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- 510(k) Summary .-

- "THiS $amimary of 5!0{k s'xicty and-effectiveness. mlormanon 18 hcmg submitted in- nccordzma, with
the requirements of:SMDA 1950 and 21 CFR807.92."

"The assigned 510(K) numher is:

K 1 31344 . " (applicant ledve blark)

" Prematket Notification [510(k)] Summary

_\fsubmmel"s nnme, nddress, phione _and fax numbefs, mame of contact person, and date the

© surmimary was prepared

: =Subl’ni‘;»ter"s name : .- Shijiazhuang Walty Plustic Co., Ltd.
‘ Submittet's address ] ‘_‘ No.78 Tongda Road, Jinzhou City, Hebel. 652260, Chim
© Phone number @ . . (86) 31184322871 .
© Fax number : ’ (86) 31184322871
Natie of contactpérsom:  ~ Zheig Hnming: -

- Date. - the sawimary  was 18 December 2013

" ‘Proprietary/Trade name:

ii(a)(l); The siame of the device

preparé:

. including the trade or proprictary name if applicable, the
comménor tsual name, and theclassification name, if known

!_)e_\?ice Name: . 7Pyo"\'vd“i:r Free Yellow Synthetic Vinyl Patient Examination Gloves

—"'i:_ingicf‘;"che Yellow Syrthetic Vinyl Patient Exn mi_n;xti-nn'(ilm-'cs

- Camiriioh Name Pétibht‘cxaminalior’s glove

i }Ctasmficanon Nnme

':l)ewcc Classll‘callon o I E

- “Regulation Nomber . 2l qﬁ{sso.ézso
i'::;“:Paglel.- ‘ ‘ A”‘.‘,(_‘xél'acfal,lilospi'la! ’(RG)
E Product Code:’ - . N ‘LYZ

i; 7[(a}(¥)§ “An :dentnl‘catmn ‘of the Iegaliy nmrketed device to which vour firm is claiming.
.jsubstantlalcquwalence . : . oo :

'-Li*Class [ l’owdcr Frt.c ‘¥ low S\rnthenu "Vinjl F’auent meammon Liloves that micets dll of ‘the.

. reqmrcrmum ofA‘s M standard D 3230 06 (Rcaﬁlrmatlon 2001y

Pmdtcate devuce POWDI:R-FRI:E YELLOW SYNTHE TIC VINYT, PATII‘\JTI KAMINATION
GLQVE‘% ZE l:\OYAh(x PEAS TEC CO LTD KI'109435

*
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“[(a)(@)] A descrifition of the device . .

Device: Descnpllon Pow der Free: Ycll(w. Svmhcm. “Vinyl Paticit Examination Gloves that meets a!l
ol the rcqulrcmcms of ASTM standard D 52)0 -06(Reaffirmation 2011).

---How the device funcuons

" PVC films-form a barrier to:body fluids and bloodhome Pathogens

-- Scientific concepis lhat fnrm the basns pr lhe dewce -
The PVC rubber is water tight undér normal conditions of use. It's tensile properties cause it to
conform to the'hand, allowing movements’ necessary fora medical procedure.

D

'barrler“

i

[(2)(5)) The summnrv-destﬁb}:siil;&’iﬁfended use of the device

+

'uch -as de5|gn mater mls and phvsxcdl properties:
_to bioodbornc pathog,ens and body fluids:“ASTM

Device Intended Use: Powder - }rec Yetlow Swmhetuc Vinyl Patient Examination Gloves is a
disposable device intended for‘imédical- purposes- that'is.worn on the examiner's hdlld or finger o
preverit contami nation between paucnt and examiner,

1{2)(6)} - A’summary of the technologlcai charactenstlcs of new device compared ta the ‘predicate

- device.

The Powder Free Yellow Swntht.m: Viml Patient Exami natlon Gloves, non sterile are-summarized
with the following k.chmlo;:u.al characteristics caipared to ASTM or equivalentstandard,

" Size

| LargesX: targe =

Large/X large’

"Medinny/

Large/X large

. Features & | Predicate Device: - | Subject:-Device Result of
Description i - ,' Comparisen

3T0(k) Number | K1T0995, _[K137344 _ _

Company . 7!{AOYANG PLAS T 1CCOLLID | Shijiazhapng  Wally  Plastic |-

"Co., Ltd.
Product name POWDER FRE{‘ YFi LOW- ["Powder " Free Yellow | -
SYNTHETIC. VINYL PATIENT S)ntheuc Vinyl  Patient
. . : E);AMINATION Gl OVE? Exiimindtiod G loves
P ProductCode | LYE L L LYZ | Same
i Sl Medtumf 1 -Small/-Mediuny/ Small/

Intendtor.use

du,posabk devk:e mtendz,d for -

patlcnt and cxaminer. -

i Powder Free:Yellow
|*Synthetic Viny| Paticnt

?'(ammatlﬂn ‘G kives o

dlsposuhie device intended
medical purposes. that &5:worh o 4
: ‘lhf: éxaminer's hand or. f'ngcz oo
. p:‘mcnt conlammamn hc!wcun

for medical purposus that is
wony om'the examiner’ 5 lnnd

|ror hngt.r tq preunt .
| contamination between
‘|, patient andl examiner,

4 -Substantially

equivalent

| Pevice

‘ Meu.ls AST M D5250-06

<k Meets ASTM.D5230 -06

v Al Substantially
‘ Description and ’(Reapproxed 0 “{Reapproved 2011) equivalent
‘Specifications -* -

Dimensions.. .

Meets AS'I M 03750-06

-230mm min for.all sizes

Substantially

Small 80-00 i’ -

. Small 80 85 mim

~Length - . (Reuppmvcd 20]]) -equivalent

.- '>230mmmm Lo )
Dimensions 1 Meets ASTM 05250-06 Substantially
. - Width . (Reapprmcd Zpli) S equivaknt -
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“Medium 90: 100mm -
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:

U Med it 954 97 HN
el e 21004 ll()ml AR Ltl.l]:,f.. 102 l{]8mm
X mr,,e 1I0-t20 mm g X e’ 114-118
§ Dimensions . . “Meets AQTM D3250-06 Substantially
<= Thickness {Respproved 2011) -~ | equivalent
{ Fingér 0.05mm min. Pinger 0.05mm min. *
L o | Balm 0.08mm min. ) -t Balm 0.08mm min. . .
1. Physical T"Meets ASTM DS230-06 7 : Bbforc'agin'gfuﬂcr aging Substantially
‘Properties - (Reapproved! 2011y - ‘ equivakent -
‘ - _ ’ N _‘__ BN c ' l"hmbmon 2300% :
Beforc agirig/afteraging “Tensile Stlengm) 14MPa
Elongation, 2300% - .
1K | ‘rensile Strength>14MPa - ‘ _ .
Freedom ~ from | Meets - Meets ASTM- " Substantialty
Pinha les e 21 CFR 800,20 - D5151-06 equivakent
- L+ ASTMDS250:06° {Reupproved 201 1)
{prprnved mn -
o | & ASTMDS5i51-06 _
| {Reapproved 2011) Holes
L S M "I Inspection Eeviél|
. U IV AQL23 .
Residual Powder | Meets ASTM ™ D6124-06 Substantially
i S "D 6124-06 - (Rcapproved 2611 cquivakent
) f(chppmvcd 201 l)
' Resulis  penerated  values
belbw 2mg  of  residual |
- . L, i K “|opowder .
it (,omp'u'c afl PVC | PVE Substantially
[imeterialsused to | T ‘ équiivaknt
fabricate the .
-devices: T .
T Dusting or PU : L L P Substantially.
"Donsing o : equivalent
Powder: .
Dusting or “PU , Surface Coating Agent Substantially
-Donning - - o equivakent
Powder:name 57| i . )
: C'ump.m:: ‘Meets Substantially
| performance data” v, ASTMDSI51-06 equivakent
suppoiting. V. .(Reapprmed w0l (Reappmwzd 2611) -
subsll;htiél T Fe T ASTM [,)52:0 06 s AS M 135250-06 -
equivalence : (Rcappmued 201 1) | (Rcappmwd 2011 -
ASTM D6124-06 s ASTMD6I24-06
_ . ) '(Rcappmvcd 011 . {Reapproved 2011) .
Smgie Patient [ 'Single Patient Use Single Patien Use Substantinlly
Use . . o4, o 3 { equivaknt
|- Biocomipatibil KIN IRRITA'I 10N, D]:RMAL and | Thetestarticle was 4 Substantially .
o . NST TIZATI ION S'!'UDIlﬁ Meets ‘;,rmn irritent o | equivalent,
AL KbO 16‘)91 10 ‘ non-btnsmzcr - .
) s SKIN IRR!TA’I'ION
. "DERMAL and.
. : SENSITIZAT ION'STUDIES
| - ‘ Meats 1SO 10993: 10, s
Labeling for thn: : -Pomlcr—frcc e -Powder-free Substantiaily
| legatly markcted <Patient Examination Glme e --Paticnt Exaimiigiiog Glove  |; equivalent
device:tn wh:ch o Yo.lluw cobr LT o Ycllcm culur .
| substanitial : ‘;‘ | -hon sterile. . <
-Suivakince s : -:Single Use Omly. ,
' clmmed -« Manufyetiired For
S T e - 1-"Lot
Section C (rev.02) Page3/4
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3 notlflcatmn submission’ for a deterlmnatmn of substantml equlvalence

‘_ “Powder Ircc Ye]low S)mhcnc Viny] Pclllt:lll Examlmuun Gloves meet requirements per ASTM
V[)‘*ZS{}—Oﬁ(I{Laﬂsrmatlon 20113, pér ASTM [6124- 06(Re’1!’ﬁrmm|on 20I 1% ‘per 21 CFR 800.20 and
1SG10993-10: 2002/Amd. 1:2006(5). -

o]

I(b)(Z)} A brief" dlscyssmn ‘of the cllmcal submitted, refemnre or mlted onin the premarket
notlflcatmn submmmn fora deternunatmn of substantial equivalence .

Clmlcal 'dam is not needed fof gloves’ or‘fo.r most devnes clcarcd by the 510(k) process.

'I('b)(S)l The concliisions drawn feoiti the nonclinical and clinical fests thai demonstiate that the
“deviee is-as safe,as effectwe and performed as well or better than the Iegallv marketed device
'ulenul'ed in {a}(3). ‘

Tt caik bc concluded that the ]‘owder Free Vinyl Pattent l2xami natlon Gloves mect the ASTM standard
or cqulvalcm standard and FDA requiremcnts for waterleak stest on pinhole AQL... meet fabeling
claims:and the Powder Free Yellow: Synthetic Vinyl- ‘Patient Examination Gloves is as :.atc., as eflective,
and performs as well as the predicate device, POWDER-FREE YELLOW SYNTHETIC VINYL
PATIENT ‘EXAMINATION GLOVES, /I IAOYANG PLASTIC CO., LID k110945

T

| g e




wrg,

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

E 0203 New Hampshire Avenue
Document Control Center — WO66-G60S
Silver Spring, MD 20993-0002

January 30, 2014

Shijiazhuang Wally Plastics Company, Limited
Mr. Chu Xiaoan

Rm. 1606 Bldg.1 Jianxiang Yuan No.209

Bei Si Huan Zhong Road Haidian District
Beijing, 100083

CHINA

Re: Kl131344
Trade/Device Name: Powder Free Yellow Synthetic Vinyl Patient Examination Gloves
Regulation Number: 21 CFR 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class: [
Product Code: LYZ
Dated: December 18,2013
Received: December 20, 2013

Dear Mr. X_iaoan:

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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class It (Special Controls) or class Il (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.
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Page 2 — Mr. Xiaoan

Please be advised that FDA’s issuance of a substantial equivalence determination doesnot 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); 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 531-542 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) 796-7100 or at its Internet.address

bttp://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm. .Also, please note

the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Pant
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), picase go to
http://www.fda.coviMedicalDevices/Safetv/ReportaProblem/defautt.htm for the CDRH’s Office

of Surveillance and Biometrics/Division of Postmarket Surveiliance,

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) 796-7100 or at its Internct address

hip/fwww fda.grov/MedicalDevices/ResourcesforYou/Industry/default.him.

Sincerel')r yours,

FOR

Erin |. Keith, M.S.
Acting Director
Division of Anesthesiology, General Hospital,
- Respiratory, Infection Control and
Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure




DEPARTMENT OF HEALTH AND HUMAN SERVICES - Form Approved: OMB No. 0910-0120

F°°? and Drug Administration Expiration Date; December 31, 2013
o Indications for Use See PRA Statement on last page.
510(k) Number (if known)
K 131344 -
Device Name

Powder Free Yellow Synthetic Vinyl Patient Examination Gloves

Indications for Use (Describe)
?owder Free Yellow Synthetic Vinyl Patient Examination Gloves is a non-sterile disposable device intended for medical purposes that
is worn on the examiner's hand or finger to prevent contamination between patient and examiner.

Type of Use {Sefect one or both, as applicable)
[ Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) .

— — —

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON A SEPARATE PAGE IF NEEDED.

EDA USE ONL

LT b

T
Concurrenoe of Center for Devices and Radlologlcal Health (CDRH) (S:gnaturej
- Dlgn}ally signed by Sreekanth Gutala -S
NONY e' S, 0=U.S. Govemment, ou=HHS, ou=FDA,
= eq e, 0.9.2342.19200300.100.1.1=2000540490,

Sreekanth Gutalaest vozezs

5 20114.01.24 15:08:17 -05'00'
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This section applies only to requirements of the Paperwork Reduction Act of 1995,
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

" The burden time for this collection of information is estimated 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 the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, inciuding suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA} Staff
PRAStaff@fda.hhs.gov

“An agancy may not conduct or sponsor, and a person is not required fo respond to, a collection of ‘
information unless it displays a currently valid OMB number.”.

FORM FDA 3881 (9/13) Page 20f 2



