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CDRH-FOISTATUS@fda.hhs.gov or call 3 6-8118.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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“afs S170 Y tarsficary

Mre ¥red J. leVar
Freducts tanrmer
TOTORO AM2Tic., (OCe
28LL East Arva Htroet
Compton, CA 60221

Dear Hre LeVan:

This lettor will confirm our telephone coaversations in Beptesmor,
1978, in which you ststad no Lrade sceret or propristary inforration
in containad in the following %19(k} aubwizsions, snd there {ia un
objection te veleusing the contents of the files:

K7606775 Tarvu=za Ligposable Spinal Heedle
K760948 Thermo Finer Corstesp
K771203 Teruss Dlspesable Lvpodermic buedle

F/71205 Hypodermic Syringe

EI71213  Uropexd drinsry Draivase Rap
£77121% voppiar (UTN~5 and UTID-%
E771454% Nicre Svringe and Feediae
R¥71438 TIafusion fwcelerator
E¥T1A33 Clicoos Sleud Iinmes Tok.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Pape 2 = Y¥r, Fred LeVan
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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‘ Page 3 = My, ¥raed leVap

Thoulk you spaln, fer wour ssszimtance in faig wattor,

Jincorely,

; Jeabn 3, s analis

i rfties 27 gl teslatser lry oo
i iar seealet conn belicey

! cryeagn wf e Moai veovices

cc:HFE~20
HFE-70 (e/f, 510{(k), ¥0I Re: F78-20,161)
JiSamalilksak:12/19/78

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
SILVER SPRING, MARYI.AND 20910

JUL 14 177

koji Nakao ) :

M.rketing . Ref: K771203

Terumo America, Inc. Terumo Disposable Hypodermic Needle
2811 East Ana Street

Compton, California 90221

Dear Mr. Nakao:

Your Section 510(k) notification of intent to markst the above device

has been reviewed and we have determinad the device to be substantially
equivalent to one marketed in interstate commerce prior to May 28, 1976,
the enactment date of the Medical Device Amendments of 1976. You may,
therefore, market your device subject to the general controls provisions
of the Federal Food, Drug, and Cosmetic Act until such time as your device
or the type of device to which it is substantially equivalent has been
classified under Section 513. At that time your device would be subject
to additional controls if it is classified into either class II (Standards)
or class III {Premarket Approval).

General controls presently relate to annual registration and misbranding
and adulteration provisions. In the near future the present general

‘ controls will be supplemented by additional regulations relating to
current good manufacturing practices, records and reports, and others.

A1l regulations and information on meetings of the device classification
panels, their recommendations, and the final decisions of the Agency

will be published in the FEDERAL REGISTER as proposals. You should peruse
this publication so that you can convey your views to the Agency if you so
desire, and so that you can promptly comply with any additional requirements
subsequently imposed on your device. Subscriptions may be obtained from the
Superintendent of Documents, U.S. Government Printing Office, Washington, D.C.
20402. Such information also may be reviewed in the Office of the Hearing
Clerk, FDA, 5600 Fishers Lane, Rockville, MD 20857.

This letter should not be construed as approval of your device or its
Tabeling. If you desire comment as to the status of the Tabeling for your
device or any additional information pertaining to your responsibilities
under the law, please contact the Division of Compliance, Bureau of
Medical Devices, 8757 Georgia Avenue, Silver Spring, MD  20910.

Sincerely yours,

) 2,
d£4§L1*“f{_ }7\ Fds
David M. Link, Director
. Bureau of Medical Devices

FORM FLH 2973 (2/77)
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE

PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
SILVER SPRING, MARYLAND 20910

July 6, 1977

Section : 510(k)
Received: July 5, 1977

Terumo America, Inc,
2811 East Ana St.
Compton, CA 90221

Attn: Koji Nakao

The information you have submitted as required by the above
referenced Section of the Federal Food, Drug and Cosmetic Act
has been received and each device has been assigned a unique
document control number as indicated below*. Please reference
these document control numbers in any future correspondence
regarding these submissions.

We will notify you when processing has been completed or if
‘ any additional information is required. Questions concerning
these submissions should be directed to:

Food and Drug Administration
Bureau of Medical Devices
Document Control Center (HFK-20)
8757 Georgia Avenue

Silver Spring, MD 20910

(301) 427-7059

Sincerely yours.

G . Mo ay

Lisa A. DeMaio
Document Control Specialist
Bureau of Medical Devices

A

Device* Document Cohtrol No.
Disposable Hypodermic Needle K771203
Surflo Winged Infusion Set K771204
Hypodermic Syringe K771205
AV Fistula Needle Set K771206
Terufusion Donor Set K771207

Terufusion Blood Administration Set K771209

FORM F ik, 284367 Udntact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

lr ' Terufusion Animal Bleeding Set K771208
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE‘

PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
SILVER SPRING, MARYLAND 20810

Section :
Received:

The information you have submitted as required by the above
referenced Section éf the Federal Food, Drug and Cosmetic Act
has been received and each device has been assigned a unique
document control number as indicated below*. Please reference
these document control numbers in any future correspondence
regarding these submissions.

We will notify you when processing has been completed or if
any additional information is required. Questions concerning
these submissions shouid be directed to:

Food and Drug Administraticn
Bureau of Medical Devices
Document Control Center (HFK-20)
8757 Georgia Avenue

Silver Spring, MD 20910

(301) 427-7059

Sincerely yours.

e ) '
d‘{oa_ L. ,{Qz))\.awo

Lisa A. DeMaic

Document Control Specialist
Bureau of Medical Devices

L,
Device* Document Control No.
Urogard Urinary Drainage Bag K771?10
Doppler (UTD-5 & UTD-6) K771211
Safeed Disposable Plastic Catheter K771212

FORM FQHe29th¢8/@phtact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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I\AEMORAWT?WT\%T”"QF FOIA ReFPH RO MFT, ROFadEMCIHY EDUZATION, AND WELFARE

PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

TO  : Bureau Director DATE: -)/7/7 D)
Through: Robert S. Kennedy, Ph.D. _
Classification Coordinator

mov : Pob GAtlivg
=7/ "\
SUBJECT: 510(K) Notification # /ﬁ//ﬂﬁj

It is my recommendation that the subject 510(K) Notification:

_____A;*§§§N substantially equivalent to marketed devices

__(B) Requires premarket approval. NOT substantially equivalent
to marketed devices (see data sheet).

___(c) Does NOT require premarket approval. NOT substantially
equivalent to marketed devices but safety and effectiveness

‘ not a factor in consideration
(D) Requires more data (see data sheet)
__(E) Is an incomplete submission (see Submission sheet)

Additional Reviewer's Comments

4’ First Review:

Classification Coordinaap _ Date
. ( . . ‘ A qct
Final Review: JK / SoL 1 "_i‘.’”
Bureau Director Date

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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TERLIMO AathIEEFI!CZJE\, INC.

2811 East Ana Street, Compton, California 80221 - Telephone (213) 537-3510

- @n
June 21, 1977 ¢ T
< T
: RS |
‘-' » :."]
Registration and Device Listing Staff (HFK-124) T i -,
Division of Compliance e ! 2
Bureau of Medical Devices and Diagnostic Products T, \j
Food and Drug Administration - 0 2y
8757 Georgia Avenue // 7 - i - .
Silver Spring, MD 20910 f? A )

f

THk

We hereby submit our notification of Terumo disposable hypodermic needles.

o=

Re: 510(k) Notification PE a%ﬁgz‘j JLJ ﬁ;“ &J ?“%

Gentlemen:

1. Proprietary and common name
Proprietary: Terumo Disposable Hypodermic Needle
Common: Disposable Needle, Hypodermic Needle, Disposable Hypodermic
Needle

2. Manufacturer, distributor and importer
Manufactured by Terumo Corporation, Tokyo, Japan (registration #8010026)
Imported and distributed by Terumo America, Inc., 2811 E. Ana Street,
Compton, California 90221 (registration #2018734)

3. Description of device and quality standards
Our product specifications (J-2) are enclosed. This is proprietary
corporate information and should be considered confidential. Our brochure
is also enclosed.

4, Equivalent products
Terumo disposable hypodermic needles were distributed before May 28, 1976
and equivalent products were available before the same date from the
following companies:
B-D, Rutherford, N.J. (brochure enclosed)
Jelco Laboratories, Raritan, N.J. (brochure enclosed)

We would appreciate your reviewing our application for approval. Please
contact us if you have any questions.

Very truly vyours,

ojsgigﬁéngb

Markg&ting
KN:gt
Enclosures
cc: International Division
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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| | | J-2 _

SPECIFICATION OoF

LE
TERUMO HYPODERMIC NEED

Terumo Coxrpor ation

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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J~2-1
1. shape and Construction
Cannula Hub
= - — P a il
ZZ/G;T" 5 |
—Y]
Protector

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FlOISTATUS@fda.hhs.gov or call 301-796-8118.
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J-2-2

2., Materials and Composition

~ Part . .| Material and Composition

Cannula Stainless steel tube
(specified in ASTM A 632)
TP-304, 304L and 321

Hub " Polypropylene

Protectaor Polypropylene

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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J-2-3

3. Specification. and Test Method

Conform to "STANDARD FOR DISPOSABLE HYPODERMIC
NEEDLE" established by Japan Welfare Ministry.

L)

TaE? hek

-
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" @TANNARD FOR DISPOSABLE INJECTION SEEDLE

P
"f‘(.‘
Q&
'I
N

T

(Hotification No.413 of the Japan Ministry of Health and Welfare j
Tecember 28, 1970)

CONTENTS
I Definition*®
@ II Quality and Test Methods uf Injection Feodle

(1) Outer and Inner Surface
. (2) Dimensions

(3) Elu‘i;icit:r

(4) Bending Strangth

(5) Pull-Oat Strength

(6) Extract Test

s) Appesrance and pH
V) Heavy Metals .
- ©) Potazsium Permanganate-Reductive Substances

1) lmiisho on lnpontion_ _ & _
e ‘:' (7) m‘ﬂ%i“l Test eI RE 0
a) Pyrogen Test e
@ ‘ ' | ®) Acute Systesic Toxicity Test

Questions? Contact FDA/CDRH/OCE/DID at CDRH-JOISTATUS@fda.hhs.gov or call 301-796-8118.
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-y

c'\ ) .I‘ntm.cutaneovu Reactivity Test

(8) gterility Test
111 Packaging

IV Marking

o

- 2 -
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

—
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Definition R D

i

The dmpoublo injeotion needle (hcreimftcr ca.lled tho
injection reedle) shall moan a hypodemic injection needle
ready for immediate use and disposable aftsr use for once.

Y rette S UE D s 0l

Qunlity and Test Methods of Injection Needle

The injection noedle shall be made of SUS 304, 304L and 321
under JIS G 4305 (Cold-Rolled Stainless Steel Plates). -
The hub, if provided, ef other material than aluainiuam ox
synthetic resin, shall be nickle- or chrome-pleted., The
injection neesdle =hall be sterile with stesz under preasure,
ethylone oxide or y-ray from cobalt 60.

(1) Outer and Innexr Surfaces

[}

&) The outer surface of the injection needle shall be
fres of concavity, convexity and scretches, and
e finished mmcoth.

The entire cannule shall ba electropelished or
squivalently _poli-hed.

~ W e werr . PERN
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(2) Dimensions

a) The tolerance of outer dismeter of the cannula IR
shall be +8 % and ~3 %€ of the outer diameter specified,

) The tolerance of nominal length of the cannula
Mlbo*’ﬁﬁfortho one of less than 20 ma, 7 %
for the one of 20 mu up to 40 mm, 15 % for the
orne of 40 ma up to S0 mm and 13 % for the one over
60 mm,

¢) Vhen a test gauge shown below ia inserted in the
" hble of the hub under a light pressure, the gauge
snd the hole shall agrse in taper, and the tip of

o the hub shall be within the limit of the gauge.
6 . wnit: n/m
0 300.
& N ¢
o R
+ - ; J 1
2 40,6350 & 0.0025
o £.7460 + 0.0025
™M

(3) Elastiocity

The carmuls of less than 1.0 mm in outer dismeter shall
be visually restored to its original state when released
aftsr bent 12 degrees for 1 mimite with any point A
fixed end another point B subjected to a lending load.

- 4 -
Questions? Contact FDA/CDRH/OCE/DID at éDRH—FOISTATUS@fda.hhs.gov or call 301-796-8118.
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'(4) Bending Strength
When bent 90 degrees along & curvature radius of 5 mm,
the cannula of more than 12 mm in length shall not break.

(5) Pull-Out Strength
t
When loaded with 3 kg (2 kg for canmula of less than
0.6 o in outer diameter) in the direction to pull the
cannmula from the hub, the cannula shall not come off,

(6) Extract Test

SBeven injection needles with plastic hub are taken and
placed in approximately 100 ml of water. The water is
then heated at 70°C for 30 minutes and ocooled. Sub-
sequently, it is added with more wmater to an adjusted
quantity of extactly 100 ml for use as the test solution.
The test solution shall meet the requirements given

when tested as below s

-5 -

Questions? Contact FDA/CDRH/OCE/DID at CD'RH—FOISTATUS@fda.hhs.gov or call 301-796-8118.

v
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b)

c)

Appesrance and pH -
The test solution is colorleuagv clea.r.and not be
foreign substancea. Also, to each 20 ml of the test
solution and the blank solution, sdd 1.0 ml of
potasaium chloride solution containing 0.1 w/v %

of potassium chloride in distilled water for injection.
The difference of pi between them should not be more
than 2.0 wvhen tested by pH determination under the
Japanese Pharmacopoeia (hereinafter cslled Pharva-

copoeia).
Heavy Metals

Place 10 ml of the test solution in Nessler's tube,
test in according to the method 1 of heavy metals
limit test under the Pharmacopoeia,

t

Control solution 3 Instead of the test solution,
uee 2.0 ml of standard lead solu-
tion, and perform in the same

mANNEr.,
Fotassium Permanganate-Reductive Subatances -
Place 10 ml of the test solution in & glasa-sioppered

Erlemmeyer flask, add 20 ml of 0,07 N potassimm
pemanganete and 1.0 al of diluts sulfuric acid,

~ and boil for 3 minutes. After cooling, add 0.10 g

of potasaium icdide and 5 drops of starch TS, titrate
with 0.01 § sodium thiosuifate, Use 20 ml of water
instead of the test solution, and perfora in the

- 6 - .

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.

et e s =
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(1)

same manner. The difference of the volume of consuned
0.01 ¥ potassium permanganate is not more than 2.0
ml, .

d) Basidue on Evaporstion

Place 10 ml of the test solution, evaporate to dryness
on a water bath, and dry the residue at 105°C for

1 hour, The weight of residue is not more than

1.0 mg. '

Biological Tests

One hundred ef the injection needles are taken and
placed in a glass vessel of about 500 ml in capacity
conformable to the alkali extraction test specified

in the test procedure for glaass containers for injections
uﬁdcr the Pharmacopoeia, to which 300 ml of physiological
sadium chloride sclution is added. The glass container
is melt-sealed or sealed with a proper plug and shake
well, After 30 minutes of extrmction, the contents of
the container is shaken well again and is laft to cocol

to ths room toniperature for une az the test solution.

A blank solution is prepared from another physiological
sodiuz chloride solution,

a) Pyrogen Test

The test solution meets the requirements of pyrogen
test in according to the Pharmacopoeia.

-7 -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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b)

Acute Systemic Toxicity Test

Test animal : Use healthy male mice of inbred
strain or closed colomy weighing
between 17 and 23 g.

Procedure : Inject intraveriously to groupe of 10
mice 50 ml per kg of each solution of
the test and blank.

Observe the animals for § droﬁa after injection.
During the observation period, all animals treated
with the extracts of the sample show mo death as
in the animal treated with the blank,

Intracutaneous Beactivity Test

The test solution meets the requirements, when the

test solution are examined under following conditions

ageinst the hlank solution.

Tent animal : Uase healthy male rabbits weighing
not less than 2.5 kg.

Procedure 1 Use groups of 2 rabbits for each sample.

To a group, inject 0.2 ml of extrectse
intracutaneously to 10 sites of one
side the animals back for the test
solution and 5 sites of opposite side
for the blank solutien.

-8 -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Ohserve the injection sites at 72 hours after injec- 7
tion, At the observation time, any tissus reaction
such as erthema, edemi and necrosis is absent as

in the animals treated with the blank.
(8) Sterility Test
When the injsction needle unpacked andi taken cut asepti-

cally are tested by the sterility test under the Pharma-

copoeia, thgy ahall meet the requirements given.

IJI. Packaging
The direct container or packaging of the injection needle
shall not have the possibility of tearing or pinhole prior

to use, and be re:nir;ti%re enaugh to the entry of microorgenisms.

The injection needle shall be individually packaged.

IV, Marking
The direct container or packaging or minimum packing unit
package of the injection needle shall ahuw the following infore
mation 3 '

(a) Outer diameter and length of cannula

(b) Sterilization method

-9 -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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(¢) Sterilization date, or manufacturing number

- 10 -

Questions? Contact FDA/CDRH/OCE/DID af CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.




TERUMOR HYPODERMIC NEEDLES are avallable in all standard gauge and bevel sizes to meet every need.
i AVAILABLE NEEDLE SIZES

l
1
|
! Regular bevel: Short bevel:
Reorder Number Size Reorder Number Color Code Size
l NN 1838T 18Gx1-1/2"(TW) NN 1838X PINK 18Gx1-1/2" (TW)
} NN* 19257 RSmestgm 19Gx1" (TwW) NN % 19256X HEEGEEIWNEE 19Gx17(TwW)
NN % 19387 JIFEEaSAIE 19Gx1-1/2" (TW) NN* 1938X PIELGETIIM 19Gx1-1/2" (TW)
\ NN* 2025R = 20Gx1" NN#* 20258 YELLOW 20G % 1"
| NN % 2032R 20Gx1-1/4" NN*x 20385 YELLOW 20G%1-1/2"
NN * 2038R 20Gx1-1/2" NN% 21255 [EHGETHRSE 21Gx1"
NN % 2125R 21Gx1" NN% 21385 BN 21Gx1-1/2"
} NN-* 2132R 21Gx1-1/4" NN%22255 XTI 22Gx1”
NN % 2138R 21Gx1-1/2" NN#%#2232S5 HECENTHEIM 22Gx1-1/4"
NN % 2225R 22Gx%x1" NN* 22388 22Gx1-1/2"
NN* 2232R 22Gx1-1/4" NN % 23258 [EEHTELUE] 23Gx1”"
NN* 2238R 22Gx1-1/2"
NNx 2325R 23Gx1t” Special item:
NN* 2332R 23Gx1-1/4" Intradermal bevel:
NN % 2516R 25Gx5/8" NN%2613M BVEElEHE 26Gx1/2"
NN+ 2525R 25Gx%x1” Short bevel:
NN¥ 2613R 26Gx1/2" NN*2613S FEEEIa=8ER 26Gx1/2"

NN % 27 1 3RQuestioasteGontact FRACRREHQCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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LANCET POINT

)]

Performed by vertical penetration
nto symhetic leather

—

o}

The sharpest, smoothes* neeclle
point availabie is the multi-facet
lancet point. The three-dimensional
point is precision-ground and
honed. The curved heel is blasted
to minimize coring and drag.

THINWALLED AND SILICONIZED

The entire cannula of all TERUMOQ® "

HYPODERMIC NEEDLES is
polished and silicone-bonded
to reduce tissue resistance upon
insertion and withdrawal,
The thinwall reduces the possibility
of hemolysis and assures maximum
flow rate.

{graphic representation)

Regulor wall Thinwall

WRENCH-ACTION NEEDLE
SHEATH

The needle protector sheath
serves as a built-in wrench for
easy seating and removal of
needles from lock-tip syringes.

HIGH-IMPACT POLYPROPYLENE
HUBS

The polypropylene hubs are
designed to fit all luer-tip syringes
and are permanently bonded to
the cannula and puli-tested to
guard against separation.

waiw -
ﬂll"l"{k " .
wirjiiii izl -
5""::1,‘,‘;':?!4'/

PEEL-APART BLISTER PACK
TERUMO® HYPODERMIC
NEEDLES are sterilized by ethylene
oxide gas and tested to ensure
against pyrogenicity and toxicity.
The peel-apart biister package can
be opened by either pop-open
procedure or peel-apart technique
allowing sterile- transfer.

e T
g or b RS 1
L B T T e e T
A SRR .
/\-——_4
e
e

TOTAL COLOR-CODED SYSTEM
TERUMO® HYPODERMIC
NEEDLES are color-coded for
rapid gauge identification. Hub,
blister, and dispenser carton are
uniformly color-coded according
to international color-code.

PRECISION MANUFACTURING
TERUMOR® HYPODERMIC
NEEDLES are manufactured under
the most rigorous standards of
quality control. During each stage
of manufacture, needles are tested
and inspected to ensure the
highest levels of quality and
reliability.

CONVENIENCE OF PACKAGING
Blisters are conveniently packaged
in strips of 5 for easy dispensing
20 strips of 5 (100 needles) per
dispenser carton, 20 cartons
{2,000 needles) per case.

(For other special gauge and beval
sizes, contact TERUMO AMERICA,
INC., sales representatives or
distributors.)

VU |

@ TERUMQ are Reg U $ Pat & im t
TR SR ORI TR

® Manufactured for

TERUMO AMERICA,
Compton, CA 90221 213-537-3510

2811 E. Ana St,,
Manufactured by

TERUMO

INC.

QuesFrBlC?ontaQFDE(BIBF?w Cq?HI?OISTATU @fda.hhs.gov or caII 301 -796-8118.
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| “/ TALE Steri.e Disposav:: = 25 ol
ACROLANCE Pownts are supessor 15 olher
disposable needles in ease and smoothness of-
penetration.

T n coU Ve

i

[

The YALE Sterile Disposable Needle does much to
minimize patient discomfort, The MICROLANCE
Needle Paint is the sharpest. To maintain speed and
smoothness throughout an injectjon, cannulae are

fit any luer slip or LUER-LOK syringe tip, reusable or
disposable. Packaged in strips of five needles of &
size with sheath protecting point and cannula. Sterlle
package is peel-apart for convenience. Each package

siliconized to reduce resistance. Hub is designed to carries a lot control number,

p e

INIFNGINOT JINHIAOIAH F19VSOdSIA @8l

REORDER REORDER REORDER o
NUMBER DESCRIPTION NUMBER DESCRIPTION NUMBER DESCRIPTION X
——— ——— e ' %
5105 1000 30G %" 5175 1000 20G 1" Thin Wall, Regular Bevel 5
5109 1000 27G 14" 5176 1000 20G 1%" 5186 Ti000 19G 17 j;’
5110 1000 26G 3" (Intradermal Bevel) 5185 1000 18G 1" 5187 T1000 19G 1," 21;
111 1000 26G %' 5196 1000 18G 1% Thin Wall, Short Bevel :
22 1000 25G 4" 5197 1000 16G 1Y 5188 T1000S 19G 17
A 1440
5124 1000 25G %A* 5198 1000 16G 1Y 5189 T1000S 19G 1%"
5127 1000 25G 1%" Short Bevel Clear Hub, Regular Bevel
5143 1000 23G 3" 5144 1000S 23G 1 5191 1000 20G 1"
§145 1000 23G 1" 5158 10005 22G 1" 2192 1000 206 1%
515% 1000 22G 1 5159 10008 22G 1%"
5156 1000 22G 1% 5168 1000S 21G 1"
5157 1000 22G 144" 5169 10008 21G 1%4*
5165 1000 21G 1" 5178 10008 20G 17

5166 1000 21G 14" 5179 1000S 20G 1'%"
5167 1000 21G 1%%" 5199 1000S 18G 1'%"
5129 1000 21G 2"

GAUGE p 30 27 26 25 23 22 21 20 20 19 18 16
COLOR » | BEIGE GREY TAN BLUE { TR'QSE| BLACK | GREEN | YELLOW [ CLEAR | BROWN { PINK {PURPLE

3" 1.B.
1 /211
%"
3/1 "

LENGTH T

1
144"
‘\ 14"
9
REGULAR BEVEL

7///7} SHORT BEVEL T.W. THIN WALL 1.B. INTRADERMAL BEVEL

— Dlrmmmbamt LA OO NN o AL
SUCSUONST SUMAL T O oo MNT T O oD at oot

COLISTATILLIO el o L L2204, .706.044Q
ToToTIN T oograaTm ST gov- o CanroTTT SO O

——
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] A COnductwe
N Metal Hub

Transparent_ Plastic Hub

t‘:&"‘“ﬁ' ""w' o HUE RPN

Clear, color-coded plastic hub—
transparent plastic hub also acts
as a visible “flash-back” indicator.

- Pop open techniqué possible—
should the situation demand it.

" Peel-apart blister—
ease of opening -.

permits sterile transfer. |

:'v,

Y fi

30 35N may:

Unique point geometry—
incises rather than punctures the skin, E
for virtually painless penetration. z
&

>-5 STERILE
1

22 E'/ e

Yio

RiERKE]
Homa

Hermetically-sealed—

THU

protects against airborne ;
and liquid contaminants. $! SF’_ S~9LE é’ﬁ*
g s
Tamperproof— & ,
packages cannot
be resealed

Rigid ptastic—
resists puncturing,
protects needle Guaranteed sterile—
positive sterilization by

and user.
gamma radiation,.
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118




JELCO SHARPIDISHOSABIE Hypaaertiie Needles

=
Color Code Me’:SIOHTJ%ER ggﬂ?cc:ub Needle Size Bevel Style Packaged
@ Yellow 2012 2212 27 X V2" ’ 1000 per case
salanuc s i lE 2001 2201 28x 2" 100 per box
-nmm 2002 2202 25 X %" Y
Q[@nng e 2003 2203 23x 1"
2004 2204 22 x 1
. 3 2005 2205 22x 112"
.- Lavender - - 2006 2206 21 x 1" Regular
. Lavender.__.:! 2007 2207 21 x 1"
Pink 2008 2208 20x 17
Pink 2009 2209 20x 112"
Light Green 2014 2214 19x 17 (Tw)
Light Green 2010 2210 19 x 1727 (7w
mmw 2011 2211 18 x 11"
R 2020 2220 22x 1"
fic 2021 2221 22x 112"
Lavender . 2022 2222 21 x1”
«.Lavender .. 2023 2223 21 x 11"
Pink 2024 2224 20 x 1 Short
Pink 2025 2225 20x 112"
Light Green 2026 2226 19x 1127 (w)
BRI 2027 2227 18x 112"
B TR i 2030 2230 26 x %" Intradermal
@ o For Positive, Predictable Performance... Instron Data

Force in grams, through standard diaphragm

» Safe Use...Safe Disposal
o Scalpel-Sharp Jelco ''J” Point

e Triple-beveled for ultra-sharp
leading edges. .. effortless, virtually
painless penetration...curved inner edge (heel)
is precision-buffed to avoid coring...

* Exclusive micro-bonded silicone process

gives cannula permanent lubricity. ..
virtually cancels drag on insertion and withdrawal.

JELCO Liquid Silicone MNone

J‘. Micro-Bonded
" Silicone

Needle Treatment
uy

Penetration Drag

JELCO Disposable Needles are compactly-packaged,
rinimize storage space and waste disposal problems.
The packages convert to conveniént dispensing trays.

-‘r JELCO LABORATORIES
RARITAN, N. J, 08869
© Jaivo N-4-72 Prini@gsliens? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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