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Name List of Medical Devices and Supplies

Companies with Certification/Authorization
from other Countries
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66 Suzhou Acmed Import & Export Co,, Ltd. 91320505792300764J |U.S. FDA
L |BuTEsReRESERERAS
o Foshan Nanhai Plus Medical Co Ltd THIFURIN/ SE70000A  [Ua: FLA
BEMNFF ETzmRERAE
68 Changzhou Holymed Products o, Ltd 913204127812539312 |U.S. FDA
~EaEVETRER () BRAE
i Principle & Will Biotech (Pinghu) Co., Ltd. SIS/ S THDTI0G: (M. ERA
BETRA (D8) BRAE
70 Sterigenics Shanghai Eto Ltd. 91310000785178414H |U.S. FDA
SN A RPFERmBIRAT
4 S.E.S. Healthcare Products Co., Ltd. FIARUILI00eNPRULE - |Men LA
! i
LB LA R BIR AT
72 | Jiangsu Wonderful Nonwoven Technology |[913213003105795568 [U.S. FDA
; Co., Ltd.
IEEFEREHBIREAT
i Medwell Medical Products Co., Ltd. FIIOVILOT TR (e FUA
~EEMETRE (ILBE) BIREAR]
et Principle & Will Biotech (Xiantao) Co. Ltd FIEMNBIREI TS |\ M
75 ) 91320281695497366N |U.S. FDA
r BB P70 $IR AR AT
76 Weihai Hongyu Nonwoven Fabric Products |91371000699692898J [U.S. FDA
| Co., Ltd
*"iﬁixﬁ%.@ﬁﬁ%hnﬁ IEYN
77 | Yancheng Aieda Non Woven Products Co (913209005558019958 |U.S. FDA
, Ltd
LemExSFERFEHABRAT
78 Shanghai Medicines & Health Products 913101011322082259 |U.S. FDA
f Imp. & Exp. Co., Ltd.
' SEFRKEEA (M) BRAE
79 Steris Sterilization Technologies (Suzhou) [9132059467010735XN |U.S. FDA
Ltd
' ERB X ELThNHmBIRAE
80 Lianyungang Anson Non-Woven Product [91320700561824309D |U.S. FDA
. Co.. 11a.
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ZERTIFIKAT ¢ CERTIFICATE o :

7]
ity

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q6 072348 0013 Rev. 00

Product Service

Holder of Certificate: v i e 0

Certification Mark:

. ENISO 1385 /4

tuv-sud.com/ps-cert %

Scope of Certificate: Production and Distribution of
Sterile Equipment Cover, Surgical Gown,

Surgical Drape, Scope Warmer,
Surgical Pack '

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system (excluding subclause 7.3),

which meets the requirements of the listed standard(s). See also notes overleaf.

Report No.: SH1858911
Valid from: 2019-01-22
Valid until: 2021-12-31
Date, 2019-01-22 Stefan Preil$
L1} ®
Page 1 of 2 TV

TUV SUD Product Service GmbH » Certification Body * Ridlerstrafte 65+ 80339 Munich » Germany
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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q6 072348 0013 Rev. 00

Product Service

' ndard(s): EN ISO 13485:2016
APplled Standa d(S) Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): .
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Page 2 of 2
TUV SUD Product Service GmbH + Certification Body + Ridlerstrae 65 + 80339 Munich + Germany
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PURé-’MED

—>SURGICAL GOWNS

—|SOLATION GOWNS
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Jiangyin PureMED Products Co.,LTD.
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CATALOGUE

SURGICAL GOWN

Number Description Page
PM5001 SMS StandardM115X130cm 1
PM5101 SMS StandardL122X153cm 1
PM5201 SMS Standard XL127X172cm 1
PM5301 SMS Standard XXL134X190cm 1
PM5501 SMS Standard XL-XLONG 145X172cm 1
PM5601 SMS Standard XXL-XLONG 145X190cm 1
PM5003 Spunlace StandardM115X130cm 2
PM5103 Spunlace StandardL122X153cm 2
PM5203 Spunlace Standard XL127X172cm 2
PM5303 Spunlace Standard XXL134X190cm 2
PM5503 Spunlace Standard XL-XLONG 145X172cm 2
PM5603 Spunlace Standard XXL-XLONG 145X190cm 2
PM5004 Poly ReinforcedM115X130cm 3
PM5104 Poly ReinforcedL122X153cm 3
PM5204 Poly Reinforced XL127X172cm 3
PM5304 Poly Reinforced XXL134X190cm 3
PM5504 Poly ReinforcedXL-XLONG 145X172cm 3
PM5604 Poly ReinforcedXXL-XLONG 145X190cm 3
PM5006 Fabric ReinforcedM115X130cm 4
PM5106 Fabric ReinforcedL122X153cm 4
PM5206 Fabric Reinforced XL127X172cm 4
PM5306 Fabric Reinforced XXL134X190cm 4
PM5506 Fabric ReinforcedXL-XLONG 145X172cm 4
PM5606 Fabric ReinforcedXXL-XLONG 145X190cm 4
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PURE~MED CATALOGUE

ISOLATION GOWN
Number Description Page
PI001 L 115x136cm 5
PI002 XL120X142cm 5

Material Color:

SMS PSB Bi-Lam Kraton film
[ ] [ 1]
[ ] L]

Spunlace Tri-Lam

Blue PE Clear PE |:| Double PE film |:| PSB3030 Pad |:| SM Pad |:| HC Pad
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Dimension of
Code Type Body Panel

PM5001 | M SMS Standard 115X130cm

PM5101 | L SMS Standard 122X153cm

PM5201 | XL SMS Standard 127X172cm
PM5301 | XXL SMS Standard 134X190cm
PM5501 | XL-XLONG SMS Standard 145X172cm
PM5601 | XXL-XLONG SMS Standard 145X190cm

Standard gown is for relatively dry procedures

All gowns with knitted cuff and Velcro hook & pile

All gowns are latexfree

All gowns comply with EN 13795 & AAMI 3

GOWNS
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da ds GOWNS
GEY-
. Dimension of
Code Size Type Body Panel
PM5003 | M Spunlace Standard | 115X130cm
PM5103 | L Spunlace Standard | 122X153cm
PM5203 | XL Spunlace Standard | 127X172cm
PM5303 | XXL Spunlace Standard | 134X190cm
PM5503 | XL-XLONG Spunlace Standard | 145X172cm
PM5603 | XXL-XLONG Spunlace Standard | 145X190cm
Standard gown is for relatively dry procedures
All gowns with knitted cuff and Velcro hook & pile
All gowns are latexfree
All gowns comply with EN 13795
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PU B.;‘ MED GOWNS
Dimension of Dimension of
Code Size Type Chest
Body Panel .
Reinforcement

PM3004 | M Poly Reinforced 115X130cm 40/59X85cm
PM5104 | L Poly Reinforced 122X153cm 40/59X85cm
PM5204 | XL Poly Reinforced 127X172cm 51/70X85cm
PM5304 | XXL Poly Reinforced 134X190cm 51/70X85cm
PM5504 | XL-XLONG Poly Reinforced 145X172cm 51/70X85cm
PM5604 | XXL-XLONG | Poly Reinforced 145X190cm 51/70X85cm
Poly reinforced SMS gown is for high level wet procedures
All gowns with knitted cuff and Velcro hook & pile
All gowns are latexfree
All gowns comply with EN 13795& AAMI 3




Ve

PUREMED GOWNS
_@E_
Dimension of Dimension of
Code Size Type Chest
Body Panel .
Reinforcement
PM5006 | M Fabric Reinforced | 115X130cm 40/59X85cm
PM5106 | L Fabric Reinforced | 122X153cm 40/59X85cm
PM5206 | XL Fabric Reinforced | 127X172cm 51/70X85cm
PM5306 | XXL Fabric Reinforced | 134X190cm 51/70X85cm
PM5506 | XL-XLONG Fabric Reinforced | 145X172cm 51/70X85cm
PM5606 | XXL-XLONG | Fabric Reinforced | 145X190cm 51/70X85cm
Poly reinforced gown is for midium level wet procedures
All gowns with knitted cuff and Velcro hook & pile
All gowns are latexfree
All gowns comply with EN 13795& AAMI 3
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GOWNS

Code Size Dimension of Body Panel
P1001 L 115X136cm
P1002 XL 120X142cm

Type:PSB. SMS. PSB/PE. Spunlace/PE

Standard gown is for relatively dry procedures

All gowns are latexfree
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