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COMPOSITION: Each capsule contains:
- Active ingredient Erdosteine.... ...300mg.
mmﬁmmmmnm q.5 1 capsule
INDICATIONS - USAGE - CONTRAINDICATIONS: See insert
STORAGE: In a tight contaimer, protectad from hight. at dry place,

temperaiure below 30°C
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- T4 duoc: Cellulose vi tinh thé, povidon K30 vira dli 1 vin 05 o8 g quyén: SHIN POANG PHARM. G0 LTD.
CHI BINH - CACH DUNG - CHONG CHI BINH: 434-4, Moknae-tong, Darwon-gu, Ansar-si,
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Kich thudc that: 103 x 78 x 68mm

10 Blis. x 10 Caps.
Rx Sold only by prescription

Antitussive - Mucolytic

ertstone woms

SP EDONAL

. COMPOSITION: Each capsule contains: Manufactured by
- Active ingredient: Erdosteine. . ..300mg  SHINPBONG DAEWOD PHARMA GO LTI
- Excipients: Microcrystalline cellubose, Bien Hoa Industrial Zone No.2,
povidone K30..q.5. 1 capsule  Dong Mai, Viet Nam
INDICATIONS - USAGE - Under License of /
CONTRAINDICATIONS: See insert SHIN POONG PHARM. GOL.LTD.
STORAGE: In a tight container, protected 434-4, Moknae-dong, Darwon-gu,
from light, at dry place, temperature Ansan-si, Gyeonggi-do, Korea
below 30°C
SPECIFICATION: Manufacturer SPK Reg No. -
5816 SX Lot No.
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THANH PHAN: mdi vién nang chia: Co sd sin xullt nhugng quyén:
- Hogt chdt: Erdostein... ...300mg  SHINPOONG DAEWO0 PHARMA GO LTD.
- T4 duge; Gellulose vi tinh tnd Khu Gang Nghiép Bién Hoa 2,
povidon K30.....vira il 1 vien ~ DOng Nai, Viet Nam.
CHI BINH - CACH DUNG - CHONG CHI BjNH: C0 S0 nhugng quyén:
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Xem t huong din sit dung SHIN POONG PHARM. GOLLTD,
BAO QUAN: Trong bao bi kin, & nci khe, ~ 434-4, Moknae-dong, Danwon-gu,
tranh 4nh séng, nhiét 69 dusi 30°C Ansan-si, Gyeonggi-do, Korea.
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Antitussive - Mucolytic

SP EDONAL Capsule
(Erdosteine 300 mg)

ﬁ

COMPOSITION

Each capsule contain:

— Active ingredient: Erdosteine ............ 300 mg

— Excipients: Microcrystalline cellulose, Povidone
K30, Magnesium stearate.

DOSAGE FORM: Capsule

HOW SUPPLIED: 3 blisters x 10 caps

10 blisters x 10 caps

INDICATION

As an expectorant. For the symptomatic treatment of

acute exacerbations of chronic bronchitis in adults.

DOSAGE AND ADMINISTRATION

— Adult: 300 mg twice a day for maximum 10 days.

— The capsules must be swallowed whole with a glass
of water.

CONTRAINDICATION

— Hypersensitivity to erdosteine or to any component
of the drug.

_ Patients with creatinine clearance < 25 ml/min, or
with severe liver failure.

_ Patients with dctive peptic ulcer.

PRECAUTION

No increase in adverse events has ben observed with

oerdosteine in patients with mild liver failure, however

these patients should not exceed a dose of 300 mg/day

PREGNANCY AND BREAST - FEEDING

There is no experience for the use of erdosteine in

pregnancy and brepst — feeding. Therefore, the use of

erdosteine in pregnant or breast — feeding women is not

recommended. !

EFFECTS ON_ABILITY TO DRIVE AND USE

MACHINES -

Erdosteine has minor or negligible influence on the

ability to drive and use machines.

DRUG INTERACTION

No adverse interactions have been reported.

SIDE EFFECT

Less than 1 in 1,000 can expect to get gastrointestinal

undesirable effects. These adverse reactions occur very

rarely (< 1/10,000): headache, cold, dyspnoea, taste

alterations, nausea, vomiting, diarrhoea, epigastric pain,

urticaria, erythema, eczema.

Inform doctors with side effects when using medicine.

PHARMACODYNAMIC PROPERTIES

Mucolytic agent reducing the viscosity of mucus and

purulent sputum. Erdosteine is a produg, becooming

active inetabolism whereby free thiol proups are

-« formed. This effect is due to the opening of disulfide

(8

.bonds of bronchial mucoproteins. It has also been
demonstrated that erdosteine inhibits bacterial adhesion

to epithelial cells. Due to the presence of a free thiol

group in its active metabolite, erdosteine has a

significant antioxidant action, demonstrated by both in

vitro and in vivo studies.

PHARMACOKINETIC PROPERTIES

_ Erdosteine is quickly absorbed after oral
administration and rapidly transformed through a
first-pass metabolism to its biologically active
metabolite — N-thiodiglycolyl-homocysteine (M1).
After administration of 300 mg, the peek plasma
concentration of erdosteine (Cmax) — 1.26 £ 0.23 pg/
ml — was reached 1.18 + 026 hour after
administration (Tmax), while M1 showed a Cmax of
3.36 pg/ ml and a Tmax of 1.48 hour. The plasma
concentrations of erdosteine increase in a dose-
dependent manner. Plasma concentrations of M1
increased also with the dose, but not as
proportionally as in the case of unchanged
erdosteine. The absorption is independent from food
intake.

_ The elimination T % is 1.46 + 0.60 hour and 1.62 +
0.59 hour, respectively, for erdosteine and M1. In
urine, only M1 and sulfates were found, faecal
elimination is negligible. No accumulation or change
in the metabolism of erdosteine and M1 has been
observed after oral administration of 600 to 900 mg
daily for 8 days.

- Age does not change the pharmacokinetics of
erdosteine.

— The drug blinding of erdosteine to plasma proteins is
64.5% (range: 50 — 86%)

OVERDOSE AND TREATMENT

~ No experience of acute overdosage is available.

— Symptomatic treatment and general supportive
measures should be followed in all cases of
overdosage. Gastric lavage may be beneficial,
followed by observation.

RECOMMENDATION

— Keep out of reach of children.

— This drug is used only by doctor’s prescription.

— Read carefully the leaflet before use.

— Contact your doctor for further information.

STORAGE

Store in a tight container, at dry place, protected from

light, temperature below 30°C.

EXPIRY DATE:

36 months from the manufacturing date.

SPECIFICATION: Manufacturer.

SHINPOONG DAEWOO PHARMA Co., Ltd.

Factory: No. 13 - Street 9A Bien Ho

>

a Industrial Zone No. 2, Dongnai Province, Viet Nam
Office: Room 5 & 7, Floor 9" Tower R1, Everich Buiding, No. 968, 3/2 Str, Ward 15, Dist. 11, Ho
Chi Minh City -
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THANH PHAN
Mbi vién chira:
~ Hoat chat: Erdostein ............................ 300 mg
- Td duge: Cellulose vi tinh thé, Povidon K30,
Magnesi stearat.
DANG BAO CHE: Vién nang
PONG GOI: 3 vi x 10 vién
10 vi x 10 vién
CHI PINH
Cé tac dung long dam. Pugc ding trong diéu trj triéu
chiing céc dot cdp viém phé quan man tinh & ngudi lon.
LIEU LUQNG VA CACH DUNG
— Ngudi 16n: 300 mg x 2 1in/ ngay.
— Thoi gian diéu trj t8i da 12 10 ngay.
~ Nén nuét nguyén vién thubc véi nhidu nuéc.
CHONG CHI PINH
~ Qué méin véi erdostein hofic bét ki thanh phin nao
cta thudc.
- Ngudi bénh c6 d thanh thai creatinin < 25 ml/pht
hoc suy gan niing. .
~ Ngudi bénh bj viém loét da day tién trién,
THAN TRONG
Khong quan sat thiy c6 su gia ting téc dung phy nao
cua erdostein trén ngudi bénh bi suy gan nhe. Tuy
nhién, 0 ngudi bénh bi suy gan nhe, khéng nén vuot
qua liéu 300 mg/ngay.
PHU NU'CO THAI VA CHO CON BU
Chua c6 dir ligu bdo cdo nao vé viéc sir dung erdostein
& phu nir c6 thai va dang cho con bu. Vi véy, khong
khuyén céo sir dung erdostein & phy nit c6 thai hodc
dang cho con b,
TAC PONG LEN KHA NANG LAI XE VA VAN
HANH MAY MOC
Erdostein ¢6 anh huong nhé hojc khéng déng ké dén
kha nang l4i xe va vdn hanh may moéc.

Chét long dam c6 tic dung lam giam d¢ sét cia chit
nhay va dam mu. Erdostein 1a mdt tién dugc, dugce
chuyén thanh dang chuyén ho4 c¢6 hoat tinh bang céch
hinh thanh mgt nhém thiol tyr do. Chit nay c6 tic dung
m& clu nbi disulfur ciia c4c mucoprotein & phéi. Ngoai
ra, erdosteine con c6 tac dung tre ché vi khuén bam vio
céc té bao biéu mo. Vi sy hién dién cia nhém thiol
do trong chét chuyén hoé c6 hoat tinh, erdostein c6 tac
dung chéng oxy ho4 da dugc chig minh trong céc
nghién ciru in vitro va in vivo.

DUQC PONG HQC

~ Erdostein dugc hép thu nhanh sau khi uéng va nhanh
chéng chuyén hod lin ddu thanh chét chuyén hoa c6
hoat tinh - N-thiodiglycolyl-homocystein (MI). Sau
khi uéng liéu 300 mg, ndng do dinh trong huyét
twong (Cmax) cua erdostein 1a 1,26 + 0,23 pg/ ml,
dat duge sau 1,18 + 0,26 gitr (Tmax); con Cmax va
Tmax cia M1 1a 3,36 pg/ ml va 1,48 gio. Nong do
erdostein trong huyét twong tang ti 1& theo liu ding.
Nong d M1 trong huyét twong ciing tang theo lidu
dung nhung khéng theo ti 1¢. Sy hap thu khéng b
anh huong bai thire #n.

— Théi gian bén thai T % tuong (g cla erdostein va
MI 13 1,46 + 0,60 gi va 1,62 + 0,59 gid. Trong
nuée tiéu, chi tim thiy M1 va dang mudi sulfat. Thai
trir qua phan khéng déang ké.

- Tinh chat dugc dong cua erdostein khong thay ddi
theo tubi.

~ Thudc gén vio protein huyét twong khoing 64,5%
(dao dgng trong khoang 50 — 86%)

QUA LIEUVA XU'T

~ Chua c¢6 kinh nghiém vé& qua lidu erdostein.

~ Céc bién phap diéu trj tri¢u chimg va didu trj hd trg

c6 the duge ap dung trong tat ca cac trudmg hop qua

lidu. Rira da dy ¢6 thé mang lai ich li va sau dé thi

TUONG TAC THUOC nén theo ddi ngudi bénh.
Chua c6 bio céo vé cac twong tic thube vai erdostein. KHUYEN CAO
TAC DUNG PHU ~ Trénh xa tim tay tré em.
~ Tén sudt £ap céc tac dung phy trén dudmg tiéu hod 1 ~ Thube nay chi diing theo sir ké don ciia béc si.
dudi 1/1000. - Doc k§ hudong déin sir dyng truée khi ding. Y%
- Nhimg tic dung phy sau rét hiém khi xay ra — Neéu ciin thém thong tin, xin héi ¥ kién bic si. L
(<1/10000): dau dau, cam, khé tha, thay déi vi giac, BAO QUAN ¥ _’i
budn nén, 6i mura, ti€u chdy, dau thuong vi, may day, — Trong bao bi kin, & noi khd, tranh anh sang, nhiét déj o i
ban do, eczema. khong qua 30 °C. -
Thang bdo cho bic si nhimg tic dung phu gap phai HAN DUNG: 36 thang ké tir ngay sn xuit. oy
khi sit dung thudc. TIEU CHUAN: TCCS, 7
DUQC LYC HQC -

CONG TY TNHH DP SHINPOONG DAEWOO

- Nha may : S$6 13, Dudng 9A KCN Bién Hoa 2, Déng Nai, Viét Nam
\ Vin phopg Rk 7, Liu 9, Thép R1 Toa nha Everrich, Pudmg 3/2, P.15, Q.11, TP. HCM
; & T%DT :
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