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Our company is specialized in the production of 6827 Chinese medicine instruments: acupuncture needle,
electronic acupuncture instrument, press needle, intradermal needle, seven star plum blossom needle and
cupping jars etc.All the products not only have the traditional processing technology,but also adopt advanced
testing equipment and quality inspection equipment .

The products produced by us not only own domestic registration certificates and licenses, also have the CE
certification of EU,and passed the ISO13485 quality system certification issued by German TUV . Our company
brand"Shunhe"enjoys good reputation at home and abroad market. What's more, our company have cooperated
with several well-known companies in the "OEM" way.

We will try our best to provide our customers high quality products and competitive prices. We sincerely
welcome you to contact us for more information. We also look forward to be your reliable supplier in the near
future .
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General Chart of Production Line

1.4  Produce
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Now our company have multiple ¢

workshops with high output and stable
product quality.
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Using advanced projection technology to detect
needlepoint.

3.@% Packaging
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Hundreds of grade purification workshop
to ensure products' quality
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Image of acupuncture needles handle

$HZEHHIHEEE Specification table of acupuncture needles
Bf#Diameter:0.12, 0.14, 0.16, 0.18, 0.20, 0.22, 0.25, 0.30, 0.35.......

& Length : 7mm,9mm,13mm,25mm,40mm,50mm,60mm,75mm,100mm........

SRR ) EHRMETREZFERTH
ok RN ERH  WRE TR Special specifications can be customized according to customer requirements




Suzhou Hualun Medical Appliance Co., Ltd.
version number: B/7 CE technical documents effective date: 2020.12.28

File name: Declaration of Conformity

Document No: HL/CE-002-10

EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / Suzhou HualLun Medical Appliance Co., Ltd.
Name and address of the manufacturer: / Shengtian Economic Development Zone, HuangQiao
Nom et adresse du fabricant: / XiangCheng District, SuZhou, 215132 China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Disposable Acupuncture needles
the medical device: / Disposable Press needles

le dispositif médical: /

il dispositivo medico: UMDNS-Code: 12-730

der Klasse: / Class lla

of class: /

de la classe: /

di classe:

nach Anhang IX der Richtlinie 93/42/EWG / according to annex IX of directive 93/42/EEC /
selon I'annexe IX de la directive 93/42/CEE / secondo l'allegato IX della direttiva 93/42/CEE

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 93/42/EWG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,,Endprifprotokoll®. /

meets the provisions of the directive 93/42/EEC and its transpositions in national laws which apply to it. The
declaration is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 93/42/CEE et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de I'inspection finale» du
produit. /

soddisfa tutte le disposizioni della direttiva 93/42/CEE e della loro trasposizione nel diritto nazionale che lo
riguardano. Questa dichiarazione € valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Directive 93/42/EEC Annex V
Conformity assessment procedure: /

Procédure d’évaluation de la conformité: /

Procedura di valutazione della conformita:

Registrier-Nr.: / Certificate No.: DD 60140340 001
Registration No.: / Issue date: 2019-07-09
N°d’enregistrement: / Expiry date: 2024-05-27

Numero di registrazione:

Benannte Stelle: / TUV Rheinland LGA Products GmbH
Notified Body: / TillystraBe 2
Organisme notifié: / 90431 Niirnberg
Organismo notificato: Deutschland
CE 0197
Suzhou China 2020-12-28 MG : firFi>
Ort, Datum / Place, date / Name und Funktion / Name and function /
Lieu, date / Luogo, data Nom et fonction / Nome e funzione
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