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Exhibit #3 510(k) Summary

This 510(k) Summary of 510(k) information is being submitted in accordance with requirements of SMDA

1990 and Title 2 1, CER Section 807.92.

The assigned 5 10(k) Number: K141359___

I . Date the summary was prepared: April 5, 2014

2. Sponsor Identification

Jiangyin Caina technology Co., Ltd.

No.2. T'zifu Road. Iluashi Town, Jiangyin. Jiangsu, 214421. China

Establishment Registration Number: 3005670221

Contact Person: Jun Lu

Position: General Manager
Tel: +86-510-86205 183

Fax: +86-510-86215183

Email: jun.Iualcainamedieal.com

3. Submission Correspondent

Ms. Diana Hong & Mr. Lee Fu

Mid-Link Consulting Co., Ltd
P.O. Box 120-119

Shanghai. 200120. China

Tel: +86-21-22815850

Fax: 240-238-7587

Email: into 0amid-link.nei
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4. Proposed Device Identification

Proposed Device Name: Hlard pack syringe

Proposed Device Common Name: Syringe with or without needle

Regulatory Information:

Classification Name: Piston Syringe;

Classification: 11;

Product Code: FMF,

Additional Product Code: FM!;
Regulation Number: 2ICFR 880.5860

Review Panel: General Hospital:

Indications for Use:

Syringes with or without needle are intended to inject fluids into or withdraw fluids from the body.

Needles are intended to be used wvith a legally marketed syringe intended to inject fluids into or withdraw

fluids from the body

5. Predicate Device Identification

510(k) Number: KI 13091
Product Name: Syringes with or without needles; Needles

Manufacturer: Jiangyin Caina Technology Co., Ltd.

6. Device Description

The proposed devices contain syringes and needles with various models. All the models for syringes and
needles follow same design principle respectively; the differences are the size of the devices. The
proposed devices are intended to inject fluids into or wvithdraw fluids Firomn the body.

The proposed devices wvould he available in two different configurations: Syringe with needle and
Syringe without needle.

Proposed devices are provided radiation (Co6O) sterilized with a hard pack package wvhich could
maintain the sterility of the devices for five years. ['hey are for single use only.

7. Non-Clinical Test Conclusion
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Non clinical tests were conducted to verify that the proposed device met all design specifications as was

Substantially Equivalent (SE) to the predicate device. The test results demonstrated that the proposed

device complies with the following standards:

> ISO 7886-1:1993 Sterile hypodermic syringes for single use - Part 1: Syringes for manual use;

> ISO 7864:1993 Sterile hypodermic needles for single use.

" ISO 9626:1991, AMD 1 2001 Stainless steel needle tubing for the manufacture of medical devices.

" ISO 594-1:1986 Conical fittings with a 6% (Luer) taper for syringes, needles and certain other

medical equipment - Part I1: General requirements;

" ISO 594-2:1998 Conical fittings with a 6% (Luer) taper for syringes, needles and certain other

medical equipment - Part 2: Lock Fittings.
> ISO 1113 7-2:2012, Sterilization of healthcare products-Radiation-Part2: Establishing the

sterilization dose.

8. Substantially Equivalent (SE) Conclusion

The following table compares the DEVICE to the predicate device with respect to intended use,

technological characteristics and principles of operation, etc.

Table 3-1 Comparison otfTechnology Characteristics

Predicate Devices
Item Proposed Devices K139

Product Code FMF& EMI: FMF& FMI;
Regulation Number 21CFR 880.5860 & 21 CFR 8805570 21CFR 880.5860 & 21 CFR 880.5570

Syringes with or without needle are Syringes with or without needle are

intended to inject fluids into or withdraw intended to inject fluids into or
fluids firom the body withdraw fluids from the body,

Intended Use
Needles are intended to be used with a Needles are intended to be used with a
legally marketed syringe intended to legally marketed syringe intended to

inject fluids into or withdraw fluids from inject fluids into or withdraw fluids
the body. from the body

Component Syringes and Needles Same

Sterile Yes Same

Single Use Yes Same

Shelf Life Five year Same

ISO 10993:5 Standard
BiocompaibilityISO 10993: 10 Stabidard Sm
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ISO 7864 Standard

ISO 7886 Standard

Performance ISO 9626 Standard Same

ISO 594-1 Standard

S10 594-2 Standard

Immediate Package Maid pack package Soft package

Trhe proposed devices, Hard pack syringe, are determined to be Substantially Equivalent (SE) to the

predicate devices, Syringes and needles (KI 113091) in respect of saffety and effectiveness.
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DEPARTMIENT OF I IEALTh I& H UMAN SERVICES PublicIl kaith scnicc

Food end D)rug Administroion
10903 Nuiv HuTmpslhin Avenue

July 25. 2014

Jiangyin Caina Technology Company, Lim ited
C/O Ms. Diana H-ong
General Manager
Mid-Link Consulting Company, Limited
Post Office Box 120-119
Shanghai
CHINA 200120

Re: Kl41359
Trade/Device Namie: Ilard pack syringe
Regulation Number: 2 1 CER 880.5860
Regulation Manic: Piston Syringe
Regulatory Class: 11
Product Code: FMIL EMIl
Dated: June 23, 2014
Received: June 30, 2014

Dear Ms. I-ong:;

We have reviewed your Section 5 1 0(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 ol 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 ofa 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. Please note: CDRI-I does not evaluate in format ion related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

Ilfvour device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA). it
maiy be subject to additional controls. LExisting major regulations affecting your device can be
f-ound in the Code of Federal Regulations, Title 2 1. Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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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 80 1); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); 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 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7 100 or at its Internet address
http://www.fda.gov/MedicalDevicesfResourcesforYou/lndustrv/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.2ov[MedicalDevices/Safetv/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and B iometrics/Di vision of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7 100 or at its Internet address
http://www.fdasgov/Medica[Devices/ResourcesforYou/Industrv/default.html.

Sincerely yours,

Mary S. Runner -S

Erin 1. Keith, M.S.
Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Exhibit #2 Indications for Use

51 0(k) Number (if known)
K14 1359

Device Name
Hard patck syringe

Indications for Use (Describe)

Syringes with or without needle are intended to inject fluids into or withdraw fluids from the body.

Needles am intended to be used with a legally marketed syringe intended to inject fluids into or withdraw fluids from the
body.

Type of Use (Select one or both, as applicable)

SPrescription Use (Part 21 CFR 801 Subpart D) El Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

Digitally signed by
Richard C. Chapman -S
Date: 2014.07.25
OB:45:03 -04'00'

This section applies only to requirements of the Paperwork Reduction Act of 1995.
'D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW

The burden time for this collection of information is estmated to average 79 hours per response, Including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review thte collection of information. Send comments regarding this burden estimate or any other aspect
of this Information collection, Including suggestions for reducing this burden, to:

Department of Healt and Human Services
Food and Drug AdmInstration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff~fda.hhs.gov

'An agency may not conduct or sponsor, and a person is not required to respond to, a coilodlion of
information unless it displays a currently valid 0MB number.'

FORM FDA 3881 (1114) Page l ot 1 rcrsauw.o- mimmc
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