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MACHINERY DIRECTIVE,
ELECTROMAGNETIC COMPATIBILITY DIRECTIVE
ATTESTATION OF CONFORMITY

Technical file of the company mentioned below has been inspected and audit has been
completed successfully.
2006/42/EC Machinery Directive has been and 2014/30/EU Electromagnetic
Compatibility has been taken as referances for these processes.
Company Name : Hubei AIPAK Pharmaceutical Machinery Co., LTD.

Company Address : Room 3, 2nd Floor, Block 1, (phase 1)Putian Internet of Things
Innovation And Development Base, North of Gaoxin 4th Road,
East of West Dongyuan Road, East Lake High-Tech Development
Zone, China

Related Directives and Annex : 2006/42/EC Machinery Directive / Annex VIII
2014/30/EU Electromagnetic Compatibility Directive /Annex Il

Related Standards :EN ISO 12100:2010, EN 60204-1:2018, EN IEC 61000-6-2:2019
EN IEC 61000-6-4:2019, EN IEC 61000-3-2:2019+A1:2021
EN 61000-3-3:2013+A2:2021+AC:2022

Product Name : Softgel Encapsulation Production Line
Report No and Date : MD-TCF-231030-52035, TESH23103052036

Product Brand/Model/Type : SEM series, SEM-50, SEM-100,SEM-115, SEM-200, SEM-250, SEM-300

Certificate Number : M.2023.206.C92527

Initial Assessment Date :07.11.2023
Registration Date - 08.11.2023 UDEM International Certification

Reissue Date/No . Auditing Training Centre Industry

Expiry Date - 07.11.2028 and Trade Inc. Co.

The validity of the certificate can be checked through www.udem.com.tr. Upon completion of EC declaration of
conformity,it is used solely at the manufacturer's responsibility. This certificate remains the property of UDEM International
Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be returned upon request. The above
named firm must keep a copy of this certificate for 15 years from the registration of certificate. This certificate only covers
the product(s) stated above and UDEM must be noticed in case of any changes on the product(s)

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76
E-mail: inffo@Qudem.com.tr www.udem.com.tr
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Technical Construction File
File Nog MD-TCE-231020-52035
Applicant:
Hubei AIPAK Pharmaceutical Machinery Co., LTD.
Address of applicant:

Room 3, 2nd Floor, Block 1, (phase 1)Putian Internet of Things Innovation And
Development Base, North of Gaoxin 4th Road, East of West Dongyuan Road, East

Lake High-Tech Development Zone, China

q

Directive: 2006/42/EC Machinery Directive

Legal Person:

Product: Softgel Encapsulation Production Line
Model: SEM series, SEM-50. SEM-100.SEM-1135, SEM-200, SEM-250, SEM-300
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EMC TECHNICAL FILE

Product Name | : | Sofigel Encapsulation Production Line

Model Name | : | SEM series, SEM-50, SEM-100,5EM-115,
SEM-200, SEM-250, SEM-300

Prepared for:
Hubei AIPAK Pharmaceutical Machinery Co., LTD.
Room 3, 2nd Floor, Block 1, (phase 1)Putian Internet of Things Innovation And
Development Base, North of Gaoxin 4th Road, East of West Dongyuan Road,
East Lake High-Tech Development Zone, China

Prepared by:
Shanghai Global Testing Services Co., Lid.
Floor 2nd, Building D-1, No. 128, Shenfu Road, Minhang District, Shanghai,
China.
TEL: +86-21-33637866
FAX: +86-21-33637858

File Number : | TESH23103052036
Date of File : | October 27,2023 to November 07,2023
Date of Issue : | November 07,2023

MNotes:

The Test results only relate to these samples which have been Tested.
Partly using this file will not be admitted unless been allowed by GTS.
GT5S is only responsible for the complete file with the fileed stamp of GTS.
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