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SHANDONG GUOJIAN CERTIFICATION CO.,LTD.

ENVIRONMENTAL MANAGEMENT SYSTEM CERTIFICATE

No:174E220019R0S

This is to certify that the Environmental Management system of

SHANDONG AOJIANYI MEDICAL TECHNOLOGY CO.,LTD.

SOUTH SIDE OF WEST ZONE,2RBUILDING 7,PHASE IW,HUARONG CULTURAL LOGISTICS PARK,
MINXIANG NORTH ROAD,HIGH TECH ZONE,ZIBO CITY,SHANDONG PROVINCE

Unified Social Credit Code:91370303MA3RHQJ28P

Environmental Management System

Has been awarded this certificate for compliance with the standard
GB/T 24001-2016/IS0 14001:2015

This Environmental Management System Is valid for the

THE RELATIVE MANAGEMENT ACTIVITIES OF PRODUCTION
AND SALE OF CLASS I MEDICAL DEVICES(POSITIONING MASK,
LOW-TEMPERATURE THERMOPLASTIC SHEET AND MEDICAL POLYMER SPLINT)

CIf the above scope involves pre-approval of administration permission and compulsory certification, this certificate only covers products! services In the approved | certified scope.)
Date of issue:2022-01-19
Term of validity of this certificate:from 2022-01-19 to 2025-01-18

Asmdy  This certificate remains valid only if the certified organization accepts and passes regular surveillance audits

Scan the QR code to check
the validity of the certificate
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CNAS C169-M

The validity of this certificate could be confirmed via official Website Of CNCA (www.cnca.gov.cn) Or the Website Of Certification Body (www.ccsgc.ec). or contact 0531-676158299
ROOM 801, JJUCHENGSHANGDUBUILDING, NO.217CENTRAL SHUNGENG ROAD, JI'NAN CITY, SHANDONG PROVINCE, CHINA ( 250002 )
' SHANDONG GUOJIAN CERTIFICATION CO., LTD.
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SHANDONG GUOJIAN CERTIFICATION CO.,LTD.

QUALITY MANAGEMENT SYSTEM CERTIFICATION

No:174Q220032R0S
This is to certify that the quality system of

SHANDONG AOJIANYI MEDICAL TECHNOLOGY CO.,LTD.

SOUTH SIDE OF WEST ZONE,2FBUILDING 7,PHASE IHUAHONG CULTURAL LOGISTICS PARK,
MINXIANG NORTH ROAD,HIGH TECH ZONE, ZIBO CITY,SHANDONG PROVINCE

Unified Social Credit Code: 91370303MA3IRHQJ28P

Quality Management System
Has been awarded this certificate for cdmpifaﬁce with the standard

GB/T 19001-2016/1SO 9001:2015

This Quality Management System is valid for the

PRODUCTION AND SALE OF CLASS | MEDICAL DEVICES(POSITIONING
MASK,LOW-TEMPERATURE THERMOPLASTIC SHEET AND MEDICAL POLYMER SPLINT)

(Ifthe above scope Involves pre-approval of administration permission and compulsory certification, this certificate only covers products! services in the approved | certified scope.)

Date of issue:2022-01-19
Term of validity of this certificate:from 2022-01-19 to 2025-01-18

This certificate remains valid only if the certified organization accepts and passes regular surveillance audits.

Scan the QR code to check
the validity of the certificate

Representative of The Company

The validity of this certificate could be confirmed via official Website Of CNCA (www.cnca.gov.cn) Or the Website Of Certification Body (www.ccsgeazc). or contact 0531-67618299
ROOM 301, IUCHENGSHANGDUBUILDING, NO.217CENTRAL SHUNGENG ROAD, JI'NAN CITY, SHANDONG PROVINCE, CHINA (250002 )
SHANDONG GUOQJIAN CERTIFICATION CO.,LTD.



Form QAT _10-M06, version 00, effective since March 25%, 2020

Documentation Review

No. OP211210.SAMCW77

Holder: Shandong Aojianyi Medical

Technology Co., Ltd.

Huahong Cultural Logistics Park, North Minxiang
Road, Zibo High-Tech Zone, Shandong Province,
China.

Review gool' Verification of the presence of Technical
) Documentation compatible with the Medical
Devices Regulation 2017/745 Annex |

Product: Thermoplastic Sheet (Radiotherapy Mask)

Model(s): (see the following annex)

Classification: Class | (Not Sterile according to the
Manufacturer’'s declaration — therefore not
requiring NB intervention.)

Review OUTpUT: This document has been issued on a voluntary basis
and upon request of the manufacturer. It is our
opinion that the Technical Documentation shared
with us by the manufacturer is compatible with the
European Standard for Medical Devices.

Technical documentation identified with the no.
TSTCF1206-MDR.

The manufacturer is responsible for the CE Marking
process, and not exempted to carry out dall
necessary compliance activities. This document has
been issued on the basis of the regulation on ECM
Voluntary Mark for the cerfification of products.
RGO1_ECM rev.3 available at: www.entecerma.it
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Date of issue 10 December 2021 Expiry date 09 December 2026
Approver
ECM Service Director Technical Expert

aBedonni

Ente Certificazione Macchine
Via Ca Bella, 243 - 40053 Valsamoggia Loc. Castello di Serravalle (Bo) Italy
& +39.0516705141 & +39.0516705156 X info@entecerma.it ® www.entecerma.it

Review Report -



http://www.entecerma.it/

Form QAT _10-M06, version 00, effective since March 25%, 2020

Annex |

No. OP211210.SAMCW77

Model(s):

AJY-KB, AJY-PB, AJY-FB, AJY-SOT, AJY-S02, AJY-S03, AJY-S04, AJY-SO5, AJY-S06,
AJY-S07, AJY-S08, AJY-SO09?, AJY-S10, AJY-S11, AJY-S12, AJY-T13, AJY-T14, AJY-T15,
AJY-T16, AJY-XOTL, AJY-XOTM, AJY-XO1S, AJY-X02L, AJY-X02S, AJY-XO3L,
AJY-XO3M, AJY-X03S, AJY-BOTL, AJY-BO1S, AJY-BO2L, AJY-BO2M, AJY-BO2S,
AJY-BO3L, AJY-BO3M, AJY-BO3S, AJY-BOSL, AJY-BOSM, AJY-BOSS, A-MO1, A-MOT1-0T,
A-M01-02, A-M01-D01, A-M02, A-M02-01, A-M02-02, A-M02-D01, A-M0O3, A-MOA4L,
A-M04S, A-M04-DO1, A-JOT, A-JO2, A-JO3, A-JO4, A-XO1, A-TOT, A-TO2, A-TO3,
A-T04, A-TOS
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Ente Certificazione Macchine
Via Ca Bella, 243 - 40053 Valsamoggia Loc. Castello di Serravalle (Bo) Italy
& +39.0516705141 & +39.0516705156 X info@entecerma.it ® www.entecerma.it

Review Report -




AMAade-in-China.com’

Connecting Buyers with Chinese Suppliers

Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755)83071443, or email: CN.Doccheck@sgs.com

Report Number: QIP-ASI215475
Audit Date : 10 Apr.,2021

This report is issued by Focus Technology Co., Ltd. (Made-in-China.com) and the supervising inspectorate
(SGS-CSTC Standards Technical Services Co., Ltd.) to confirm that:

Company Name : SHANDONG AOJIANYI MEDICAL TECHNOLOGY CO., LTD.
7R RBERE ST A R A F

Showroom : https://aojianyisplint.en.made-in-china.com
Address : South Side of West District, Floor 2, Building 7, Phase 4, Huahong

Cultural Logistics Park, Minxiang North Road, High Tech Zone, Zibo,
Shandong, China

Product : Thermoplastic Orthopedic Splinting Material, Thermoplastic Nasal
Splint, Radiotherapy Mask, Thermoplastic Splint, External Nasal
Splint, Aluminum Nasal Splint, Finger Splint, Wrist Splint, Hand Splint,
Thermoplastic Scoliosis Brace, Thermoplastic Leg Splint

has been on site audited for the Following Scope of Activity

1. General Information

2. Foreign Trade Capacity

3. Product Research & Development Capacity

4. Management System and Product Certification
5. Production Capacity & Quality Control

6. Working Environment

7. Energy Saving and Emission Reduction

8. Photos

General Comments:

SHANDONG AOJIANYI MEDICAL TECHNOLOGY CO., LTD. is a manufacturer with 11 employees; it was established
in 2020, located in South Side of West District, Floor 2, Building 7, Phase 4, Huahong Cultural Logistics Park, Minxiang
North Road, High Tech Zone, Zibo, Shandong, China. The workshops occupy an area of 900 square meters. They have
passed ISO9001, ISO14001 management system certificates.
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Sign for and on behalf of
SGS-CSTC Standards Technical Services Co., Ltd. 5

Unless otherwise agreed in writing, this document is issued by the Company under its General Conditions of Service accessible at
http://www.sgs.com/en/Terms-and-Conditions.aspx Attention is drawn to the limitation of liability, indemnification and jurisdiction issues
defined therein.Any holder of this document is advised that information contained hereon is solely limited to visual examination of the
safely and readily accessible portions of the consignment and reflects the Company’s findings at the time of its intervention only and
within the limits of Client’s instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate
parties to a transaction from exercising all their rights and obligations under the transaction documents. Any unauthorized alteration,
forgery or falsification of the content or appearance of this document is unlawful and offenders may be prosecutedto the fullest extent of

the law. Page No.: 1 of 16 SGS-MIC 839714
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(‘%’Inspection & Testing Services @\j

SGS-COY a5 Co, Ltd. | 5IF, B4 Building, Zijin (Baixia) Technology Incubation Special Park, No.1 Guanghua Road, Nanjing, China 210014  t (86-25) 87128385 f (86-25)83407773  www.sgsgroup.com.cn
Consumer ang _IIFE-ﬁ:%i-é?ﬁli%ﬁ%%%ﬁE'Fﬁ'lﬂkﬁﬂﬂtﬂﬂ%&BﬁS& B4R: 210014  t (86-25)87128385 f (86-25)83407773 e as.cn@sgs.com

Member of the SGS Group (SGS SA)
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