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PRODUCT DESCRIPTION

AHG- IIA DISPOSABLE STERILE SAFETY LANCETS

The AHG Disposable Sterile Safety Lancet (Model: AHG-IIA) is a sterile,
single-use medical device intended for capillary blood sampling. It features
a pre-loaded needle that automatically retracts after activation to reduce
the risk of needlestick injury and prevent reuse.

Specifications

« Gauge: 28G

« Penetration depth: 1.8 mm

« Needle diameter: 0.36 mm

« Sterilization method: Irradiation

INTENDED PURPOSE

The AHG-IIA is intended to puncture the skin (e.g., fingertip or other
appropriate capillary sampling site) to obtain a small volume of capillary
whole blood for in vitro diagnostic testing (e.g., blood glucose
monitoring).

The device is intended for single-patient use only.

INDICATIONS FOR USE

Indicated for the collection of capillary whole blood samples for diagnostic
testing, including monitoring of physiological parameters such as blood
glucose levels.
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INTENDED USER & PATIENT POPULATION

The device is intended for:

« Healthcare professionals in clinical or laboratory settings.
« Lay users performing self-testing at home.

CONTRAINDICATIONS

« Do notuse in areas with infection, edema, or compromised skin integrity.

« Use with caution in patients with bleeding disorders or on anticoagulant
therapy.

« Notintended for use on infants unless directed by a healthcare professional.

WARNINGS AND PRECAUTIONS

« For single use only. Do not reuse or resterilize.
« Do not use after the expiry date indicated on the packaging.

« Do not use if the protective cap is missing or damaged, or if sterile
barrier packaging is opened, damaged, or compromised.

« Wash hands thoroughly with soap and warm water before use.
« Use anew lancet for each puncture.

« Used lancets are potentially biohazardous.

« Improper use may increase the risk of infection or injury.

« Keep out of reach of children.

« Inthe event of a serious incident, report it to the manufacturer and the
competent authority in your EU Member State.
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INSTRUCTIONS FOR USE

Note: Wash your hands with soap and warm water and dry thoroughly
before and after use.

Step 1-Preparation Step 2 - Position
Twist off the protective cap. Place the lancet opening firmly
Do not pull straight off. against the puncture site.
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Step 3 - Activation Step 4 - Disposal
Press the device down firmly. Immediately dispose of the
The needle will deploy and used device in an approved
retract automatically. sharps container.

A Potential Biohazard

! Used lancets may be contaminated with blood. Handle and dispose of in |
i accordance with local regulations for sharps and biohazardous waste. !
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STORAGE CONDITIONS

« Storein a cool, dry place.
« Do not expose to temperatures above 30°C (86°F).

« Protect from moisture and direct sunlight.

SHELF LIFE

Shelf life: 5 years from date of manufacture, if stored under recommended
conditions. Do not use after the expiration date.

DISPOSAL

Dispose of used lancets as medical sharps and biohazardous waste in
accordance with local/national regulations.
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INDEX OF SYMBOLS

The following symbols may appear on the packaging and in these
instructions for use.

LoT] | Lot Number [i] | consult Instructions for Use
[Rer] | Catalogue Number @ | poNotReuse

] | Date of Manufacturer wl | Menufacturer

g Use-by Date Sterilized Using Irradiation
F& | Keep Away from Sunlight Medical Device

4 | KeepDry @ Do Not Resterilize

A\ | caution @ Importer

CE | CEMarkin Unique Device Identification

s .
Authorized Representative in the EU

=

iy Dispose of in accordance with local regulations
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Head office:

American Health Gate LLC

450 Alaskan Way S., Suite 200, Seattle, WA 98104, USA
Website: www.americanhealthgate.com




