Package Insert

Xycide C (Chlorhexidine Gluconate 0.5% w/v and
Isopropyl Alcohol 77% w/v Hand Sanitizer)

Description

Xycide C is a light pink solution, slight alcohol and lavender odour containing:
« Chlorhexidine Gluconate 0.5% w/v
« Isopropyl alcohol 77% w/v

Pharmacodynamic

Bisbiguanide antiseptics exert rhelr lethal effe(t upon bﬂ(tena/ cells through

‘non-specific interaction with acidic Since there

is Im e percutaneous absorption of isopropy! ﬂkoha/ or chorhexidine gluconate,
tudies have not been

Pharmacokinetic

There is little absorption of isopropyl alcohol or chlorhexidine gluconate through
intact skin. Pharmacokinetic studies have not been conducted with the product.
Indications

Non-rinse hand sanitizer for hand hygiene when soap and water not available.

Dose/ Use Instruction
Apply 3-5 ml (1 pump) onto hand and rub until dry. After 10 applications, it is
advisable to wash hands with soap and water.

Mode of Administration
Topical
Contraindications

Known hypersensitivity to Xycide C or any of its components, especially in those with
a history of possible chlorhexidine-related allergic reactions.

Warnings and Precautions

For external use only

Flammable: keep away from fire or flame.

Keep out of eyes, ears, and mouth. If contact occurs in any of these areas, rinse with
cold water right away, consult your physician immediately.

Keep medicine out of reach of child.
Xycide C contains chlorhexidi ine is known to induce

including generalised allergic reactions and anaphylactic shock. The prevalen(e of
chlorhexidine hypersensitivity is unknown, but available literature suggexrx this is
likely to be very rare. Xycide C should not be administered to anyone with a possible
history of an allergic reaction to chlorhexidine.

If any signs or symptoms of a suspected Iyperxensrrlwr reaction such as itching,
skin rash, redness, swelling, breathing difficulties, light headedness, and rapid
heart rate develap, immediately xry using the pmdu(t Appropriate rherapeutl(
countermeasures must be instituted as clinically indicated.

Interactions With Other Medications

Chorhexidine salts are incompatible with soaps and other anionic material. Activity
may be reduced in the presence of suspending agents such as alginates and
tragacanth, insoluble powders such as kaolin, and insoluble compouns of calcium,
magnesium and zinc. Isopropyl alcohol should not be brought into contact with
some vaccines and skin test injections (patch test). Ifin doubt, consult the vaccines
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manufacturers literature. I is known to be i with
the oxidizing agents such as hydrogen peroxide and nictric acid, which may cause
decomposition.

Usage During Pregnancy And Lactation

No special precautions need to be taken when used in pregnancy and
lactation.

Side Effects / Adverse Reactions

Immune system disorder

Frequency not known: Hypersensitivity including anaphyletic shock.

Overdose and Treatment

There are no reports of this occuring and the nature of the product makes it unlikely.
Chorhexidine gluconate taken orally is poorly absorbed into the blood. Accidental
ingestion may require appropriate gastric lavage using milk, egg white, gelatine or
mild soap.

Storage Conditions
Store below 30°C, protect from heat, flames and sunlight.

Dosage Forms
Solution.

| alcohol dl

Packaging
500 ml HDPE bottle with HDPE pump dispenser.

Shelf Life
24 months.
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Sisipan Bungkusan

Xycide C (Chlorhexidine Gluconate 0.5% w/v and
Isopropyl Alcohol 77% w/v Hand Sanitizer)

Keterangan
Xycide Cadalah larutan merah jambu muda, berbau alkohol dan lavender yang
mengandungi:
Chlorhexidine Glukonat 0.5% w/v
= Isopropil alkohol 77% w/v

Pharmakodinamik

Antiseptik bishiguanide memberikan kesan berbahaya pada sel bakteria melalui
interaksi tidak spesifik dengan fosfoliﬁid berasid membran sel. Memandangkan
terdapat sedikit penyerapan perkutaneus ba?i isopropil alkohol atau
chorhexidine gluconate, kajian inamik belum dijalankan.

Pharmakokinetik

Terdapat se penyerapan isopropyl alkohol dan c gluconate

HORIX
Pengaruh Ubat-Ubatan Lain

Garam Chorhexidine tidak serasi dengan sabun dan bahan anionik lain.
Aktiviti boleh dikurangkan dengan kehadiran agen penggantungan seperti
alginat dan tragacanth, serbuk tidak larut seperti kaolin, dan sebatian
kalsium, magnesium dan zink yang tidak larut. Isopropil alkohol tidak
boleh bersentuhan dengan beberapa vaksin dan suntikan ujian kulit (ujian
tampalan). jika ragu-ragu, rujuk literatur pengeluar vaksin. Isopropil alkohol
juga diketahui tidak serasi dengan agen pengoksida seperti hidrogen
peroksida dan asid niktrik, yang boleh menyebabkan penguraian.

Penggunaan Semasa Mengandung Dan Penyusuan

Tiada langkah berjaga-jaga khas perlu diambil apabila digunakan semasa
mengandung dan menyusu.

Kesan Sampingan / Kesan Yang Tidak Diingini

Gangguan sistem imun

melalui kulit. Kajian farmakokinetik tidak dijalankan untuk produk ini.

Indik
Pensanitasi tangan tanpa bilas untuk kebersihan tangan apabila sabun dan
air tidak tersedia.

Dos Dan Cara Guna

Ratakan 3ml — 5ml (1 pam) pada tangan, gosok sehingga kering. Selepas
10 kali digunakan, adalah dinasihatkan untu basuh tangan dengan
air dan sabun.

Cara Penggunaan
Topikal.

Kontraindikasi (Keadaan Tidak Boleh Guna)

Hipersensitiviti yang diketahui terhadap Xycide C atau mana-mana
komponennya, terutamanya pada mereka yang mempunyai sejarah
kemungkinan tindak balas alahan berkaitan chlorhexidine.

Amaran dan Langkah Berjaga-jaga

Untuk kegunaan luar sahaja.

Mudah terbakar: jauhi daripada api.

Jauhi daripada terkena mata, telinga dan mulut. Jika terkena, bilas dengan
air sejuk dan jumpa doktor secepat mungkin.

Jauhi daripada kanak-kanak.

Xycide C dungi chlorhexidine. Chlorhexidine diketahui

kan hipersensitiviti, termasuk tindak balas alahan umum dan kejutan
anaphylactic. i i itiviti ¢ idine tidak diketahui,
tetapi literatur yang ada mencadangkan ini mungkin sangat jarang
berlaku. Xycide C tidak boleh diberikan kepada sesiaﬁa yang mempunyai
sejarah kemungkinan tindak balas alahan terhadap chlorhexidine.

Jika sebarang tanda atau simptom tindak balas hipersensitiviti yang disyaki
seperti gatal-gatal, ruam kulit, kemerahan, bengkak, kesukaran bernafas,
ﬁening kepala dan degupan jantung gang cepat berkembang, segera

entikan penggunaan produk. Tindakan balas teraﬁ;eutik yang sesuai mesti
dimulakan seperti yang ditunjukkan secara klinikal.

66-070.0000-20.00-PI

tidak diketahui: Hi

Dos Berlebihan dan Rawatan

Tiada laporan mengenai perkara ini berlaku dan sifat produk
menjadikannya tidak mungkin terlebih dos. Chorhexidine gluconate yang
diambil secara oral kurang diserap ke dalam darah. Tertelan secara tidak
sengaja mungkin memerlukan lavaj gastrik yang sesuai menggunakan
susu, putih telur, gelatin atau sabun lembut.

Cara Menyimpan

Simpan di bawah 30° C, lindungi dari haba, api dan cahaya.
Bentuk Dos

Larutan.

Pembungkusan
500 mL botol HDPE dengan dispenser pam HDPE.

Hayat Simpanan
24 bulan.

Pengilang & Pemegang Pendaftaran Produk
Xorix Sdn. Bhd,

Lot1,2,3&4,

Kawasan Industri Batu 7,

23000 Dungun, Terengganu, MALAYSIA.

itiviti termasuk kejutan anafilaksis.
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