FOR THE USE OF REGISTERED MEDICAL PRACTITIONER, OR A HOSPITAL OR A LABORATORY

Zinc chloride Injection IP

Composition :

Each mi contains :

Zinc chioride 1P 209mg

{en. to 1 mg elemental zinc| . .

Sodium Chiceide [P 3 mg Injectlon
Water for Injections 1P g5,

Pharmaceutical Form
Sterife solition for injection,

Clinseal Particulars

Therapeutic indications

Zine Chioride Concentrated Injection for Infusion is intended for use as an additive to patibie i Fluids or total p
nutrition solutions. It is indicated for the prevention and treatment of zine defidency, which may be characterized by growth
datarioration, skin lesions, alopecia, impained reproductive development and function, and delaged or ishibited wound healing.

Dose and methaed of administration

Adults: The suggested IV dosage is 2.5 to 4 mg zin per day. an additional 2 mg zine per day is suggested for acute catabolic states. If
there fs fluld lose from the small intestines, an additionad 12.2 mg of 2inc per litre of small intestinal fluld lost, or an additional 17.1 mg
of zine per kg of stool or lleostomy output (£ suggested. Blood levels of zine should be fraquantly monitored to ensure proper dosage
Tine Chloride Concentrated Injection for Infusion should be given via intravencus infusion by diluting each 2 mL vial in 1 litre infusion
solution (glucose 5% injection o sodium ehlaride 0.99% infection) and sdminictering over & to 24 hours.

Children: For premature infants [up to 3 kg in body weight) 300 micragram of sine/kg/day is suggested. For full term infants and
children g ta 5 years of age, 100 ol aint kg dday is

Foor chilifron aver 5 yoars of age, the dose is the same

as thal recommuended for adults; up o 3 maxirmum of 4 meg/day.

Compatibilities
Tinc Chioride Concentrated Injection for Infusion is reported to be compatible with ghicose 5% injection or sodium chioride .95
mjection

Contraindications
Direct inframuscular {IM) or i V] injection is as the acidic pH of the |n|'emc|r| may cavss considerable tissue
rritation. it s endicated in indivi s itive to any of the i i in the pref

Special warnings and precautions for use

The injection should not be given undilited by direct injection into a peripheral vein because of the fikelihood of infusion phiebitis and
the potential for increased excretony loss of zine frem a balus inpaction. Administration of zinc in the absence of copper may cause a
dacrease in serum copgar levels. Perindic determinanions of serum copper as well as zinc are sugpestad as a guadeling for subseguent
2inc adminkstration. Avoid contact of Zine Chioride Concentrated injection for infuesion with the eyes and skin. Wash with copious
amaunt of water it contammation of the skin and eyes nccurs. Zine chlorde (< 2 caustic agent and, theretnee, shoald not be gven
arally Copgser uptake, lver biopsy and clinical observations are all useful procedures to check the dose and compliance.

Warnings
D not use unless solution s chear and seal is ntact. Single-dose vial, Discard any unused portion. Discard after use and discard amy
unised portion. Do not stare of re-sterilize,

Use in renal impairment
There is a possibbe risk of zine accurmulation in patients with reeal Tailure

Usein the elderly
Nex diata available.

Interactions with other medicines and other forms of interactions
Mo data available.

Fertility. pregnancy and lactation

Effects an fertility

N data avallable.

Use in pregrancy

Anlma reproduction studies have not been conducted ‘with zinc chioride. There are no. adequate and wetl-controfled studies in
pregnant wornen or whether it can affect IEPI'NII(.“VE capacity. Therefore, Zine Chioride Concentrated Injection for infusion showd
B administerad W0 pregrant women only i clearly indicated.

Use in lactation

Tinc is eacreted in breast milk, The baby may be at risk of zinc-induced copper deficlency. However, the amount of zin i the milk may
Nt e sifficient o induce copper deficency in infants, Therefore, the potentel fazards of zine to the infant must be welghed against
1he potential benefits to the mother before zing is administered 1o mothers whio are breast Teeding,

Effects on ahility to drive and use machines

The effacts of this madicine on 3 persan's ability to drive and use machines were not assessed as part of its rogistration

Adversa effects (Undesirable effects)

Direct W or IV injection may cause considerable tssue irritation and i therefore not recommended, Chronic rine toxicity in huemans has not been identified with
certainty, Prolonged use of zine may lead to copper deficiancy and anemia which has resp o i of z@ine and it therapy, Increased seram
levels of amylase, lipase and alafine phosphatase which may indicate pancreatic damage, are commaonly reported during zine therapy, However, insufficient
evidence was found for pancreatic damage on either humans or rat studies

Overdeoss
Symptoms of zine poisoning include lypotension, pulmanary oedema, diarrhoea, vomiting, jaundice and ofiguria,

Treatment of overdosage: Symptomatc and cupportive measures should be glven as required in the event of overdosage. Adminstration of sodium calchum
eddetate by meuth and intravencusly has been suggesed. To relieve pain, analgesics may he given. The electrolyte imbatance should he coerected,

PHARMACOLOGICAL PROPERTIES

Pharmacodynamic properties

Mechanism of action

Zine is an essential trace efement in nutrition, It is a constiteent of many enzymatic systems, including alkaline phosy carbenic anhy
and alcohol dahydrogenase. It is #eo present with insulinn tha pancreas. Zinc i imabed in DMA and protein svnlhesls and facilitates wound P\eahﬂg, helpung b
maintain norrmal growth rates 11 s assential for immune function and development of the reprodective amgans and normal functioning of the prostate gland. It ks
abso invalved in certain enzymatic reactions necessary for the normal functioning of the skin's o glands. Zine is required for the mobilization of vitamin A from the
liver into plasma. | alsa helps Lo maintzin the senses of Laste and smell.

Pharmacokinetic properties
Distribution
Zing is distril widaly gk the body. F0% of zinc is loasaly bound to alburmin and ather protains, The normal concantration of zine in

plasma and serum ranges from 0.7 to' 1.5 mg/L

Excretion
Ling is exereted in the faeces. Only traces appear in the urine since the kidneys play only a mincr roke in regulating the content of dinc within the body,

PHARMACEUTICAL PARTICULARS
Incompatibilitics
NA

Shelf life
As printed on carton,

Special precautions for storage
Storage: Store in @ cool, dry place, Protect from fight. Do not allow o freeze.
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