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Instruction
" ETTEL

INSTRUCTIONS FOR USE
Disposable Sterile Syringe

Product Name: Disposable Sterile Syringe
Product Model: 1ml,2ml,3ml,5ml,10ml,20ml,30ml,50ml

Production company: Anhui JN Medical Device Co.Ltd.

Registered address: Caicun Town Jing County Xuancheng City,Anhui,China.

Manufacturer Address: Caicun Town Jing County Xuancheng City,Anhui,China.

sale service unit: Caicun Town Jing County Xuancheng City,Anhui,China.

Product standard: 1S0O7886-1

*Product consist: plunger, barrel, piston, nozzle, luer-adapted

X Declaration: Free of silicone,Latex-free
* Instructions for use:
1. Wash your hands before use;
2. Wear a pair examination glove;
3. Open the small package;
4. Remove the Disposable sterile needle syringe;
5. Remove the protective sleeve;
6. Push the needle through the rubber stopper of the drug soup vial;

7. Choose an injection sit, make sure the skin clean, pinch up a large area of skin, push the needle into
the skin going straight in at a 90 degree angle, make sure the needle is all the way in;

8. Push the plunger all the way down to inject the drug soup into your body

% Contradictions in use

1 . It must be used before the expiry date, and products can not be used hat are past their expiry date
2 . Check single package before use. Don't the product And If there is any other substance init, forbidden to

use.
3. Only for single-use, and immediately after unsealed.

4. Don't use it when packages are broken.

5 . Don't use it when any other abnormal conditions appeared
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‘ Anhui JN Medical Device Co.,Ltd. EC Technical Document Instru ction
§ }_‘Ifﬁ Documental Number: JN-DS-TCF-04_8 Revision: A/ 1 Manual
XNote: . . . ,
‘R ePlease read the instructions carefully before use, use in the warranty period.

2. After use, according to the hospital or the requirements of the environmental protection
departments for processing.

3. This product is limited to single use packaging; if damaged or wet, do not use.
4. For a qualified physician, nurse operation.

[Product labeling and packaging explanation]

STERILE/EQ

Read the instructions Do not use again Sterilized by ethylene oxide Do not use the packing
L
\\ s o i “"
ZI Sans
-
Afraid of the sun Moisture-proof Latex-free

% Storage conditions: Packing storage in relative humidity of not more than 80%, cool and dry, ventilated,
non corrosive gas chamber.

% Sterilization failure period: Five years
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1.Data sheet

Disposable sterile syringe

Anhui JN Medical Device Co. Ltd.
RRIEETBRBOARAF

S-14,5-01,5-15,8-02,5-18,5-05
NO. Part name QTY Material Note
1 Plunger 1 PP Transparent
2 Barrel 1 PP Transparent
3 Piston 1 Synthetic rubber Black
4 Nozzle 1 PP Transparent
9 Luer-Adapted 1 PP Transparent

1. Brief introduction

The disposable syringe is for human body skin, hypoderm, muscle, vein and such injection

usage.

The product is mainly made up of the barrel, plunger, piston. The products is sterile, no

pyrogen, and all the indexes are up to the standard.

2. Principle & intended use

Disposable Sterile Syringe is a sterile, single-use, and disposable syringe which is intended

to provide a safe and reliable method for intramuscular and subcutanceous injection of

medication into patient.

3. Applicable standard:

ISO 7886-1-2017, With 0.1ml Graduation,Sterile.
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TUVRheinland

Certificate

_ The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Anhui JN Medical Device Co., Ltd.
Caicun Town, Jing County
Xuancheng City
242525 Anhui
China

has established and applies a quality management system for medical devices
for the following scope:

Manufacture and Distribution of Medical Devices

{see attachment for products included)
Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date; 2019-06-19
Certificate Registration No.: SX 60140170 0001
An audit was performed. Report No.: 15062350 009

This Certificate is valid until: 2021-10-18

Certification Body

pr—

5 .
Lo

AN,

(( DAKKS

~.~» Deutsche
St Akkreditierungsstelle
D-ZM-14169-01-02

Date 2019-08-19

Fuxiu Sheny g

TUV Rheinland LGA Products GmbH - Tillystrae 2 - 90431 Niirnberg

Tel.: +48 221 806-1371 Fax: +49 221 806-3835 e-mail:cert-validity@de.thv.com hitp:/fwww.tuv.comisafety
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TUVRheinland

TUV Rheinland Dee L PAT Y
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: SX 60140170 0001
Report No.: 15062350 009

Organization: Anhui JN Medical Device Co., Ltd.
Caicun Town, Jing County
Xuancheng City
242525 Anhui
China

Scope: Products:

- Infusion Sets for Single Use

- Scalp Vein Sets for Single Use

- Transfusion Sets for Single Use

- Sterile Hypodermic Syringes for Single Use

- Sterile Hypodermic Needles for Single Use

- Infusion Sets with Precision Filters for Single Use
- Irrigation Syringes

- Disposable Transfer Sets

- Disposable Insulin Syringes

Certification Body

o, ™,

~, o
“'—'*,w‘“f

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2019-06-19

Fuxiu Sheng

0204 DI @  TUV, TUEY and TUV ara rogstered tracomarks. Usleation and apebaton fE3.0es pIar ppIoval.



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

Medical Devices

Registration No.: DD 60140171 0001

Report No.: 15062350 009

Manufacturer: Anhui JN Medical Device Co., Ltd.
Caicun Town, Jing County
Xuancheng City
242525 Anhui
China

Products: Medical Devices
(see attachment for products included)

Replaces Approval, Registration No.: DD 60135530 0001

Expiry Date: 2023-10-18

The Notified Body hereby declares that the requirements of Annex V of the directive 83/42/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.

LGA
Notified Bog %'%
Effective Date: 2019-06-19 i
n;.ﬂ' g
Date: 201%-06-19

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10020¢ D108 &  TUW TUEY aad TUV are regstered trackerracks. Uidisation and apolicaton fequiies phos Sp07ival
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TUVRheinland

TUV Rheinland poe Rl aRes

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60140171 0001

Report No.: 15062350 009

Manufacturer: Anhui JN Medical Device Co., Ltd.
Caicun Town, Jing County
Xuancheng City
242525 Anhui
China

Products:

Infusion Sets for Single Use, Scalp Vein Sets

for Single Use, Transfusion Sets for Single Use,
Sterile Hypodermic Syringes for Single Use,

Sterile Hypodermic Needles for Single Use, Infusion
Sets with Precision Filters for Single Use, Disposable
Insulin Syringes;

Aspects of manufacture concerned with securing and
maintaining sterile conditions:

Irrigation Syringes, Disposable Transfer Sets

Date: 2019-06-19
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STERILIZED BY EX.GAS
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