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Disposable medical isolation gown
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Singapore 238877 - -

T: +65 6701 8243
F: +65 6701 8001
E: sales@jalmedical.com
W: www.jalmedical.com
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INTERNATIONAL STANDARDS CERTIFICATION LIMITED

Attachment to Certificate
Certificate No.:ISC3485202033042

Organization:

Certificate of Registration

The Governing Board of Scope Products:
INTERNATIONAL STANDARDS CERTIFICATION LIMITED
hereby grants to: Medical Protective Clothing

Disposable isolation gown

Single-use medical protective overboot
e ——— Sngle-use mecical protective hood
Clean air suits

Address: I SEBNDIe Sagkal arapes
) Surgical gowns
] Single-use surgical gowns
Disposable medical protective bag
Surgical cap

Has been assessed and found to be in accordance with the requirements of Wash clothes

Medical pads
standard detailed below Medical face-shield
Medical goggle
ISO 13485:2016 Latex Examination Gloves

Scope
Production and Sales of Medical Devices
(see attachment for products included)

Authorized by: E’te)’(k y{> . ko

Authorized by: g{/@m \/('> 3 k 0

Initial Certificate Date:2020-03-18 Certificate Expiration Date:2023-03-17

ITF IATIC ¥ of /
Certificate No.:1SC3485202033042 [E]g¥4g[E] [NTERNATIONAL STANDARDS
GO oo () CERTIFICATION LIMITED
Initial Certificate Date:2020-03-18 Certificate Expiration Date:2023-03-17 ROOM 22,13 F.SPEEDY INDUSTRIAL BUILDING,

Note:The ime mterval between each surveillance audit and the last on-site audit shall not exceed 12 months, the certified H 114 HOW MING STREET, KOWLOON.HONG KONG

clients shall accept regular surveillance audit, the validity of certificates shall be maintained for the positive result of audit Email info'@accreditservice. com
Check the validity of certificate at

E E INTERNATIONAL STANDARDS ATy E - www.acereditservice com
CERTIFICATION LIMITED IAS
. ROOM 22,13 F,SPEEDY INDUSTRIAL BUILDING, Is
: 114 HOW MING STREET,KOWLOON,HONG KONG
Email:info@accreditservice com Piorss?’

ACCREDITED
E Check the validity of certificate at g oy e
www, accreditservice com.



&

Product qualification
,& 3 42
P
i M;g'ﬁfi%
5 CEAR EEHA
BT AR

it £t E NG L % B —KREAR
BR TUEE, £%5: T =202000085,




MPG & =

MPG Registration

Anzeigender / Reporting organisation (person)

Code
DE/0000043234

Bezeichnung / Name
Llins Service & Consulting GmbH

Staat/ State Land / Federal st
Deutschland Baden-Wiirttemt

Ort / City Postleitzahl / Pos!
Heidelberg 69124

Strale, Haus-Nr. / Street, house no.
Obere Seegasse 34/2

Telefon / Phone Telefax / Fax
017623263397

E-Mail / E-mail

tanja.lin@gmail.com

Hersteller / Manufacturer

Bezeichnung / Name

Staat / State
CN

Ort / City Postleitzahl / Pos!
Guangxi

StrafRe, Haus-Nr. / Street, house no.

Telefon / Phone !Telefux / Fax

E-Mail / E-mail

Sicherheitsbeauftragter fiir Medizinprodukte nach § 30 Abs. 2 MPG 9)

Safety officer for medical devices p tto § 30 (2) Medical Devices Act, N
Bezeichnung / Name
Jun Guo
Staat/ State |Land / Federal st
Deutschland |Baden-Wiirttemt
Ort / City |Postleitzahl / Pos!
Mannheim 168219
StraBe, Haus-Nr. / Street, house no.
Neuhoferstr. 68
Telefon / Phone Telefax / Fax
01754870819
E-Mail / E-mail

llins.service@gmail.com

Medizinprodukt (Erstmaliges Inverkehrbringen) / Medical device (First plas

Klasse / Class

|

| - steril / sterile

| - mit Messfunktion / with measuring function

| - steril und mit Messfunktion / sterile and with measuring function

lla

IIb

1

Il - hergestellt unter Verwendung von Gewebe tierischen Ursprungs im !
(EU) Nr. 722/2012

manufactured ulilising tissues of animal origin in terms of Commission F
Aktives implantierbares Medizinprodukt / Active implantable medical dev
Aktives implantierbares Medizinprodukt - hergestellt unter Verwendung \
Sinne der Verordnung (EU) Nr. 722/2012

Active implantable medical device - manufactured utilising tissues of ani
Regulation (EU) No 722/2012

App (Software auf mobilen Endgeraten)

Nummer(n) der Bescheinigung(en) / Certificate number(s)

Handelsname des Produktes / Trade name of the device
Disposable isolation gown

Produktbezeichnung / Name of device
Conjoined coverall/M, L, XL, XXL, XXXL (Full body); Split overalls/XS,

Nomenklaturcode / Nomenclature code
15-037

Nomenklaturbezeichnung / Nomenclature term
Kleidung, Isolation

Kategoriecode / Category code
10

Kategorie / Category
Produkte zum Einmalgebrauch

Kurzbeschreibung deutsch / German short description

Kurzbeschreibung englisch / English short description
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[2S] &5, 25K

[#48] M. L, XL, XXL. XXXL (£¥%3t)

[EBEWRER]

FRELEHHEEGEN, EHE. BN, FXEEE, RMER,
[*=@iEAEE]

BAFETIN 2. BE. RRESETERE.

[1ER7AE]
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[RBE] BX.

LEEFEm)

1. FRAIREREETEY, HERInE. £/~08. SR TRA, HEGSHAGER,;
2, FFE@I—RURE, RIEEEERE,

3, ATRAFRE~R, MLNSRRR, BOER;

4, {FAE, RHRERSIMRE IZRME-=ZREE,

[o77] B TTIR. BRL, TASHEREMR, EEAR.
[=~=B1E) REx

[H2H8] 34

[EfABH]
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[Er=dl / EERS 2]

[EF=3ht]

[EF@#HET&REILES] B RIGEMET& 20170003 5
[EF@#H-aEsREiEes] #ElE 20200008 S
[FREAERES] M 20200008 <

[BRAA=] BiE: 0771-3210918 {58 0771-3210918 MBELAS: 530033
[1222E46) 2020 %01 A 31 8
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Special technology * For health

OPERATION INSTRUCTION FOR
DISPOSABLE MEDICAL ISOLATION GOWN

[Product Name] Disposable Isolation Gown

[Models] Conjoined coverall, Split overalls

[Specifications] M. L. XL. XXL, XXXL (Full body)

[Main structure and composition]

Nonwovens are used as the main raw materials, which are made by cutting and sewing. Non
sterile, disposable.

[Application scope of the product]

Used for general isolation in out-patient, ward and laboratory of medical institution.
[Application method]

It can be used after unpacking.

[Contraindications] No

[Notes]

1.Check whether the package is well packed before use, and confirm the external packaging
mark, production date and validity period, and use them within the validity period;

2.This product is disposable and is not allowed to be reused,;

3.This product is non sterile. Please do not use if package is damaged;

4.After use, the product and packaging shall be handled according to the requirements of the
hospital or environmental protection department.

[Storage] Store in dry, ventilated place away from light. Do not mix with chemicals. Keep away
from fire.

[Production date] See package

[Period of validity] 3 years

[Registrant Name]

[Registrant Address]

[Manufacturer / After-sales Service Unit]

[Production Address] _ _

[Medical device manufacturing record certificate No.] GNSYJX Production record No.20170003
[Medical device record certificate No.] GNXB No. 20200008

[Product technical requirement No.] GNXB No. 20200008

[Contact details] Tel: 0771-3210918 Fax: 0771-3210918 Postcode: 530033

[Prepared Date] January 31, 2020 o

1S013485

Nanning TECBOD Biotechnology Co., Ltd.
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Product picture
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Packaging pictures

[4hER ]
800mm*400mm*520mm

[5MERT)
800mm*400mm*520mm
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BER | XL 6 LB T o E 52(cm)|13%61q
EREZCEIAILE

Produc 'SVI ce)gﬁ‘liii Executio | Internation Daily Functiona Aoplicati The sPa:cl?fri‘ga Carto | NW

t pions n al outpu | ppiication scope materia pt ion n /

name standard| certification | t features | size GW

. Waterproof . .

Disposable Full . : S Used for general isolation ) 11.6k
medical body 15013485:2016 60,000 bactenostatIC, in out-patient, ward and SF,non .50 80*40* / 9
isolation | type ieces moisture laboratory of medical woven | pieces/ |5 rcm)

yPe, CE P permeable, full atory ot fabric | carton 13.6kg
gown XXXL institution.

body protection




