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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
\" Food and Drug Administration
- 9200 Corporate Boulevard
Rockville MD 20850
DEC 0 7 2001
Mr. Armand Hamid Re: K013037
EXEL® International Co. Trade/Device Name: EXEL A.V. Fistula Needle
Medical Products Division Regulation Number: 21 CFR §876.5540
P.O. Box 3194 Regulation Name: Blood access device and
CULVER CITY CA 90231-3194 accessories
Regulatory Class: II
Product Code: 78 FIE
Dated: August 31, 2001
Received: September 10, 2001
Dear Mr. Hamid:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing

(21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (sections 531-542 of the Act); 21 CFR 1000-1050.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This letter will allow you to begin marketing your device as described in your 510(k) prcmérkct
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus, permits your device to
proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of the following numbers, based on the regulation
number at the top of this letter:

8xx.1xxx (301) 594-4591
876.2xxx, 3XXX, 4XXX, SXXX (301) 594-4616
884.2xxx, 3XxXX, 4XXX, SXXX, 6XXX (301) 594-4616
892.2xxx, 3xxX, 4XXX, SXXX (301) 594-4654
Other (301) 594-4692

Additionally, for questions on the promotion and advertising of your device, please contact the
Office of Compliance at (301) 594-4639. Also, please note the regulation entitled, "Misbranding
by reference to premarket notification” (21 CFR Part 807.97). Other general information on
your responsibilities under the Act may be obtained from the Division of Small Manufacturers,
International and Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597
or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html.

Sincerely yours,

'775241 ¢ gi ¢ @’wgzﬁﬁb

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Number (if known): “K 0l 30g17

Device Name: EXEL A.V FISTULA NEEDLE SET

Indications For Use:

THIS DEVICE IS AN A.V. FISTULA NEEDLE SET PART OF EXTRACORPORIAL ARTIFICAL KIDNEY
SYSTEM FOR THE TREATMENT OF PATIENTS WITH RENAL FATLURE TO PROVIDE ACCESS TO THE PATIENT'S

BLOOD VESSEL FOR HEMODIALYSIS.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Dot . e

Division of Reprou

Reproductive, Abdominel, -
wwm,‘m

510(k) Number Koi3o3)

Prescrption Usel / OR Over-The-Counter Use

(Per 21 CFR 801.109)
(Optional Format 1-2-96)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum
pue: ) L) 701
From: DMC (HFZ-401) 0 | 3
Subject; Premarket Notification Number(s): JC / } 03 7/4
ro.  piisionpivser. O U S DIIRY

The attached information has been received by the 510(k) DMC on the above referenced 510(k)
submission(s). Sirce a final decision has been rendered, this record is officially closed.

Please review the attached document and returnt it to the DMC, with one of the statements checked
below.

Information does not change the status of the 510(k); no other action required by the
DMC; please add to image file. (Prepare K-25) THIS DOES NOT APPLY TO TRANSFER OF
OWNERSHIP. PLEASE BRING ANY TRANSFER OF OWNERSHIP TO POS.

Additional information requires a new 510(k); however, the information submitted is
incomplete; (Noitify company to submit a new 510(k);[Prepare the K30 Letter on the LAN)]

Additional information requires a new 5 10(k); please process [This information will be
made inté a new 510(k)

™. No response necessary (e.g., hard copy of fax for the truthful and accuracy statement,
510(k) statement).

CLIA CATEGORIZATION refers to laboratory test system devices reviewed by the
Division of Clinical Laboratory Devices (HFZ-440

Information requires a CLIA CATEGORIZATION; the complexity may remain the sare
as the original 510(k) or may change as a result of the additional information (Prepare a CAT
letter)

Additional information requires a CLIA CATEGORIZATION; however, the information
submitted is incomplete; (call or fax firm)

=
No response necessary

This information should be returned to the DMC within 10 working days from the date of this
memorandum.

£ 4
5
Draft #2 © 9/8/99 C l\l_Q,w(‘\J

Draft #3: 1/73/00 1’} lé{ oz

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

INTERNATIONAL CO.

December 7%, 2001

Ms. Barbara McCool

U.S. Food & Drug Administration
Oftice of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockyville, MD 20850

Re: 510(k) No.: K013037
EXEL A.V. Fistula Needle

1

Dear Ms. McCool, -2 -

’

Hope everything is going well for you. Thanks for your today’s phone call. , o

o)
Please be informed that both (Exel & Bioteque) A.V. Fistula Needles has the same o
manufacturing process of producing this product. . - S o
o)
Y

As mentioned previously the only difference is the shape of the wing. <

Hope everything is satisfactory for you in obtaining our 510(k) approval.
If any question, please let us know.

Best reg

'
Na\;id zaméfor Armand Hamid

AH/te

INTERNATIONAL HEADQUARTERS
MEDICAL PRODUCTS DIVISION R

All Mail to: P.O. BOX 3194, Culver City, California 90231-3104 K4

Central Office: 5840 W. Centinela Avenue, Los Angeles, CA 90045, U.S A, —

Tel: (310) 649-0707 Fax: (310) 649-1168 Bank: City National Bank © 2
e-mail; exelmed@exelmed.com

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

DEC 0 7 2001
Mr. Armand Hamid Re: K013037
EXEL® International Co. Trade/Device Name: EXEL A.V. Fistula Needle
Medical Products Division Regulation Number: 21 CFR §876.5540
P.O.Box 3194 Regulation Name: Blood access device and
CULVER CITY CA 90231-3194 accessories

Regulatory Class: II

Product Code: 78 FIE

Dated: August 31, 2001
Received: September 10,2001

Dear Mr. Hamid:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class 11 (Special Controls) or class 11 (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing

(21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CIFR Part 820); and if applicable, the electronic
product radiation control provisions (sections 531-542 of the Act); 21 CFR 1000-1050.

L]

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This letter will allow you to begin marketing your device as described in your 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus, permits your device to
proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of the following numbers, based on the regulation
number at the top of this letter:

8xx.Ixxx (301) 594-4591
876.2XxXX, 3XXX, 4XXX, SXXX (301) 594-4616
884.2xxX, 3XXX, 4XXX, SXXX, 6XXX (301) 594-4616
892.2xXX, 3XXX, 4XXX, SXXX (301) 594-4654
Other (301) 594-4692

Additionally, for questions on the promotion and advertising of your device, please contact the
Office of Compliance at (301) 594-4639. Also, please note the regulation entitled, “Misbranding
by reference to premarket notification” (21 CFR Part 807.97). Other general information on
your responsibilities under the Act may be obtained from the Division of Small Manufacturers,
International and Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597
or at its Internet address http:h’www.fda.govfcdrhfdsmaf‘dsmamain.html.

Sincerely yours,

77"%* ey C FM%ﬂ—» -

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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|
510(k) Number (if known): ‘4‘( 0130627

Device Name: EXEL A.V FISTULA NEEDLE SET

Indications For Use:

NEY
THIS DEVICE IS AN A.V. FISTULA NEEDLE SET PART OF EXTRACORPORIAL AR‘:(I:EE(SZQLTEID S
SYSTEM FOR THE TREATMENT OF PATIENTS WITH RENAL FAILURE TO PROVIDE THE

BLOOD VESSEL FOR HEMODTALYSIS.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

51000 Numoar Koi303?

Prescroiption Usc\/ OR Over-The-Counter Use
r b

(Per 21 CFR 801.109)

(Optional Format 1-2 -96) 3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
[Food and Drug Administration

R RIEY ) T Memorandum

From: Reviewer(s) - Name(s)

Subject:  510(k) Number_____ C C’l 5 ¢ > -7__

To: The Record - It is my recommendation that the sutizct 510(k) Notification:
[CIRefused to accept. i

[CIRequires additional information (other than refuse to accept).
Ijls substantially equivalent to marketed devices.
[CINOT substantially equivalent to marketed devices.

De Novo Classification Candidate? e Cdyes B No
Clother (e.g., cxcmpt by regulation, nota dcvnoc d’ uplicate, etc.)
Is this device subject to Postmarket Surveillance? {adyes [ﬂ NO
Is this device subject to the Tracking Regulation?  LJyEs M Nno
Was clinical data necessary to support the review of this 510(k)? CIyEes Iﬂ.No -
Is this a prescription device? 'ﬁYES O Nno
Was this 510(k) reviewed by a Third Party? LJYES A no
Special 510(k)? CIvEs & no
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers ~ LIYES & NO

This 510(k) contains

Truthful and Accurate”Statement Gﬁequcstod--d&mloscd _

(required for originals received 3-¥4-95 and after)

[JA 510(k) summary OR 'd:S'lO(k) statement

(I The required certification and summary for class Il devices AJ/? .

[ The indication for use form (required for originals received 1-1-96 and after)

Material of Biological Origin El YES

The submitter requests under 21 CFR 807. docsu t apply for SEsg):
] No Confidentiality [ Confidentiality for 90 days TT Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

dICFR $%,85% (ool 8 FIE. B
Revicw: {éﬁb _—éf’ Cyyd 6’2%_ __\2711('9' __{L @1{
(Branch C ()d(,) (Date) ' /

(Brafich Chi

Final Review: . o et I i | _— 4 ;/

(Division Director) {(Date)

o

Revised:8/174/99

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/
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Memorandum
Date: December 4, 2001
From: Barbara McCool, RN MS

Gastroenterology and Renal Devices Branch, HFZ-470
Subject: EXEL Arterial Venous Fistula Needle KO13037

"SUBSTANTIAL EQUIVALENCE" (SE)
DECISION-MAKING DOCUMENTATION

Reviewer: Barbara McCool, RN, MS
Division/Branch: DRARD/GRDB, HFZ-470

Trade Name: EXEL Arterial Venous Fistula needle

510(k) Number: K013037

Manufacturer: _

Common Name: AV Fistula Needle

Classification: 21 CFR §876.5540 Class II, ProCode 78 FIE

Product To Which Compared: BIOTQUE Fistula Needle Set (K993118)
EXELINT Fistula Needle Set (K001496)

Contact: Armand Hamid, Director EXELINT International Co.

Phone: (310) 649-0707

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES NO*

1. 1S PRODUCT A DEVICE? X IFNOSTOP
2. DEVICE SUBJECT TO 510(k)? X IFNOSTOP
3. SAME INDICATION STATEMENT? X IFYESGOTOS
4. DO DIFFERENCES ALTER THE EFFECT

OR RAISE NEW ISSUES OF SAFETY

OR EFFECTIVENESS? .+ IF YESSTOP —NSE
5. SAME TECHNOLOGICAL CHARACTERISTICS X __ IFYESGOTO7
6. COULD THE NEW CHARACTERISTICS

AFFECT SAFETY OR EFFECTIVENESS? ___ IFYESGOTOS
7. DESCRIPTIVE CHARACTERISTICS PRECISE IF YES STOP — SE

ENOUGH? X __ IFNOGOTO10

8. NEW TYPES OF SAFETY OR EFFECTIVENESS

QUESTIONS? ____ IFYESSTOP - NSE
9. ACCEPTED SCIENTIFIC METHODS EXIST? ____ IFNOSTOP - NSE
10. PERFORMANCE DATA AVAILABLE? ~___ IFNOREQUEST DATA

11. DATA DEMONSTRATE EQUIVALENCE?

* “yes" responses to 4, 6, 8, and 11, and every "no" response requires an
explanation below

Device Description:
The fistula needle has a stainless steel cannula, plastic tubing, plastic clamp and a female luer
lock connector universal connection with bloodlines. It is a nonimplanted device. All of the

needles have oval back eye (slit) for better blood flow. The wing type is provided with either a
fixed or a rotating head. The firm has 4 variations of fistula needles (which range in needle size

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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and lengths from 14G to 17G and length is either 1 inch or 1 and a quarter inch).

In compliance with the SMDA of 1990, the sponsor has included a statement that safety and

effectiveness information upon determination of the substantial and equivalence was based will

be made available upon request.

Life-supporting or life sustaining: NO
Implant (short or long term): NO
Software driven: NO
Sterile: YES
Patient Contacting Device: YES
Single Use: YES
Home Use: NO
Prescription Use: YES
Drug or Biological Product: NO
Kit NO
Recommendation:

I recommend that the proposed device be found substantially equivalent to other legally

marketed devices as described in 21 CFR §876.5540 Class II, ProCode 78 FIE, Non-implanted

Blood Access Device and Accessories.

Barbara McCool, RN, MS Date: /" J#/

Nok- l~ «~ ftiaprone o eton Wit Navie Hemid of

Exe(( Tnuashoni Mo Hemid  coanbrmsd MT e

propeet AV, Fubher  nedlie , amanvhrotancd ‘07 Tm:a‘if\
fﬂu-«' &S

Hxar oo [“Ld-l-cub , was "L Auabheshs M‘J""%

e {Rd‘.‘-ﬂ, ﬁh'{LA..J s fe Gure s L? slahim. @“17

homnge s in Te manvlachnicsy cifes

'Gr Cund

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MEMORANDUM Food and Drug Administration
Center for Devices and Radiological Health
Office of Device Evaluation

DRAERD/ADOU/GRDB

Date: December 4, 2001
From: Barbara McCool, RN, MS

Gastroenterology and Renal Devices Branch, HFZ-470
Subject: AV Fistula Needle

K0103037/A1
To: The Record
Background:

EXELINT submitted a premarket notification for a fistula needle. This is my first review of the
submission. After contacting Armand Hamid, Director of EXELINT International (see
attachments), the firm Faxed in the additional information and identified two predicates for this
proposed device. One of their predicates was their own cleared A-V fistula needle (K903945).
The other device was manufactured by BIOTEQUE Corporation which I reviewed and was
cleared on 2 February 2000 under 510K No 993118. The only difference in this device is that
Tianjin Hanaco Medical Co., Ltd., in Tianjin/China will manufacture it.

Intended Use:

This device consists of a (AVF) arterial fistula needle which is inserted into a patient’s arterial
side of their access to draw blood into an extracorporial system and back into the patient’s
venous side of their access via a venous fistula needle during hemodialysis.

Indications for Use:

This device is a AV fistula needle set (part of the extracorporeal artificial kidney system) for the

treatment of patients with renal failure to provide access to a patient’s blood vessel for
hemodialysis.

Questilons? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Device Description:

The fistula needle has a stainless steel cannula, plastic tubing, plastic clamp and a female luer
lock connector universal connection with bloodlines. It is a nonimplanted device. All of the
needles have oval back eye (slit) for better blood flow. The wing type is provided with either a
fixed or a rotating head. The firm has 4 variations of fistula needles (which range in needle size
and lengths from 14G to 17G and length is either 1 inch or 1 and a quarter inch).

Predicate Device:

510k No. K001496 (manufactured by EXEL International and 510k No: K9931 18 (manufactured
by BIOTEQUE corporation, located in Taiwan).

General Information Summary:

Life-supporting or life sustaining: NO
Implant (short or long term): NO
Software driven: NO
Sterile: YES
Patient Contacting Device: YES
Single Use: YES
Home Use: NO
Prescription Use: YES
Drug or Biological Product: NO
Kit NO

Submission Provides:

Comparative Specifications: YES
Bench Data NO
Summary of Animal Testing: NO
Summary of Clinical Testing: NO
510(k) Statement: YES
510(k) Summary: NO
Truthful and Accurate Statement: YES
Indications for Use Statement: YES
Sterility:

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

Pyrogen free done by th_
Patient Contacting Materials:

The patient contacting part is the sterile stainless steel needle.
Biocompatibility:

The proposed device contains the exact material as their legally marketed predicate device and
meets the standard as outlined in ISO 10993.

Labeling:

The device is labeled as sterile, non pyrogenic, for single use only, and has a prescription
statement.

Expiration Dating:

None Claimed

Bench Testing:

It is identical to their own predicate device which included static tensile force of all connections

between all components, air tightness traction, sealing pressure, pull-out strength, aging testing,
and internal specs for needle penetration, drilling and flowing force, and needle rotation.

Proposed Classification:

78, Class II, CFR 876.5540, FIE

Recommendation:

I recommend that the proposed device be found substantially equivalent to other legally
marketed devices as described in 21 CFR §876.5540, Class II, ProCode FIE.

7% < Lol

&2
Barbara McCool, RN, MS Date: /12/5/0/
ZA Lo Con
Concut: Carolyn Neuland, PhD Date: [‘Zl‘?{nl
3

||

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Dec-“.?_- 2001 11:54AM 310-649-1178 No.5239  P. 1

FAX COVER PAGE

5840 W, CENTINELA AVENUE, LOS ANGELES CA 90045
TEL: (310) 6490707 * FAX: (310) 648-1178

Fanc

TO: US FDA/CDRNODE FROM: Navid Hamid

ATTN: Ma. w MaCool DATE: 12/7/01

REF.: 510(k) Submissions CC :

FAX.: 301-594-23%9 PAGES: 2INCLUDING COVER PAGE

Dear Ms. McCool,

mmmmmmummmmﬂmpmmm items

are the same and the product is same for Shargh.

if any question, please let us know.

Best regards.

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

INTERNATIONAL CO.

December 7%, 2001

Ms. Barbara McCool

U.S. Food & Drug Administration
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockville, MD 20850

Re: 510(k) No.: K013037
EXEL A.V. Fistulg Needle

Dear Ms. McCool,
Hope everything is going well for you. Thanks for your today’s phone call.

Please be informed that both (Exel & Bioteque) A.V. Fistula Needles has the same
manufacturing process of producing this product.

As mentioned previously the only difference is the shape of the wing.

Hope everything is satisfactory for you in obtaining our 510(k) approval.
If any question, please let us know.
Best re

Navid :am:; for Md

AH/te

INTERNATIONAL HEADQUARTERS

MEDICAL PRODUCTS DIVISION

All Mall to: P.O. BOX 3184, Culver City, California 80231-3194

Ceniral Office: 5840 W. Centinela Avenue, Los , CA 80045, U.S.A.

Tel: (310) 649-0707 Fax: (310) 848-1168 Bank: City National Bank

e-mall: exelmed@exalmed.com ) 5

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

INTERNATIONAL CO.
November 27, 2001

Ms. Barbara McCool

U.S. Food & Drug Administration
Office of Device Evaluation
Document mail center (HFZ-401)
9200 Corporate Blvd.

Rockville, MD 20850

oA

e, I&FIJ -
Re: 510(k) No.: K013037 ‘ = =
EXEL A.V. Fistula Needle o =
Dear Ms. McCool, .: :.:_, .:_
Fre e '
Hope everything is going well for you. Thanks for your phone call today. o =2
L C‘..:: 4
l —

Enclosed please find copy of our letter to you dated Oct. 3 1* and certified mail receipt stamped <

Nov. 1%,
Please be kind to acknowledge this package upon receipt.

Thanking you in advance for your kind help and attention. If any questions, please feel fee to
contact me at (310) 649-0707 ext. 12.

Best regards.

Q27788 i,.j
Tammie Ewing
Exel Medical Products

TE/bs
Encl:

MEDICAL PRODUCTS DIVISION
All Mail to: P.O. BOX 3194, Culver City, California 90231-3194
Central Office: 5840 W. Centinela Avenue, Los Angeles, CA 90045, U.S.A. \Ll
Tel: (310) 649-0707 Fax: (310) 649-1168 Bank: City National Bank
e-mail: exelmed@exelmed.com
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

INTERNATIONAL HEADQUARTERS ;[40‘)4
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REN
INTERNATIONAL CO.
October 31%, 2001

Ms. Barbara McCool

U.S. Food & Drug Administration
Office of Device Evaluation

9200 Corporate Blvd

Rockville, MD 20850

Re: 510(k) No.:K013037
EXEL A.V. Fistula Needle

Dear Ms. McCool,

Hope everything is going well for you.

Based on our phone conversation, I am forwarding the pertinent information as you had
requested for our A.V. Fistula Needle registration.

(Comparison Data per our 510k No.: K001496).

I hope this information meets your satisfaction for approval of our new 510k No.: K013037.

As always thanking you in advance for your kind help and attention. Please do not hesitate to
contact me with any questions.

Best regards.

L/aré,kaé,%m/

Armand Hamid

EXEL International Co. i}!_ _ROGKYILLE
T [ ROGKVILLE Mo 20855 "
AWte :g Postage | $ $2.41
Enct: :.;! Certified Feg ,
E'g ;Enafémfi’ééépj.i%‘i
g ‘E!f'eds;:imed Delivery Fee

Sement Required)

E Total Postage & Fees
:f,' Sent To -
“e9. FDA

o i ro e ODE

O [ @i wms e Corporat

r~ e ami=vd
INTERNATIONAL HEADQUARTERS
MEDICAL PRODUCTS DIVISION
All Mail to; P.O. BOX 3194, Culver City, California 90231-3194 ~
Central Office: 5840 W. Centinela Avenue, Los Angeles, CA 90045, U.S.A. \ S

Tel: (310) 649-0707 Fax: (310) 649-1168 Bank: City National Bank
e-Madstuabkcd@ena H/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Table 1: Comparison to Predicate Device

ELEMENT OF HANACO A.V. FISTULA NEEDLE | EXEL A.V. FISTULA NEEDLE
COMPARISON SET SET
1. Intended Use(S) The Arterial-Venous Fistula (A.V.F) This device consist of greerial fistula
Needle Set consist of needle, which is inserted into a
needle, which applies on the access site | patient’s arterial side of their access
of patient’s artery to draw the blood in | to draw blood into an extra-corporeal
to extra-corporeal system and back into | system and back to the patient’s
the patient’s vein via venous fistula venous side of their access via A.V.
needle during hemodialysis, Fistula needle during Hemodialysis.
2. Labeling See attachment See attachment
3. Instruction for Use Remove protection cap
Insert needle into patients vein and
allow all the air to outflow Idential
Connect Fistula needle to end
connector of the arteriovenous line.
4. Configuration of the See attachment Identical
Device
5. Bio-compatibility See attachment Identical
6. Physical Test See attachment 2 Identical
7. Chemical test See attachment 3 Identical
8. Sterilization Method
9. SAL
10. Pyrogenic Pyrogen free Pyrogen free

Compatible to USP standards

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

bl
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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NTERMATIONAL OO,
August 3™, 2000

Food and Drug Administration
Office of Device Evaluation
Attn.: Ms. Barbara McCool
Fax No: (301) 594-2339

Dear Ms. McCool,

I want to apologize for taking so much time to complete this and forward to you. Enclosed
please find the additional request information about the difference between our A. V. Fistula
Needle Set and BIOTEQUE’S A.V. Fislusta Needle Set.

Table 1: Comparison to Predicate Device
ELEMENT OF BIOTEQUE A.V. FISTULA NEEDLE SET EXEL A.V.FISTULA
COMPARISON (BT-110 Series) NEEDLE SET
1. Intended Use(S) The Arterial-Venous Fistuls (A.V.F ) Needle 8et | This device consist of
consist of arterial fistulg needle. which applies on | arterial fisiula needle,
the access site of patient’s artery to draw the which is inserted into a

blood in to extra-corporeal system and back into patient’s arterial side of
the patient’s vein via venous fistula needle during - | their access to draw blood
hemodialysis. into an extra-corporeal
BIOTEQUE A.V. FISTULA NEEBRLE SET is | system and back to the

to be used by trained nurses or the doctors in the patient’s venous side of

hemodialysis center. their access via A.V.
Fistula needle during
Hemodialysis.
2. Labeling See attachment
3. Instruction for Use attachmen See attachment
4. Configuration of the See attachment | Identical
Device
5. Bio-compatibility Compatible to ISO 10993 series standards Identical
(See attachment 4)
6. Physical Test See attachment 2 Identical
7. Chemical test See attachment 3 Identical
8. Sterilization Method
9. SAL
10. Pyrogenic free Pyrogen free
Compatible to USP standards (See attachment 11)
mEg?ATIONAL HEADQUARTERS AVF DIFFERENCES FOR FDA
MEDICAL PRODUCTS DIVISION 814100 12:24 PM

All Meil to: P.O. BOX 3194, Culver City, California 80231-3194
Central Office: 5840 W. Centinele Avenue, Los Angesles, CA 80045, U.S A,
Tel: (310) 848-0707 Fex: (310) 648-1178 Bank: City National Bank

e-mail: ex m [g%

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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BLOTEQUE s A.V. FISTULA

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

b4
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1 1/4" esunule length : 360+/ 20mm
2 1SGX 1" campula length | 3604/ 20mm
3; 150G X 1 1/4" comaula weight : 6,7+/1g
4.15GX 1" cannule weight : 6,7+/ ig

5. Gap between eonmectors and tubes must not
axeeed 0.3mm

- (:]
[;w«m aumeriesl
order
(,. C.hlnsn B Englich

B wuh baek eye
A 48pum canaule

bmsssscomeancgs 19 G SBAAUIE

1. Protection cap

2, Needle- -

3. Yellow wings

4. Meedle hub

5. Smnll clemp

6, BYC tube

7. Female luee lock
8. Luer lock oover

CNSKéi38
BIOTEQUE STANDARDS
SIYOWA, JUNE 20,58, No.454

L

E'.E......--,--v.v ¥
L. Cyistaxiclty .
2. Senvidemcgon

[ 92*
i80 10983-10 95°
3. Acute Intrasutaneous Resction ©

IE0) 1099310 95
4. Acute Systemic T ouigity:
180 10093-1) 93
USP XX!i1, 98
[50 108054 93

5. Pyrogen study ;
2 Hmalysis

= Q)

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



Records processed under FOIA Request 2014-7435; Released 10/23/14

ATTACHMENT 2

| AIR TIGHTNESS: No leakage than 2.5 kg/cm!

| PULL-QUT STREN Over 1.4 kglmue’
Perform ali test after 70 °C, 24brs

s
RENGTH: Over 0.05kg/mm  BIOTEQUE STANDARD

b & The standard of static tensile force of conuections hetween components 25 follows:

i 1 WING - FIXED TYFE ,
i Parts (2) &(4) otress stromgih over 3.0 ky  Pariy (3) & (4) stress strength over 5.3 kg
Peris (4) & (6) stress stremgth over 4.5 kg Prrty (6)&(7)  stress strength over 7.0 kg )

| 2. WING ~ ROTATING TYPE
| Parts (2) & (4) stress strength over 3.0 kg - Parts (6) &(6) stress strength over 4.5 kg
Parts (6) & (7y stress sirengih over 7.0 kg

B STAINLESS CANNULA LENGTH : 1)15Gx 1"= 1.851.6x25mm
| 2) 15Gx | 1/4" = 1.8x1.6532 o
1* CURVATURE OF CANNULA  : Should not ssesed 0,031 mam
®ST&IN COVERS SURFACE AREA. : Should ot excesd 0.3 mm?®
(¢ BURRS : skeuld not exceed 0.1 mra*

" Produst: AV, FISTULA NEEDLE SET 40
FDA §10(K) PHYSICAL TESTS SPRCS Page Revision {[A1]

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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October 31%, 2001

Ms. Barbara McCool

U.S. Food & Drug Administration
Office of Device Evaluation

9200 Corporate Blvd

Rockville, MD 20850 |
5;'}{:3 e -
Re: 516(k) No.:K613037 e 3
Dear Ms. McCool, | 2
ST i .
Hope everything is going well for you. e S "

Based on our phone conversation, I am forwarding the pertinent information as you had

requested for our A.V. Fistuls Needle registration.
(Comparison Data per our 510k No.: K001496).

I hope this information meets your satisfaction for approval of our new 510k No.: K01303 7.

As always thanking you in advance for your kind help and attention. Please do not hesitate to
contact me with any questions.

Best regards.
Armand Hamid .
EXEL International Co. ¢p

Ercl-
(K0P iz 4

INTERNATIONAL HEADQUARTERS
MEDICAL PRODUCTS DIVISION

All Mail to: P.O. BOX 3194, Culver City, California 90231-3194 ?

Central Office: 5840 W. Centinela Avenus, Los s, CA 90045, US.A. A ;:; [055
Tel: (310) 649-0707 Fax: (310) 648-1168 Bank: City National Bank ;

e-rnail: ;exelmed@exelmed.oom
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 3012/96-8118
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Table 1: Comparison (o Predicate Device

ELEMENT OF HANACO AV, FISTULA NEEDLE | EXEL A.V. FISTULA NEEDLE
COMPARISON SET SET
1. Intended Use(S) The Arterizl-Venous Fistula (A.V.F.) This device consist of arterial fistula
Needle Set consist of arterigl fistula needle, which is inserted into a
needle, which applies on the access site | patient’s arterial side of their access
of patient’s artery to draw the blood in | to draw blood into an extra-corporeal
to extra-corporeal system and back into | system and back to the patient’s
the patient’s vein via venous fistula venous side of their access via A.V.
needle during hemodialysis. Fistula needle during Hemodialysis.
2. Labeling See attachment See attachment
3. Instruction for Use Remove protection cap
Insert needle into patients vein and
allow all the air to outflow Idential
Connect Fistula needle to end
conmector of the arteriovenous line.
4. Configuration of the See attachment Identical
Device
5. Bio-compatibility See attachment Identical
6. Physical Test See attachment 2 Identical
7. Chemical test See attachment 3 Identical
8. Sterilization Method
9. SAL -
10. Pyrogenic Pyrogen free Pyrogen free

Compatible to USP standards

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

A
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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August 3%, 2000

Food and Drug Administration
Office of Device Evaluation
Attn.: Ms. Barbara McCool
Fax No: (301) 594-2339

Drear Ms. McCool,

I want to apologize for taking so much time to complete this and forward to you. Enclosed
please find the additional request information about the difference between our A.V. Fistula

Needie Set and BIOTEQUE’S A.V. Fislusta Needle Set.

Table 1: Comparison to Predicate Device
ELEMENT OF BIOTEQUE AV, FISTULA NEEDLE SET EXEL A.V. FISTULA
COMPARISON (BT-110 Series) NEEDLE SET
1. Intended Use(S) The Arterial-Venous Fistuls (A V.F.) Needle Set | This device consist of
consist of arterial fistula needle, which applies on | arferial fistula needle,
the access site of patient’s artery to draw the which is inserted into a
blood in to extra-corporeal system and back into patient’s arterial side of
the patient’s vein via venous fistula needle during | their access to draw blood
hemodialysis, into an extra-corporeal
BIOTEQUE A.V. FISTULA NEEDLE SET is | system and back to the
to be used by trained nurses or the doctors in the patient’s venous side of
hemodialysis center. their access via A. V.
Fistula needle during
Hemodialysis.,
2. Labeling ument See attachment
3. Instruction for Use attachment See attachment
4. Configuration of the See attachment | Identical
Device
5. Bio-compatibility Compatible to ISO 10993 series standards Identical
(See attachment 4)
6. Physical Test See attachment 2 Identical
7. Chemical test See attachment 3 Identical

8. Sterilization Method

9. SAL

10. Pyrogenic

Pyrogen free
Compatible to USP standards (See attachment 11)

Pyrogen free

INTERNATIONAL HEADQUARTERS

8400.do

MEDICAL PRODUCTS DIVISION

8/4/00 12:24 PM

All Mail to: P.O. BOX 3184, Culver City, Celifornia 20231-3164
Central Office: 5840 W. Centinele Avenue, Los Angeles, CA 80045, U.8 A,

Tel: (310) 648-0707 Fax
e-mail: exelmed@exel

(3
me

10) 646-1178 Bank City National Bank
“GIn

AVF DIFFERENCES FOR FDA

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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B
EXEL'S A.V. PISTULA Blmis_ A.V. FISTULA

1L

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1. 188X 1 1/4” seasuis length

215G T cenmuls length : 360+/ 20mem
3, 150 X 1 1/4” cennuls welght : 6.7+/ 1g

4. 15GX 1" cannula weight : 6.7+/ g

5. Gap betwesn sonssctors and tubes must not
exceed 0.3mm

| I—— | ¢ 3]

3. Yellow wings

4, Needle hub

3. Sl clazmp

6. PVC tubs

7. Fepaale luer lock
8. Luer lock vover

[CNS KE138

BIOTEQUE STANDARDS
SIYOWA JUNE 20,58, No.494

Lo N 1 L ¥
180 10953-10 95°
3, Acute Intracutansous Resction |

IS0 10993.10 95
4. Acute Systemic Toxdsity:

150 10593-11 93
5. Pyrogen study :  USP Xxm, 95’
6. Hemolysis : 180 109834 93

TP

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

1%
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ATTACHMENT

| AIR TIGHTNESS: No leakage than 2.5 kg/cm’
| PULL-OUT STRENGTH: _ Over 1.4 kgf/mm’
AGING TEST: Pegforsm all teat after 70 °C, 24hrs

t after -10 °C, 6hrs
m  BIOTEQUE STANDARD

£ The standard of static tensile force of copnections between components as follows:

L WING - FIXED TYPE _
|\ Parts (2) &(4) stress strength ovar 3.6 ky  Parte (3) & (4) strese strongih over 5.5 kg
Parts (4) & (6) stress stremgeh over 4.5 kg  Purty (§)&(7) ostress strength over 7.0 kg

| 2. WING - ROTATING TYPE
| Parts (2) & (4) etvess stremgth over 3.0 kg Parts (4) &(6) stress strength over 4.5 kg
Paris (6) & (7) setress stromgih over 7.0 kg

[+ STAINLESS CANNULA LENGTH ¢ 1)15Gz 1" 1831 6x25mm
2) 15Gx 1 1/4" = 1.9x1.6532 mm
#CURVATURE OF CANNULA  : Should not sseesd 0031 mm

16 STAIN COVERS SURFACE ARKEA : Should net exceed 0.3 mon’
¢BURRS : Shoulé not ezceed 0.5 mra’

Produst: AV, FISTULA NEEDLE SET =~ &°
FDA 510(K) PHYSICAL TESTS SPECS Page Revision [A1]

24

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Nov.30. 2001 2:53PM 310-648-1178 No.5179 P 1
FAX COVER PAGE

8840 W, CENTINELA AVENUE, LOS ANGELES OA 80043
TEL: (310) 6400707 = FAX: (210) B42-1178

T US Fa T HAMID
ATTN: M8, 11/30/01
REF.: KD13037 (o o3

FAX.: (301) 884-2539

Baar Ms. McToo!,

it was my plessure sp

A8 per your request encloss

if any questions, plesses deo not he

WA

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5~

INTERRATIONAL GO,
November 27%, 2001

| Mas. Barbera McCeol

| U.S. Food & Drug Admini

| Office of Device Evaluation

. Document mail center (HFZ-401)
9200 Corporate Blvd.

Rockville, MD 20850

Re: 510(k) No.: K013637

Dear Ms. McCool,
Hope everything is going well for you. Thanks for your phone csll todsy.

Enc!ased please find copy of our leiter to you dated Oct. 31° and certified mail receipt stamped
Nov. 1

Plegse be kind to acknowledge this package upon recsipt.

Thanking you in advance for your kind help and attention. If any queetidns, plesse foel fee to
contact me &t (310) 649.0707 ext. 12,

Best regards.

Taie Eaog.

Bxel Medicel Products s
153
TE/bs L
Encl: v Fosisqe
7 Centified Fee
R
b s et
5 gt
£ Tote! Pestags b Foee
ﬁ, "
>y
H "
=
]
=]
i k
|
INTERNATIONAL HEADQUARTERS
MEDICAL PRODUCTS DIVISION
All Mall to: P.O. BOX 3184, Guiver cw. Callfornia 90231-3184 .
Canirsl Offics: B840 W, Cantinele Avenus, Loe aa, CA 90048, 1).8.A.
Tel (310) 849-0707 Fax: éaw;m 1163 "Bank: Clty Nationel Bank \’}\1
g-mail; exelmsd?exelme
Questions?

ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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BITERNATIONAL GO
October 31%, 2001

Ms. Barbera McCool

U.S. Food & Drug Administration
Office of Device Bvalustion

9200 Corporste Blvd

Rockville, MD 208350

Re: .swg&) No,:K013637

Dear M. M@Cool,

Hope everything is going weil for you.
nent information ss you had

Bﬁssd on our phone CORVETRE R
raquasted for our AV, meh Nﬁ@dl@ e _-;;21"" eptiog,
(Compsrison Data per our 510k No.: K001456).

I hope this infomation meets your setisfection for spproval of our new 510k No.: K013037,

As slways thanking you in edvence for your kind help and sitention. Plesse do not hesitate to

contact me with any questions,
Best regards.
Asmand Hamid P
BXEL Internstional Co. w4
/il
AHlte )
Encl: 2
i
(a3
=]
&
=]
=
[
o [
(s}
g | e e
B [ e b G?-FNNFQ Slv
S8 folxville, m znsgo
INTERNATFONAL \DOUARTERS : ' e e
AL PR@DUG‘T‘S DN&&IGN

MED
Al Wai 1o P.0. BOX 3184, Culver S, O Calffornis 902313184

tral Offics: 5840 W, Cenling , LB Af g, CA 80045, U.B.A,
al (310) 840-0707 Feox: éﬁ"lﬁ) 840-1186 Benk: Chy National Eank . \'K?:
g-mail: exelmed@exsimed.co =
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Nov.30. 2001 3:00PM 3_10'649-1178 o No.517¢ P. %2
R P ¢ gvice
ELEMENT OF LACE REL A.V, FISTULA NEEDLE
COMPARISON ST - SET
1. Intended Use(S) The Amdal-\’m Flstula (A Y. F) Thiz device conslst of arierial fistula
Qe s Rl m Which ig imcﬂ@d intoa
paegle, which appliss om the BOcses zite ient’s arierial side of their access
of patient's artery to draw the bised in | to draw blood into an extra-corporeal
to cxm-corpomal uyeﬁm nad w& into | system and back to the patient’s
ks g venous gide of their access via AV,
Fistula needls during Hemodialysis.
2. Wﬂ‘ AR CRIAGE ‘ seﬂ awt
3, Instruction for Use Remove protection
Idential
Identical
Identical
Identical
Identical
8 Sterilization Method
9, SAL
10. Pyrogenic Pyrogen free

Compesible to USP standards

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

154
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ov.30. 2001 3 00PHggamm?

153

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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August 3“’, 2000

Food and Drug Administration
Office of Device Bvalustion
Attn.; Ms, Barbara MeCool
Fax No: (301) §94-2339

Dear Ms. McCool,

1 want to apologize for taking so much time to complete this and forward to you. Enclosed
please find the additional request information about the difference between our A.V. Fistula
Needle Set and BIOTEQUE’S A.V. Fislusts Nesdle Set.

ELEMENT OF
COMPARISON

1. Intended Use(S)
the socess site ef m & m to draw the
Mmmm-wporalsymww&m patient’s arterial sids of

S 7 P m their sccess to draw blood
hemodialysis. into &n extra-corporsal
BIOTEQUE A.V. FISTULA NEED system and back to the
mbemedbyummdnumorthcdnctommthe patient’s venous side of
hemodialysis center. their gccess via A V.
Fistuls needle during
Hemodialysis,

2. gt S-1, 5-3 & 54 See sttmchment

3. Instruction for Use : See attachment

4. Configuration of ths Identical

Device

§. Bio-compatibility Identical

6. Phyvaical Test Ideatical

7. Chemical test Identics)

8. Sterilization Method

9. SAL

10. Pyrogenic Pyrogen free
Competible to USP standesds et 11)

:ﬁg?&NATIONAL HEADQUARTERS AVF DIFFERENCES FOR FDA

MEDICAL PRODUCTS DIVIBION BIAI00 12:24 PM

All Mall 0! P.O. BOX 3184, Culver City, Celifornia 86231-3184
Centrai Office: 8640 W, Centinsle Avenue, Loa Angsies, CA €0046, U.8.A

Tal, (310) 64@-0707 Fax (310) 848-1178 Benk Chy Naticnel Bank
e-meil: exelmed@sxelmed com

15U

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Nov.30. 2001 3:02PM g 310-649-1176 &, R 3{/53

e
A a0,

15.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3:03PM

i

Nov.30. 2001 310-649-1178

213G X 1"

32 I0X 114"
4. 15Gx 1"
s' Gﬁp mm =
exessd 0.3oum

No.5179 2. 3B

C-Hnsu.ﬂ:mh

) 2 s: “‘h m wn s
P A ABrum esnsule
o, 49 & eannule

{ mﬁemxm& p

2, Needls. -

3, Yellow wings

; Needle hub
Ssuall e

8, MW

7, Female luer lock

8, Luar losk sover

STANDARDS
smw& + TONR 2030, No.dsu

- Bwnim?ﬁ :

I&s’.‘) amswm ¢
4. Acute Systemic T %

180 mmea'l 93’
Pytm study :

U8R 338, 99
190 108934 93

m mmex 0 95"

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

305

156



Nov.30.

Records processed under FOIA Request 2014-7435; Released 10/23/14

2001 3:04PM  310-549-1178 | No.517¢ 9.3?3'1{5'§_

N ® The standard of slate taneils forep of sonueections batween components es follows:

i WING - Fi¥XED TYPE

Farts (2) &(4) viress strongih over 3.0 by Pavie é} & (4} atreso eirength ever 8.5 kg
Parte (6) & (6) strens stvomgih over .Y kg Forty (6)4(7)  stress strength over 7.0 kg !

| 1. WING « ROTATING TYPE

Paves (3) & (4) otross strongth over 3.0 kg - Parts ié) (6) strses stremgik over 4.5 kg
Parte (6) & (7)  otrasg serwse& evay 7.0 by

MINULA LENGTH : 1)1862 17 1,851.6x38mm
Z) 18Gx 1 1/4" ® 1.8x1.6533 mm
¢ Bould ot szesed 0.031 mm
REA © Bhould met sxoesd 0.3 mm’

. ?Nﬁa@?& 4.V FISTULA NEEDLE SET @
- FDASI0() PHYSICAL TESTS SPRCS  Pags Revislon [A1]

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or.301-796-8118
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Jet.28. 2001 4:28PM No.3382 P. |

DATE: 10/23/01

TO: U.S. FOOD & DRUG ADMINISTRATION
ATTN.: MS, BARBARA MeCOOL

FROM: ARMAND HAMID PAGE: 1/1

RE: 310(E) No.: K013037’
EXEL A V. FIS

DEAR M5, McCOOL,

IT WAS PLEASURE SPEAKING WITH YOU.

WITH THIS LETTER I ACKNOWLEDGE OUR DISCUSSION THIS AFTERNOON.

PERTINENT TQ THIS S10K, PLEASE BE KIND NOT TO FAIL SCREEN THIS APPLICATION AND PLEASE
BE KIND TC PUT ON TELEPHONE HOLD 80 THAT WE CAN GET RRQUESTED INFORMATION FROM

FACTORY AND SUBMIT TO YOU.
I WILL BE SUBMITTING THIS INFORMATION TO YOU WITHIN THIS WEEK.

BY THE WAY, YOU HAVE ASKED ME ABOUT THE FOLLOWING, WHICH I CAN GIVE THIS
INFORMATION TO YOU AT THIS TIME, SINCE I HAVE THE MATERIAL AVAILABLE IN MY
POSSESSION.

AS INDICATED, WE ARE PREPARING THE QTHER MATERIAL AND WILL SUBMIT TO YOUR
ATTENTION IMMEDIATELY.

AGAIN THANKING YOU IN ADVANCE FOR YOUR KIND ATTENTION AND HELP.
FLEASE BE KIND TO CONFIRM RECEIPT OF THIS LETTER AND CONFIRMATION OF THE CONTENT.

INTERNATIONAL HEADQUARTERS COVER LTR TO FDA FOR AVF
KO13037
MEDRICAL PRODUCTS DIVISION 10/23/01 4:29 PM

All Mali to: P.C. BOX 3184, Cubver City, Celifornie 20231-3164
Central Offics: 5840 W, ConhmhAvm Loe Angeles, CA 90048, U.B A

Tel (310) 848-0707 Fax (310) 649-1178 Bank: City Nationel Bank
e-mail: gXeimedg(@exelmed, com

\ o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Screening Checldist
For all Premarket Notification 510(k) Submissions 3-30-01
Device Name: AV Pehatn  presdia K ol3037
Submitter (Company). Enpel. Tondraontionsd
A T
B R
B A
; R D
E E i
c v T
items which should be included i L__ (u) .
(circle missing & needed information) A T N v IF ITEM
E A IS
D L KEEDED
YEE | NO AND S

1. Cover Letter clearly identifies Submission as:
a) “Special 510(k): Device Modification”

b) “Abbreviated 510(k)"

c) Traditional 510(k)

GO TO
#2,3

MISSING

v IF ITEM IS
2. GENERAL INFORMATION: REGUIRED iN ALL 316{K) SUBMISSIONS NEEDED
Financial Certification or Disclosure Statement for §10{k)s with a NA YES NO
Clinical Study 807.87(i) including forms 3454 andlor 3485 .
SPECIALS ABBREVIATED AND IS

a} trade name, classification name, establishment registration
number, device class

b) OR a statement that the device is not yet classified

c) _identification of legally marketed equivalent device

| MISSING

d) compliance with Section 514 - performance standards

e) address of manufacturer

f) Truthful and Accurate Statement

| g) Indications for Use enclosure

h) SMDA Summary or Statement (FOR ALL DEVICE CLASSES)

i) Class lll Certification & Summary (FOR ALL CLASS il DEVICES)

j) Description of device (or modification) including diagrams,
engineering drawings, photographs, service manuals

k) Proposed Labeling:

i) __packade labeling {user info)

ii)__statement of intended use

i} _advertisements or promotional materials

i) MRI compatibility (if claimed)

I} Comparison Information (similarities and differences) to named
legally marketed equivalent device (table preferred) should include:

i) Labeling

i) intended use

iii) __physical characteristics

iv) _anatomical sites of use

v)  performance (bench, animal,_clinical) testing

vi)  safety characteristics

I

3. “SPECIALS" - ONLY FOR MODIFICATIONS TO BANUFACTURER'S OWN CLASS If

Ili OR RESERVED CLASS | DEVICE

a) Name & 510(k) number of legally marketed
(unmodified) predicate device

b) STATEMENT - INTENDED USE AND INDICATIONS FOR
USE OF MODIFIED DEVICE AS DESCRIBED IN TS

“If no - STOP not a special

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

)
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LABELING HAVE NOT CHANGED"

c)

STATEMENT - FUNDAMENTAL SCIENTIFIC
TECHNOLOGY OF THE MODIFIED DEVICE HAS ROT
CHANGED®

d)

Design Control Activities Summary

i) Identification of Risk Analysis method(s) used fo
assess the impact of the modification on the
device and its components, and the results of the
analysis

i) Based on the Risk Analysis, an identification of
the verification and/or validation acfivities
required, including methods or tests used and
acceptance criteria to be applied

iii) A declaration of conformity with design controls.
The declaration of conformity should include:

1) A statement signed by the individual
responsible, that, as required by the risk
analysis, all verification and validation
activities were performed by the designated
individual(s) and the results demonstrated
that the predetermined acceptance criteria
were met

2) A statement signed by the individual
responsible, that manufacturing facility is in
conformance with design control procedure
Requirements as specified in 21 CFR 820.30
and the records are available for review.

v IF ITEM
18
SPECIALS ABBREVIATED | TRADITIONAL | peeneo
AND IS
YES | NO | YES | NO | YES | NO MISSING

ABBREVIATED 510(K): SPECIAL COMNTROLSICONFORMAMNCE TO RECOGKIZED STANDARDS - PLEASE

FILL OUT THE STANDARDS ABBREVIATED FORM ON THE H DRIVE

a) For a submission, which relies on a guidance

document and/or special control(s), a summary
report that describes how the guidance and/or
special control(s) was used to address the risks
associated with the particular device type

b) If a manufacturer elects to use an alternate approach

to address a particular risk, sufficient detail should be
provided to justify that approach.

¢) For a submission, which relies on a recognized

standard, a declaration of conformity to the standard.
The declaration should include the following:

i) An identification of the applicable recognized
consensus standards that were met

ii) A specification, for each consensus standard,
that all requirements were met, except for
inapplicable requirements or deviations noted
below

iit) An identification, for each consensus standard, of

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

Page 2
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any way(s) in which the standard may have been
adapted for application to the device under
review, e.9., an identification of an alternative
series of tests that were performed

iv) An identification, for each consensus standard, of
any requirements that were not applicable to the
device

v) A specification of any deviations from each
applicable standard that were applied

vi) A specification of the differences that may exist,
if any, between the tested device and the device
to be marketed and a justification of the test
results in these areas of difference

vii) Name/address of test laboratory/certification
body involved in determining the conformance of
the device with applicable consensus standards
and a reference to any accreditations for those
organizations

d) Datalinformation to address issues not covered by
guidance documents, special controls, and/or
recognized standards

5. Additional Considerations: (may be covered by Design Controls)

a) Biocompatibility data for all patient-contacting materials,
OR certification of identical material/formulation:

-

i) __component & material

i) _identify patient-contacling materials

q 9

iii) _biocompatibility of final sterilized product

b) Sterilization and expiration dating information:

i) sterilization method

i) _SAL

NN Y

i) packaging

e:\t_ T
N\

iv) _specify pyrogen free

\

v) ETO residues

vi) _radiation dose

c) Software validation & verification:

i) __hazard analysis

it} __level of concern

iii) _development docurnentation

iv) _certification

ftems shaded under “NO" are necessary for that type of submission. Circled items and items with checks

in the “Needed & Missing” column must be submitted before accepiance of the document.

Passed Screening /Yes No Reviewer: /’7%(

Date: 4 // 3})/9 { _ Concurrence by Review
Fo nond BT~ e K ¢
(/r 0]25{5])

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

=9
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internal Administrative Form

YES NO

Did the firm request expedited review? v

Did we grant expedited review? _

Have you verified that the Document is labeled Class lll for GMP i R ﬂ

purposes? - /

If. not, has POS been notified?

Is the product a device?

Is the device exempt from 510(k) by regulation or policy?

Is the device subject to review by CDRH? v

Are you aware that this device has been the subject of a previous NSE W

decision?

9. If yes, does this new 510(k) address the NSE issue(s), (e.g.,
performance data)?

10.Are you aware of the submitter being the subject of an integrity w
investigation?

11.1f, yes, consult the ODE Integrity Officer. ok

i2.Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #91-2 and Federal Register 90N0332,

September 10, 1 991.

Ba -

w

N\
AN

@I~ D DR

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 “ (60
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DEPARTHENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administratiom
Center for Devices and
Rediclogicel Health

Office of Device Evaluastien
Pocument Mall Cemter (HFE—-4%01)
2200 Corporste RBivd.

September 11, 2001 Eockville, Marylsnd 20850
EXELINT INTL. CO. . 510(k) Number: K013037
5840 WEST CENTINELA AVE. Received: 10-SEP-2001
LOS ANGELES, CA 90045 Product: EXCEL A.V FISUTAL
ATTN: ARMAND HAMID NEEDLE SET

The Center for Devices and Radiological Health (CDRH), Office of Device
Evaluation (ODE), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. FPlease refer prominently to this
510(k) number in any future correspondence that relates to this submission.

We will notify you when the processing of your premarket notification has been
completed or if any additional information is required. YOU MAY NOT PLACE
THIS DEVICE INTO COMMERCTAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

As a reminder, we would like to mention that FDA requires all 510(k) submitters
to provide an indications for use ctatement on a separate page. If you have
not included this indications for use statement in addition to Yyour 510(k)
summary (807.92), or a 510(k) statement (807.93), and your Truthful and
Accurate statement, please do so as soon &s possible. If the above mentioned
requirements have been submitted, please do not submit them again. There may
be other regulations or requirements affecting your device such as Postmarket
Surveillance (Section 522(a)(l) of the Act) and the Device Tracking regulation
(21 CFR Part 821). Please contact the Division of Small Manufacturers,
International and Consumer Assistance (DSMICA) at the telephone or web site
below for more information.

Please remember that all correspondence concerning your submission MUST be

gent to the Document Mail Center (DMC) (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the DMC will not be considered

as part of your official premarket notification submission. Because of
equipment and personnel limitations, we cannot accept telefaxed material as
part of your official premarket notification submission, unless specifically
requested of you by an FDA official. Any telefaxed material must be followed
by a hard copy to the DMC (HFZ-401) .

You should be familiar with the manual entitled, "Premarket Notification 510(k)
Regulatory Requirements for Medical Devices® available from DSMICA. If you have
other procedural or policy questionms, or want information on how to check on the
status of your submission (after 90 days from the receipt date), please contact
DSMICA at (301) 443-6597 or its toll-free number (800) 638-2041, or at their
Internet address http://www.fda-gov/cdrh/dsmamain.html or me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Staff

Office of Device Evaluation

Center for Devices and Radiological Health

\ %l

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



Records processed under FOIA Request 2014-7435; Released 10/23/14

INTERMATIONAL CO.

August 31%, 2001

Food & Drug Administration

Center for Device & Radiological Health
Office of Device Evaluation

Document Mail Center (HFZ 401)
Rockville, MD 20850

International Co. to market the
focated in

This is to notify you of the intenti
following device, manufactured b

i. General Information:
a) Classification Name: EXEL A.V. Fistula Needle Set

b) Common/Usual Name: A V. Fistula Needle

o ssaistmen Regisuaton Numver |
O ——

e) Device Class: 1I
f) Submission: New
g) Identify Legally Marketed Device: EXEL

h) Equivalence of Submitted Device: This device is equivalent to our exiting
A.V. Fistula Needle marketed in the industry under 510k No.: K001496.

i) Submitter Name and Address: EXELINT International Company,
5840 W. Centinela Ave, Los Angeles, CA 90045.

INTERNATIONAL HEADQUARTERS

MEDICAL PRODUCTS DIVISION

All Mail to: P.O. BOX 3194, Culver City, California 90231-3184

Central Office: 5840 W. Centinela Avenue, Los Angeles, CA 90045, U.S.A. -

Tel: (310) 648-0707 mem §49-1168 Bank: City National Bank ?5

e-mail: exelmed@exslmed.com - %
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \ 02"
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2) Safety Medical Device Act:
a) Enclosed pﬂease fEView Slgned Statement of 510K Summary.
b) Enclosed piease review Truthful and Accuracy Statement.
¢) Enclosed please review Indication for Use Statement.

3) Proposed Labeling:

2) Enclosed please review our proposed packsge insert and labeling.

b) Statement of Intend Use: This device consist of AVF needle, which is inserted into
a patient’s arterial side of their access to draw blood into an extra-corporial system
and back to the patient’s venous side of their access via AVF needle during
Hemodialysis treatments.

¢) Promotional Material: Enclosed please review our promotional literature/brochure
for this device.

4) Description of device, Diagrams, Drawings: This device is composed of following
parts: (also enclosed please review sample)

Protective Cap (for the needle)

Needle Cannula (bevel needle)

Hub/Wing “Rotating Wing” and “Fixed Wing” models
Tubing (127)

Connector, Luer Lock

Cap (for connector)

Enclosed please find unit samples (2 pes.) for your review.

5) Comparison Information:

As specified this device i§ similar hnd compatible in usage, function, and composition
to the existing A. V. Fistula Needle Set marketed in the Industry by EXEL (as specified
earlier).

a) Intended Use: Please review “3C”

b) Specification d) Material  e) Performance Data: Enclosed please
review pertinent data

6. Biocompatibility Data: Enclosed review pertinent data

INTERNATIONAL HEADGUARTERS

MEDICAL PRODUCTS DIVISION

All Mail to: P.O. BOX 3184, Culver City, California 80231-3194

Central Office: 5840 W. Centinela Avenue, Los Angales, CA 80045, U.S.A.
Tel: (310) 648-0707 Fax: (310) 649-1168 Bank: City National Bank

e-mail: exelmed@exelmed.com \%
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food & Drug Adwinistration
Page: 3/3

7. Sterilizati

Thanks for your kind cooperstion. Please feel free to contact me at (310) 649-0707,
ext. 11 if there is any question or if you require additional information.

Sincerely,

Armand Hamid

EXEL International Co.
AHlte

Encl:

INTERNATIONAL HEADQUARTERS

MEDICAL PRODUCTS DIVISION

All Mail to: P.O. BOX 3194, Culver City, California 90231-3124

Central Office: 5840 W. Centinela Avenue, Los Angeles, CA 90045, USA.

Tel: (310) 649-0707 Fax: (310) 649-1168 Bank: City National Bank \%U\

epRkSrSred@sxel BRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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$516(k) STATEMENT

I certify that in my capacity as Director, of EXELINT .Interflatnonal Co., I will make
available all information included in this premarket mglﬁcatnon on safety and -
effectiveness within 30 days of request by any person if the deylce desc-nbed in E_I,‘ ;
premarket notification submission is determined to be substantially equlvalentiﬁ g
information I agree to make available will be a dupticate of the premarket notification

ission, i i i information, but excluding all
submission, including any adverse safety and eﬁ'e:ctweness inform , 0
patient identifiers, and trade secret and confidential commercial information, as defined

in 21 CFR 20.61.

Aok oo

s

[Signature] [Printed Name]

August 31, 2001

[Date]

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

\%
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURACY STATEMENT
(AS REQUIRED BY 21 CFR 807.87(J))

| certify that, in my capacity as the director of EXELINT INTERNATIONAL CO., | believe

to the best of my knowledge, that all data and information submitted in the premarket

notification are truthful and accurate and that no material fact has been omitted.

Y 4

Armand Hamid

(Premarket Notification (51 0K) Number)

* Must be signed by a responsible person of the firm required to submit the premarket

notification (e.g., not a consultant for the 510(k) submitter.)

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

|6k
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Page 3 of 1

510(k) Number (if known}:

Device Name: EXEL A.V FISTULA WEEDLE SET

Indications For Use:

THIS DEVICE IS AN a.v FISTULA BREDLE
SYSTEXN FOR TER TREATMERYT OF PATIENES VWEITE EEREAL
BLOOD VESSEL FOR HEMODIALYSIS.

SET PABRT OF EXTRACOEPORIAL ARTIFICAL KIDEEY
FATLUEER TO mmm ACCESS TO THE PATIEWT'S

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use. OR Over-The-Counter Use

(Per 21 CFR 801.109)
(Optional Format 1-2-96)

%]

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DERRREIS Prodicate Device
ELEMENT CF HANACO A V. FISTULA NE’EDLE EXEL A.V. FISTULA NEEDLE
COMPARISON SET SET
1. Intended Use(S) The Arterial-Venous Fistula (A.V.F.) This device consist of arterial fistula
Needle Set consist of grterial fistula needle, which is inserted into a
needle_which applies on the access site | patient’s arterial side of their access
of patient’s artery to draw the blood in | to draw blood into an extra-corporeal
to extra-corporeal system and back into | system and back to the patient’s
the patient’s vein via venous fisiula venous side of their access via A V.
needle during hemodialysis. Fistula needle during Hemodialysis.
2. Labeling See attachment See attachment
3. Instruction for Use Remove protection cap
Insert needle into patients vein and
allow all the air to outflow Idential
Connect Fistula needle to end
connector of the arteriovenous line.
4. Configuration of the See attachment Identical
Device
5. Bio-compatibility See attachment Identical
6. Physical Test See attachment 2 Identical
7. Chemical test See attachment 3 Identical
8. Sterilization Method _ -__—
9. SAL
10. Pyrogenic Pyrogen Pyrogen free
Compatible to USP standards

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

| 66
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'0L 08/30 THU 16:3¢ FAX 882228328813 TIARJIN HANACO doo2

TYPE OF PACKAGE FOR
INISH PRODUCT

I CARTON = 6 INNER BOX

1 INNER BOX = S0PCS

SPESIFICATION

CARTON SEZE: 485 x 445 x 265MM

163

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

doo3

CIRCULATION TEST OF PHYSICAL FUCTION
FOR SINGLE USE

LOT NOQ.

010211 SPECIFICATION

H301E 16G X 1

TEST BATE

2001.02.12

PATCH

15.000PCS MF DATE

2001.04.10

TEST QUANTITY

SPCS

ITEM

COMPANY STANDARD REQUIREMENT

RESULT

CONCLUSION

DIMENSION

m& SIZE OF AVF IS CONFIRMED TO THE
REQUIRLEMENT OF CHARY 342

OUTER DIMENSION:1.64MM
REVEALING PART:25MM

ACCEPTABLE

EXTERIOR

AVF CANNULA SHOULD SHARP AND NO BURR,
FLAT. BEND

BE UP TQ THE STANDARD

ACCEPTABLE

TG TUBE WILL BE SOFT. TRANSPARENT,
BRING AND CLEAN, WO MACHINARY SPOT,
DIFFERENT MATERIAL, KINK. THE
TRANSPARTENCY SHOULD BE GARANTEED TO
FIND BUBBLE AND RETURN BLOOD.

BE UP TOQ. THE STANDARD

ACCEPTABLE

THERE 1§ NO ORVIOUS VISIBLE DIFFERENT
MATERJIAL FROM AVF SEAL PACKAGE,

BE UP 7O THE STANDARD

ACCEPTAELE

THE COLOR OF AVF NERDLE SHOULD CONFIRM
TO THE STIPULATION OF CHART 3

BE UP TO THE STANDARD

ACCEPTABLE

THE SURFACE OF AVF NEEDLE SHOULD BE
SMOOTH. NO OBVIOUS MANUFACTURERED
DEFECTS, AND NO DIFFERENT MATERIAL
INSIDE THE NEEDLE.

BE UP TO THE STANDARD

ACCEPTABLE

FIRM
CONNECTION

SOME CONNECTIONS OF AVF SHOULD BE FIRM
UNDER THE TEST OF 40N. IT WILL NOT LOQSE
& SEPERATION.

BE UP TO THE $TANDARD

ACCEPTABLE

CONFIRMAITY

CONNECTOR, AND INSERTED CONE
CONMNECTOR SHOULLD BE CLOSE. WHILE
ADDING THE AXIAL POWER OF 27.5N. AT THE
SAME TIMLE KINKING, THE STRENGTH UNDER
0.1 NM., ROTATING 1§ UNDER 91 | LASTING 5§,
UNDER 300KPA WATIR PRESSURE, KEEPING
308, WATER DROP OUT.

BE UP TO THE STANDARD

ACCEPTABLE

SEPERATION
STRENGTH

ASSUMBLING UNDER THE CLAUSE OF
STIFUTION OF 4.6.1. ADD 15N AXIAL POWER
AGAINST THE DIMENTION QF TESTING CONE
CONJUCTION AND CONNECTOR SHOUD WOT BE;
SEPERATED.

BE UP 10 THE STANDARD

ACCEPTABLE

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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'01 08/30 THU 16:38 FAX 8622253268813 TIANJIN HANACO Q1004
ITERM COMPANY STANDARD REQUIREMERNT RESULY CONCLUSION
L - UNDER 100XFA OF AIR PRESSURE IN THE TUBE
EAl OF AVF. THERE 1§ NO LEAK WHILE KEEPING N LEAK ACCEPTABLE
TESTING
10MM.
WHEN 0.1KG OF PRESSURE IN AVF NEEDLE, g
THE FLOW VOLUME OF DISTILLED WATEK | FLOW VOLUME:220ML/MIN
FLOW VOLUME _ ACCEPTABLE
SHOULL BE HIGHER THAN THE VOLUME ON | (STANDARD:I90ML/MIN)
CHART 4.
WIILE CLOSE CLAMP. THE FLOW WILL STOP ]
CLAMP BE UP TO THE STANDARD ACCEPTABLE
AND LOOSE IT. THE FLOW WILL BE 8MOOTH.
FACTORY NAME. MARK & ADDRESS HAVE ACCEPTABLE
" SPECIFICAT & STOCK
COMMDODITY, SPECIFICATION OC HAVE ACCEPTABLE
METHOD
MNDIVITLAL -
PACKAGE STERILIZATION BY EOG HAVE ACCEPTABLE
NON-TOXIC, NON-BACTRIUM, NON-PYROGEN HAVE ACCEPTABLE
MODEL & LOT NO. HAVE ACCEPTABLE
EXPIRATION HAVE ACCEPTABLE
0O
OTHERS SHOULD CONFIRM TO THE STIPULATION OF BLE UP TO THE STANDARD ACCEFTABLE
2BC 48006
INSPECTOR: XJAOQIAN LI CONFIRMED BY: KUN ZHANG

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

C /OCE/DIDIat CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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