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Holymed Medical Group, establishing in the year of
1980, Is located in Wujin high—tech industrial development
zone at the national level, Changzhou, Jiangsu, China. The
company covers an area of more than 120,000 square
meters, nearly 2000 employees, has a high standard of
purification workshop and advanced processing and manu-
facturing center, marketing network all over at home and
aproad.

Holymed Medical Group non—woven medical prodcuts
Division, establishing in the year of 1980, is one of the first
manufacturers which produce non—-woven medical products
N China. In 2003, Holymed was awarded as outstanding

manufacturer enterprise of anti-epidemic materials for

SARS . In 2020, Holymed was listed as one of the national
key manufacturer enterprise of anti—-epidemic materials for
COVID-19. Currently Holymed is one of the few domestic
manufacturers that can produce AMMI level 4 surgical
gowns. In 2011, Holymed obtained the FDA certification,
and in 2012, Holymed passed the 510K certification for

surgical gowns. For over 40 years, Holymed has accumu-

lated rich experience in quality control for OEM production

for international famous brands.
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Follow FDA | En Espanol

oY U.S. FOOD & DRUG I s

ADMINISTRATION

Home ] Food | Drugs | Medical Devices | Radiation-Emitting Products § Vaccines, Blood & Biologics § Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing
© FDAHome © Medical Devices © Databases

oy o

1 result found for Establishment Registration
or FEI Number : 3006891603 New Search

Establishment A : . Current
Name v e Registration Yr

CHANGZHOU HOLYMED

PRODUCTS CO., LTD 3006391303 2021

e Cover, Shoe, Operating-Room - Shoe Covers, Boot Covers, Arm Covers Contract Manufacturer; Manufacturer

O E)peCover— e e e g, T g e e Contract Manufacturer; Manufacturer

¢ Non-Surgical Isolation Gown - Ortho Shorts contract Manufacturer; Manufacturer

e Cap, Surgical - Nonwoven Caps.Bouffant Caps, Surgical Caps Contract Manufacturer; Manufacturer

e Gown. Surgical Contract Manufacturer
e Show all 22 Listings For CHANGZHOU HOLYMED PRODUCTS CO.. LTD CHINA

Can't find what you're looking for? Try a new search

Page Last Updated: 11/30/2020
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Flayers.

Language Assistance Available: Espafiol | $58R | Tieng Viét | =20 | Tagalog | Pycckuit | &=+ | Kreydl Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | B&Eg | —~_4
| English




2020/1/19

DRLM Home (mainMenu.htm)

Review Registration Sereen

» Change Registration Information for a Facility

‘ v Facility \ ‘ v Products Listing |

&  @./help/index.html)

Registration Review

Facility: CHANGZHOU HOLYMED PRODUCTS CO., LTD, CHANGZHOU, Jiangsu, CHINA

« Review the information that you provided for your facility.
 Make changes to your facility or listing information by clicking the Edit button at the top of the corresponding section.
» Make changes to Owner/Operator or Official Correspondent information by clicking on FURLS HOME at the top right

corner of your screen.

Facility Information # Edit
Registration Number: 3006891803
Initial Importer: N
Facility Name: CHANGZHOU HOLYMED PRODUCTS CO.,, LTD
Address: 525 CHANGWU ROAD SOUTH, WUIJIN DISTRICT
CHANGZHOU, Jiangsu, 213167, CHINA
DUNS Number:
Foreign Trade Zone: N
Facility URL:
Other Business Trade Name(s):
Owner/Operator Information
Owner/Operator Number: 10024103
Contact Name: XIAOMING WU
Company: CHANGZHOU HOLYMED PRODUCTS CO.,, LTD
Address: 525 CHANGWU ROAD SOUTH , WUJIN DISTRICT
CHANGZHOU, JIANGSU, 213167, CHINA
hitps://www. access. fda. gov/drim/drim htm?_flowExecutionkey=_cAFTDEAZY-20D2~C320-1B1A-5EIBBOZADEDS kRIZFCDDO-BATD-5288~BCB1~FFSFESOA3S0F 1/6
2020/1/19 Review Registration Screen
D108437 Exempt FME GOWN, EXAMINATION Contract PRECEPT
Manufacturer MEDICAL
PRODUCTS, INC.
GMAX Industries,
Inc.
D227166 K070431 FYA GOWN, SURGICAL Contract Welmed Inc
Manufacturer
D339379 Exempt BWP SHOE AND SHOE COVER, Contract OWENS &
CONDUCTIVE Manufacturer MINOR
DISTRIBUTION,
Inc. H-OFFICE
O&M HALYARD,
INC.
O&M Halyard,
Inc.
O&M HALYARD,
INC.
D300777 Exempt PUI Drape, surgical, exempt Contract CARDINAL
Manufacturer HEALTH 200, LLC
D242222 K012984 FYA GOWN, SURGICAL Contract CARDINAL
Manufacturer HEALTH 200, LLC

2020/1/19 Review Registration Scereen
Telephone: 086 - 519 - 86465859
Fax: 086 - 519 - 86465969
E-mail: xiaoming.wu@holymed.com.cn
DUNS Number:
Official Correspondent Information
Contact Name: XIAOMING WU
Company: CHANGZHOU HOLYMED PRODUCTS CO.,, LTD
Address: 525 CHANGWU ROAD SOUTH , WUIJIN DISTRICT
CHANGZHOU, JIANGSU, 213167, CHINA
Telephone: 086 - 519 - 86465859
Fax: 086 - 519 - 86465969
E-mail: xiaoming.wu@holymed.com.cn
DUNS Number:
United States Agent Information # Edit
Contact Name: Michael Sheppard
Contact Title: Mr
Business Name:
Address: 8710 Midnight Pass Rd. , #405B
Sarasota, Florida, 34242, UNITED STATES
Phone: 224 - 4364501
Fax:
DUNS Number:
E-mail: mikes@alliantietech.com
Device Listings # Edit
Listing Premarket Product Device Name(s) Activities Importers
Number Submission Code(s)
Number/Type
D222024 K023167 GOWN, SURGICAL Contract Cardinal Health
Manufacturer 200, LLC
hitps://waw, access, fda, gov/drim/drim htm? flowExecutionkev= c1AFTDBA3IY-20D2-C320-1B1A-5E1 8BOZADBDS kR3IZFCDUO-BATD-528B-8CB1-FFRFESOAISOF 2/ b
2020/1/19 Review Registration Screen
D032483 Exempt FYF CAP, SURGICAL Contract O&M HALYARD,
Manufacturer INC.
O&M Halyard,
Inc.
Broadline
Medical Inc
OWENS &
MINOR
DISTRIBUTION,
Inc. H-OFFICE
O&M HALYARD,
INC.
D032484 Exempt FXP COVER, SHOE, OPERATING- Contract OWENS &
ROOM Manufacturer MINOR
DISTRIBUTION,
Inc. H-OFFICE
D032485 Exempt OEA Non-surgical isolation gown Contract Dyad Medical
Manufacturer Sourcing, LLC
O&M Halyard,
Inc.
O&M HALYARD,
INC.
OWENS &
MINOR
DISTRIBUTION,
Inc. H-OFFICE
O&M HALYARD,

INC.



2020/1/19

D032486

0161458

0126847

D259734

D235575

D301757

D335680

Exempt

K020593

K061308

K150151

Enforcement

Discretion

K170762

Exempt

Certification Statement

Keview Registration Screen

LYU

FYA

FYA

FYA

LRO

FYA

KME

ACCESSORY, SURGICAL
APPAREL

GOWN, SURGICAL

GOWN, SURGICAL

GOWN, SURGICAL

General surgery tray

GOWN, SURGICAL

BEDDING, DISPOSABLE,
MEDICAL

Manufacturer

Contract
Manufacturer

Contract
Manufacturer

Contract
Manufacturer

Contract
Manufacturer

Contract
Manufacturer

Contract
Manufacturer

Contract
Manufacturer

Medegen
Medical Products

Dyad Medical
Sourcing, LLC

GMAX Industries,
Inc.

Cardinal Health
200, LLC

Cardinal Health
200, LLC

Cardinal Health
200, LLC

CARDINAL
HEALTH 200, LLC

CARDINAL
HEALTH 200, LLC

CARDINAL
HEALTH 200, LLC

GMAX Industries,
Inc.

| By clicking the Submit button, I certify that the registration and listing information for this medical device facility, as shown
on this page, is true. | understand that the submission of any report that is false or misleading in any material respect is a
violation of Section 301(q)(2), (21 U.S.C. 331(q)(2)) and may be a violation of 18 U.S.C. 1001.

https://www. access. fda. gov/drim/drim htw? flowkExecutionhey= c4FTDBASY-2CD2-C320-4B1A-5E1BBOZADEDS kRIZFCDO0-BATD-5288-8CE4-FFSFESOAIL0F
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service - - Page 2 - Mr. Yu

- Food and Drug Administration
10903 New Hampshire Avenue

Document Control Center — W0O66-G609

Stlver Spring, MD 20993-0002
December 20, 2012

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
Mr. Alan Yu

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
Manager, Quality Assurance/Regulatory Aftairs |

Changzhou Holymed Products Company, Limited

528 Changwu Road South

device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
Wujin District

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.
Changzhou, Jiangsu, China 213167 |

Re: K121998
Trade/Device Name: HM Surgical Gowns

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
g0 to http://www.fda.ecov/AboutFDA/CentersOffices/f CDRH/CDRHOfTices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. .Also, please
note the regulation entitled, "Misbranding by reterence to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
o CFR Part 803), please go to

Regulation Number: 21 CFR 878.4040
Regulation Name: Surgical Apparel | |

Regulatory Class: II

Product Code: FYA

Dated: November 27, 2012
Received: November 29, 2012

http://www.fda.gov/MedicalDevices/Safety/ReportaProbiem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division 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) 796-7100 or at its Internet address
Dear Mr. Yu: - .

http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

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 1n 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.

Sincerely yours,

Anthony D. Watson, B.S., M.§S., M.B.A.
Director

Division of Anesthesiology, General Hospital,

~ Respiratory, Infection Control and
| Dental Devices
If your device is classified (see above) into either class II (Special Controls) or class I1I (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

Office of Device Evaluation
publish further announcements concerning your device in the

Center for Devices and
Radiological Health
Federal Register.

Enclosure



INDICATIONS FOR USE

510(k) Number (if known): E j 2 i?g

Gown Famlily B: 960200/860200

PROD. CODE STERILE/NONSTERILE ' DESC. [3125 "COLOR :

Device Name: HM Surgical Gowns - ‘Surgical Gown, Fab_r_lq ‘Remforced M BLUEE i
Indications for Use: .| Surgical Géwn, Fabric Reinforced .!'L o ¢ BLUE: |
TENERERII. 1S 0w | Surgical Gown, Fabric Reinforced ’XL __BLUE-
HM Surgical gowns are intended to be worn by operating room personnel during surgical procedures to protect | ERTp E T - | Surgical Gown, Fabric.Reinforced.., )O(L 1 BLUE |
both the surgica!l patient and the opsrating room personnel from the transfer of micro-organisms, body fluids, ' et Em -—-————-—-—-—?-—«-B-[UE -
and particulate matter. 860202 | NONSTERILE | } Surgical Gown, Fabric Reinforced ' 4 - M | S———

| ' BLUE
HM Surgical Gowns are disposable, single use, sterile or nonsterile surgical gowns manufactured from non- 860203 NONSTERILE ___.ﬂrs@_@w_ﬁbnc Reinforced : L E0E
woven Spunbond-Meltblown-Spunbond (SMS) polypropylene fabrics. 860204 NONSTERILE * Surgical Gown, Fabric Reinforced i XL - ELUE
Non-sterile HM surgical gowns are to be sold to repackager/relabeler establishments for EtO sterilization 860205 NONSTERILE i Surgical Gown, Fabric Reinforced | XXL -

11135-1 and Sterile surgical gowns are to be sold directly to users after EtO stenltzatlon
3:::3::]:3 ttg :gg 111355:1 y geale Gown Fam:l C: 960300!86000 L e )
Gowii:ans piovided s bel | PROD. CODE _ STERILEINONS‘I'ERILE 'pEsc. | SIZE bR
- ) Ede e isu jical Gown; Po Remfomed M , !BLUE

Gown Family A; S6010/S1AY 57 ] Sigical Gown, Poly Reinforoed: L%BLUE;

1 -

- 950303 ::? F.L‘a";"-!:n - "

_ , COLOR | s e e
: irgical G ' SIZE E- e Surgical Gown, La_d Remfomed 0. R Lt
T e power et 3oy -..'. VK e e BLUE DL RGN 1 e R0 Slngical Gown; Poly Reinforced 5 -'-XL’ XLon i3 BLUE '

860302 | NONSTERILE Surgical Gown, Poly Remforoed M ___B'-___UE___
850303 NONSTERILE I.Surgica! Gown, Poly Reinforced | L | BLUE
STERIE Lo lml Soum, fon Retorcec ; 860304 | NONSTERILE _Surgical Gown, Poly Reinforced _ : XL 2::3;
e — T T T ced——1l_— ~[BLUE | 860306 NONSTERILE | Surgical Gown, Poly Reinforced . XL, X-Long : BLUE
| 860104 _ INQ_NS_IERILE Surgical Gown, Non Reinforced | XL  BLUE | |
| 860105 | NONSTERILE | Surgical Gown, Non Reinforced | XXL ' BLUE
| Prescription Use AND/OR Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) . (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 2

Page 2 of 2

'Elizabeth F. Glaverie

2012.12.19 21351:29 -05'00"

(Dlvlalon Sign-Off)
Division of Anestheslology, General Hospital

Infeuﬂon Control, Dontal Davices

stopyumbor,__ |2/ 193
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FAKENRS (5, [ )
Surgical Gown Test Report ( SMMS LEVEL 4)

ch ERA T

“\l{ét EFRE A
OGS oo CNAS 5

Test Report

Test Result

SL52035272103001TX

Date:October 27,2020

Page 2 of §

- iﬁ? v TESTING h ;.:;: gg:ze;atielz:izrsmance and Classification of Protective apparel and Drapes Intended for Use in
““,, ‘,/T‘:‘w\nw CNAS L0399 LR,
Test Report SL52035272103001TX Date:October 27,2020 Page 1 of 5 ANSI/AAMI PB70-2012
CHANGZHOU HOLYMED PRODUCTS CO., LTD. Section 4.2.1 Water Resistance: Impact Penetration Test
525 CHANGWU ROAD SOUTH ,WUJIN DISTRICT CHANGZHOU, JIANGSU,213167 , CHINA (AATCC 42-2017)
The following sample(s) was/were submitted and identified on behalf of the client as: A b i
Sample Description (A)Surgical Gown Weight of blotter gained (c 1# 2# 3# 4% 5#
I | Area A (Critical zone-front) 0.0 0.0 0.0 0.0 0.0
Composition . (A)Level 4 Area B (Critical zone-sleeve) 0.0 0.0 0.0 0.0 0.0
Sample Color : (A)Blue Area C(Front) 1.8 1.5 1.4 1.9 1.9
Manufacturer . CHANGZHOU HOLYMED PRODUCTS CO., LTD. Area D(Back) 2.3 el 2.4 1.9 1.9
Supplier . CHANGZHOU HOLYMED PRODUCTS CO., LTD. | Seam between areas A&D 1.2 1.5 1.4 | e 1.6
Seam between areas C&D | 14 1.3 | 1.6 1.3 1.5
Sample Receiving Date Jul 09, 2020 Remark:
Testing Period Jul 09, 2020 - October 27.2020 ® Level 1:all cr!tical zone components shall have a blotter we!ght ga!n of no more than 4.5grams(g)
® [evel 2: all critical zone components shall have a blotter weight gain of no more than 1.0 grams(g)
® |evel 3: all critical zone components shall have a blotter weight gain of no more than 1.0 grams(qg)

Test Result(s) Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Section 4.2.1 Water Resistance: Hydrostatic Pressure Test

(AATCC 127-2018; Hydrostatic Head; Rate of increase of water pressure:60mbar/min; temp. of distilled water:
21T, fabric face side of water)

Test Performed Selected test(s) as requested by applicant

AS received

Conclusion: the prOVided Sample meets ANSI/AAMI PB70-2012 Level 4. Water Column (cmH-0 1# 24 o 4# 5#
Area A (Critical zone-front) >50.0 >50.0 >50.0 >50.0 >50.0
Area B (Critical zone-sleeve) | >50.0 >50.0 >50.0 | >50.0 >50.0
Area C(Front) 11.4 12.3 11.0 12.1 12.6
_ Area D(Back) 8.57 10.9 10.0 9.49 10.4
Signed for and on behalf of | | | Seam between areas A&D 10.1 10.5 12.3 12.0 9.38
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center "Seam between areas C&D | 10.7 908 116 ‘ 9 89 110
Remark:
® |evel 2: all critical zone components shall have a hydrostatic resistance of at least 20cmH20

S ; ® Level 3: all critical zone components shall have a hydrostatic resistance of at least 50cmH20

Sara Guo (Account Executive)

Unless otherwise agreed in writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at htt :waw.sgs.com!onﬂerms-and—Conditions.aspa; and, for electronic format documents,
subject to Terms and Conditions for Electronic Documents at hit :?!ww:f_ulaa.opmmurms-an -Condltlnnuﬁarma—u-Dncumant.nsF?_.
Attention is drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. Any holder of this document is
advised that information contained hereon reflects the Company’s findings at the time of its intervention only and within the limits of
Client’s instructions, if any. The Company’'s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except in full, without prior written approval of the Company. Any unauthorized alteration, forgery or faisification of the content or

appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law. Unless otherwise stated the
results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.

Unless otherwise agreed in writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http.//www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic ments af hitp://'www.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx.
Attention is drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. Any holder of this document is
advised that information contained hereon reflects the Company’s findings at the time of its intervention only and within the limits of
Client’s instructions, if any. The Company's sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except in full, without prior written approval of the Company. Any unauthorized alteration, forgery or faisification of the content or
appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law. Unless otherwise stated the
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£ . : =2 results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only. .
7 lnspecmn&TastzngSenm o Attention:. Tocheck the mﬂhentlciw D?IEHHHQ '”‘*Epécg.gn rllp{]rtac.}rt|fi{:gtt1('_3)le‘]:,q'_i [:Dntﬂc[uﬁdltﬂylﬁphgyni; (86-755)8307 1443 Attention: Tocheck the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755)8307 1443
UA ;;'f or email: CN.Doccheck@sgs.com e : ' f ., oremail: CN.Doccheck@sgs.com o
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Test Report

FAKREMRS (E5 , MR )

SGS Surgical Gown Test Report ( SMMS LEVEL 4) SGS

SL52035272103001TX

Date:October 27,2020

Page 3 of 5

Section 4.2.1 Resistance to Penetration by Blood-Borne Pathogens Using Phi-X174 Bacteriophage*

(ASTM F1671/1671M-2013, Procedure A-no retaining screen)

Test articles Side Tested: Outside
Compatibility Ratio: 1.4 (Chest)/1.4 (Sleeve Seam)/1.7 (Tie Attachment)

Test Pre- Post-
: Challenge Challenge Assay Titer . . Test
Sample Nﬁ:lr::]cgz ; Concentration | Concentration (PFU/mL) visual Penetration Result
(PFU/mL) (PFU/mL)

1# 3.1 % 10° 2.8 x 108 <12 None Seen Pass

Chest 2% 3.1 x 108 2.8 x 108 <12 None Seen Pass

3# | 3.1x108 2.8 x 108 <12 | None Seen Pass

1# 3.1 x 108 2.8 x 108 <12 None Seen Pass

ity o4 3.1 x 108 2.8 x 108 <1 None Seen Pass

3# 3.1x10° 2.8 x 108 <1a None Seen Pass

- 1# 3.1 x 108 2.8 x 108 <1a None Seen Pass

Attacrlle:nent 2# 3.1 x 108 2.8 x 108 <1a None Seen Pass

3# 3.1 x108 2.8 x 108 <1a None Seen Pass
Negative Control 3.1x108 2.8 x 108 <12 None Seen | Acceptable
Positive Control 3.1 x10° 2.8 x 10° TNTCP Yes | Acceptable

Remark:

2 A value of <1 PFU/mL is reported for assay plates showing no plaques.
>TNTC = Plaque forming units (PFUs) were too numerous to count.

Remark: Tests denoted with an

Laboratory.
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Barrier performance of each component and final classification commended

PeIITe?raa(;iton Hydrostatic Resist_ance to |
Test Pressure Test Bactgruophage bl F_mal _
AATCC AATCC Phi-X174 classification
49(c 127(cmH20) ASTM F 1671
Area A (Critical zone-front) 0.0 >50.0 Pass Level 4
Area B (Critical zone-sleeve 0.0 | >50.0 | Pass | Level 4
[ Area C(Front) )_I 1.9 | 11.0 | / | Level 1 m—
Area D(Back) 2.7 8.57 / Level 1
Seam between areas A&D 1.7 | 9.38 | / | Level 1
Seam between areas C&D | 1.6 9.08 / Level 1
Remark:
® The barrier performance of all critical zone components, including seams and points of attachments, shall be
determined;
® The critical zone comprises at least area A and B. The classification of the surgical gown is based on the
lower-performing component of the two;
® The back of the surgical gown (area D) may be nonprotective;
® Seams between protective and nonprotective areas have no barrier requirements;
® Seams between two protective areas are required to have at least the barrier performance of the lower-
performing area;
® |evel 1: Impact Penetration Test-AATCC 42: <4.5¢;
® [evel 2: Impact Penetration Test-AATCC 42: =1.0g; Hydrostatic Pressure Test-AATCC 127: 220cmH:20;
® |evel 3: Impact Penetration Test-AATCC 42: <1.0g; Hydrostatic Pressure Test-AATCC 127: 250cmH20;
® [evel 4: Resistance to Bacteriophage Phi-X174-ASTM F 1671: Pass.
® Only test the barrier performance of the sample. Label request, construction and other classed in ANSI/AAMI

PB70-2012 is not checked.
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Face Back

The statement of conformity in this test report is only based on measured values by the laboratory and does not
take their uncertainties into consideration.

***End of Report***
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Surgical Gown Packing, certificate of quality

1.R~J : 58*36*53 CM
2.%185) © 504/F5
3.F78E : 12 2Fr

4.5 : 13.25 2

1.CTN SIZE:58*36*53 CM
2.QTY/CTN: 50 PCS

3.N W: 12 KG
4.G N: 13.2 KG




