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FRKEME (Registration Certificate of Surgical Gown)
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CE IAME (EC Certificate)

Manufacturer:

Products:

Expiry Date:

EC Certificate TOVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60139107 0001
Report No.: 15065841 009

Xiantao Zhongtai Protective
Products Co., Ltd.

3#, Taizi Lake Industry Park
Pengchang Town, Xiantao City
433018 Hubei Province

P.R. China

Aspects of manufacture concerned with securing and
maintaining sterile conditions of Face Masks, Surgical
Gowns, Surgical Caps, Surgical Drapes, Surgical Drape Packs

Replaces Approval, Registration No.: DD 60091096 0001

2024-05-26

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Il devices covered by this
certificate an EC type-examination certificate according to Annex Ill is required.

Effective Date:

Date:

2020-01-23

2020-01-23

5 /

w

: T['Jy Rheinland LGA Products GmbH - ﬂllystr;@&'ﬂf—-’"go431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC

concerning medical devices with the identification number 0197,
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EN13795 iEH &M 4sE  (EN 13795 Certificate & Test Report)

2)

3)

4)

3)

6)

7

8)

9)

10) SIGNATURE: Li Zhang

ISET S.r.l. Unipersonale

SedeLegale ¢ Ufic Cap.sec iv. €1020000
Via Demateri & sangue, 9- 468004 Mogha (WN) Cod.Fise. @ PVA Rag. imprese 02332 50389
Td.e fax +39 (037 W63 REA 02332 X030
wwwseinliasy stGetialacon Cap.see iv. N 22098

CERTIFICATE

Certificat - Certificado- Ceprudusar - Zertifikat - 8 #

APPLICANT: (who finally puts the product on the market)

XIANTAO ZHONGTAI PROTECTIVE PRODUCTS CO.,LTD.

#3 Tawi Lake Industry Park, Pengchang Town, Xiantao City, Hubei Province, China
CERTIFICATE NO.: IISETC0007201911 14

FILE REFERENCE: TCF-102401-MDD

ISET MARK:

CAUTIONABOUT CE MARKING (Instruction for the Applicant who puts the product on the EU market):
The label ofthe CE Marking on the keft side should be not less than Smm height. CE Marking and EC Declaration
c € of Conformity are duties for the f ar 1ts appl who puts the product on the market. This one =
wuelomﬁcﬁmglﬂcﬂuﬁﬁm dure as required by the legislation in force. Only for
jucts which are ¥ ily mcluded info specific Directives or Regulations will be y %o appomta Notified Body.

TYI’E OF PRODUCT: Surgical Gown

TRADE MARK: (7

MODEL(S): ZT-11-2, ZT-11-1

LISTOF DIRECTIVES / REGULATIONS /STANDARDS (as declared by the manufacturer itself)

Medical Device Directive 93/42/EEC

EN 13795:2011+A1:2013

NOTE: The applicant is aware about the contents and in formation included in the ModCOMO04.06 Regulation for this type
of Centificate that is considered totally accepied. The latestrevision of the Regulation is available and can be downloaded
from the website www.iset-italia eu. This document is not referred 1o any evaluation that could be considered as included
in the scope of the activities covered by the standard BS EN ISOVIEC 17065:2012 or European Regulation 765/2008.
REMARK: Centificate i issued on voluntary application from the Client and it gives to the applicant the right 1o use
and affix the ISET Mark (at point 3) on their products, even if it doesn’t imply any assessment on the safety and
compliance of the product. ISET declares that the only scope of the assessment is to verify the existence of the declaration
issued by the manufacturer oran applicant under its own responsibilities.

DATE OF ISSUE: 14/11/2019 EXPIRY DATE: 13/112024

1'us document 1s property of ISE 1 Srl and any kind of reproduction is 1o be considered strictly forbidden.
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Test Report No.: TCF-102401-MDD Page 1 of 5
XIANTAO ZHONGTAI PROTECTIVE PRODUCTS CO.,LTD.
Applicant : #3,Taizi Lake Industry Park, Pengchang Town, Xiantao City, Hubei Province,
China
Manufacturer ..............ceuneeueenl The same as applicant
Test ltem - Surgical Gown
Mark of Origin ... sneseennsl. NJA
Type Designation(s).......ccemnneees Z1-11-2,2T-11-1
Serial No(s) : Prototype
Test requirements.......cocvueeeeeeeee - EN 13795:2011+A1:2013
Test result : The test item passed the test requirement(s).
Testing Laboratory..............c....... Shanghai MICEZ Equipment Testing & Technical Co., LTD
Testing location..............c.... - At manufacturer's premises
Compiled by (+ signature)............: < .
Eric. Zhang /A
Shanghai MICE. 2 g & Technical Co., LTD
Approved by (+ signature)............. 5&0‘"“4
Thomas
Shanghai MICEZ Equipment Testing & Technical Co., LTD
Date of issue. : 2019-Nov-18
Other Aspects:
This report is only valid together with 1 parts which named -01
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Test Report No.: TCF- 102401-MDD Page2 of 5

General remarks:

The test result presented in this report relate only b the object(s) tesled.

This report shall not be reproduced, exceptin full, without the written approval of the Issuing testing laboratory.
"(see Annex #)" refers to additional information appended o the report

"(see appended table)” refers 1o a table appended to the report.

T hroughout this report a pointis used as the decimal separator.

IAdditional Information :
IAbbreviations used in this report :
None

(Others:

None

Brief description of the test item:
/

Pictures of product:




o i

ZHONGTAI

Test Report No.: TCF- 102401-MDD Page3 of §

EN 13795:2011+A1:2013
Surgical drapes, gowns and clean air sults, used as medical devices for patients, clinical staff and equipment

— General requirements for manufacturers, processors and products, test methods, performance requirements and
performance levels

2 [Normative references -
3 Terms and definitions N
4 Performance requirements

To comply with EN 13795, products shall meet all the requirements

specified in either Tables 1,2 or 3 (as appropriate to the product), when
tested according to this European Standard throughout their useful life.

If the inlended purpose of a medical device specifies the use as a sterile
field the requirements for surgical drapes and equipment covers apply as

perTable2
Table 1 — Cl tobe and perk L for surgical gowns
Rosuirement
Test mwthod
e Ut Stancart Heh
vou Clwuwe 2) Crivcel | Lemscebod | Criesl | Loss orticel
product see | peoduct sres | procct wes | product mes
Tl | enwozsiz | cFu [ Moweures | sso0s | Moeqers | e
A
essiroe o bl | e 020810 % 228° | Wotregaeed | B8Pt | Metvequred
7 o e B . .
Cleorfiress — Mol | EN IS0 117374 00 erd <300 5 300 <300 <30
g:vl"u EN 150 907390 1P 535 35 55 35
Loy EN IS0 507300 01, 40 w40 43 40
(W o)
Resisyon 1 bauld M, . . - .
s EN 281y e HO =20 1) =100 =10
Buntig shergts — Dey | EN IS0 139389 e <40 a0 - 40 «40
Busting whergth — Wet | EN IS0 190381 "y 40 Wt recgioed 40 Nt rezared
Tersie stsengh — Dry EN 200755 N »20 20 %30 20
Toraie sesgh — Wet | EN 2svss N z 2 ] =20 ]
* TestcondSora chelengs torcenirtion 47 OFUK e and 20 s viestion Sme
* The Lot Sgwicart Deteernce [L50) for /, Aher exirued aung EN 50 22670, wes bund 1o e 058 of he 33 %
Maval TPNs 8 T ITEWTAT SERNCH TREOR0 T GRINGEAR DN IS MLMIRE INOLG I De CRwent TTus TUseEs wrpng
0 49 10 DM, B0 0SNG GEMMNE TR WrAnG D MONe A (58 1, (resate, e arwent (Tre 9 %
fovs reers thet e chserver woukd be corect |9 e out of 22 10 scougk Pese stervatives |
 Jy+ S0kx the purcee o i Barcpese Saved mears 70 peseiraion |, « 5,08 the radeun schevable vabe
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EN 13795:2011+A1:2013
Surgical drapes, gowns and clean air sults, used as medical devices for patients, clinical staff and equipment

— General requi ts for d test irements and
requiremen mmumpmm mum. methods, performance requ!

Table 2 — Characteristics 1o be evauated and performance requirements for surgical drapes

Requirement
Test methad -
or Ukt Sardard Hgh
woe Osae 2) Crisowl Lesa ovtcel Critce Les ortcel
produst meee | peodud eroe | produdt eree | geoduct arce
"""'"': dorchial | en 180 22912 Ry Notlecues | c300¢ | Noteeeures | <300
Preetarco o miaosl | enigo zee b 2280 | Ntoused | 60%¢ | Notsesures
orw
Cuuniness — Moot | EN 150 17571 100 ov? 300 30 30 30
Coinirens — " ’ E =
a ale nter EN 150 907510 L an <A (15 (35
Ltk EN 150 937510 ":::‘ml s40 140 40 40
Rovlstorn 15 fpld Mt | kO ) - 10 : 100 =10
Bunting strengh — Oy | EN 130 135004 s - & = 40 “ =40
Busting strengh — Wet | EN 130 130681 e &) Nt egused - Mot sesured
Tengdn srengh — Ory EN 250733 L] 215 15 ol 2
Tensilo syengm — Wet EN 250733 N 15 Not requied ) ot requned
* Taat conditions: dbenge cescaraaion 3% CF LU Lec. and 20 res witvaton Wres.
BT Lewst Sgntcent Dmmenon (LED) 4¢ (, e exinmaned usig BN 150 ZO5T0, mirs 1und 1 be 055 o 1 ¥ % S aroe
Ml Ths & B Fewrer STereecs resdad 10 SRENGERN Deoves” TAD Fusetals oW 10 be drtee. Thus ramests wryng
Y 0 L6y e PRODRDAY SO BT AT g Dy M0 NN O [, ROty ee QM. ( lnn\vtm
Mrvus mra e an Chwerver woukd be comect 9 irnes out of 3 10 ScoRt thae sbeTales )
© Ny = 00 Yor he pepine of s Ewopeas Saniand mas 40 paretaten /, - 6.0 & P maseomn sohesitls whe

Tabda 3 — to be and for clams air suits
Test mathad
Characteristic {for references, see Unit Roguirement
Clouse 2)
R o Dry ENISO 22612 Y <300*
" cur .
Cleaniiness — Morobal EN IS0 11737« 100 em? 5300
Chesarfineeas — Particulaie malier EN 130 207310 Y <38
kow
731
Linting EN 1S0 807310 ol 540
Burstng svength - Dry EN 150 12838.1 WPa > 40
Tansie strangth — Dey EN 200753 N =20
*  Teu condtiors challenge concariadion 12* CPUG Sk and 30 mie wratce bme.
e e b o e e

s Testing

5.1 Testing for evaluation of the parformance of products shall be done
according to the test methods specified in Annex B. All lest results and
test conditions shall be recorded and retained.

15.2 Testing shall be parformed on the finished product. If the product is to be P
used after sterilisation, festing shall be performed on products after
sterilisation with the exception of microbial cleanliness. Testing shall
include potential weak spots.

.3 During manufacture and processing, testing shall be conducted according P
I5 to the requirements of the manufacturer's and processor's quality system.
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— General requirements for manufacturers, p

EN 13795:2011+A1:2013

performance levels

Surgical drapes, gowns and clean air suits, used as medical devices for patients, clinical staff and equipment
s and products, test methods, performance requirements and

Requirements - Test

Verdict

5.4

Alternative test methods for monitoring may be used provided that they
are validated and address the same characleristic and that the results
have been shown to correlale with the test methods given in this
European Standard.

P

Manufacturing and processing requirements

The manufacturer and processor shall document that the requirements
set down in this European Standard are met and that the fitness for the
inlended purpose has been established for each use, both for single-use
and reusable medical devices.

Validated manufacturing and processing procedures shall be used.

A manufacturing andprocessingspecification shall be designed and
validated for theproduct, including visual and hygienic cleanliness

The validation shall include all steps of manufaclure and processing.

The frequency of revalidation shall be determined during validation and
shall be reassessed after any change of manufacluring or processing that
could materially affect the product

6.24

The key manufacluring and processing variables shall be identified,
monitored and recorded. The type and frequency of routine monitoring
shall be documented.

6.3

During manufacturing and processing, the control of decontamination and
disinfecting procedures and the traceabilityof sterilisation shall be
maintained.

Information to be supplied by the manufacturer or processor

In addition to the information to be supplied according to the Medical
Device Directive 93/42/EEC, if the manufaclurer or processor
differentiates between critical and less critical areas of the product,
he/she shall supply information to identify them.

72

The following additional information shall be supplied on request:

a) the identity or information on the test methods used;
b) the results of testing and test conditions for the characteristics given in

Tables 1, 2and 3 in Clause 4.

MMM End of report 3600
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FAKEZE (Package)







