANH MAY

MOC

Céc tac dung_phu nhur chéng mit, budn ngi, mét modi hay rbi loan

thj gidc co the xay ra. Nén thin trong khi l4i xe hay vin hanh may

moc.

SU DUNG O PHU NU' CO THAI VA CHO CON BU
— Vi NSAID cé kha ning tac dong 1en h¢ tim mach cia thai nhi
(nguy co déng s6m ong dong mach), nén bj chbn; chi dinh & ba
thing cudi thai ky. Trong khi sinh, NSAID cé thé lam chim cic
con co thit tir cung va kéo dai qud trinh sinh, din dén nguy co
chdy méu & ngudi me va dira tré. Khéng nén sir dung NSAID
trong 3 thang ddu va gilra thai ky hay khi dau dé trir khi lgi Ich
ddi vai ngudi me cao hon nguy co c6 thé déi vai thai nhi,

— Trong céc ngh:én ciru cd han, céc NSAID c6 thé hién dién trong
stamg & n&ng dp rit l.hap VI vy, trédnh sit dung NSAID & ngudi
me dang cho con bu néu c6 thé.

TUONG TAC THUOC

— Lithi, digoxin: ting néng do huyét tuong cua lithi va digoxin,

— Thudc chéng déng: ting tic dung chbng dong. ,

— Methotrexat: ting ndng d¢ huyét twong ciia methotrexat, din dén

ting ddc tinh khi phoi hgp NSAID trong vong 24 git sau khi

udng metrotrexat.

Ciclosporin: ting déc tinh trén thin cua ciclosporin,

Thudc ha ap: giam tic dung ha ép.

— Thudc lgi tiu: gidm tac dung lgi tiéu, tAng doc tinh trén thin cia
NSAID.

DT : (08) 222 50683

PHO CUC TRUONG

Nouyén Vim Chands

khéng viém va gidm dau. Aceclofenac c ché cyclo-oxygenase

(COX), m{t enzyme quan trong trong qud trinh hinh thanh

prostaglandin (m6t chét trung gian ho4 hoc trong céc phan img viém

vi dau).

DUQC BONG HQC

— Sau khi udng, aceclofenac dugc hip thu nhanh chéng. Nong do
dinh trong huyét tuong dat duge sau 1,25-3 gid.

— Aceclofenac gin két chit ché véi protein (trén 99%). Phén bd
vao hoat dich v6i ndng do khodng 57% so véi ndng db trong
huyét twong, Thé tich phin bd khoang 25 L,

= Thoi gian ban thai trung binh khoang 4 gid. Aceclofenac trong
huyét twong chi yéu & dang khéng ddi. Chét chuyén hoa chinh
dugc tim thdy trong huyédt tuong 13 4' - Hydroxyaceclofenac.
Khoing % liéu ding dugc thi trir qua thin, chi yéu & dang
hydroxy hod.

— Céc tinh chét dugc dong cia aceclofenac khdng ddi & ngudi gia.

QUA LIEU VA XU TR

~ Trigu chimg: dau diu, budn ndn, nén mira, dau thugng vi, xudt
huyét tidu hod, hiém khi tiéu chiy, mét phuong huéng, kich
dong, hdn mé, budn ngy, chéng mit, U tai, chodng, thinh thodng
dong kinh. Trudmg hop bi ngd ddc rd rét, suy thin cdp va suy gan
c6 thé Xy ra.

- Xir trl: Bléu trj triéu chimg va diéu tri hd trg. Trong vong 1 gity
sau khi udng mot luong thudc c6 thé gay ngd ddc, nra da ddy va
chira tr biing than hoat. Dam béo thong tiéu tot, theo doi chit che
chirc niing gan, thin va gidm sét bénh nhén trong it nhit 4 g:b
Néu c6 dong kinh, c6 thé tiém tinh mach diazepam. Gy lgi tidy,
thdm phén hofic loc médu khdng c6 higu qua trong vidc loai bd
thudc ra khoi co thé,

KHUYEN CAO:

— Trénh xa tdm tay tré em.

- Thuﬁc ndy chi ding theo sy ké dom cila thiy thudc.

huémg diin sir dyng truge khi ding.

- Neu n thém thong tin, xin héi y kién bdcsl.

BAO QUAN:

Trong bao bi kin, trénh 4nh séng, & noi khd, nhiét dd dudi 30°C.

HAN DUNG: 36 thang ké tir ngdy san xudt,

TIEU CHUAN: TCCS

CONG TY TNHH DUgc PHAM SHINPOONG DAEWOO
Nha méy : $6 13, Pudmg 9A, KCN Bién Hoa 2, Bdng Nai, Viét Nam
Vin phong: Phéng § & 7, Liu 9, Thap R1-Toa nha Everrich, 953 Pubmg 3/2, P. 15, Q. 11, Tp. HCM
Fax : (08) 222 50682

Email : shinpoong@spd.com.vn




Nonsteroidal Anti-inflammatory drug

ACLON Film-coated tablets
(Aceclofenac 100 mg)

COMPOSITION: Each film coated tablet contains:

— Active ingredient: Aceclofenac ...............ooo.uemmseereenes 100 mg

~ Expicients: Microcrystalline cellulose PH 101, colloidal silicon
dioxide, low substituted hydroxypropyl cellulose, sodium starch
glycolate, magnesium  stearate, polyethylene glycol 6000,
hypromellose 2910, talc, titanium oxide,

DOSAGE FORM: Film-coated tablet.

HOW SUPPLIED: Hép 10 vi x 10 vién,

INDICATIONS

Aceclofenac, a nonsteroidal anti-inflamatory drug (NSAID), is

indicated for the relief of pain and inflammation in osteoarthritis,

rheumatoid arthritis and ankylosing spondylitis.

DOSAGE AND ADMINSTRATION

Should be taken with food or immediately after meals.

— Adult: 100 mg twice a day.

~ Hepatic impairment: Reduce initial dose to 100 mg daily.

CONTRAINDICATION

- Hypersensitivity to aceclofenac, aspirin, NSAIDs or to any
component of the drug,

- Severe hepatic and cardiac failure.

- Moderate to severe renal impairment.

— Active or previous peptic ulcer, history of gastrointestinal (GI)
bleeding.

— Patients with infections.

— Should not be prescribed during pregnancy, especially during the
last trimester of pregnancy.

PRECAUTION

- Cautiously administer to patients with GI disease, ulcerative colitis,
Crohn's disease, haematological abnormalities, hepatic porphyria.

- History of bronchial asthma

- History of heart failure or hypertension,

- Mild renal, hepatic or cardiac impairment.

- Caution when using in the elderly.

— Caution when using in the lactation because Aceclofenac can appear
in breast milk in very low concentrations

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

Undesirable effects such as dizziness, drowsiness, fatigue and visual.

disturbances are possible. Be careful driving or operating machinery

PREGNANCY AND BREASTFEEDING

— In view of the known effects of NSAIDs on the foetal cardiovascular
system (risk of closure of the ductus arteriosus), use in the last
trimester of pregnancy is contraindicated. The onset of labour may
be delayed and the duration increased with an increased bleeding
tendency in both mother and child. NSAIDs should not be used
during the first two trimesters of pregnancy or labour unless the
potential benefit to the patient outweighs the potential risk to the
foetus.

= In limited studies, NSAIDs can appear in breast milk in very low
concentrations. NSAIDs should, if possible, be avoided when breast-
feeding.

DRUG INTERACTION

— Lithium, digoxin: Aceclofenac may increase the plasma
concentrations of lithium and digoxin.

- Methotrexate: NSAIDs may increase methotrexate plasma levels,
resulting in increased toxicity when NSAIDs are administered
within 24 hours of methotrexate administration.

— Ciclosporin: Increased ciclosporin nephroloxicity.

~ Anti-hypertensives: Reduced anti-hypertensive effect.

- Diuretics: Reduced activity of diuretics, increased risk of
nephrotoxicity of NSAIDs,

- Anticoagulants: Accclofenac may enhance the activity of
anticoagulants,

Tel : (08) 222 50683

G

- Monitor serum potassium when used with potassium-sparing
diuretics and ACE inhibitors.

— Corticosteroids, other NSAIDs, anti-platelet agents and selective
serotonin reuptake inhibitors (SSRIs): Increased risk of GI
ulceration or GI bleeding.

— Quinolones: Increased risk of convulsion.

- Mifepristone: NSAIDs should not be used for 8 — 12 days after
mifeprisione administration as NSAIDs can reduce the effect of
mifepristone.

— Tacrolimus: Possible increased risk of nephrotoxicity.

- Zidovudine: Increased risk of hacmatological toxicity.

— Ritonavir: plasma concentration of Aceclofenac possibly increased
by ritonavir.

SIDE EFFECTS

— Common: dyspepsia, abdominal pain, nausea, diarrhoea; dizziness;
hepatic enzymes increased.

= Less common: flatulence, gastritis, constipation, vomiting, ulcerative
stomatitis; vertigo; pruritus, rash, eczema, dermatitis, urticaria; BUN
increased, blood creatinine increased.

— Rare: anacmia, anaphylactic reaction, visual disturbance, dyspnoea,
melaena, face oedema.

Inform dociors with side effects when using medicine.

PHARMACODYNAMIC PROPERTIES

Aceclofenac, a phenylacetic acid derivative, has antiinflammatory and

analgesic properties. It is a potent inhibitor of cyclo-oxygenase which is

involved in the production of prostaglandins.

PHARMACOKINETIC PROPERTIES

— After oral administration, aceclofenac is rapidly and completely
absorbed as unchanged drug. Peak plasma concentralions are
reached approximately 1.25 to 3.00 hours following ingestion.

— Aceclofenac is highly protein- bound >99%). Aceclofenac
penetrates into the synovial fluid, where the concentrations reach
approximately 57% of those in plasma. The volume of distribution is
approximately 25 L.

— The mean plasma eclimination halflife is around 4 hours.
Accclofenac  circulates mainly as  unchanged drug.  4-
Hydroxyaceclofenac is the main metabolite detected in plasma.
Approximately two- thirds of the administered dose is excreted via
the urine, mainly as hydroxymelabolites.

- No changes in the pharmacokinetics of aceclofenac have been
detected in the elderly.

OVERDOSE AND TREATMENT

~ Symptoms: headache, nausea, vomiling, epigasiric pain,
gastrointestinal bleeding, rarely diarrhoea, disorientation, excitation,
coma, drowsiness, dizziness, tinnitus, fainting, occasionally
convulsions. In cases of significant poisoning acute renal failure and
liver damage are possible.

— Treatment: Treatment is supportive and symptomatic. Within one
hour of ingestion of a potentially toxic amount, gastric lavage and
treatment with activated characoal. Ensure good urine output,
monitor closely renal and liver function, observe patient for at least
4 hours. Frequent or prolonged convulsions should be treated with
intravenous diazepam. Diuresis, dialysis or hacmoperfusion unlikely
to be useful.

RECOMMENDATION

— Keep out of reach of children,

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

— Read carefully the leaflct before use.

— Contact your doctor for further information.

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

place, temperature below 30°C.

EXPIRY DATE: 36 months from the manufacturing date.

SPECIFICATION: Manufacturer.

SHINPOONG DAEWOO PHARMA Co., Ltd.
Faclary: No. 13 - Street 9A Bien Hoa Industrial Zone No. 2, Dongnai Province, Viet Nam
Office: Room 5 & 7, Floor 9*, Tower R1, Everrich Building, 968 Street 3/2, Ward 3, Dist. 11, Ho Chi Minlh City
Fax : (08) 222 50682

Email : shinpoong@spd.com.vn




