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(2) FDA

F

77 AL TR

3
i

I A P 3

AR

HEA

.

HAR A4 B
Rk

Class 1II

IMPROVACUTER® Gel & Clot
Activator Tube is single use
tube used to collect, transport
separate and process venous
blood specimens to obtain serum
for clinical chemistry and
immunology assays. It is used in
settings where a venous blood
sample is collected by a trained
healthcare worker. For in vitro

diagnostic use

KA

bR L

Class Il

Improve Blood Collection Set are
intended to be used with
evacuated blood collection tube
for the collection of venous
blood

Improsafe Blood Collection Set
are intended to be used with
evacuated blood collection tube
for the collection of venous
blood. The safety shield is
intended to aid in the
protection against accidental
needle stick injury

KA

F kR M 5251

Class II

The IMPROSAFE® Blood Collection
Sets with Pre—attached holder
are intended to be used with
evacuated blood collection tube
for the collection of venous
blood. The safety shield is
intended to aid in the
protection against accidental
needle stick injury

The IMPROVACUTER® Blood
Collection Sets with Pre—
attached holder are intended to
be used with evacuated blood
collection tube for the
collection of venous blood.

The IMPROSAFE® Blood Collection
Sets are intended to be used
with evacuated blood collection
tube for the collection of
venous blood. The safety shield
is intended to aid in the
protection against accidental
needle stick injury

The IMPROVACUTER® Blood
Collection Sets are intended to
be used with evacuated blood
collection tube for the

K
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collection of venous blood.

The IMPROSAFE® Multi-Sample
Needles are intended to be used
with evacuated blood collection
tube for the collection of
venous blood. The safety shield
is intended to aid in the
protection against accidental
needle stick injury

The IMPROSAFE® Multi-Sample
Needles (Flashback) are intended
to be used with evacuated blood
collection tube for the
collection of venous blood. The
safety shield is intended to aid
in the protection against
accidental needle stick injury.

The IMPROVACUTER® Multi-Sample
Needles are used with holder and
vacuum blood collection tube for
the venous blood collection

it

77 i AR R e A< Fi 3 A RYIRR MG L

Evacuated Blood Collection Tube
is used to collect, transport
HEXME and process blood for testing /
serum, plasma or whole blood in
the clinical laboratory

Urine Collection Tube is used to
collect, transport and process

SRR SR |IVDR Class| . . L /

urine for testing urine in the

I, .. 2026-11-10

. clinical laboratory
Sterile

Capillary Blood Collection Tube
is intended used to collect
transport and process skin

=
]
e
=y
i

puncture blood specimen for /
testing serum, plasma or whole
blood in the clinical
laboratory.

Blood Collection Needle and
BT AT MDR evacuated blood collection tube 9027-02-06 y

Class II al are used together for the
collection of venous blood.

Disposable Swab is intended for
the collection of clinical
specimens containing pathogenic

— IR AT SR 2 MDR Class microorganisms from nose, /
[ Sterile throat, ears, eyes, epidermis 2027-02-06
wounds and vagina to the testing
laboratory.
AT Microbiological Transport Swab /

27
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is intended for the collection
and transport of clinical
specimens containing pathogenic
microorganisms from nose

throat, ears, eyes, epidermis
wounds and vagina to the testing
laboratory.

et

MDD
IIa

Scalp Wein Set is intended for
intravenous administration of
drugs to achieve therapeutic
purposes.

2023-06-24

Pk

MDD
Ila

The Blood Collection Needle is
intended for use in the
collection of venous blood
samples using evacuated blood
collection tube

The Blood Collection Needle is
intended to be marketed as a
sterile, single or multi-sample
single use device.

The Blood Collection Needle may
be used in any appropriate
patient populations

2023-06-24

S

CRAL

eI T

MDD
IIa

IMPROSWAB® Microbiological
Transport Swab is intended for
the collection and transport of

clinical specimens containing
pathogenic microorganisms from
nose, throat, ear, wound to the
testing laboratory. In the
laboratory, collected specimens
are processed by using standard
clinical laboratory operating
procedures.

2023-06-24

A

MDD
[Ia

Intravenous Catheter for Single
Use is intended for insert vein
to withdraw fluid or insert
medication for single use

2023-06-24

S

LR

To v 224 8 S

FHESHS

MDD
[Ia

Sterile Safety Auto—disable
Syringe with Needle is intended
for subcutaneous or
intramuscular injection of drugs
to achieve therapeutic purposes.

2023-06-24

AR

MDD
IIa

Blood Lancet for single use
matching with capillary blood
collection tube as capillary
blood collection system is
designed for capillary blood
collection

2023-04-20

)

SR
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