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DEPARTMENT OF HEALTH. EDUCATION, AND WELFARE 
PUBLIC H E A L T H SERVICE 

F O O D A N D D R U G A D M I N I S T R A T I O N 
SILVERSPRING. MARYl-AND 20910 

Ref: K771203 
Terumo Disposable Hypodermic Needle 

JUL 1 ̂ - r.77 

Koji Nakao 
Marketing 
Terumo America, Inc. 
2811 East Ana Street 
Compton, Cal i forn ia 90221 

Dear'Mr. Nakao: 

Your Section 510(k) notification of intent to market the above device 
has been reviewed and we have determined 
equivalent to one marketed in interstate 
the enactment date of the Medical Device 
therefore, market your device subject to 
of the Federal Food, Drug, and Cosmetic 

the device to be substantially 
commerce prior to May 28, 1976, 
Amendments of 1976. You may, 
the general controls provisions 
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. 

All 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, 5500 Fishers Lane, Rockville, MD 20857. 

This letter should not be construed as approval of your device or its 
labeling. If you desire comment as to the status of the labeling 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; 

/ ) ^ ^ A 
David M. Link, Director 
Bureau of Medical Devices 

Al, 
yy-. 

FORM FLH 2973 (2/77) 

Records processed under FOIA Request #2015-7885; Released by CDRH on 01-25-2016.

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



F 
DEPARTMENT OF HEALTH, EDUCATION, AND WELFARt 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

SILVERSPRING, 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 af 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. 

(̂ *̂  LL. Akfh^^^ 
Lisa A. DeMaio 
Document Control Specialist 
Bureau of Medical Devices 

Device* Document Co'htrol No. 
Disposable Hypodermic Needle K771203 
Surflo Winged Infusion Set K771204 
Hypodermic Syringe K771205 
AV Fistula Needle Set K771206 
Terufusion Donor Set K771207 
Terufusion Animal Bleeding Set K771208 
Terufusion Blood Administration Set K771209 

FORM FLH 2972 (6/77) 
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? 
DEPARTMENT OF HEALTH. EDUCATiON, AND WELFARE 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADM I N ISTRATIOfvl 

SILVER SPRING, MARYLAND 20910 

Section ; 
Received: 

The information you have submitted as required by the above 
referenced Section 6 f 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 win 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. 

(^tyia^ CL, / (Q i /h^^ 
Lisa A. DeMaio 
Document Control Specialist 
Bureau of Medical Devices 

Device* Document Control No. 
Urogard Urinary Drainage Bag K771210 
Doppler (UTD-5 & UTD-6) K771211 
Safeed Disposable Plastic Catheter K771212 

FORM FLH 2972 (6/77) 
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1^/1"FA/TOT? A N " n T T A f DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE 
A ^^^^^^^ HE.\LTH SKRVICE 
^ B P - FOOD AND DRUG ADMINISTRATION 

TO : Bureau Director DATE: " ^ / ^ / 7 ~ ) 
; Through: Robert S. Kennedy, Ph.D. * 

Classification Coordinator 

FROM : pC>/» CrA'{ ' \ ih^C 

SUBJECT: 5io(K) Notification # // / / V ^ ^ ^ 

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

^^A)\^^VE 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 

K i ; - rve«.(^ l e ^ ({u p<70^er»v\rc - 3 1 1 ^ 

"^IP First Review: 
Classification Coordinator Date 

TureaLT DiTectdr ^Date 
Final Review: f ^ m ^ < 
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THRMMO AMERICA, INC. 
2811 East Ana Street, Compton, Calitornia 90221 • Telephone (213) 537-3510 

June 21 , 1977 

Registration and Device Listing Staff (HFK-12't) 
Division of Compliance 
Bureau of Medical Devices and Diagnostic Products 
Food and Drug Administration / ^^--i , ^ 
8757 Georgia Avenue ] A ^ / / ./f I y 
Silver Spring, MD 20910 J I / f I 0 ^ ^ 

• ' i iy 

t- -. 

r n , . 

rn ' • 

o 
n 

Re: 510(k) N o t i f i c a t i o n P | f | [ | E O i F O I I M f f i 

Gentlemen: 

We hereby submit our notification of Terumo disposable hypodermic needles. 

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 9022] (registration #201873^) 

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. 

k. 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 yours. 

^oj ll N'a kao 
Marketing 

.'â I.a-̂  

KN:gt 
Enclosures 
cc: International Division 
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J - 2 

SPECIFICATION OF 

TERUMO HYPODERMIC NEEDLE 

TeriJitio Corpo^ a t ion 
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1. Shape and Construction 

J-2~l 

Cannula 

-^E 

Hub 

^ ^ ^ ^ 

Protector 

- 1 -
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J-2-2 

2, Materials and Composition 

1 Part . 

Cannula 

Hub 

Protectccr 

Material and Composition 

Stainless steel tube 

(specified in ASTM A 632) 

TP'-304, 304.L and 321 

• Polypropylene 

Polypropylene 

• 
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J-2-3 

3. Specification.and Test Method 

Conform to "STANDARD POR DISPOSABLE HYPODERMIC 

NEEDLE" established by Japan Welfare Ministry. 

Records processed under FOIA Request #2015-7885; Released by CDRH on 01-25-2016.

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



J - 2 - 4 

' mi^^HASH FOE BISFOSASLE IRJBCTICM SEEDLE 

(H«) t i f ic* t ion K0.413 of th« Japan l l i n iB t ry of Hea l th and Welfare j 

I ^ e m b e r 2 8 , 1970) 

COHTEHTS 

I Definition" 

n Qualitr a2^ Teet Methods of Injeotion Heedle 

(1) Outer and Inner Surface 
« 

(2) SiBenaiona 

(3) Elasticity 

(4) Bendinc Strength 

(3) Pull-Oat Strength 

(6) Xztzmet Test 

a ) Appe&ranee and jfR 

b) Heairy Metals 

e) BetaasiiM Pezntnganate-SeduotlTs Sobstancea 

•S1V i.. 1 . ^ : • v ^ *7t-i 

4) lattldne on Sfiipesation 

(7) Biological l e a t ^ h f ' ^ ^ ^ 

ft) iyx«3gen Test 

%) Ajtmrte Systeoic Toxici ty Test 

1 -
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e) •lntx*m.t«.eo,a* aeact iv i ty Test 

(8) j j t e r l l l t y *••* 

I I I Packs«in« 

XY MaikiJ* 

- 2 -
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I. Definition 
-•:-, ->„ 

The diLnpoaable injeot ion need2.e (hereinafter ca l led the 

izijeetlon xkeedle) shal l tuornxx a hj-podenaio ijaject.ion needle 

ready fo r inaediate \iae and disposable a f te r use fo r once. 

I I . Quality- ami Test Methods of Inject ion Needle 

The in jec t ion mtedle sha l l be swde of SUS 3041 304L iind 321 

under JIS G 4305.(Cold-Rolled Sta in less Steel P l a t e s ) . 

The hub, i f provided^ of other s a t e r i a l than altBini.uB or 

synthet ic rttsin, shal l be n ick le - or ehroBe-plated. The 

irojection iMed3.e sha l l be s t e r i l e «J.th steaa under pressure, 

ethylene oxide or ^ - r a y from cobalt 60. 

_ . ' - - . * - ^ x » > - ^ ' - . . -

V U*. . V'-o 

- V j # V-. . 

.:)"rV 
' • ! • 

. .-X^/y. 
- s S i i V , " . . 

:my 
rA^-' 

• - . ^ ' - - • 

. j n : •• 
. - . . T t ' / - • 

y. . . .^ . . . . . • 

• - Vfi:^^ 
r -^•:^';j 

y^i 
• ' - \ ^ 

• ' • - n 
. . . • .1 

vl 
.-^ 

'• ••v.ll 
' ' . 'Z. 1*3 

.• '- '1 
'-•:T--I;4 

y : ; 4 
i . i 

3 

»^»"? 

(1) Outer end Inner Surfaces 

« 

a) The outer surface of t.he injection needle shall be 

frev« of concaTity, oonrexity and sczatches, and 

be finished osooth. 
-•3 

The entire canmila iiiall be electxopoliahed or 

equivalently polished. 

di:rt and cutting duat. 

" ." . ' • .•- '^ iC'- ;* . '^• . ; ' * i r? -•£!'•: %-i''^Sr.'rS. 

rueifK-.z'.^-v-ii.... 

!B'iL-_.S.";S?j 

o) The cttnnul& t i p sha l l be shazp-edged id thoui Tisoal ^ ^ ^ ^ 

bun? , -v-̂  
.. . - I .if^liU-i^.. 

i i^^ftgai?j 

d) IBien g lycer in i s injected in to -tbm **«"»*"1fl ( inc lud ins r̂ "̂"̂  ' ' " ' 

liaib i f proTidod), i t idiall not bo colored. -•TffW*/- n * . : ^ ^ ^ > i * , 

f^ ' JTt t iSaa .^ l , 

- 3 -
•''' • i fe 'SsSS^rSs 
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(2) Dimensions 

a) The tolerance of outer dianeter of the cannula 

ahall be -fS ̂  and -3 i t of the outer dianeter specified, 

b) The tolerance of noninal length of the cannula 

shall be 1-8 9( for the one of less than 20 BB, ii? ̂  

for the one of 20 OB up to 40 on, ±3 ?& for the 

one of 40 na up to 60 •• sjud ±3 i» for the one over 

60 «. 

c) When a test gaiige shorn below is inserted in the 
• 

hhle of the hub tsnder a light pressure, the gauge 

cad the helo shall agree in taper, and the tip of 

the hub shall be vithin the Halt of the gauge. 

unitt n/i 

8 
o 
+1 
o -»-<0.6350 + 0.0025 

^.7460 + 0.0025 

(3) Xlasticity 

Tbe cannwla of less than 1.0 • • in outer dianeter riball 
be Tiaually restored to i t s original state sfaen released 
after bent 12 degreos for 1 sdiaxte «lth aagr point A. 
fixed and another point B subjected to a lending loibd. 

- 4 -
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hub 

•t> 
A -. 25D •;B tt 

12* 

Bl 

(4) Bending S t r e n g t h 

s 

When bent 90 degress along a ourratuxe radius of 5 •&! 

the cannula of raore than 12 1^ in length shall not break. 

(5) Pull-Out Strength 

When loaded with 3 1% (2 kg for cammla of less than 

0.6 sn in outer diameter) in the direction to pull the 

cannula fron the hub, the cannula shall not cone off. 

(6) Extract Teat 

Seven injection needles with plastic hub ars taken and 

placed in approximately 100 ml of water. The water is 

then heated at 70''C for 30 ninutes and cooled. Sub

sequently, it is added with more water to an adjusted 

quantity of oxtaetly 100 al for uae as tho teat solution. 

The test solution diall aeet the requirements given 

when tested as below : 

- 5 -
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a) Appearance and pH 

The .test eo lution is colorless, clear and not be 

foreign substances. Also, to each 20 ml of the test 

solution and the blank solution, add 1 .0 ml of 

potasaiim chloride solution conti&ining 0.1 -v/v % 

of potassium chloride .In distilled water for injection. 

The difference of pH between them should not be more 

than 2.0 when tested by pH determination xuvder the 

Japanese Pharmacopoeia (hereinafter called Fhaxma-

eopoeia) . 

b) ^eayy Metals 

Place 10 ml of the teat solution in Kessler*s tube, 

test in according to the method 1 of heavy metals 

limit t«(st uxvier the Pharmacopoeia. 

Control solution t Instead of the teat solution, 

use 2.0 ml of standard lead solu

tion, and perform in the aame 

manner. 

o) Fotaasium Pexmanganate-Roductive Substances -

Place 10 nl of the teat solution in a glass-stoppered 

Srlenaeyer flask, add 20 nl of 0.01 N potassium 

psfsngsnete and 1.0 al of dilute sulfuric acid̂ , 

and boil for 3 ainntes. After cooling, add 0.10 g 

of potaaaiua iodide and 5 drops of starch TS, titrate 

with 0.01 H aodiua thiosuifate. Use 20 al of water 

instead of the teat solution, and perform in the 

- 6 -
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same inanner. The difference of the volume of consumed 

0.01 K potasBiiffli permanganate is not more than 2.0 

ml. 

d) Basidue on Evaporation 

P].ace 10 ml of the test solution, evaporate to dryness 

on a wa.ter bath, and dxy the residue at 105" C for 

1 hovir. The veight of residue is not more than 

1.0 mg. 

(7) Biological Tests 

One hundred of 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 glass containers for injections 

undsr tl'ie Fbaxmacopoeia, to which 300 al of physiological 

Bodl-vm chloride solution is added. The glass container 

its melt-sealed or sealed with a proper plû j and shake 

well. After 30 minutes of extraction, the contents of 

the container is stiaken well again and is left to cool 

to the room temperature for ufie as the test sialution. 

A blank solution is prepared from another physiological 

sodium chloride solution. 

a) Pjrxogen Test 

The test solution meets the requirements of pyrogen 

test in according to the Fhamacopoela. 

- 7 -
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-^y. 

• 

b) Acute Systemic Toxicity Test 

Test animal t Use healthy male mice of inbred 

strain or closed coloiny veigh.lng 

between 17 and 23 g. 

Procedure : Inject intravenously to grovq>B of 10 

mice 50 ml per kg of each aolution of 

the test and blank. 

Observe the animals for 5 drops after injection. 

During the observation period, all animals treated 

with the extracts of the sample show no death aa 

in the animal treated with the blank. 

c) Intracutaneoujj Reactivity Test 

The test solution meets the requirements, irtien the 

test solution are exauiiiued imder following; conditions 

against thu blank solution. 

Tent animal : Uae healthy male rabbits weighing 

not less than 2.5 kg. 

Proceduz« t Use gro\q>s of 2 rabbits for each sample. 

To a group, inject 0.2 al of extracts 

intracutaneously to 10 sites of one 

aide the animals back for the test 

solution and 5 sites of opposite side 

for the blank aolution. 

- 8 -
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Observe the injection sites at 72 hours after injec

tion. At the observation time, any tissuje reaction 

such.as erthsma, edema and necrosis is absent as 

in the animals treated with tha blank. 

(8) Sterility Test 

Wbien the injisction needle unpacked ao/i taken out asepti

cally are tested by the sterility test under the Pharma

copoeia, thay shall meet tha requirements given. 

Ill. Packaging 

The direct container or packagiiag of the injection needle 

shall not have the posaibility of tearing or piiihole prior 

to use, and b« resintive ctnaugli to the entry of microorganisms. 

The injection needle Bhai.ll be individ\Jtally packaged. 

IV. M;irking 

The direct container or packaging or ainiaua parking unit 

package of the injection needle ahall ahaiw the following infor-

aation i 

(a) Outer dianeter and length of cannula 

(b) SteriUzation aethod 

- 9 -
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( c ) S t e r i l i z a t i o n d a t e , o r manufactviring numbar 

- 10 -
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TERUMC HYPODERMIC NEEDLES are available in ali 
ea AVAILABLE NEEDLE SIZES 

standard gauge and bevel sizes to meet every need. 

A 

Regular beve 
Reorder Number 

N N * 1838T 

N N * 19257 

N N * 1938T 

N N * 2 0 2 5 R 

N N * 2 0 3 2 R 

N N * 2 0 3 8 R 

N N * 2 1 2 5 R 

N N * 2 1 3 2 R 

N N * 2 1 3 8 R 

N N * 2 2 2 5 R 

N N * 2 2 3 2 R 
N N * 2 2 3 8 R 

N N * 2 3 2 5 R 

N N * 2 3 3 2 R 
N N * 2 5 1 6 R 

N N * 2 5 2 5 R 

N N * 2 6 1 3 R 

N N * 2 7 1 3 R 

1: 
Color Code 

P I N K 

B^i i i i tS i j i i sa 

liiJieiiEias 
Y E L L O V / 

Y E L L O W 

Y E L L O W 

ffiMfim^ffl 
mii^j^iEMi 
g i lSSlSl l 

mmm^smn 
gHEl^^ffilB! 
[ ' j m r n i m M i 

\m'SiSnr-''iSLiMW\ 

wmsm^^m^ 
w^^nss^^M 
^ m m m m 

G R E Y 

Size 

18GX1 - 1 / 2 " ( T W ) 

1 9 G x r ' { T W ) 

19GX1 - 1 / 2 " ( T W ) 

20GX1" 

20GX1 - 1 / 4 " 

20Gx1 - 1 / 2 " 

21 G X1 " 

2 1 G X 1 - 1 / 4 " 

2 1 G X 1 - 1 / 2 " 

2 2 G x 1 " 

2 2 G X 1 - 1 / 4 " 

22GX1 - 1 / 2 " 

2 3 G X 1 " 

23GX1 - 1 / 4 " 

2 5 G X 5 / 8 " 

2 5 G x r ' 

2 6 G X 1 / 2 " 

2 7 G X 1 / 2 " 

Short beve!: 
Reorder Number 

N N * 1838X 

N N * 1925X 

N N * 1938X 

N N * 2 0 2 5 S 

N N * 2 0 3 8 S 

N N * 2 1 2 5 S 

N N * 2 1 3 8 S 

N N * 2 2 2 5 S 

N N * 2 2 3 2 S 

N N * 2 2 3 8 S 

N N * 2 3 2 5 S 

Color Code 

P I N K 

VUM^ESM 
WF^ssTiam 

Y E L L O W 

Y E L L O W 

BBaia;o3WBa 

mmimmm 

•BUESaiH 
\iM\n 1 1 1 
ri?ir©)Oir ( ^ ® i n 

Special i t em: 

Intradermal bevel: 

N N * 2 6 1 3 M 

Short bevel: 

N N * 2 6 1 3 S 

WmMi^MS 

msmpsmsi 

Size 

18GX1 

1 9 G x r 

19GX1 

2 0 G x r 

20G X1 

2 1 G x r 

21GX1 

2 2 G X 1 ' 

22GX1 

22GX1 

2 3 G X 1 ' 

- 1 / 2 " (TW) 

(TW) 

- 1 / 2 " (TW) 

• 1 / 2 " 

- 1 / 2 " 

- 1 / 4 " 

- 1 / 2 " 

2 6 G X 1 / 2 " 

2 6 G X 1 / 2 " 
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LANCET POINT 

The sharpest, smoothest needle 
point available 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 TERUMO" 
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) 

RequJoi 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. 

B5=^̂  

HIGH-IMPACT POLYPROPYLENE 
HUBS 
The polypropylene hubs are 
designed to fit all luer-tip syringes 
and are permanently bonded to 
the cannula and pull-tested to 
guard against separation. 

U d l U 

arrmiri* 
i i i i i i i i i 

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

TOTAL COLOR-CODED SYSTEIW 
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 MAMUFACTURING 
TERUMO" 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 bevel 
sizes, contact TERUMO AMERICA, 
INC., sales representatives or 
distributors.) 

ffi TERUMO are fing •J S P;i< .S, :V • 

T E R U M O 

Manufactured for 
T E R U ^ I O A M E R I C A , I N C . 
2811 E. Ana Sl., Compton, CA 90221 213-537-3510 

Manufactured by 

T E R U M O C O R P O R A T I O N 
Tokyo, Japan 
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Y A L E Steri.e Disposal)A: . . .3S yyn 
IvTiCROLAJVCE Points are superior to other 
disposable needles in ease and smoothness Oj 
penetration. 

oo • V; 

1! 
j l U l j U l l 

The YALE Sterile Disposable Needle does much to 
minimize patient discomfort, The MICROLANCE 
Needle Point is the sharpest. To maintain speed and 
smoothness throughout an injection, cannulae are 
siliconized to reduce resistance. Hub is designed to 

REORDER REORDER 
NUMBER DESCRIPTION NUMBER 

5105 1000 30G 1/2" 5175 
5109 1000 27G 1/2" 5176 
5110 1000 25G YB" (Intradermal Bevel) 5135 

111 lOOU 26GI/2" 5196 
22 1000 25G%" 5197 

'5124 1000 25G %" 5198 

5127 1000 25Gl'/2" 
5143 1000 23G%" 5144 
5145 1000 23G 1" 5158 
5155 1000 220 1" 5159 
5156 1000 22GII/2" 5168 

5157 1000 22G1%" 5169 
5165 1000 21G1" 5178 
5166 1000 21G1V4" 5179 
5167 1000 21G11/2" 5199 
5129 1000 21G2" 

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

DESCRIPTION 

tf 

1000 
1000 
1000 
1000 
1000 
1000 

20G 1" 
20G l'/2" 
18G 1" 
18G IVz" 
16G 1" 
16G l'/2" 

Short Bevel 
lOOOS 23G1" 
lOOOS 22G 1" 
lOOOS 22Gl'/2" 
IQOOS 21G1" 

lOOOS 21Gl'/2" 
lOOOS 20G 1" 
lOOOS 20G 1V2" 
lOOOS I8GI1/2" 

REORDER 
NUMBER DESCRIPTION 

Thin Wall, Regular Bevel 
5186 TIOOO 19G1" 
5187 TIOOO I9GI1/2" 

Thin Wall. Short Bevel 
5188 TIOOOS 19G1" 
5189 TIOOOS IQGl'/a" 

Clear Hub, Regular Bevel 
5191 1000 20G1" 
5192 1000 20Giy2" 

LENGTH 

1 

GAUGE • 

COLOR • 

%" 

yz" 

%" 

3/4" 

W 

1" 

I'M" 

Wl" 

2" 

30 

BEIGE 

• 
?7 

GREY 

B 

26 

TAN 

l.B. 

•1 

25 

BLUE 

23 

TR'QSE 

• 
Wm^ 

22 

BLACK 

WAM 

21 

GREEN 

1 

20 

YELLOW 

^ H 

WM. 

20 

CLEAR 

•1 

19 

BROWN 

^ ^ ^ 

• 

18 

PINK 

HI 
» 

16 

PURPLE 

•1 
•1 

DD 

6 

O 
CO 
" 0 
o 
GO 
> 
OD 
r~ 
m 
T-
-< 
~D 
O 
O 
m 

O 
m 
rO 

•D 

m 

' '• f f ^ 

REGULAR BEVEL % g SHORT BEVEL T.W. THIN WALL LB. INTRADERMAL BEVEL 

A-11 
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Pjsposable Hypodermic Needles S H A R P ! 

mahently-

tonded, 
Ized needie 

^ - \ •&¥ 

Rigid plast ic-
•pesists puncturing, 

protects needle 
and user. 

Unique point geometry-
incises rather than punctures the skin, 

for virtually painless penetration. 

Hermetically-sealed— 
protects against airborne 
and liquid contaminants. 

Tamperproof— 
packages cannot 

; be resealed 

Guaranteed ster i le-
positive sterilization by 

gamma radiation. 

Condiictlve 
Metal Hub 

puncturi^pr<:i(]ii' 
cartridge-fMafei-

trandjing easiifer,'; sigiier. 

Peel-apart blisterr-
ease of opening j 

permits ste'rile transfer. , j | 

i 7 
/22a5 

l-fHi-COi 
Si Sf-
>J STERILE ^ ' ' 

M'i^.'sP-SASLe S; i 
m,i 
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JELCO SHARP I Disposable Hypodermic Needles 
Color Code 

1 Yellow 
!;jir:anj.L.s-;^,- .:_;2 

1 LQmmfiy.:.:̂  ii^^a 
,. Lavender 
L;'Lavender.:_^::J 

Pink 
P.inl< 
Light Green 
Light Green 

H?M>lii'ffff8Bft''IHM 

iHliiS 
Lavender 

.1. Lavender. ;.:;„ 
1 PinK 

Pink 
Light Green 

wM^mstm 
!.atT,anai-.^.?jjLi;2 

REORDER NUMBER 
nrietal Hub Plastic Hub 

2012 
2001 
2002 
2003 
2004 
2005 
2006 
2007 
2008 
2009 
2014 
2010 
2011 

2020 
2021 
2022 
2023 
2024 
2025 
2026 
2027 

2030 

2212 
2201 
2202 
2203 
2204 
2205 
2206 
2207 
2208 
2209 
2214 
2210 
2211 

2220 
2221 
2222 
2223 
2224 
2225 
2226 
2227 

2230 

Needle Size 

27x1/2" 
2 6 x 7 2 " 
25x5/8" 
2 3 x 1 " 
2 2 x 1 " 
22 X 11/2" 
21 X 1" 
2 1 x 1 % " 
2 0 x 1 " 
20x11/2" 
1 9 x 1 " (TW) 
19xiy2"(TW) 
18x11/2" 

2 2 x 1 " 
22x11/2" 
21 x 1 " 
21x11/2" 
2 0 x 1 " 
20x11/2" 
19Xl1/2"(TW) 
18x11/2" 

26 x % " 

Bevel Style 

t 

Regular 

V 
r 

Short 

NJ/ 

Intradermal 

Packaged 

1000 per case 
100 per box 

4̂  

V 

(» For Positive, Predictable Performance... 

» Safe Use...Safe Disposal 

» Scdipel-Sharp Jelco " J " Point 

• 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. 

&k.i^yi^ 

% 

\ 

Instron Data 
Force in grams, through standard diaphragm 

JELCO Liquid Silicone None 
Micro-Bonded 

Silicone 
Needle Treatment 

Penetration Drag 

JELCO Disposable Needles are compactly-packaged, 
minimize storage space and waste disposal problems. 
Tbe packages convert to convenient dispensing trays. 

I|5 

• • RARITAN, N. J , QBBBg 

1 Jelco N-4-72 Prinled In U.S.A. 
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