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510(k) Summary:
TEVADAPTOR 1J, Drug Reconstitution and Transfer System

Company Name:
Migada Plant

Contact Person:
Yosi Shahar
QA/RA manager

Telephone: +972-4-690-8826
Fax: +972-9-892-1665
E-mail: vosi .shaiardtlex'a-eo-ii

[IS Agent:
(icorge Svokos
N4IGADA. INC.
482 H-udson Terrace
Englewood Cliffs, NJ 07632

Phone: 201-561-1010
Fax: 201 -567-7994

Date prepared: May 10, 2005

Trade Name:
TEVADAPTORM. Drug Reconstitution and Transfer System

Classification name: Set. IV Fluid Transfer
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Common/usual name: Drug reconstitution system

Product Code: 1,111

Regulation No.: 880.5440

Class: I1

Panel identification: General Hospital Panel

Predicate Device:
PhaSeal® closed system for the preparation and administration of parenteral
drugs. Carmel Pharma AB. S-402 28 Gottingen, Sweden, cleared under 5 10(k)
no. K980381.

Description of the device:
The device comprises of the following components:
- Vial Adaptor System with 13 mm Vial converter
- Syringe Adaptor System
- Infusion Bag Adaptor
- I Connector

The Vial Adaptor System is intended to fit over vials with 20ram caps. A
converter accessory enables the use of the Vial Adaptor System with a 13 mm cap
vial. A special venting mechanism ensures automatic. sterile, pressure
equalization within the vial, preventing drug particle escape into the environment.
An elastomeric, non-latex septum is designed for connection of the Syringe
Adaptor System for introduction or withdrawal of liquid.

9-3

A MEMBER OF

09-8921665 :flpS 04-6908800 :]19'?1J 10258 i-1i1EQI F1'1] 888 T.,l 'JJOXi1 rI'mIJnri rITa
NORTH IND, ZONE gO.BOX 888 KIRY\TSHNIONA 10258 ISKIEL TEL: (972F4-6908800 FAX: (972)-9-8921665



vKSQ2 C1 om §J5C'k-

tiiMZUAlicdicall U pnzz
T"E STANDARDS INSTITUTION OF S PARt

The Syringe Adaptor System is intended for connection to a standard luer lock
syringe. A special non-latex elastomer protector covers the liquid dispensing
needle tip. A clamp mechanism reversibly connects the Syringe Adaptor System
to the other components.

The Infusion Bag Adaptor is intended for connection to the spike port of an
infusion bag. A non- latex septum enables connection to the Syringe Adaptor
System for withdrawal of diluents or introduction of drug. A capped short tubing
enables connection of the drug containing bag to a delivery set in the hospital
ward.

An injection accessory enables the connection of the Syringe Adaptor System to
an intravenous infusion line for direct drug injection.

Indications for Use:
[he TEVADAPTOR'TM , Drug Reconstitution and Transfer Systcm is a contained
system to be used by pharmacists or other healthcare professionals to prepare
drugs, including cytotoxic drugs, for intravenous infusion or injection.

Substantial Equivalence:
The TEVADAPTORT m , Drug Reconstitution and Transfer System has the same
intended use as the PhaSeal(W closed system for the preparation and
administration of parenteral drugs, cleared under 510(k) no. K980381 and has
equivalent performance characteristics. It is therefore substantially equivalent to
that device.

Conclusion -
The evaluation of the TEVADAPTOR'TM Drug Reconstitution and
Transfer System does not raise any additional concerns regarding safety
and effectivity and may therefore be considered substantially equivalent to
the predicate devices.
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Indications for Use

510(k) Number (if known): K051669

Device Name: TEVADAPTOR'TM , Drug Reconstitution and Transfer System

Indications for Use:

The TEVADAPTOR"', Drug Reconstitution and Transfer System is a contained system

to be used by pharmacists or other healthcare professionals to prepare drugs, including

cytotoxic drugs, for intravenous infusion or injection.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Anesthesiology, General Hospital, Page 1 of I
Infection Control, Dental Devices

510(k) Number k<rCGi




