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PH'L PHIL INTER PHARMA

No. 25, No. 8, VSIP, Thuan An, Binh Duong

INTER PHARMA Tel: 0650. 3767 040~044 Fax: 0650. 3767 039
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MAU NHAN VI
San phim : Vién nang COFDEIN
Kich thuéc vi : 53 x 92 mm
TY 16 - 100%
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Rx Thuéc bdn theo don
Dé xa tam tay tré em
Bgc ky hwdng diin sir dung trude khl ditng
Néu can thém thong tin, xin hoi y kién bdc st

COFDEIN

SPEK: coevsssivisan
THANH PHAN: M&i vién nang mém chira: /LIU" .
Hoat char:  Codein phosphat .................. 10 mg /
Glyceryl guaiacolat .. ..100 mg

Ta dugec: Déu déu nanh, Diu lecnthm Dau dau nanh hydrogen héa mdt phan, Hard fat, Sap

ong tring, Polysorbat 80, Gelatin, Glycerin dam dac, D- -sorbitol 70%, Ethyl vanillin, Titan

dioxyd, Mau do so 40, Mau vang so 4, Mau xanh duong s6 1, Nudc tinh khiét.

DANG BAO CHE: Vién nang mém

DU'()C LUC HQC

- Codein: ¢6 tac dung giam ho do téc dung truc tiép 1én trung tdm gy ho & hanh ndo.

- Glycery] guaiacolat: ¢6 tic dung long dam. Lam giam tinh dinh cua dam do ting thé tich
va ham lugng nude cla chit tiét phe quan, vi vy lam dé khac dam.

DU'()C PONG HQC
Codein: dugc hap thu & rudt. Sau khi uong, thoi gian ban huy 1a 2 - 4 gio, tic dung giam
ho xuét hién trong vong 1 - 2 gid va c6 thé kéo dai 4 - 6 gid. Codein dugc chuyén héa &
gan va thai trir & thén duérl dang tyr do hoac két hop véi acid glucuronic. Codein hodc san
phdm chuyén héa bai tiét qua phan rit it. Codein qua dugc nhau thai va mét lwgng nho
qua dugce hang rao mau ndo.

- Glyceryl gualacolat duoc hip thu d& dang & dng tiéu hoa, bai tiét qua nudc tiéu. Thoi
gian ban huy la 1 gio.

CHI PINH

Lam giam tri¢u chimg ho va gitp long dam

LIEU LUQNG VA CACH DUNG

Ngudi 16n va tré em > 12 tudi: 1 vién x 1-3 1an / ngay.

Khéng sir dung qua 7 ngay.

CHONG CHI PINH

- Min cam véi bat ky thanh phén nao ciia thudc.

- Tréem < 12 tudi.

- Suyhbd hép

- Ho do suyén.

- Khéng ding dé giam ho trong céc bénh nung mu phdi, phé quan khi cin khac dom mu.
Phu nit mang thai va cho con bu.

THAN TRONG

- Céc bénh dudng hd hip nhu hen, khi phé thiing. Suy giam chirc nang gan, than. C6 tién sir
nghién thudc.

- Ddi voi bénh nhén tiéu dudng, cao huyet ap, bénh tim mach, ri loan chiic ndng thugng
thén hoéc glap trang, phi dai tién liét tuyen, tang ap luc so ndo.

- Thén trong d6i véi ngudi dang 1ai xe va van hanh may moc vi thudc c6 thé gay budn ngi.

TUONG TAC THUOC

- Khéng ding rugu trong thdi gian diéu tri.

- Thén trong khi phdi hop vai Phenothiazine, Barbiturate, Benzodiazepine, IMAO, thude
chbng trdm cam 3 vong, céc dan xuét khac ctia morphin.

12
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- Codein lam giam chuyén héa cyclosporin do (¢ ché men cytochrom P450.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Khong dung thudc nay cho phy nir mang thai va cho con bu 100235

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC m\,y
Thén trong dbi voi ngudi dang 14i xe va vin hanh may moc vi thude ¢6 thé gay budn ngu. ‘,:ﬂ { 'z
TAC DUNG KHONG MONG MUON -
INTER
Budn ngu, budn ndn, ndn, tao bén, chodng véng, hoa mﬁt nbi méan. o
Théng bdo cho bdc si cdc tac dung khong mong muén gdp phai khi sir dung thubc. W§
SU DUNG QUA LIEU T 4

Triéu chitng: Suy hé hip (giam nhip tho, ho hap C heyne - Stokes, xanh tim). Lo mo din dén —=
trang thai do din hofic hon mé, mém co, da lanh va am, d6i khi mach cham va ha huyét 4p.

Trong trudng ho'p ndng: nglmg thd, truy mach, ngimg tim va c6 thé tur vong.

Xir tri: Phai hdi phuc hé hip bing cach cung cip dudng khi va ho hip hd trg c6 kiém soat.

Chi dinh naloxon ngay bang dudng tiém tinh mach trong tn.rorng hop ning.

BAO QUAN Bao quan trong hop kin, & nhi¢t do dudi 30°C, tranh anh sang.

HAN DUNG: 36 théng ké tir ngdy san xuét. ,

* Khong ding thubc qud thoi han sir dung. /(_LL-”' :

QUY CACH PONG GOI: Hop 10 vi x 10 vién. =

) Sdn xudt bai:
CONG TY TNHH PHIL INTER PHARMA
S6 25, dudmg sb 8, khu cong nghiép Viét Nam-Singapore, Thudn An, Binh Duong.

'HA'T LUONG

/
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Rx Prescription Drug
Keep out of reach of children
Read the package insert carefully before using 7
For any more information, please consult your doctor /" /'

COMPOSITION: Each soft capsule contains
Active ingredient: Codeine phosphate .................. 10 mg
Glyceryl guaiacolate ................ 100 mg

Inactive ingredients: Soybean oil, lecithin oil, Partially hydrogenated soybean oil, Hard fat,

white wax, Polysorbate 80, Gelatin, Concentrated glycerin, D-sorbitol 70%, Ethyl vanillin,

Titanium dioxide, Allura red AC, Tartrazine, Brilliant Blue FCF, Purified water.

DOSAGE FORM: Soft capsule.

PHARMACOLOGY

- Codeine suppresses the cough reflex by a direct effect on the cough center in the medulla.

- Glyceryl guaiacolat has an expectorant action. It is thought to reduce sputum viscosity by
increasing the volume and water content of the bronchial secretions. Thereby facilitating
the expectoration of sputum.

PHARMACOKINETICS

- Codeine is absorbed from the gastrointestinal tract. Following oral administration, the
half-life of codeine in plasma is 2 to 4 hours, antitussive effect usually occurs within 1 -2
hours and may persist for 4 — 6 hours. Codeine is metabolized in the liver and excreted
chiefly in the urine as norcodeine and free and conjugated with glucuronic acid.
Negligible amounts of codeine and its metabolites are found in the feces. Codeine crosses
the placental barrier and is excreted in breast milk.

- Glyceryl guaiacolate is well absorbed from the gastrointestinal tract and excreted in the
urine. The plasma half-life of glyceryl guaiacolate is 1 hour.

INDICATIONS

Relieves cough and help expectorant.

DOSAGE AND ADMINISTRATION

Adults and children > 12 years old: 1 capsule x 1 - 3 times/day.

Do not use more than 7 days.

CONTRAINDICATIONS

- Patients with hypersensitivity to any component of this medicine.

- Children < 12 years old.

- Ventilatory failure.

- Asthmatic cough.

- Do not use to relieve cough to people with lung abceess, bronchitis which need to cough to
expel purulent sputum.

- Pregnancy and lactation.

PRECAUTIONS

- Respiratory diseases including asthma, emphysema. Hepatic and renal impairment.
History of drug abuse.

- Patients with diabetes, hypertension, cardiovascular disease, adrenal dysfunction or
thyroid, prostate enlargement, increased cranial pressure.
Patients should be cautioned about driving and operating machinery because the drug may
cause drowsiness.

https://trungtamthuoc.com/ ne
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DRUG INTERACTIONS

- Do not drink alcohol during treatment.

- Caution should be combined with phenothiazines, barbiturates, benzodiazepines, MAO
inhibitors, tricyclic antidepressants, other derivatives of morphine.

- Codeine reduce metabolism of cyclosporine, due to inhibition of cytochrome P450.

PREGNANCY AND LACTATION

Do not use this drug for pregnant women and lactating.

EFFECTS ON ABILITY TO DRIVE AND OPERATE MACHINES

Patients should be cautioned about driving and operating machinery because the drug may

cause drowsiness.

SIDE EFFECTS

Drowsiness, nausea, vomiting, constipation, dizziness, dazzle, rash may occur.

Inform your doctor in case of any adverse reactions related to drug use.

OVERDOSE

Symptoms: Respiratory depression (a decrease in respiratory rate or vital volume, Cheyne-

Stokes respiration, cyanosis). Extreme somnolence progressing to stupor or coma, miosis,

skeletal muscle flaccidity, cold and clammy skin, and sometimes bradycardia and

hypotension. In severe overdose, apnoea, circulatory collapse, cardiac arrest and death may

occur.

Treatment: Primary attention should be given to the reestablishment of adequate respiratory

exchange through provision of a patent airway and the institution of assisted or controlled

ventilation as necessary. Naloxone may be administered, preferably by intravenous routed in

the severe patient of overdose.

STORAGE: Stored in a hermetic container, below 30°C, protect from light.

SHELF-LIFE: 36 months from manufacturing date.

* Do not use if the drug is out of date.

PACKAGE: 10 capsules/blister, 10 blisters/box.

Manufactured by:
PHIL INTER PHARMA Co., LTD.
No. 25, Street No. 8, Vietnam-Singapore Industrial Park, Thuan An, Binh Duong.
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